


64B16-27.1001 Practice of Pharmacy. 
Those ftmnctions within the definition of the practice of the profession of pharmacy, as defined by Section 465.003(13), F.S., are 
specifically reserved to a pharmacist or a duly registered pharmacy intern in this state acting under the direct and immediate personal 
supervision of a pharmacist. The following subjects come solely within the purview of the pharmacist. 

(1) A pharmacist or registered pharmacy intern must: 

(a) Supervise and be responsible for the controlled substance inventory. 
(b) Receive verbal prescriptions from a practitioner. 
(c) Interpret and identify prescription contents. 
(d) Engage in consultation with a practitioner regarding interpretation of the prescription and date in patient profile. 
(e) Engage in professional communication with practitioners, nurses or other health professionals. 
1) Advise or consult with a patient, both as to the prescription and the patient profile record. 
(2) When parenteral and bulk solutions of all sizes are prepared, regardless of the route of administration, the pharmacist must: 
(a) Interpret and identify all incoming orders. 
(b) Mix all extemporaneous compounding or be physically present and give direction to the registered pharmacy technician for 

reconstitution, for addition of additives, or for bulk compounding of the parenteral solution. 
(c) Physically examine, certify to the accuracy of the final preparation, thereby assuming responsibility for the final preparation. 
(d) Systemize all records and documentation of processing in such a manner that professional responsibility can be easily traced 

to a pharmacist. 
(3) Only a pharmacist may make the final check of the completed prescription thereby assuming the complete responsibility for 

its preparation and accuracy. 
(4) The pharmacist, as an integral aspect of dispensing, shall be directly and immediately available to the patient or the patient's 

agent for consultation and shall not dispense to a third party. No prescription shall be deemed to be properly dispensed unless the 
pharmacist is personally available. 

(5) The pharmacist performing in this state any of the acts defined as "the practice of the profession of pharmacy" in Section 
465.003(13), F.S., shall be actively licensed as a pharmacist in this state, regardless of whether the practice occurs in a permitted 
location (facility) or other location. 

(6) The pharmacist may take a meal break, not to exceed 30 minutes in length, during which the pharmacy department of a 

permittee shall not be considered closed, under the following conditions: 
(a) The pharmacist shall be considered present and on duty during any such meal break if a sign has been prominently posted in 

the pharmacy indicating the specific hours of the day during which meal breaks may be taken by the pharmacist and assuring 
patients that a pharmacist is available on the premises for consultation upon request during a meal break. 

(b) The pharmacist shall be considered directly and immediately available to patients during such meal breaks if patients to 

whom medications are delivered during meal breaks are verbally informed that they may request that a pharmacist contact them at 
the pharmacist's earliest convenience after the meal break, and if a pharmacist is available on the premises during the meal break for 
consultation regarding emergency matters. Only prescriptions with the final certification by the pharmacist may be delivered. 

(c) The activities of registered pharmacy technicians during such a meal break shall be considered to be under the direct and 
immediate personal supervision of a pharmacist if the pharmacist is available on the premises during the meal break to respond to 

questions by the technicians, and if at the end of the meal break the pharmacist certifies all prescriptions prepared by the registered 
pharmacy technicians during the meal break. 

(7) The delegation of any duties, tasks or functions to registered pharmacy interns and registered pharmacy technicians must be 
performed subject to a continuing review and ultimate supervision of the pharmacist who instigated the specific task, so that a 

continuity of supervised activity is present between one pharmacist and one registered pharmacy technician. In every pharmacy, the 
pharmacist shall retain the professional and personal responsibility for any delegated act performed by registered pharmacy interns 
and registered pharmacy technicians in the licensee's employ or under the licensee's supervision. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 465.003(11)(b), (13), 465.014, 465.026 FS. History—New 11-18-07, Amended 1-1- 
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West's Florida Statutes Annotated Currentness 
Title XXXII. Regulation of Professions and Occupations (Chapters 454-493) (Refs & Annos) 

Chapter 465. Pharmacy (Refs & Annos) 
—,—, 465.003. Defluitious 

As used in this chapter, the term: 

(1) "Administration" means the obtaining and giving of a single dose of medicinal drugs by a legally authorized 
person to a patient for her or his consumption. 

(2) "Board" means the Board of Pharmacy. 

(3) "Consultant pharmacist" means a pharmacist licensed by the department and certified as a consultant 
pharmacist pursuant to s. 465.0125. 

(4) "Data communication device" means an electronic device that receives electronic information from one 
source and transmits or routes it to another, including, but not limited to, any such bridge, router, switch, or 
gateway. 

(5) "Department" means the Department of Health. 

(6) "Dispense" means the transfer of possession of one or more doses of a medicinal drug by a pharmacist to the 
ultimate consumer or her or his agent. As an element of dispensing, the pharmacist shall, prior to the actual 
physical transfer, interpret and assess the prescription order for potential adverse reactions, interactions, and 
dosage regimen she or he deems appropriate in the exercise of her or his professional judgment, and the 
pharmacist shall certify that the medicinal drug called for by the prescription is ready for transfer. The 
pharmacist shall also provide counseling on proper drug usage, either orally or in writing, if in the exercise of 
her or his professional judgment counseling is necessary. The actual sales transaction and delivery of such drug 
shall not be considered dispensing. The administration shall not be considered dispensing. 

(7) "Institutional formulary system" means a method whereby the medical staff evaluates, appraises, and selects 
those medicinal drugs or proprietary preparations which in the medical staffs clinical judgment are most useful 
in patient care, and which are available for dispensing by a practicing pharmacist in a Class II institutional 
pharmacy. 
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(8) "Medicinal drugs" or "drugs" means those substances or preparations commonly known as "prescription" or 
"legend" drugs which are required by federal or state law to be dispensed only on a prescription, but shall not 
include patents or proprietary preparations as hereafter defined. 

(9) "Patent or proprietary preparation" means a medicine in its unbroken, original package which is sold to the 
public by, or under the authority of, the manufacturer or primary distributor thereof and which is not misbranded 
under the provisions of the Florida Drug and Cosmetic Act. 

(10) "Pharmacist" means any person licensed pursuant to this chapter to practice the profession of pharmacy. 

(1 1)(a) "Pharmacy" includes a community pharmacy, an institutional pharmacy, a nuclear pharmacy, a special 
pharmacy, and an Intemet pharmacy. 

1. The term "community pharmacy" includes every location where medicinal drugs are compounded, dispensed, 
stored, or sold or where prescriptions are filled or dispensed on an outpatient basis. 

2. The term "institutional pharmacy" includes every location in a hospital, clinic, nursing home, dispensary, 
sanitarium, extended care facility, or other facility, hereinafter referred to as "health care institutions," where 
medicinal drugs are compounded, dispensed, stored, or sold. 

3. The term "nuclear pharmacy" includes every location where radioactive drugs and chemicals within the 
classification of medicinal drugs are compounded, dispensed, stored, or sold. The term "nuclear pharmacy" does 
not include hospitals licensed under chapter 395 or the nuclear medicine facilities of such hospitals. 

4. The term "special pharmacy" includes every location where medicinal drugs are compounded, dispensed, 
stored, or sold if such locations are not otherwise defined in this subsection. 

5. The term "Intemet pharmacy" includes locations not otherwise licensed or issued a permit under this chapter, 
within or outside this state, which use the Intemet to communicate with or obtain information from consumers in 

this state and use such communication or information to fill or refill prescriptions or to dispense, distribute, or 
otherwise engage in the practice of pharmacy in this state. Any act described in this definition constitutes the 
practice of pharmacy as defined in subsection (13). 

(b) The pharmacy department of any permittee shall be considered closed whenever a Florida licensed 
pharmacist is not present and on duty. The term "not present and on duty" shall not be construed to prevent a 

pharmacist from exiting the prescription department for the purposes of consulting or responding to inquiries or 
providing assistance to patients or customers, attending to personal hygiene needs, or performing any other 
function for which the pharmacist is responsible, provided that such activities are conducted in a manner 
consistent with the pharmacist's responsibility to provide pharmacy services. 
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(12) "Pharmacy intern" means a person who is currently registered in, and attending, a duly accredited college 
or school of pharmacy, or who is a graduate of such a school or college of pharmacy, and who is duly and 
properly registered with the department as provided for under its rules. 

(13) "Practice of the profession of pharmacy" includes compounding, dispensing, and consulting concerning 
contents, therapeutic values, and uses of any medicinal drug; consulting concerning therapeutic values and 
interactions of patent or proprietary preparations, whether pursuant to prescriptions or in the absence and 
entirely independent of such prescriptions or orders; and other pharmaceutical services. For purposes of this 
subsection, "other pharmaceutical services" means the monitoring of the patient's drug therapy and assisting the 
patient in the management of his or her drug therapy, and includes review of the patient's drug therapy and 
communication with the patient's prescribing health care provider as licensed under chapter 458, chapter 459, 
chapter 461, or chapter 466, or similar statutory provision in another jurisdiction, or such provider's agent or 
such other persons as specifically authorized by the patient, regarding the drug therapy. However, nothing in this 
subsection may be interpreted to permit an alteration of a prescriber's directions, the diagnosis or treatment of 
any disease, the initiation of any drug therapy, the practice of medicine, or the practice of osteopathic medicine, 
unless otherwise permitted by law. "Practice of the profession of pharmacy" also includes any other act, service, 
operation, research, or transaction incidental to, or forming a part of, any of the foregoing acts, requiring, 
involving, or employing the science or art of any branch of the pharmaceutical profession, study, or training, and 
shall expressly permit a pharmacist to transmit information from persons authorized to prescribe medicinal drugs 
to their patients. The practice of the profession of pharmacy also includes the administration of vaccines to 

adults pursuant to s. 465.189. 

(14) "Prescription" includes any order for drugs or medicinal supplies written or transmitted by any means of 
communication by a duly licensed practitioner authorized by the laws of the state to prescribe such drugs or 
medicinal supplies and intended to be dispensed by a pharmacist. The term also includes an orally transmitted 
order by the lawfully designated agent of such practitioner. The term also includes an order written or 
transmitted by a practitioner licensed to practice in a jurisdiction other than this state, but only if the pharmacist 
called upon to dispense such order determines, in the exercise of her or his professional judgment, that the order 
is valid and necessary for the treatment of a chronic or recurrent illness. The term "prescription" also includes a 

pharmacist's order for a product selected from the formulary created pursuant to s. 465.186. Prescriptions may 
be retained in written form or the pharmacist may cause them to be recorded in a data processing system, 
provided that such order can be produced in printed form upon lawful request. 

(15) "Nuclear pharmacist" means a pharmacist licensed by the department and certified as a nuclear pharmacist 
pursuant to s. 465.0126. 

(16) "Centralized prescription filling" means the filling of a prescription by one pharmacy upon request by 
another pharmacy to fill or refill the prescription. The term includes the performance by one pharmacy for 
another pharmacy of other pharmacy duties such as drug utilization review, therapeutic drug utilization review, 
claims adjudication, and the obtaining of refill authorizations. 

(17) "Automated pharmacy system" means a mechanical system that delivers prescription drugs received from a 
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Florida licensed pharmacy and maintains related transaction information. 

CREDIT(S) 

Laws 1979, c. 79-226, § 1; Laws 1981, c. 81-259, § 322; Laws 1981, c. 81-302, § 14; Laws 1982, c. 82-179, § 1; 

Laws 1983, c. 83-101, § 1; Laws 1983, c. 83-216, § 36; Laws 1983, c. 83-329, § 29; Laws 1985, c. 85-35, § 1; 

Laws 1986, c. 86-256, § 2; Laws 1988, c. 88-172, § 1; Laws 1989, c. 89-77, § 1. Amended by Laws 1994, c. 

94-218, § 123, eff. May 20, 1994; Laws 1997, c. 97-103, § 239, eff. July 1, 1997; Laws 1997, c. 97-264, § 87, 

eff. July 1, 1997; Laws 1999, c. 99-397, § 118, eff July 1, 1999; Laws 2002, c. 2002-182, § 1, eff. July 1, 2002; 
Laws 2004, c. 2004-25, § 1, eff. May 11, 2004; Laws 2004, c. 2004-387, § 1, eff. July 1, 2004; Laws 2007, c. 

2007-152, § 2, eff. July 1, 2007; Laws 2012, c. 2012-60, § 2, eff. July 1, 2012. 

HISTORICAL AND STATUTORY NOTES 

Prior Provisions for Legislative Review of Regulatory Statutes: 

Laws 1982, c. 82-179, § 2, provided that provisions of that law amending Florida Statutes Chapter 465 were to 

be repealed on October 1, 1986, and to be reviewed by the legislature pursuant to s. 11.61, the Regulatory 
Sunset Act. Laws 1983, c. 83-265, § 3, repealed Laws 1982, c. 82-179, § 2. 

CROSS REFERENCES 

Complimentary drugs, distribution, see § 499.028. 

Medicinal drugs, making, altering and forging prescriptions, see F.S.A. § 831.30. 

Prescription drugs, 
Pedigree papers, see § 499.01212. 

Storage and handling, recordkeeping, see § 499.0121. 

LIBRARY REFERENCES 

Health 198. 

Westlaw Topic No. 198H. 

RESEARCH REFERENCES 

ALR Library 

79 ALR 5th 409, Civil Liability of Pharmacists or Druggists for Failure to Warn of Potential Drug Interactions 
in Use of Prescription Drug. 

44 ALR 5th 393, Liability of Pharmacist Who Accurately Fills Prescription for Harm Resulting to User. 

Encyclopedias 
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Physician's Failure to Protect Third Party from Harm by Nonpsychiatric Patient, 43 Am. Jur. Proof of Facts 2d 

657. 

Injuries from Drugs, 7 Am. Jur. Proof of Facts 3d 1. 

Failure to Warn as Proximate Cause of Injury, 8 Am. Jur. Proof of Facts 3d 547. 

Proof of Physical Disability of Driver of Motor Vehicle, 53 Am. Jur. Proof of Facts 3d 67. 

Medical Necessity Defense, Fla. Jur. 2d Criminal Law Substantive Principles and Offenses § 1371. 

Drug; Dispense; Distribute, Fla. Jur. 2d Foods, Drugs, and Cosmetics § 63. 

Pharmacy, Pharmacist, Fla. Jur. 2d Foods, Drugs, and Cosmetics § 66. 

Prescription, Proprietary Drug, Administration, Fla. Jur. 2d Foods, Drugs, and Cosmetics § 67. 

Pharmacy Technicians, Fla. Jur. 2d Foods, Drugs, and Cosmetics § 75. 

Centralized Prescription Filling, Fla. Jur. 2d Foods, Drugs, and Cosmetics § 89. 

Prescription Drugs; Pedigree Papers, Fla. Jur. 2d Foods, Drugs, and Cosmetics § 105. 

Forms 

Florida Pleading and Practice Forms § 34:104, Complaint--Failure to Meet Minimum Requirements for Safe 
Practice Under the Florida Pharmacy Act. 

NOTES OF DECISIONS 

Civil actions 4 

Construction and application 1 

Criminal prosecutions 3 

Duty, generally 7 

Pharmacies 5 

Pharmacist review 8 

Practice of pharmacy 2 

Prescription 5.5 

Voluntary duty 6 
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1. Construction and application 

Drugs not properly "dispensed" are, per se, "misbranded" for purposes of offense of adulterating or misbranding 
prescription drugs. Rodriguez v. State, App. 3 Dist., 67 So.3d 326 (2011). Health 982 

No private cause of action was created by amendment of Pharmacy Act's definition of "dispense"--as element of 
dispensing, pharmacist shall, prior to actual physical transfer, interpret and assess prescription order for potential 
adverse reactions, interactions, and dosage regimen he deems appropriate, shall certify that medicinal drug 
called for by prescription is ready for transfer, and shall provide counseling on proper drug usage, either orally 
or in writing, if deemed necessary. Johnson v. Walgreen Co., App. 1 Dist., 675 So.2d 1036 (1996). Action 
3; Health 198; Products Liability 225; Products Liability 303 

Definitions enacted under § 465.031 (repealed, see, now this section) in 1961 had no bearing on question of 
whether acts allegedly committed prior to effective date of such definitions constituted violations of law relating 
to pharmacists. Hall v. Florida Bd. of Pharmacy, 177 So.2d 833 (1965). Health 106 

2. Practice of pharmacy 

Hydrocodone shipped to consumers from defendants' Internet pharmacy without being reviewed by a pharmacist 
was not properly "dispensed," thus supporting convictions for adulterating or misbranding prescription drugs. 
Rodriguez v. State, App. 3 Dist., 67 So.3d 326 (2011). Health 982 

Pharmacy is a "profession" in the general sense of the word. Lee v. Gaddy, 133 Fla. 749, 183 So. 4 (1938). 
Health 110 

Practice of pharmacy was the art of practice of preparing and preserving drugs and of compounding and 
dispensing medicines according to prescriptions of physicians; the occupation of apothecary or pharmaceutical 
chemist. Ex parte Sarros, 116 Fla. 86, 156 So. 396 (1934). 

3. Criminal prosecutions 

Prescription defense is available to an innocent possessor of a controlled substance who has a legally recognized 
reason for the possession of controlled substance prescribed to another individual. McCoy v. State, App. 1 Dist., 
56 So.3d 37 (2010). Controlled Substances 51 

In prosecution for sale of prescription drug without prescription in which State's drug chemist was unable to say 

whether substance sold by defendant was prescription drug, and trial court improperly took judicial notice that 
such substance required prescription, State failed to prove substance which defendant sold was within definition 
of "medicinal drugs" or "drugs." Block v. State, App. 2 Dist., 437 So.2d 792 (1983). Health 989 

To convict defendant for violating § 465.0 15 proscribing sale of prescription drug without prescription, State 
had to prove drug which defendant sold was among those defined by statute as "medicinal drugs" or "drugs." 
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Block v. State, App. 2 Dist., 437 So.2d 792 (1983). Health 982 

4. Civil actions 

Pharmacists who are licensed under Florida Pharmacy Act are not "health care providers" who are entitled to 
presuit notice under statutes governing medical malpractice actions. GalenCare, Inc. v. Mosley, App. 2 Dist., 59 

So.3d 138 (2011), rehearing denied. Health 807 

Complaint that alleged that pharmacies filled numerous lawful prescriptions for customer for narcotic 
medications too closely in time, within days of having filled previous prescriptions, and that customer 
subsequently died as result of combined drug overdose, stated cause of action for negligence; strong public 
policy supported imposition of duty on pharmacies to warn customers of risks inherent in filling repeated and 
unreasonable prescriptions with potentially fatal consequences. Powers v. Thobhani, App. 4 Dist., 903 So.2d 
275 (2005), review granted 924 So.2d 812, review denied 934 So.2d 1182. Products Liability 114; 

Products Liability 133; Products Liability 225 

5. Pharmacies 

Requirement of supervision of retail drug establishment by licensed pharmacist could not be extended so as to 

cover all operations of drugstore including those which were unrelated by their nature to the preparation and sale 
of controlled drugs and medicines. State v. Leone, 118 So.2d 781 (1960). Health 198 

A drug room situated in a hospital operated by a practicing physician is not a "drug store" and regulated by the 
statutes respecting pharmacists, where the drug room was used for the exclusive accommodations of hospital 
patients and prescriptions of other physicians were not filled, and orders on the drug room for medicine for 
patients were in the nature of memoranda rather than prescriptions which were filled either by physicians or 
some one in their constant presence and direction. Pan v. Spires, 41 So.2d 336 (1949). Health 198 

5.5. Prescription 

Trial court's failure to instruct jury on a prescription defense to the charge of trafficking in hydrocodone, to 

which defendant did not object, was fundamental error at trial on the trafficking charge and a charge of 
possession of cocaine with intent to sell; prescription defense was defendant's primary defense to the trafficking 
charge, and properly instructed jury could have found that defendant had implied authority from his mother, who 
had a valid prescription for the pills that were found at defendant's bedside, to safeguard the pills until he could 
return them to her. Ramirez v. State, App. 4 Dist., 2013 WL 163461 (2013). Controlled Substances 98 

The prescription defense to a charge of trafficking in a controlled substance is not limited to the person holding 
a valid prescription, but may also be asserted by any individual authorized by the prescription holder to hold the 
medications on his or her behalf; this extension derives from statutes which allow pharmacists to dispense 
prescription drugs to a patient's agent. Ramirez v. State, App. 4 Dist., 2013 WL 163461 (2013). Controlled 
Substances 51 
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6. Voluntary duty 

Pharmacy did not undertake voluntary duty by giving warning to pharmacy patron not to drive while using 
medication and placing a "use caution while driving" label on prescription bottle, and therefore its actions did 
not broaden the zone of foreseeable risk to unidentified third parties including motorist who was injured in 

collision with pharmacy patron who fell asleep at the wheel while under the influence of medication, where 
pharmacy was required to give warnings under state administrative code and state statute. Dent v. Dennis 
Pharmacy, Inc., App. 3 Dist., 924 So.2d 927 (2006), review dismissed 939 So.2d 1058, rehearing denied. Health 

752; Products Liability 133; Products Liability 225 

7. Duty, generally 

The administratively mandated inherent benefit of additional drug regimen review did not, by itself, create a 

legal duty to nursing home resident nor did it expand the consultant pharmacist's role beyond that of an 

administrative advisor, and the Pharmacy Act specifically restricted pharmacist from altering a prescriber's 
directions, diagnosing or treating any disease, initiating any drug therapy, or practicing medicine. Estate of 
Johnson cx d. Johnson v. Badger Acquisition Of Tampa LLC, App. 2 Dist., 983 So.2d 1175 (2008), rehearing 
denied. Health 198; Health 706 

8. Pharmacist review 

Evidence supported finding that defendants knowingly packaged and delivered misbranded drugs, thus 
supporting convictions for adulterating or misbranding prescription drugs; defendants were the sons of a 

pharmacist who had worked alongside their father for years and had working knowledge of the operations of the 
pharmacy, rendering them well aware that it was not legally permissible to ship hydrocodone to consumers from 
Internet pharmacy without pharmacist review. Rodriguez v. State, App. 3 Dist., 67 So.3d 326 (2011). Health 

989 
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Cumbie, James A 

From: Cumbie, James A 

Sent: Friday, March 14, 2014 2:59 PM 

To: 'TJones@akingump.com' 
Subject: Request for Declaratory Statement 

Good Afternoon, 

This email is to inform you that your request for a declaratory statement to the Board of Pharmacy will be heard 
Tuesday, April 1, 2014 in Tampa, FL. The attached document contains all required information regarding location and 
time. If you have any questions or concerns, please feel free to contact me via email or by phone at the number 
provided below. Thank you for your time and have a great day. 

Declaratory 
Statement - Gra., 

Sin cerely, 

Jay Cumbie 
Regulatory Specialist Ii 
Florida Board of Pharmacy 
Phone: 850-245-4444 ext: 3367 
James. 

Mission: To protect, promote & implore the health of u/I people in /']o,yda through integrated state, ,' & cotfl,flu,ntv efforts. 

Vision: healthiest State in the Nation 

(IGIRE) 
I nnovation: We search for creative solutions and manage resources ,i',se/v. 
C ollahoration: We use teamwork to achieve common goals & solve problems. 
A ccountabilitv: We perform wit/i ,aegritv & respect. 
R espansiveness: We achieve our mission bi' serving our customers & engaging our partners, 
E xcellence: We promote qua! itv outcomes through learning & continuous performance improvement. 

Special Notice: There have been changes to the license renewal process. Please i/sir ivww. CK4tRenewal. , to lea,,, more 

Please note: Flat-ida has a i'en' broad public records laim. tlost im'ritlen com,nu,,ications to orfro,n state o/Ji cials regarding stale business are public records cn-ailahle to the 
public and media upon request. Your e-mail comnmunicat ions mai' there/öre he subject to public disclosure. 

Attention Health Care : There have been changes to the license renewal places. lb lea,',, more about CE Renewal visit www.flhealt/msaurce. . For 
questions, contact the Florida Department of Health toll-free at (855) 410-3344 or e,na,l us at 

1 



Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Daniel David Graver 

RE: Request for Declaratory Statement 

Dear Mr. Graver: 

Vision: To be the Healthiest State in the Nation 

March 14, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Tuesday, April 1,2014. The meeting is being held at the Marriott Westshore, 1001 N. 
Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 1:00 p.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh.state.fl . us/mqa/pharmacy/ph_meeting . html. 

If you have any questions regarding this information, please contact me at 850-245-4444 ext: 3367. 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PHONE: 850/245-4292 • FAX 850/413-6982 

www.FioridasHealth.com 
TWITTER:HealthyFLA 

FACEBOOK:FLDepartmentotHealth 
YOUTUBE: tldoh 

HEALTH 

Sir 

Cumbie, 
Regulatory Specialist II 



FILED 
DEPARTMENT OF HEALTH 

CLERK 
DEPUTY CLERK Akin Gump 

FEB 042014 - 
STRAUSS HAUER & FELD LLP 

Daniel David Graver 
+1 202.887.45621fax: -i-i 202.887.4288 
dgraver@akingump.com 

January 22, 2014 

BY U.S. MAIL 

Florida Board of Pharmacy 
4052 Bald Cypress Way, BIN C04 
Tallahassee, FL 32399-3254 

Re: Request for Declaratory Statement 

Dear Florida Board of Pharmacy: 

We represent a pharmaceutical manufacturer considering an arrangement with retail 

pharmacies through which the manufacturer would pay the pharmacies to perform certain 
"adherence services" for patients who have been prescribed the manufacturer's drugs, either 
through their pharmacists or through a contracted third party business associate. We are writing 
to inquire whether this program would implicate the provisions of Fla. Stat. 465.185; 
456.054; 817.505; 465.017; and/or Ba. Admin. Code Ann. r. 64B16-27.104. 

As you know, a physician's prescription for a patient indicates both the medication and 
how often it should be taken. Sometimes, patients do not adhere to the doctor's instructions 
because they forget to refill their prescription, or they take the medication inconsistently due to 

adverse side effects. 

Under the proposed program, a pharmacy, via its pharmacists or a third-party contractor 
(collectively "the pharmacy"), would provide "adherence services," designed to improve 
patients' adherence to their prescription drug regimens. Patients will be reminded to refill 
prescriptions and counseled to address any problems, concerns, or barriers they may experience 
with continuing with their medication regimens as prescribed by their physicians. This may 
include refill reminder letters, texts, emails, phone calls, face-to-face counseling of patients, 
coaching, or other adherence support tools (e.g., pharmacist-initiated point-of-sale tools). 

Patients will be free to opt out of the program at any time. 

In exchange for performing these adherence services for certain patients who have been 
prescribed the manufacture's drugs, the pharmacy could be compensated under one of two 
models. First, in the vast majority of these arrangements, the manufacturer would pay the 
pharmacy for these services on a fee-for-service or hourly basis. Alternatively, in certain limited 
circumstances, the pharmacy could be compensated based on a percentage of the increased 
revenue earned by the pharmaceutical manufacturer resulting from the proper utilization of the 
specific drugs for which the pharmacy has been performing these adherence services. 

RobertS. Strauss Building 11333 New Hampshire Avenue. NW. Washington, DC. 20036-1564 202.887.4000 Jfax: 202.887.42881 akingurnp.com 



Akin Gump 
STRAUSS HAUER & FELD LLP 

January 22, 2014 
Page 2 

An example of how the revenue-sharing compensation structure would work: 

The Manufacturer produces Drug X. A certain group of patients at 
the Pharmacy with prescriptions for Drug X will be enrolled in the 
Pharmacy's adherence services program. In exchange for these 
services, the Pharmacy will receive 15% of the Manufacturer's 
increased profits resulting from the increase in purchases of Drug 
X by the participating patients, as compared to the amount of Drug 
X purchased by a group of non-participating patients who do not 
receive adherence services, and do not properly adhere to the 
regime prescribed by their doctor. 

Before our client implements this program, we would like to confirm that neither the 
program nor either payment model violates Florida law. Specifically, we would like to know 
whether this arrangement implicates Ha. Stat. 465.185; 456.054; 465.017; 817.505; and/or 
Fla. Admin. Code Ann. r. 64B16-27.104. Ha. Stat. §* 465.185, 456.054, and 817.505 govern 
kickbacks, rebates, commissions, and fee-splitting. Ha. Admin. Code Ann. r. 64B16-27. 104 
prohibits pharmacists from entering rebate agreements limiting a patient's free choice of 
pharmacist or pharmacy. Ha. Stat. § 465 .017 governs disclosures of pharmacy records. 

Based upon our analysis of the language of these provisions, we do not believe that they 
apply to the facts presented. The manufacturer's payments to the pharmacy would not constitute 
kickbacks, division of fees, or rebates, but rather are legitimate payments for bona fide services 
rendered. The adherence services program would not limit a patient's free choice of pharmacist 
or pharmacy. The arrangement would provide services only to patients to encourage them to 
stay on the regimen already prescribed by their physicians and thus presumably in their best 
interest. Finally, under the adherence services program the pharmacy will not disclose pharmacy 
records to the manufacturer. 

Because this issue is extremely important and time-sensitive for our client, we would be 
grateful if the Board could review our inquiry at its earliest convenience. Should the Board need 
additional information for its analysis, please do not hesitate to contact me at (202) 887-4578 or 
TJones@akingump.com. 
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2201 42962 Palmer, Darren James 01/07/2014 1 

2201 43968 Sosa, Kris Elaine 01/07/2014 
2201 43623 Asprer, Maria Luisa Dela Rosa 01/08/2014 
2201 44277 Sippel, George Edward 01/10/2014 
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Mandal, Kunal 01/14/2014 
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01 

I 
44308 Hellinger, Hillel 01/22/2014 
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2201 44338 Andrea Jean 01/28/2014 
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2201 39313 Roberts, Yolanda April 01/30/2014 
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2201 Fohtung, Leticia Mbongo 01/30/2014 
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Stetzler, Alison Lindsey 
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02/04/2014 
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2201 44356 Schwinghammer, Saundra Marie 02/04/2014 1 

2201 44342 Gandhi, Ripal Amratlal 02/05/2014 i_______________________________ 
2201 44384 Henen, Merit G 02/05/2014 
2201 44360 Bishop, Margaret Brooke 02/10/2014 
2201 44394 Nguyen, Jennifer L 02/10/2014 
2201 44340 Stinner, Nicole_Diane 02/12/2014 
2201 44354 Ornella, Elizabeth Anne 02/12/2014 
2201 44359 Mcmillin, Jason Grant 02/12/2014 
2201 44378 Schwinghammer, Paul Joseph 02/12/2014 
2201 43715 Lynn, Chad R 02/17/2014 
2201 44410 Dean, Karim Rocio 02/17/2014 
2201 44250 Landers, Amy Elizabeth 02/18/2014 
2201 44313 Shah,SonalRadha 02/18/2014 

2201 44377 Paulson,GregoryJohn 02/18/2014 

2201 44380 Thummuru, Seetha Ramireddy 02/18/2014 
2201 44412 Mcgehee,Adam Winston 02/18/2014 

2201 44339 Malish, Katherine Jane 02/20/2014 
2201 44416 Melika, Shereen Tharwat Kostandy 02/20/2014 
2201 

2201 

44175 Sproul, Craig A 02/21/2014 
44327 Frost, Amy Ann 02/21/2014 

2201 44426 Resposo, ClaucflneJo 02/21/2014 
2201 42808 Nihalani, Parag Doulat 02/25/2014 
2201 44343 Donaldson, John Dee 02/25/2014 
2201 44438 Vazquez Torres, Zilka 02/25/2014 

2201 44370 
— 
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2201 44397 Putrus, Mays 02/26/2014 
2201 44402 Truong,JudyOu 

L 
02/26/2014 

2201 44408 Miranda, Naray 02/26/2014 

2201 44159 Sreshta, Michael Simon 02/27/2014 
2201 44242 Gutoski, Richard 02/27/2014 
2201 44404 Azzawi, Au Ghalib Jaafar 02/27/2014 
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2201 

42928 
44295 

Mercier, Pierre Richard 
Schutzenhofer, Richard Michael 

02/28/2014 
02/28/2014 

2201 44391 Stephenson, Deja Marie [ 02/28/2014 
2201 44427 Richard, Jennifer Len 02/28/2014 

Total Number of Eligible Applications: 80 
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P
kw

y 
D

aytona B
each, F

L 
32117 

R
P

T
 

51909 
01/06/2014 

Lastinger, S
am

uel 
T

hom
as 

02/15/1989 
O

ther 
C

vs P
harm

acy Learnrx 
10074 Jog R

d 
B

oynton B
each, F

L 
33437 
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F
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epartm
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O
N

D
 

R
P

T
 

51910 
01/06/2014 

lglesias, M
ireya M

 
07/22/1963 

H
ialeah A

dult 
E

ducation C
enter 

339 E
ast 42 S

treet 
H

ialeah, F
L 33013 

R
P

T
 

51911 
01/06/2014 

P
adron, M

ariela 
06/16/1970 

H
ialeah A

dult 
E

ducation C
enter 

853 
E

 32 S
t 

H
ialeah, 

F
L 33013 

R
P

T
 

51912 
01/06/2014 

O
livera, M

adalys 
09/26/1967 

H
ialeah A

dult 
E

ducation C
enter 

7lO
5W

l3A
ve A

pt 101 
H

ialeah, F
L 33014 

R
P

T
 

51913 
01/06/2014 

O
m

arrah, A
m

y 
F

rances 
04/20/1975 

W
algreens 

8337 S
outh P

ark C
ir 

O
rlando, F

L 32819 

R
P

T
 

51914 
01/06/2014 

S
antana G

onzalez, 
M

aydelys 
06/29/1 974 

F
lorida E

ducation Institute 
780 E

21S
t S

treet 
H

ialeah, F
L 

33013 

R
P

T
 

51915 
01/06/2014 

W
alker, Jasm

ine 
E

lexus 
03/01/1993 

C
vs C

arem
ark 

10T
h 700 N

w
 10T

h A
ve 

P
om

pano B
each, F

L 
33060 

R
P

T
 

51916 
01/06/2014 

B
albi P

uentes, 
S

herlien 
01/01/1991 

O
ther 

P
rofessional T

raining 
C

enters 
11480 S

w
 193 S

t. 
M

iam
i, 

F
L 33157 

R
P

T
 

51917 
01/06/2014 

A
hsan, S

ydney S
ara 

09/07/1994 
P

ublix S
uper M

arket, 
Inc. 

16674 122N
d D

r N
 

Jupiter, F
L 33478 

R
P

T
 

51918 
01/06/2014 

D
ahnke, C

arla 
Josephine 

12/18/1978 
T

arget P
harm

acy 
5800 20T

h S
treet 

V
ero B

each, F
L 

32966 

R
P

T
 

51919 
01/06/2014 

C
acio C

ruz, 
E

m
m

anuel 
12/24/1986 

C
oncorde C

areer 
Institute 

4571 C
ove D

r A
pt 203 

O
rlando, F

L 
32812 

R
P

T
 

51920 
01/06/2014 

W
ilson-E

dw
ards, 

S
hauna G

aye 
04/30/1982 

C
vs C

arem
ark 

16310 B
ayberry V

iew
 

D
rive 

Lithia, F
L 

33547 

R
P

T
 

51921 
01/06/2014 

Q
ualis, A

ngela 
02/09/1 990 

C
vs C

arem
ark 

8504 S
outham

pton 
D

r 
M

iram
ar, F

L 
33025 

R
P

T
 

51922 
01/06/2014 

F
aust, S

hannon M
arie 

12/28(1982 
C

oncorde C
areer 

Institute 
4405W

. W
yom

ing A
ve 

T
am

pa, F
L 

33616 

R
P

T
 

51923 
01/07/2014 

S
m

ith, M
itchell A

aron 
08/22/1989 

C
vs C

arem
ark 

302 E
ast Jam

es Lee B
lvd 

C
restview

, F
L 

32539 
R

P
T

 
51924 

01/07/2014 
C

abrera, R
osali 

02/11/1991 
F

lorida E
ducation Institute 

6861 
S

w
 129 A

ve 
M

iam
i, F

L 
33183 

R
P

T
 

51925 
01/07/2014 

H
arget, K

ristina A
leta 

07/21/1981 
W

algreens 
930 P

rovidence R
d 

B
randon, F

L 
33511 

R
P

T
 

51926 
01/07/2014 

D
em

ian, B
ishoy 

A
saad 

04/05/1979 
31818 U

s 
19 

N
 

P
alm

 H
arbor, F

L 34684 

R
P

T
 

51927 
01/07/2014 

A
m

arquaye, A
udrey 

06/03/1 991 
C

vs C
arem

ark 
7030 Jog R

oad 
Lake W

orth, F
L 

33467 
R

P
T

 
51928 

01/07/2014 
H

eath, A
ndrea 

K
asaundra 

09/13/1983 
O

ther 
E

verest U
niversity O

range 
P

ark 
1111 W

est 7T
h S

t A
pt 

1 
Jacksonville, F

L 
32209 

R
P

T
 

51929 
01/07/2014 

C
ruz, A

m
y M

arie 
08/02/1981 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

51930 
01/07/2014 

B
abu, B

insey C
hrisey 

12/25/1982 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 
R

P
T

 
51931 

01/07/2014 
A

bdu, Y
asm

in 
03/05/1 993 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

51932 
01/07/2014 

B
ailey, M

ark E
dw

ard 
06/13/1975 

O
ther 

E
verest U

niversity 
725 14 S

treet N
orth 

S
aint P

etersburg, F
L 

33705 
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51933 
01/07/2014 

D
aw

dy, A
ndrew

 
W

illiam
 

12/27/1985 
O

ther 
P

assassured P
harm

acy 
T

echnician T
raining 

P
rogram

 

5710 A
nazaohealth 

H
oover B

lvd 
T

am
pa, F

L 
33634 

R
P

T
 

51934 
01/07/2014 

D
iaz-B

rito, C
hristina 

M
arie 

01/03/1991 
O

ther 
S

anford B
row

n Institute 
T

am
pa 

15101 Lynx D
r. 

T
am

pa, F
L 

33624 

R
P

T
 

51935 
01/07/2014 

F
loyd, A

m
anda Leigh 

08/19/1977 
O

ther 
S

anford B
row

n Institute 
T

am
pa 

1020 C
ow

art R
oad 

P
lant C

ity, F
L 

33567 

R
P

T
 

51936 
01/07/2014 

C
lippard, S

tephanie 
A

m
ber 

05/26/1989 
O

ther 
S

anford B
row

n Institute 
T

am
pa 

6919 G
reenhill 

P
1 

T
am

pa, F
L 

33617 

R
P

T
 

51937 
01/07/2014 

G
iglifiore, Julio 

A
lberto 

10/10/1989 
A

guilas International 
M

edical Institute 
lO

O
l7O

asis P
alm

 D
r 

T
am

pa, F
L 

33615 

R
P

T
 

51938 
01/07/2014 

A
uxila, V

alerie Jean 
03/25/1993 

C
vs C

arem
ark 

1601 C
elleny C

t. 
K

issim
m

ee, F
L 

34744 

R
P

T
 

51939 
01/07/2014 

B
ellante, A

nn 
09/03/1 961 

W
algreens 

13613 U
s H

w
y 

1 
S

ebastian, F
L 

32958 
R

P
T

 
51940 

01/07/2014 
G

ordon, D
w

ayne 
M

cdonald 
12/12/1983 

C
vs C

arem
ark 

5208 
E

 C
ounty R

d 466 
T

he V
illages, 

F
L 

32162 

R
P

T
 

51941 
01/07/2014 

B
ow

les, C
arrie 

Jeanne 
01/08/1 986 

W
algreens 

7318 S
ky D

rive 
W

esley C
hapel, F

L 
33545 

R
P

T
 

51942 
01/07/2014 

E
vans, K

yle A
nthony 

09/14/1988 
O

ther 
P

ass A
ssured 

7595 B
aym

eadow
s C

ir W
 

A
pt 2203 

Jacksonville, F
L 

32256 

R
P

T
 

51943 
01/07/2014 

H
am

pton, M
itchell 

D
enton 

03/22/1992 
O

ther 
U

nited S
tates N

avy 
3523 27T

h A
ve N

e 
N

aples, F
L 

34120 

R
P

T
 

51944 
01/07/2014 

G
eifrard, C

arline 
06/05/1 991 

1895 N
. C

ongress A
ve 

B
oynton B

each, F
L 

33426 

R
P

T
 

51945 
01/07/2014 

C
rosten, Jason 

E
dw

ard 
12/05/1987 

W
algreens 

20T
h 5950 S

w
 20T

h A
ve 

A
pt 37 

G
ainesville, F

L 
32607 

R
P

T
 

51946 
01/07/2014 

H
olm

es, N
icole 

A
shley 

12/28/1990 
O

ther 
R

asm
ussen 

418 S
w

 19T
h S

t 
C

ape C
oral, 

F
L 

33991 

R
P

T
 

51947 
01/07/2014 

D
ow

ling, D
eborah 

A
nn 

06/1 5/1 961 
9251 U

niversity P
kw

y 
P

ensacola, F
L 

32514 

R
P

T
 

51948 
01/07/2014 

H
am

m
ett, R

ebecca 
Lynn 

08/07/1 984 
4718 9T

h 
P

1 
V

ero B
each, F

L 
32966 

R
P

T
 

51949 
01/07/2014 

H
ughes, K

risten 
M

ichelle 
08/05/1991 

O
ther 

2419 
13949 S

ound O
verlook D

r 
N

 

Jacksonville, F
L 

32224 

R
P

T
 

51950 
01/07/2014 

H
ebert, A

m
ber N

icole 
09/07/1986 

17623 M
eadow

bridge 
D

r 
Lutz, F

L 
33549 

R
P

T
 

51951 
01/07/2014 

S
ierra, A

nthony 
07/21/1 991 

O
ther 

E
verest U

niversity 
103 B

urgos R
oad 

W
inter S

prings, 
F

L 
32708 

R
P

T
 

51952 
01/07/2014 

G
rady, T

hom
as 

C
harles 

10/02/1963 
O

ther 
2419 

U
niversity O

f F
lorida 

- C
ollege O

f P
harm

acy 
5596W

 C
onestoga S

t 
B

everly H
ills, F

L 
34465 

R
P

T
 

51953 
01/07/2014 

S
trong, C

arlos 
01/1 4/1 960 

2803 A
rlington S

t A
pt 301 

O
rlando, 

F
L 32805 

R
P

T
 

51954 
01/07/2014 

G
arcell H

errera, 
Y

adira 
08/05/1 989 

H
ialeah A

dult 
E

ducation C
enter 

5300 N
w

 180 T
er 

M
iam

i G
ardens, F

L 
33055 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic. p_dxl5l 5:03/13/2014 06:41:55 

O
N

 D
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51955 
01/08/2014 

W
illiam

s, V
anessa 

R
enee 

09/23/1 966 
V

irginia C
ollege - Jax 

2020 W
ells R

oad #29 E
 

O
range P

ark, F
L 

32073 

R
P

T
 

51956 
01/08/2014 

P
etit, E

m
m

anuel S
r 

04/1 5/1 976 
O

ther 
O

ther 
206 N

e 173 S
treet 

N
orth M

iam
i B

each, F
L 

33162 
R

P
T

 
51957 

01/08/2014 
Lopez, A

rely 
07/18/1969 

H
ialeah A

dult 
E

ducation C
enter 

4187 E
 9 Ln 

H
ialeah, F

L 
33013 

R
P

T
 

51958 
01/08/2014 

Jenkins, V
ictoria Lee 

05/15/1992 
O

ther 
S

anford B
row

n Institute 
508 H

ighview
 T

errace 
N

 
B

randon, F
L 

33510 
R

P
T

 
51959 

01/08/2014 
D

ow
ns, C

arissa K
iriay 

07/16/1993 
16825 E

. C
olonial D

r. 
O

rlando, F
L 

32820 
R

P
T

 
51960 

01/08/2014 
D

iaz-C
apdevila, 

S
usana T

 
10/26/1989 

13680 S
w

 88 S
t 

M
iam

i, F
L 

33186 

R
P

T
 

51961 
01/08/2014 

M
ullikin, A

ndrew
 T

yler 
11/04/1986 

O
ther 

S
anford B

row
n Institute 

T
am

pa 
10667 C

edar P
ine D

r. 
T

am
pa, F

L 
33647 

R
P

T
 

51962 
01/08/2014 

G
arcell H

errera, O
lga 

Y
aritza 

02/03/1993 
H

ialeah A
dult 

E
ducation C

enter 
5300 N

w
 180 T

er 
M

iam
i G

ardens, F
L 

33055 

R
P

T
 

51963 
01/08/2014 

T
oussaint, C

herlin 
09/1 0/1 982 

S
anford-B

row
n, F

t 
Lauderdale 

930 S
outh W

est 30T
h 

A
venue 

F
ort Lauderdale, F

L 
33312 

R
P

T
 

51964 
01/08/2014 

S
tanley, C

rystal L 
05/06/1 991 

M
edical Institute O

f 
P

alm
 B

each,lnc 
1325 S

outhw
est A

ve C
 

B
elle G

lade, F
L 

33430 

R
P

T
 

51965 
01/08/2014 

V
anderderheydem

, 
M

elissa A
nn 

03/27/1994 
C

vs C
arem

ark 
1010 N

e 14T
h A

ve 
T

renton, F
L 

32693 

R
P

T
 

51966 
01/08/2014 

H
oston, U

kw
eli 

A
m

ber A
m

ani 
05/18/1988 

3187 N
w

 118T
h D

rive 
C

oral S
prings, 

F
L 

33065 

R
P

T
 

51967 
01/08/2014 

Lara A
costa, D

ania 
02/19/1970 

O
ther 

P
rofessional T

raining 
C

enters 
7946 E

ast D
rive A

pt 202 
N

orth B
ay V

illage, F
L 

33141 
R

P
T

 
51968 

01/08/2014 
C

angas, Y
am

irka Ines 
12/15/1976 

H
ialeah A

dult 
E

ducation C
enter 

7510W
 29 A

ve 
H

ialeah, F
L 

33018 

R
P

T
 

51969 
01/08/2014 

B
aird, E

lissa C
arm

en 
08/18/1988 

O
ther 

E
verest U

niversity 
1863 W

ells R
oad 

R
268 

O
range P

ark, F
L 

32073 
R

P
T

 
51970 

01/09/2014 
C

apone, Justin R
 

03/13/1981 
O

ther 
U

ltim
ate M

edical A
cadem

y 1515 S
cranton A

venue 
C

learw
ater, F

L 
33756 

R
P

T
 

51971 
01/09/2014 

B
row

n, N
icolette 

Leigh 
10/07/1 992 

O
ther 

U
niversity O

f 
F

lorida-C
ollege O

f 
P

harm
acy 

117081 S
t S

t S
 

S
aint P

etersburg, 
F

L 
33707 

R
P

T
 

51972 
01/09/2014 

F
uentes, Leany 

11/20/1993 
W

algreens 
6800W

 28 A
ve 

H
ialeah, F

L 
33018 

R
P

T
 

51973 
01/09/2014 

F
ernandez, M

iriam
 

07/12/1955 
H

ialeah A
dult 

E
ducation C

enter 
551 W

est 35T
h P

lace 
H

ialeah, F
L 

33012 

R
P

T
 

51974 
01/09/2014 

A
lajeeli, M

ohanad 
08/01/1980 

O
ther 

R
asm

ussen C
ollege 

- 

P
ort R

ichey C
am

pus 
7024 C

astanea D
r. 

P
ort R

ichey, 
F

L 
34668 

R
P

T
 

51975 
01/09/2014 

C
arrara, E

lisabeth 
03/04/1 953 

O
ther 

B
rew

ster T
echnical C

enter 3103 C
lover B

lossom
 

C
ircle 

Land 0 Lakes, F
L 

34638 
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51976 
01/09/2014 

R
osales, E

rica M
arie 

12/15/1983 
P

ublix S
uper M

arket, 
Inc. 

1510 N
w

 21S
t. S

treet 
B

oynton B
each, F

L 
33436 

R
P

T
 

51977 
01/09/2014 

S
m

ith, R
iley A

nn 
03/04/1995 

P
ublix S

uper M
arket, 

Inc. 
3475 W

edgew
ood Lane 

T
he V

illages, F
L 

32162 

R
P

T
 

51978 
01/09/2014 

S
im

m
ons, C

helsi 
03/30/1 992 

C
vs C

arem
ark 

1625 P
inew

ood D
rive 

C
learw

ater, F
L 

33756 
R

P
T

 
51979 

01/09/2014 
D

avidson, John 
E

dw
ard 

05/03/1 941 
4651 

C
ortez R

d 
B

radenton, F
L 

34210 

R
P

T
 

51980 
01/09/2014 

D
im

arco, N
icole 

D
onna 

10/31/1 994 
1801 E

ast B
roadw

ay S
t. 

O
viedo, F

L 
32765 

R
P

T
 

51981 
01/09/2014 

T
isdale, S

hantara 
M

onigue 
02/02/1 993 

W
al-M

art 
1601 W

 K
ennedy B

lvd 
T

am
pa, F

L 
33606 

R
P

T
 

51982 
01/09/2014 

S
herm

an, K
evin S

cott 
09/03/1991 

W
algreens 

2614 W
illie Lane 

D
over, F

L 
33527 

R
P

T
 

51983 
01/09/2014 

A
larcon, M

ailyn 
07/29/1 981 

W
algreens 

7400 C
ollins A

ve 
M

iam
i B

each, F
L 

33141 

R
P

T
 

51984 
01/09/2014 

G
utierrez, S

ahilyn 
06/13/1974 

H
ialeah A

dult 
E

ducation C
enter 

12350 S
w

 188T
h T

errace 
M

iam
i, F

L 
33177 

R
P

T
 

51985 
01/09/2014 

A
breu, Y

udith 
11/24/1985 

H
ialeah A

dult 
E

ducation C
enter 

1060 W
est 74 S

t A
pt 204 

H
ialeah, F

L 
33014 

R
P

T
 

51986 
01/10/2014 

M
clean, A

ngelica 
C

ordelia 
05/1 6/1 986 

C
vs C

arem
ark 

3500 U
niversity B

lvd 
N

 

A
pt 2005 

Jacksonville, F
L 

32277 

R
P

T
 

51987 
01/10/2014 

V
ieux, JilberA

 
04/06/1987 

O
ther 

M
edvance M

edical 
Institute 

2301 
S

w
 42N

d T
errace 

F
ort Lauderdale, F

L 
33317 

R
P

T
 

51988 
01/10/2014 

S
oniw

aru, M
elissa A

li 
03/04/1992 

O
ther 

W
est S

ide T
ech 

1294 V
ickers Lake D

rive 
O

coee, F
L 

34761 

R
P

T
 

51989 
01/10/2014 

M
artin, P

ablo 
08/14/1995 

4050 N
 W

 135T
h S

t A
pt 

11-4 
O

pa Locka, F
L 

33054 

R
P

T
 

51990 
01/10/2014 

P
erdom

o, Leslie Iris 
06/03/1991 

2616 C
om

m
erce P

ark D
r 

O
rlando, F

L 
32819 

R
P

T
 

51991 
01/10/2014 

M
organ, B

ritany 
06/26/1 989 

C
vs C

arem
ark 

5299 N
w

 S
outh D

elw
ood 

D
r 

P
ort S

aint Lucie, F
L 

34986 
R

P
T

 
51992 

01/10/2014 
M

cdonald, H
unter 

S
coti 

06/16/1990 
W

algreens 
8337 S

outh P
ark C

ir 
O

rlando, F
L 

32819 

R
P

T
 

51993 
01/10/2014 

M
cgill, Luciana 

B
eatrice 

10/27/1976 
3848 Lyons R

oad #205 
C

oconut C
reek, 

F
L 

33073 

R
P

T
 

51994 
01/10/2014 

A
parcedo, Lisber 

R
 

08/22/1 971 
8881 

B
 F

ountainbleau 
B

lvd #201 
B

 

-______________________ 
M

iam
i, F

L 
33172 

R
P

T
 

51995 
01/10/2014 

K
aur, K

am
aljot 

07/23/1 994 
575 W

est Indiantow
n 

R
oad 

Jupiter, F
L 

33458 

R
P

T
 

51996 
01/10/2014 

W
orks, T

ashara T
iera 

03/07/1991 
O

ther 
W

algreens 
1903 S

t R
d 60 E

 
Lake W

ales, F
L 

33853 

R
P

T
 

51997 
01/10/2014 

S
eibert, Julieanna 

Lynne 
12/28/1 982 

W
al-M

art 
300 N

 C
attlem

an R
d 

S
arasota, F

L 
34232 
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51998 
01/10/2014 

R
am

saran, S
harlene 

S
herida 

10/31/1980 
D

r. G
S

 P
harm

acy Inc 
234 C

om
m

ercial B
lvd 

Lauderdale B
y T

he S
e, F

L 
33308 

R
P

T
 

51999 
01/13/2014 

R
esina, D

anielle 
M

arie 
01/06/1994 

O
ther 

S
anford-B

row
n T

am
pa 

16111 C
opperfield D

r. 
T

am
pa, F

L 
33618 

R
P

T
 

52000 
01/13/2014 

S
terbens, Jacqueline 

A
nn 

06/16/1972 
P

ublix S
uper M

arket, 
Inc. 

9850 Little R
oad 

N
ew

 P
ort R

ichey, F
L 

34654 

R
P

T
 

52001 
01/13/2014 

R
eyes, Ludm

ila 
09/29/1 976 

O
ther 

P
rofessional T

raining 
C

enters 
7668 S

w
 152 A

venue A
pt 

108 
M

iam
i, F

L 
33193 

R
P

T
 

52002 
01/13/2014 

T
urner, C

heyenne 
A

utum
n T

abitha 
05/23/1 989 

S
w

eet B
ay P

harm
acy 

7491 4T
h S

t N
 

S
aint P

etersburg, 
F

L 
33702 

R
P

T
 

52003 
01/13/2014 

S
hah, Jigna 

M
 

06/1 5/1 987 
W

algreens 
7801 S

w
 70T

h S
t. 

M
iam

i, F
L 

33143 

R
P

T
 

52004 
01/13/2014 

P
erez, D

am
aris 

05/24/1975 
H

ialeah A
dult 

E
ducation C

enter 
1425 W

est 28 S
t A

pt #1 
leah, F

L 
3301 0 

R
P

T
 

52005 
01/13/2014 

S
osa, S

uley 
01/11/1975 

H
ialeah A

dult 
E

ducation C
enter 

8390 N
w

 103 S
t A

pt 201 
H

ialeah G
ardens, F

L 
33016 

R
P

T
 

52006 
01/13/2014 

R
ice, D

aw
n 

M
 

10/21/1974 
O

ther 
P

harm
acy T

echnician 
C

ertification B
oard 

1298 S
w

 Jericho A
ve 

P
ort S

aint Lucie, F
L 

34953 

R
P

T
 

52007 
01/13/2014 

S
am

son, D
ane E

llison 
07/13/1990 

W
algreens 

110 O
conee S

treet 
Lakeland, F

L 
33805 

R
P

T
 

52008 
01/13/2014 

V
argas, C

hristine 
03/20/1991 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52009 
01/13/2014 

R
odriguez, V

ivian 
M

aria 
06/28/1 974 

S
outh D

ade E
ducational 

C
enter 

23201 S
w

 112T
h 

A
ve 

M
iam

i, F
L 

33032 

R
P

T
 

52010 
01/13/2014 

R
ivera, N

ubia 
10/02/1992 

O
ther 

Jacksonville Jobcorps 
8716 C

am
bourne W

ay 
O

rlando, F
L 

32817 

R
P

T
 

52011 
01/13/2014 

Y
noa, E

liana Luisa 
09/19/1989 

W
algreens 

944 S
w

 68T
h A

ve 
M

iam
i, F

L 
33144 

R
P

T
 

52012 
01/13/2014 

T
ate, T

iffany Jasm
ine 

09/14/1986 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52013 
01/13/2014 

T
ow

nsend, Jessica 
04/1 5/1 981 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52014 
01/13/2014 

R
eitz, K

atarina M
arie 

09/23/1994 
P

ublixS
uperM

arket, 
Inc. 

7117 M
errill R

d. 
Jacksonville, F

L 
32277 

R
P

T
 

52015 
01/13/2014 

Y
oum

ans, W
illiam

 lii 
10/12/1993 

W
algreens 

11131 B
attery P

ark 
P

1 
B

radenton, F
L 

34211 

R
P

T
 

52016 
01/13/2014 

S
trickland, Jennifer 

Lynne 
01/18/1992 

P
ublix S

uper M
arket, 

Inc. 
1700 N

 M
onroe S

t 
T

allahassee, F
L 

32303 

R
P

T
 

52017 
01/13/2014 

S
ilva, B

erangely 
05/27/1966 

O
ther 

E
verest Institute 

210 174 S
treet A

pt. 2416 
N

orth M
iam

i B
each, F

L 
33160 

R
P

T
 

52018 
01/13/2014 

W
allace-Joseph, 

B
renda G

ail 
02/12/1962 

W
al-M

art 
4444 W

est V
ine S

t 
K

issim
m

ee, F
L 

34746 

R
P

T
 

52019 
01/13/2014 

W
are, Jerry Lam

ar Jr 
11/10/1988 

C
vs C

arem
ark 

7534 S
un T

ree C
ircle 

#142 
O

rlando, F
L 

32807 

R
P

T
 

52020 
01/13/2014 

S
oth, P

ouvV
essna 

01/07/1995 
O

ther 
E

verest U
niversity Largo 

C
am

pus 
3232 32N

d A
ve N

 
S

aint P
etersburg, 

F
L 

33713 
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52021 
01/13/2014 

W
alden, M

ykal 
A

nthony 
12/15/1990 

C
vs C

arem
ark 

2602 N
ancy S

t 
S

arasota, F
L 

34237 

R
P

T
 

52022 
01/13/2014 

S
olis, Jose A

ngel 
07/18/1992 

O
ther 

A
dult A

nd C
om

m
unity E

du 
cation C

enter O
f Indian 

R
iver C

ounty 

5320 5320 U
.S

. 
1 

V
ero B

each, F
L 

32967 

R
P

T
 

52023 
01/13/2014 

T
ate, T

ristin Levar 
12/12/1987 

W
algreens 

424228 13T
h A

ve N
orth 

S
aint P

etersburg, F
L 

33713 

R
P

T
 

52024 
01/14/2014 

M
aragh, C

hantalle 
T

iffany 
08/11/1991 

C
vs C

arem
ark 

2643 G
raduate C

t 
O

rlando, F
L 

32826 

R
P

T
 

52025 
01/14/2014 

M
elekalathil, 

S
athyanarayanan 

05/18/1968 
O

ther 
E

verest U
niversity 

13999 D
archance R

oad 
W

iriderm
ere, F

L 
34786 

R
P

T
 

52026 
01/14/2014 

P
erez, C

arolyn S
ue 

03/07/1 951 
O

ther 
E

ducation T
o G

o 
P

harm
acy T

echniciaon V
 

3 

4222 A
rborw

ood Lane 
T

am
pa, F

L 
33618 

R
P

T
 

52027 
01/14/2014 

A
ustin, O

m
ega 

F
rancisca 

12/31/1987 
C

vs C
arem

ark 
1836 R

acquet C
t 

N
orth Lauderdale, 

F
L 

33068 
R

P
T

 
52028 

01/14/2014 
E

douard, B
elinda 

C
aroline 

07/01/1989 
P

ublix S
uper M

arket, 
Inc. 

7640 S
and Lake R

d 
O

rlando, F
L 

32819 

R
P

T
 

52029 
01/14/2014 

D
eppner, E

llen Jo 
A

nne 
06/19/1981 

C
vs C

arem
ark 

7071 M
itchell B

lvd 
N

ew
 P

ort R
ichey, F

L 
34655 

R
P

T
 

52030 
01/14/2014 

D
uarte, D

udley Jose 
03/1 3/1 989 

W
algreens 

1114 S
w

 12T
h A

ve 
M

iam
i, F

L 
33129 

R
P

T
 

52031 
01/14/2014 

G
om

ez, C
elia 

02/14/1990 
O

ther 
F

ortis C
ollege 

19340 N
w

 8T
h S

treet 
P

em
broke P

ines, F
L 

33029 
R

P
T

 
52032 

01/14/2014 
G

ross, M
ary K

athryn 
10/24/1983 

C
vs C

arem
ark 

811 
S

. F
airfield D

rive 
P

ensacola, F
L 

32506 
R

P
T

 
52033 

01/14/2014 
C

arrillo, S
arah 

Lizabeth 
11/12/1985 

C
vs C

arem
ark 

1116 28T
h S

t W
 

B
radenton, F

L 34205 

R
P

T
 

52034 
01/14/2014 

C
arter, T

akiana 
R

eshae' 
11/09/1991 

W
alm

art A
nd 'S

 
C

lub P
harm

acies 
5700 N

w
 23R

d S
treet 

G
ainesville, F

L 
32653 

R
P

T
 

52035 
01/14/2014 

A
pplegate, M

alinda 
E

ileen 
07/08/1986 

P
ublix S

uper M
arket, 

Inc. 
17T

h 
S

 303 S
e 17T

h S
t 

O
cala, F

L 
34471 

R
P

T
 

52036 
01/14/2014 

C
astlIlo, C

hristina 
G

ina 
10/15/1993 

P
ublix S

uper M
arket, 

Inc. 
2345 R

obin D
rive 

N
aples, F

L 
34117 

R
P

T
 

52037 
01/14/2014 

D
avis, D

eontavia 
S

haylice 
07/27/1 990 

5010 
N

 Lane A
pt 17 

O
rlando, F

L 
32808 

R
P

T
 

52038 
01/14/2014 

A
shcroft, Z

oe 
A

lexandra 
02/1 7/1 992 

C
vs C

arem
ark 

910 S
andpiper Lane 

V
ero B

each, F
L 

32963 

R
P

T
 

52039 
01/15/2014 

A
tlas, C

herish 
D

orriuniqe 
09/11/1993 

O
ther 

E
verest U

niversity 
3800 D

ouble E
agle D

r 
O

rlando, F
L 

32839 

R
P

T
 

52040 
01/15/2014 

Joseph, Laura 
04/24/1993 

553 N
e 133R

d S
t 

M
iam

i, F
L 33161 
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52041 
01/15/2014 

G
aines, A

pril N
icole 

11/22/1989 
O

ther 
E

verest U
niversity T

am
pa 

2608 R
ustic R

idge Loop 
A

pt. 201 
Lutz, F

L 
33559 

R
P

T
 

52042 
01/15/2014 

Leon, D
estiney 

M
onique 

11/09/1986 
508 S

w
 

11 S
t 

H
allandale, F

L 
33009 

R
P

T
 

52043 
01/15/2014 

H
ernandez, C

indy 
D

iane 
03/20/1993 

E
verest U

niversity- 
P

om
pano B

each 
6719 6719 N

. C
learview

 
A

ve. 
T

am
pa, F

L 
33614 

R
P

T
 

52044 
01/15/2014 

K
han, F

arzaana 
S

alm
a 

07/12/1990 
10300 N

w
 8T

h S
treet 

#101 
P

em
broke P

ines, 
F

L 
33026 

R
P

T
 

52045 
01/15/2014 

B
ens, Latoria L 

11/06/1986 
O

ther 
E

verest U
niversity O

f 
T

am
pa 

14546 S
eaford.C

ir#204 
T

am
pa, F

L 
33613 

R
P

T
 

52046 
01/15/2014 

P
erez, M

elba L 
07/31/1985 

O
ther 

E
verest U

niversity 
473473 Jordan S

tuart C
ir 

A
pt 115 

A
popka, 

F
L 

32703 

R
P

T
 

52047 
01/15/2014 

A
costa P

erez, R
ay 

08/16/1983 
S

outh D
ade A

dult 
E

ducation C
enter 

14873 S
w

 35T
h Lane 

M
iam

i, F
L 

33185 

R
P

T
 

52048 
01/15/2014 

P
ugh, M

egan R
ose 

02/02/1992 
W

inn D
ixie 

1021 Lockw
ood B

lvd 
O

viedo, F
L 

32765 

R
P

T
 

52049 
01/1 5/2014 

R
am

ilo, B
am

bie 
N

icole 
03/08/1 982 

3 P
adgett C

ourt 
P

ensacola, F
L 

32505 

R
P

T
 

52050 
01/15/2014 

M
athew

, Johnson 
11/24/1977 

1400 N
w

 10T
h A

ve A
pt 

1706 
M

iam
i, 

F
L 33136 

R
P

T
 

52051 
01/15/2014 

R
uinato, A

m
anda 

M
arie 

05/17/1989 
V

irginia C
ollege 

6605 W
arren R

oad 
M

ilton, F
L 

32583 

R
P

T
 

52052 
01/15/2014 

N
onyelum

, 
K

enneth 
C

hijioke 
09/13/1980 

C
vs C

arem
ark 

8612 V
illa P

oint A
pt 421 

O
rlando, F

L 
32810 

R
P

T
 

52053 
01/15/2014 

M
edina, M

ya Lucero 
03/28/1 995 

O
ther 

C
vs P

harm
acy 

99 M
agnolia A

venue 
A

uburndale, F
L 

33823 

R
P

T
 

52054 
01/15/2014 

Jackson, N
akita 

09/12/1990 
O

ther 
E

verest Institute 
21300 N

w
 9T

h P
lace 

A
pt. 

302 
M

iam
i, F

L 
33169 

R
P

T
 

52055 
01/15/2014 

R
yan, H

eather N
icole 

01/27/1986 
O

ther 
D

uffs B
usiness Institute 

8024 S
outhside B

lvd #155 
Jacksonville, 

F
L 

32256 

R
P

T
 

52056 
01/15/2014 

D
e La F

uente, M
aria 

F
iorella 

03/23/1988 
O

ther 
U

niversity O
f F

lorida 
C

ollege O
f P

harm
acy 

2610 B
oat C

ove C
ircle 

K
issim

m
ee, 

F
L 

34746 

R
P

T
 

52057 
01/15/2014 

B
eaum

ont, K
rystin 

06/07/1 992 
O

ther 
S

outheastern C
ollege 

6014 U
s H

ighw
ay 19 

N
orth,S

uite 250 
N

ew
 P

ort R
ichey, 

F
L 

34652 

R
P

T
 

52058 
01/15/2014 

G
om

ez-R
am

irez, 
M

yra 
01/05/1990 

C
vs C

arem
ark 

611 M
adison A

ve W
 

Im
m

okalee, F
L 

34142 

R
P

T
 

52059 
01/15/2014 

D
ejesus, A

riel M
arie 

09/1 3/1 993 
W

algreens 
390 S

tate R
oad 13 

S
t Johns, F

L 
32259 

R
P

T
 

52060 
01/15/2014 

G
ordon, Jynecia 

Q
uinay 

02/14/1 992 
W

algreens 
8337 S

outh 
P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52061 
01/15/2014 

T
urner, S

herrie M
arie 

07/15/1976 
C

vs C
arem

ark 
13430 Innerarity P

oint 
R

oad 
P

ensacola, F
L 

32507 
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52062 
01/15/2014 

A
braham

, S
haw

n 
K

alloor 
12/27/1 992 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52063 
01/15/2014 

F
aria, V

aleria 
10/01/1 992 

C
vs C

arem
ark 

4150 N
w

 90T
h A

ve A
pt 

207 
C

oral S
prings, F

L 
33067 

R
P

T
 

52064 
01/15/2014 

A
lava, Jeanette 

A
rm

ada 
05/30/1994 

8703 S
w

 161S
t C

I 
M

iam
i, F

L 
33193 

R
P

T
 

52065 
01/15/2014 

C
ason, B

randi N
icole 

12/09/1987 
O

ther 
U

niversity O
f 

F
lorida-C

ollege O
f 

P
harm

acy 

106 S
w

 F
uture C

ourt 
F

ort W
hite, F

L 
32038 

R
P

T
 

52066 
01/16/2014 

C
anales-C

arm
ona, 

W
idnelly 

04/20/1 995 
O

ther 
T

echnical E
ducation 

C
enter O

sceola 
2623 Q

uarterdeck C
ourt 

K
issim

m
ee, F

L 
34743 

R
P

T
 

52067 
01/16/2014 

H
anley, C

hristopher 
09/09/1 989 

W
algreens 

16900 E
 C

olonial D
rive 

O
rlando, F

L 
32820 

R
P

T
 

52068 
01/16/2014 

C
arey, S

hanique 
M

axann 
10/28/1922 

O
ther 

H
eritage Institute 

1S
t 1514 N

e lS
tT

err 
C

ape C
oral, F

L 
33909 

R
P

T
 

52069 
01/16/2014 

B
utcher, S

hane 
T

eddy 
02/13/1983 

O
ther 

U
niversity O

f F
lorida - 

C
ollege O

f P
harm

acy 
1220 N

w
 12T

h S
treet 

G
ainesville, F

L 
32601 

R
P

T
 

52070 
01 /1 6/2014 

M
cgarey, D

aniel S
ean 

09/14/1980 
O

ther 
E

verest U
niversity 

265 S
aw

yerw
ood P

lace 
O

viedo, F
L 

32765 

R
P

T
 

52071 
01/16/2014 

Johnson, M
argaret 

Lynn 
08/09/1 967 

O
ther 

E
verest Institute 

14603 S
w

 125 P
lace 

M
iam

i, F
L 

33186 

R
P

T
 

52072 
01/16/2014 

M
urray, A

nthony L 
06/04/1 980 

4749 B
arley S

treet 
O

rlando, F
L 

32811 

R
P

T
 

52073 
01/16/2014 

B
urke, Jessica H

ea 
R

an 
06/27/1 982 

P
inellas C

ounty Job 
C

orps C
enter 

3661 
K

ings R
oad A

pt. 106 
P

alm
 

H
arbor, F

L 
34685 

R
P

T
 

52074 
01/16/2014 

G
errnain, T

am
ara Lee 

01/19/1978 
O

ther 
P

assassurd, LIc 
34911 U

s H
ighw

ay 19 
N

orth 
P

alm
 H

arbor, F
L 

34684 

R
P

T
 

52075 
01116/2014 

B
ras, G

lenm
ilya 

L 
11/25/1994 

O
ther 

Jacksonville Job C
orp 

12752 N
ew

 F
ield D

rive 
O

rlando, F
L 

32837 

R
P

T
 

52076 
01/16/2014 

H
azard, A

m
anda 

M
arie 

01/05/1984 
P

ublix S
uper M

arket, 
Inc. 

1545 R
ock S

prings R
oad 

A
popka, F

L 
32712 

R
P

T
 

52077 
01/16/2014 

W
iU

iam
s, T

iana 
S

hareece 
01/16/1990 

O
ther 

F
lorida S

tate C
ollege A

t 
Jacksonville 

7850 S
um

m
er S

tar C
t 

Jacksonville, F
L 

32221 

R
P

T
 

52078 
01/16/2014 

H
arw

ood, M
ary 

D
oreen 

12/22/1 968 
C

vs C
arem

ark 
2789 N

e P
ine R

idge A
ve 

A
rcadia, F

L 
34266 

R
P

T
 

52079 
01/16/2014 

R
am

irez, Y
anetsy 

08/29/1979 
H

ialeah A
dult 

E
ducation C

enter 
17211 N

w
 42N

d 
P

1 
M

iam
i G

ardens, F
L 

33055 

R
P

T
 

52080 
01/16/2014 

B
ellido D

e Luna, 
D

asiel 
08/23/1 989 

C
vs C

arem
ark 

818 S
outhern B

oulevard 
W

est P
alm

 B
each, F

L 
33405 

R
P

T
 

52081 
01/16/2014 

S
pencer, C

oretta J 
02/24/1 969 

W
algreens 

M
edco; 

8435 S
andstone Lake 

D
rive A

pt. 201 
T

am
pa, F

L 
33615 

R
P

T
 

52082 
01/16/2014 

H
arris, K

aneisha 
G

enee' 
07/20/1 991 

8802 R
ocky C

reek D
rive 

T
am

pa, F
L 

33615 
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O
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R
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R
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52083 
01/16/2014 

P
ow

elson, A
shlee 

Lynn 
10/20/1990 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52084 
01/16/2014 

D
eatherage, A

shley 
10/09/1 992 

C
vs C

arem
ark 

4117 S
w

 20T
h A

ve. A
pt 

274 
G

ainesville, F
L 

32607 

R
P

T
 

52085 
01/16/2014 

T
hom

pson, S
hakesha 

Lashaw
n 

04/12/1975 
C

oncorde C
areer 

Institute 
B

ox 471381 
M

iam
i, F

L 
33247 

R
P

T
 

52086 
01/16/2014 

H
oosain, lm

ran A
lli 

10300 N
w

 8T
h S

t #1 01 
P

em
broke P

ines, 
F

L 
33026 

R
P

T
 

52087 
01/16/2014 

S
w

eeting, S
hakeem

 
C

ardel 
10/25/1993 

C
oncorde C

areer 
Institute 

2750 P
ierce S

t 
H

ollyw
ood, F

L 
33020 

R
P

T
 

52088 
01/16/2014 

A
zizi, A

bdul T
ahir 

12/09/1991 
W

alm
art A

nd S
am

'S
 

C
lub P

harm
acies 

12398 T
ropic D

r 
Jacksonville, F

L 
32225 

R
P

T
 

52089 
01/16/2014 

R
ivera, A

nnette 
04/29/1994 

W
alm

art A
nd S

am
'S

 
C

lub P
harm

acies 
5608 C

urry F
ord R

d. A
pt. 

J-14 
O

lrando, 
F

L 
32822 

R
P

T
 

52090 
01/16/2014 

R
obertson, M

ichelle A
 

11/18/1966 
O

ther 
U

ltim
ate M

edical A
cadem

y 701 8T
h A

venue N
w

 #60 
Largo, F

L 
33770 

R
P

T
 

52091 
01/16/2014 

R
am

os, V
ilm

a Leilani 
02/1 0/1 989 

O
ther 

E
verest U

niversity 
690 B

uford A
ve 

O
range C

ity, F
L 

32763 
R

P
T

 
52092 

01/16/2014 
R

ivero, E
lisa 

07/05/1971 
H

iateah A
dult 

E
ducation C

enter 
5375 W

est 27 A
ve 

H
ialeah, F

L 
33016 

R
P

T
 

52093 
01/16/2014 

R
odriguez, Jose 

M
iguel 

07/09/1990 
C

vs C
arem

ark 
4267 S

outh S
em

oran 
B

lvd A
pt 16 

O
rlando, 

F
L 

32822 

R
P

T
 

52094 
01/16/2014 

S
oltero, C

inthia 
C

onsuelo 
09/23/1992 

H
om

stead Job C
orps 

17468 S
w

 20T
h C

t 
M

iram
ar, F

L 
33029 

R
P

T
 

52095 
01/16/2014 

H
eim

bach, C
rystal 

R
enee 

09/08/1 991 
O

ther 
P

tce 
8874 P

isces C
ircle S

outh 
Jacksonville, F

L 
32222 

R
P

T
 

52096 
01/16/2014 

B
uongiorne, V

alerie 
Lynn 

01/27/1 992 
C

vs C
arem

ark 
731 T

ara F
arm

s D
r 

M
iddleburg, F

L 
32068 

R
P

T
 

52097 
01/16/2014 

H
are, T

eddy Leigh 
05/1 6/1 991 

C
vs C

arem
ark 

1 
E

 9 M
ile 

P
ensacola, F

L 
32514 

R
P

T
 

52098 
01/16/2014 

D
elgado, D

arissa 
08/02/1979 

C
vs C

arem
ark 

1618 K
endrick D

rive A
pt. 

E
 

K
issim

m
ee, F

L 
34741 

R
P

T
 

52099 
01/16/2014 

G
ordon, Lam

ont C
 

04/15/1993 
O

ther 
U

ltim
ate M

edical A
cadem

y 
1001 

N
. M

Ik Jr A
venue 

#704 
C

learw
ater, F

L 
33755 

R
P

T
 

52100 
01/16/2014 

A
lvarez, M

iriam
 

08/09/1978 
O

ther 
S

outheastern C
ollege S

t. 
P

etersburg 
1081 

55T
h T

errace S
 

S
t. 

P
etersburg, F

L 
33705 

R
P

T
 

52101 
01/16/2014 

C
hacon, M

asielA
 

09/09/1988 
O

ther 
M

iam
i D

ade C
ollege 

5033 N
w

 7T
h S

tA
pt 211 

M
iam

i, F
L 

33126 

R
P

T
 

52102 
01/16/2014 

A
yano, P

aul O
lalere 

02/11/1966 
O

ther 
E

verest U
niversity 

Jacksonville 
8859 O

ld K
ings R

oad 
S

outh # 902 
Jacksonville, F

L 
32257 

R
P

T
 

52103 
01/16/2014 

C
rabb, W

endell S
cott 

12/01/1962 
O

ther 
E

verest U
niversity 

Jacksonville 
4428 G

enna T
race C

ourt 
Jacksonville, F

L 
32257 
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52104 
01/16/2014 

D
e La C

ruz, M
aria M

s 
07122/1992 

O
ther 

C
vs P

harm
acy 

2773 C
haddsford C

ircle 
A

pt#203 
O

viedo, F
L 

32765 

R
P

T
 

52105 
01/16/2014 

G
erena, A

nthony 
06/09/1992 

C
vs C

arem
ark 

4400 B
ranbleton A

ve 
R

oanoke, V
A

 
24018 

R
P

T
 

52106 
01/16/2014 

C
respo, W

ilenith 
08/26/1990 

O
ther 

U
niversity O

f W
est F

lorida 
C

ontinuing E
ducation 

D
ivision 

522 C
hinquapin D

r 
E

glinA
fb, F

L 
32542 

R
P

T
 

52107 
01/17/2014 

M
unoz, P

aula M
arie 

10/19/1992 
O

ther 
E

verest U
niversity T

am
pa 

4602 N
 A

rm
enia A

ve 
S

uite A
-2 

T
am

pa, F
L 

33603 

R
P

T
 

52108 
01/17/2014 

S
aunders, S

uzanne 
R

enee 
01/13/1966 

C
vs C

arem
ark 

175 S
r 312 

S
t A

ugustine, F
L 

32086 

R
P

T
 

52109 
01/17/2014 

Lam
bert, E

ric D
aniel 

05/25/1 986 
C

vs C
arem

ark 
637 N

e 2N
d S

t 637 N
e 

2N
dS

t 
W

iliston, F
L 

32696 

R
P

T
 

52110 
01/17/2014 

M
anning, V

ictoria Lee 
12/08/1992 

O
ther 

R
ite A

id P
harm

acy 
T

echnician T
raining 

P
rogram

 

12376 B
lue S

tream
 D

r. 

4651 S
alisbury R

d.S
., S

te. 
449 

Jacksonville, 
F

L 
32256 

R
P

T
 

52111 
01/17/2014 

P
atterson, B

rittney E
 

02/18/1986 
O

ther 
U

ltim
ate M

edical A
cadem

y 2409 W
inter P

ark C
t 

F
ort W

alton B
each, 

F
L 

32547 

R
P

T
 

52112 
01/17/2014 

Jacques, Jackson 
04/19/1991 

P
harm

erica D
rug 

S
ystem

s Inc, 
P

harm
erica 

53R
d 3690 

N
w

 
53R

d 
S

treet S
uite 104 

F
ort Lauderdale, F

L 
33309 

R
P

T
 

52113 
01/17/2014 

R
am

irez, C
ecilia R

 
11/16/1969 

H
ialeah A

dult 
E

ducation C
enter 

3215 N
w

 91 T
errace 

M
iam

i, F
L 

33147 

R
P

T
 

52114 
01/17/2014 

E
lsouri, K

aw
ther 

N
aser 

12/07/1994 
5684 V

ia D
e La P

lata C
ir. 

D
elray B

each, F
L 

33484 

R
P

T
 

52115 
01/17/2014 

D
ay, S

hantinica A
nn 

05/02/1 990 
28710 S

w
 143 C

t 
H

om
estead, F

L 
33033 

R
P

T
 

52116 
01/17/2014 

G
onzalez, Lourdes 

03/21/1970 
M

iam
i S

unset A
dult 

E
ducation C

enter 
191 

N
w

 97T
h A

ve A
pt 

iio 
M

iam
i, F

L 
33172 

R
P

T
 

52117 
01/17/2014 

H
ow

ell, C
onstance 

05/24/1978 
O

ther 
F

ortis Institute 
2901 N

w
 46T

h A
ve A

pt 
402 

Lauderdale Lakes, F
L 

33313 

R
P

T
 

52118 
01/17/2014 

G
ordon, A

m
anda 

M
ichelle 

07/16/1994 
P

ublix S
uper M

arket, 
Inc. 

2100 W
inter S

prings B
lvd 

O
viedo, F

L 
32765 

R
P

T
 

52119 
01/17/2014 

R
oy, A

ndrea Lynne 
01/05/1993 

C
vs C

arem
ark 

27407 Im
perial O

aks 
C

ircle 
B

onita S
prings, F

L 
34135 

R
P

T
 

52120 
01/17/2014 

C
hurukian, B

rittany 
R

ose 
06/1 3/1 991 

P
ublix S

uper M
arket, 

Inc. 
857 W

estbay D
r 

Largo, 
F

L 
33770 

R
P

T
 

52121 
01/17/2014 

A
guilera, N

ancy 
C

aridad 
02/21/1962 

O
ther 

P
rofessional T

raining 
C

enters 
9591 S

w
9T

err#1 
M

iam
i, 

F
L 

33174 

R
P

T
 

52122 
01/17/2014 

S
ilva, A

m
anda 

05/13/1 986 
O

ther 
E

verest U
niversity 

1679 T
arrytow

n A
ve 

D
eltona, F

L 
32725 

R
P

T
 

52123 
01/17/2014 

C
am

eron, D
orsie 

Jacquiline 
09/04/1964 

W
al-M

art 
4537 O

ak H
aven D

r 
A

pt 
201 

O
rlando, 

F
L 

32839 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dx1515:03113/2014 06:41:55 

O
N

D
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52124 
01/17/2014 

H
ijaz, R

ula H
aitham

 
07/13/1995 

C
vs C

arem
ark 

3327 P
ine T

op D
r. 

V
alrico, F

L 
33594 

R
P

T
 

52125 
01/17/2014 

C
ow

art, S
tephen R

ay 
04/01/1979 

W
algreeris 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52126 
01/21/2014 

G
am

ino, P
atti Lea 

10/30/1984 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52127 
01/21/2014 

A
lvarez Jim

enez, 
Jenifer 

06/21/1994 
O

ther 
E

verest Institute 
7735 N

w
27 A

venue #205 
M

iam
i, F

L 
33147 

R
P

T
 

52128 
01/21/2014 

P
uertas, M

aria 
09/17/1991 

O
ther 

E
verest Institute 

771 
S

w
 97 P

lace/C
ircle 

M
am

i, F
L 

33174 

R
P

T
 

52129 
01/21/2014 

G
riffin, A

udrey 
06/24/1 984 

O
ther 

F
lorida S

tate C
ollege A

t 
Jacksonville 

4245 K
atanga D

r. S
 

Jacksonville, F
L 

32209 

R
P

T
 

52130 
01/21/2014 

M
ichaels, M

arian 
M

ichelle 
02/10/1959 

C
vs C

arem
ark 

C
vs 2137 N

 Y
oung B

lvd 
C

hiefland, F
L 

32626 

R
P

T
 

52131 
01/21/2014 

D
uem

m
el, A

llyson 
N

icole 
04/26/1 992 

5909 U
niversity B

lvd W
 

Jacksonville, F
L 

32246 

R
P

T
 

52132 
01/21/2014 

Z
em

ola, S
tephanie 

N
ichole 

03/25/1992 
O

ther 
E

verest U
niversity 

80T
h 4503 80T

h S
treet N

 

#1 

S
t. P

etersburg, F
L 

33709 

R
P

T
 

52133 
01/21/2014 

T
illan, T

ania 
11/22/1970 

O
ther 

P
rofessional T

raining 
C

enters 
7630 S

w
 19 S

t. 
M

iam
i, F

L 
33155 

R
P

T
 

52134 
01/21/2014 

W
illiam

s, K
areem

ah 
R

osetta 
10/25/1 989 

O
ther 

Lively T
echnical C

enter 
3279 S

ugar B
erry W

ay 
T

allahassee, F
L 

32303 

R
P

T
 

52135 
01/21/2014 

B
ow

m
an-B

ostic, 
Jennifer Lynn 

10/27/1986 
W

algreens 
409 S

outh S
t 

F
ern P

ark, F
L 

32730 

R
P

T
 

52136 
01/21/2014 

R
am

outar, B
rian 

R
eaz 

02/03/1 989 
C

vs C
arem

ark 
7330 C

urry F
ord R

oad 
O

rlando, F
L 

32822 

R
P

T
 

52137 
01/21/2014 

R
ench, W

ayne 
T

hom
as 

05/25/1 988 
O

ther 
E

verest U
niversity 

2810 S
tagecoach D

r. 
O

range P
ark, F

L 
32065 

R
P

T
 

52138 
01/21/2014 

T
hom

as, S
erennah 

P
recious 

07/14/1994 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52139 
01/21/2014 

S
haw

, C
andace N

 
11/29/1992 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52140 
01/21/2014 

Lindsey, N
ikita C

heryl 
12/27/1973 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52141 
01/21/2014 

N
ash, D

arran M
aurice 

Jr 
11/01/1992 

C
vs C

arem
ark 

6206 E
m

erald D
r 

N
ew

 P
ort R

ichey, F
L 

34653 

R
P

T
 

52142 
01/21/2014 

P
olw

ort, Jennifer 
M

arie 
11/08/1974 

1010 E
. G

onzalez S
t 

P
ensacola, F

L 
32503 

R
P

T
 

52143 
01/21/2014 

Jackson, Laura 
R

ebecca 
07/20/1987 

500 
E

. F
airfield D

r. A
pt. 

A
l 

P
ensacola, F

L 
32503 

R
P

T
 

52144 
01/21/2014 

G
ibson, A

rm
ani 

03/06/1992 
P

inellas C
ounty Job 

C
orps C

enter 
3030 E

dison A
ve A

pt 5 
F

t M
yers, F

L 
33916 

R
P

T
 

52145 
01/21/2014 

H
enry, Julissa 

M
ichelle 

02/1 5/1 993 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 
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O
N
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R
P

T
 

52146 
01/21/2014 

H
ow

ell, C
hristen 

M
arie 

02/1 3/1 994 
C

vs C
arem

ark 
4684 H

w
y 90 

M
arianna, F

L 
32446 

R
P

T
 

52147 
01/21/2014 

C
onner, T

ina M
arie 

05/1 7/1 968 
O

ther 
E

verest U
niversity 

149 M
yrtle R

d 
P

alatka, F
L 

32177 
R

P
T

 
52148 

01/21/2014 
D

aw
es, K

asandra 
R

ena 
02/08/1991 

2701 
S

tirling R
oad 

F
ort Lauderdale, 

F
L 

33312 
R

P
T

 
52149 

01/21/2014 
D

aw
son, S

im
one 

M
elissa 

03/04/1980 
C

vs C
arem

ark 
13546 13546 F

letcher 
R

egency D
rive 

T
am

pa, F
L 

33613 

R
P

T
 

52150 
01/21/2014 

H
olligan, JaQ

uette 
V

onQ
ues 

09/24/1991 
H

endry R
egional 

M
edical C

enter 
917 A

rkansas A
ve 

C
lew

iston, F
L 

33440 

R
P

T
 

52151 
01/21/2014 

S
cott, C

ourtney 
E

laine 
02/15/1987 

C
vs C

arem
ark 

32N
d 2631 32N

d A
ve 

E
 

B
radenton, F

L 
34208 

R
P

T
 

52152 
01/21/2014 

A
raya, M

auricio 
06/07/1975 

O
ther 

E
dutek P

rofessional 
C

olleges 
13150 W

enonah A
ve S

e. 
# 121 

A
lbuquerque, N

M
 

87123 

R
P

T
 

52153 
01/21/2014 

E
stupinan, M

aria 
E

 
01/04/1 988 

E
verest U

niversity- 
P

om
pano B

each 
402 S

w
31 

A
ve 

M
iam

i, F
L 33135 

R
P

T
 

52154 
01/21/2014 

V
aldes, Lazaro 

B
arbaro 

12/0411957 
H

ialeah A
dult 

E
ducation C

enter 
1725 W

est 76 S
treet 

H
ialeab, F

L 33014 

R
P

T
 

52155 
01/21/2014 

B
oozer, D

aw
n 

M
ichele 

02/22/1 969 
O

ther 
S

anford-B
row

n Institute 
1265 F

loyd S
treet 

F
lem

ing Island, F
L 

32003 

R
P

T
 

52156 
01/21/2014 

C
harles, Jurnide 

07/09/1978 
O

ther 
E

verest Institiute 
413 N

e 191 
S

tret A
pt. 201 

M
iam

i, F
L 33179 

R
P

T
 

52157 
01/21/2014 

C
om

ptis, C
ecilia 

07/08/1973 
O

ther 
E

verest Institute 
7365W

. 4 A
venue A

pt. 
11 

H
ialeah, F

L 
33014 

R
P

T
 

52158 
01/21/2014 

F
undora, K

rystel 
03/09/1984 

O
ther 

E
verest Insitute 

, M
iam

i 
F

l 
5761 W

est 3R
d A

venue 
H

ialeah, F
L 

33012 
R

P
T

 
52159 

01/21/2014 
B

ush, C
am

ille N
icole 

06/01/1992 
C

vs C
arem

ark 
1300 A

palachee P
arkw

ay 
T

allahassee, F
L 

32301 

R
P

T
 

52160 
01/21/2014 

B
lount, N

icholas M
 

09/06/1989 
O

ther 
U

ltim
ate M

edical A
cadem

y 
1016 Leisure A

venue 
T

am
pa, F

L 
33613 

R
P

T
 

52161 
01/21/2014 

W
ilcox, K

athy A
nne 

08/28/1969 
C

vs C
arem

ark 
7325 S

tate R
oad 54 

N
ew

 P
ort R

ichey, F
L 

34653 
R

P
T

 
52162 

01/21/2014 
H

elw
ig, Jean M

arie 
04/09/1964 

2851 
O

ld M
ill W

ay 
C

restview
, F

L 
32539 

R
P

T
 

52163 
01/21/2014 

G
regory, Y

olanda 
M

arie 
06/05/1989 

4200 N
w

 3R
d C

t. #235 
P

lantation, F
L 

33317 

R
P

T
 

52164 
01/21/2014 

C
arter, C

hristopher 
W

ayne 
09/30/1989 

500 E
agles Landing 

Lakeland, 
F

L 
33810 

R
P

T
 

52165 
01/21/2014 

G
uerra, D

iuby 
09/25/1 975 

9974 
N

 W
 127 T

errace 
H

ialeah G
ardens, F

L 
33018 

R
P

T
 

52166 
01/21/2014 

C
ollins, Jessica Lynn 

12/29/1987 
5463 B

lue S
prings R

d 
Y

oungstow
n, F

L 
32466 

R
P

T
 

52167 
01/21/2014 

G
abelt, S

herry 
09/12/1963 

B
ox 552 

C
hristiansted, V

I 
00821 

R
P

T
 

52168 
01/21/2014 

F
rance, S

uzanne 
11/06/1958 

1721 
D

ibble C
ircle E

ast 
Jacksonville, F

L 
32246 

R
P

T
 

52169 
01/21/2014 

G
aleas, A

ntonia 
04/07/1971 

10396 A
gave R

d 
Jacksonville, F

L 
32246 
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52170 
01/22/2014 

M
artin, K

ayla Lynnett 
01/17/1991 

C
vs C

arem
ark 

3535 R
oberts A

ve 
Lot#134 

T
allahassee, F

L 
32310 

R
P

T
 

52171 
01/22/2014 

W
olf, A

lexander lv 
11/21/1988 

W
algreens 

28115 W
esley C

hapel 
B

lvd 
W

esley C
hapel, 

F
L 

33544 

R
P

T
 

52172 
01/22/2014 

S
outhall, lva M

ichelle 
03/20/1989 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52173 
01/22/2014 

V
ieira, A

m
anda M

arie 
06/28/1992 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52174 
01/22/2014 

Q
uinn, S

tephanie 
R

ene' 
12/22/1 988 

W
algreens 

18932 P
ebble Links C

ir 
A

pt 301 
T

am
pa, F

L 
33647 

R
P

T
 

52175 
01/22/2014 

G
uia,Y

eliana 
06/16/1994 

12252S
w

214S
t. 

M
iam

i, F
L 

33177 

R
P

T
 

52176 
01/22/2014 

S
oto, A

bdiel 
10/05/1 991 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52177 
01/22/2014 

T
zortzis, Lily 

02/25/1 966 
S

andford B
row

n Institue - 
G

arden C
ity N

y 
1509 H

um
phrey B

lvd 
D

eltona, F
L 

32738 

R
P

T
 

52178 
01/22/2014 

M
attar, Lam

a W
alid 

12/29/1 994 
C

vs C
arem

ark 
6912 C

auesw
ay B

lvd 
T

am
pa, F

L 
33619 

R
P

T
 

52179 
01/22/2014 

H
ill, T

ina Jean 
07/22/1 985 

O
ther 

E
verest U

niversity 
948 O

sceola T
rail 

C
asselberry, F

L 
32707 

R
P

T
 

52180 
01/22/2014 

D
em

arco, K
aylyn 

09/09/1 992 
C

vs C
arem

ark 
5027 C

am
eron Lane 

B
oynton B

each, F
L 

33472 

R
P

T
 

52181 
01/22/2014 

M
arsh, M

ichael 
D

 
12/02/1993 

O
ther 

F
ortis Institute 

5011 W
iles R

oad 
C

oconut C
reek, 

F
L 

33073 

R
P

T
 

52182 
01/22/2014 

R
ebello, K

enneth 
Jam

es Jr 
05/21/1993 

C
vs C

arem
ark 

6652 T
reehaven D

r 
S

pring H
ill, F

L 
34606 

R
P

T
 

52183 
01/22/2014 

V
iera, S

tephanie 
05/1 8/1 991 

O
ther 

W
inter P

ark T
ech- A

valon 
C

am
pus 

433 A
valon P

ark S
 B

lvd 
O

rlando, F
L 

32828 

R
P

T
 

52184 
01/22/2014 

P
rihadash, D

ana 
01/16/1990 

2565 Jardin W
ay 

W
eston, F

L 
33327 

R
P

T
 

52185 
01/22/2014 

N
guyen, 

M
ichelle 

T
huy-T

ien 
12/28/1993 

C
vs C

arem
ark 

1621 
S

w
 13T

h S
t 

G
ainesvile, 

F
L 32608 

R
P

T
 

52186 
01/22/2014 

M
ahon, A

ntoinette 
Latoya 

02/13/1990 
O

ther 
F

lorida S
tate C

ollege A
t 

Jacksonvillle 
6887 S

now
 W

hite D
rive 

Jacksonville, F
L 

32210 

R
P

T
 

52187 
01/22/2014 

K
uhlm

an, T
iffany 

09/01/1990 
P

ublix S
uper M

arket, 
Inc. 

11750 S
e F

ederal H
w

y 
H

obe S
ound, F

L 
33455 

R
P

T
 

52188 
01/22/2014 

M
artinez, A

m
anda 

M
arie 

09/04/1 989 
W

al-M
art 

5775 B
ent P

ine D
r. 

O
rlando, F

L 
32822 

R
P

T
 

52189 
01/22/2014 

Lingan, S
teven Luis 

11/29/1990 
6191 O

range D
r#6177-N

 
D

avie, F
L 

33314 

R
P

T
 

52190 
01/22/2014 

P
azhukayil, M

areena 
10/19/1991 

C
vs C

arem
ark 

4403 B
randon R

idge D
r 

V
alrico, F

L 
33594 

R
P

T
 

-_______ 
52191 

01/22/2014 
T

urner, Jessica R
ene 

10/02/1986 
W

alm
art A

nd S
am

'S
 

C
lub P

harm
acies 

601 
E

 H
azzard A

ve 
E

ustis, F
L 

32726 

R
P

T
 

52192 
01/22/2014 

F
lam

m
ia, A

nita R
uss 

11/17/1955 
O

ther 
P

inellas T
echnical 

E
ducation C

enters 
139 C

itrus A
ve 

D
unedin, F

L 
34698 

R
P

T
 

52193 
01/22/2014 

F
uller, C

atherine M
 

11/29/1979 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52194 
01/22/2014 

T
aylor, N

a'T
auishia 

S
pentrice 

01/01/1996 
Jax Jobs C

orps 
1913 W

est 44T
h S

treet 
Jacksonville, 

F
L 

32209 

F
lorida 

D
epartm

ent of H
ealth 

pkg_rpt_lic.p_dxl5l5:03/13/2014 06:41:55 
O

N
D
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52195 
01/22/2014 

H
aw

kins, T
erence 

M
icah 

08/24/1992 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52196 
01/22/2014 

H
afley, C

onstantine 
D

ian 
09/30/1974 

W
algreens 

8337 S
. P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52197 
01/22/2014 

C
ruz, W

esley 
11/11/1991 

W
algreens 

8337 S
outh 

P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52198 
01/22/2014 

A
nand, R

aja 
08/29/1 992 

C
vs C

arem
ark 

130 E
ast S

tate R
oad 434 

Longw
ood, F

L 32750 

R
P

T
 

52199 
01/22/2014 

A
cceus, S

herrene 
10/27/1 987 

A
dventist H

ealth 
S

ystem
 

1473 S
outh K

irkm
an R

oad 
A

pt 3074 
O

rlando, F
L 

32811 

R
P

T
 

52200 
01/22/2014 

E
l-H

ajji, K
asem

 
D

arw
ish 

03/27/1 993 
C

vs C
arem

ark 
15499 N

orth D
ale M

abry 
H

ighw
ay 

T
am

pa, F
L 

33618 

R
P

T
 

52201 
01/22/2014 

D
aley, E

lisa V
 

06/1 4/1 954 
C

vs C
arem

ark 
57 T

uscan W
ay 

S
aint A

ugustine, F
L 

32092 

R
P

T
 

52202 
01/22/2014 

G
uzm

an, D
eidre 

10/17/1992 
C

vs C
arem

ark 
3711537115 C

ody C
ircle 

A
pt M

5 
H

illiard, F
L 

32046 

R
P

T
 

52203 
01/22/2014 

D
rang, Lisa M

achelle 
08/10/1973 

W
elldynerx, Inc 

1954 M
elrose P

lantation 
D

rive 
Jacksonville, F

L 
32223 

R
P

T
 

52204 
01/22/2014 

A
udette, A

m
anda A

nn 
01/27/1991 

C
vs C

arem
ark 

1483 S
urrey P

ark D
rive 

P
ort O

range, F
L 

32128 

R
P

T
 

52205 
01/23/2014 

M
oran, C

asey A
llison 

02/25/1994 
W

algreens 
8716 T

hornw
ood Lane 

T
am

pa, F
L 

33615 

R
P

T
 

52206 
01/23/2014 

M
alave-A

ponte, 
N

oelia 
12/19/1991 

O
ther 

N
/A

 
4126 G

ulfstream
 B

ay C
t 

O
rlando, F

L 
32822 

R
P

T
 

52207 
01/23/2014 

P
arkerson, 

Lisa D
iane 

11/26/1968 
C

vs C
arem

ark 
3090 S

 M
onroe S

t 
T

allahassee, F
L 

32301 

R
P

T
 

52208 
01/23/2014 

P
atel, H

ardika 
D

ipenkum
ar 

05/1 5/1 986 
C

vs C
arem

ark 
309 E

m
erson D

rive 
N

orthw
est 

P
alm

 B
ay, F

L 
32907 

R
P

T
 

52209 
01 /23/2014 

Jusufovic, M
uam

er 
05/25/1992 

C
vs C

arem
ark 

43 W
ay 8280 43R

d W
ay 

P
inellas P

ark, F
L 

33781 

R
P

T
 

52210 
01/23/2014 

P
atel, N

eil 
09/13/1991 

2705 C
otton C

t. 
E

ustis, F
L 

32726 

R
P

T
 

52211 
01/23/2014 

Lightcap, B
arbara 

A
nne 

04/30/1958 
14W

. Lightcap R
oad 

P
ottstow

n, P
A

 
19464 

R
P

T
 

52212 
01/23/2014 

M
endez, M

ilagros 
Y

olliett 
09/27/1989 

1101 R
oyal P

alm
 B

each 
B

lvd 
R

oyal P
alm

 B
each, F

L 
33411 

R
P

T
 

52213 
01/23/2014 

Isaac, N
ibia 

04/11/1969 
325 N

w
 72 A

ve #410 
M

iam
i, F

L 
33126 

R
P

T
 

52214 
01/23/2014 

M
atarazzo, S

tefania 
M

arcia 
12/11/1 990 

1400 
E

 C
olonial D

r 
O

rlando, F
L 

32803 

R
P

T
 

52215 
01/23/2014 

P
atel, S

hilan 
12/05/1995 

2705 C
otton C

t. 
E

ustis, 
F

L 
32726 

R
P

T
 

52216 
01/23/2014 

S
cafa, N

ikki 
08/09/1977 

C
vs C

arem
ark 

3375 Y
onge A

ve 
S

arasota, F
L 

34235 

R
P

T
 

52217 
01/23/2014 

S
osa, K

arilys 
01/23/1 995 

C
vs C

arem
ark 

4500 P
leasant H

ill R
oad 

K
issim

m
ee, F

L 
34746 

R
P

T
 

52218 
01/23/2014 

S
pooner, S

tephanie 
R

enee 
08/29/1986 

C
vs C

arem
ark 

543 O
ne C

enter B
lvd 

A
pt#201 

A
ltam

onte S
prings, F

L 
32701 
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52219 
01/23/2014 

R
ichardson, C

harva 
C

hance 
10/03/1986 

O
ther 

U
ltim

ate M
edical A

cadem
y 

5831 B
ent P

ine D
r A

pt 
308 

O
rlando, F

L 
32822 

R
P

T
 

52220 
01/23/2014 

M
erchant, B

rielle 
E

lizabeth 
12/01/1992 

C
vs C

arem
ark 

8090 D
rearncatcher C

ir 
U

nit 2903 
N

aples, 
F

L 
34119 

R
P

T
 

52221 
01/23/2014 

W
arren, 

R
aheem

 
02/1 9/1 993 

P
inellas C

ounty Job 
C

orps C
enter 

3030 E
dison A

ve A
pt5 

F
t M

yers, F
L 

33916 

R
P

T
 

52222 
01/23/2014 

S
trilich, T

hom
as 

D
avid 

07/1 3/1 958 
O

ther 
S

outheastern C
ollege 

9805 H
idden Ln A

pt 
1 

P
ort R

ichey, F
L 

34668-3668 

R
P

T
 

52223 
01/23/2014 

D
ufresne-S

tenvil, 
E

lisianne 
06/17/1 977 

W
algreens 

12456 M
uddy C

reek Lane 
F

ort M
yers, F

L 
33913 

R
P

T
 

52224 
01/23/2014 

T
irado, W

illiam
 

C
hristian lii 

04/13/1994 
P

ublix S
uper M

arket, 
Inc. 

7117 7117 M
errill R

oad 
Jacksonville, F

L 
32277 

R
P

T
 

52225 
01/23/2014 

S
tew

art, S
andy M

arie 
02/22/1990 

O
ther 

E
verest U

niversity 
8625 H

illcrest D
r. 

M
acdenny, F

L 
32063 

R
P

T
 

52226 
01/23/2014 

A
aron, B

ianca O
livia 

C
herie 

02/18/1992 
1346 O

sceola H
ollow

 R
d 

O
dessa, F

L 
33556 

R
P

T
 

52227 
01/23/2014 

D
avis, D

ariielle M
arie 

01/19/1975 
2600 G

reen W
ood R

d 
S

hreveport, LA
 

71103 

R
P

T
 

52228 
01/24/2014 

N
em

bhard, D
avid 

G
eorge 

09/20/1977 
W

al-M
art 

9990 B
elvedere R

oad 
R

oyal P
alm

 B
each, F

L 
33411 

R
P

T
 

52229 
01/24/2014 

M
artinez, Z

ulim
a 

11/25/1986 
13948 S

w
 52N

d A
ve 

M
iam

i, F
L 

33175 

R
P

T
 

52230 
01/24/2014 

P
uckett, W

illiam
 

K
enneth 

06/23/1953 
10697 U

lm
erton R

d 
Largo, F

L 
33771 

R
P

T
 

52231 
01/24/2014 

P
ierre, P

atricia 
12/06/1984 

10018 B
oynton P

lace 
C

ircle A
partm

ent 338 
B

oynton B
each, F

L 
33437 

R
P

T
 

52232 
01/24/2014 

P
hillips, T

angela 
Jam

 eca 
03/14/1990 

2580 C
raw

fordville H
w

y 
C

raw
fordville, F

L 
32327 

R
P

T
 

52233 
01/24/2014 

M
ange, B

onnie B
ella 

06/1 2/1 985 
225 S

e 23R
d P

lace 
C

ape C
oral, F

L 
33990 

R
P

T
 

52234 
01/24/2014 

M
arquez, Lujan 

10/1 8/1 993 
W

algreens 
201 

W
 H

unter S
t 

Lakeland, F
L 

33803 

R
P

T
 

52235 
01/24/2014 

M
ckinzie, K

ara A
nn 

03/03/1 992 
W

inn D
ixie 

16564 N
w

 85T
h T

erace 
F

anning S
prings, 

F
L 

32693 

R
P

T
 

52236 
01/24/2014 

B
row

n, M
ichael 

Joseph 
09/09/1991 

W
algreens 

5617 Legacy C
rescent P

1 

#101 
R

iverview
, F

L 
33578 

R
P

T
 

52237 
01/24/2014 

S
cott, B

randy Lea 
05/11/1985 

W
al-M

art 
899 B

landing B
lvd 

O
range P

ark, F
L 

32065 

R
P

T
 

52238 
01/24/2014 

T
apia, Jennifer 

E
lizabeth 

12/27/1983 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, 
F

L 
32819 

R
P

T
 

52239 
01/24/2014 

S
otunbo, K

hadija 
O

lubusola 
12/14/1982 

W
algreens 

8337 S
outh P

ark C
ir 

O
rlando, F

L 
32819 

R
P

T
 

52240 
01/27/2014 

C
utrone, M

elissa 
Lynn 

06/03/1 984 
O

ther 
R

asm
ussen C

ollege, 3326 3322 O
ld V

illage W
ay 

O
ldsm

ar, F
L 

34677 

R
P

T
 

52241 
01/27/2014 

R
eveland, Lisa A

lison 
06/27/1990 

W
algreens 

1896 C
alusa C

ourt 
M

arco Island, F
L 

34145 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dxl5l5:03/13/2014 06:41:55 

O
N

D
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52242 
01/27/2014 

G
ardner-S

carpello, 
S

uzette M
arie 

11/28/1959 
P

ublix S
uper M

arket, 
Inc. 

7880 113T
h S

treet 
S

em
inole, F

L 
33772 

R
P

T
 

52243 
01/27/2014 

B
rito, Lissett 

01/07/1 977 
3085 W

est 80 S
treet 

H
ialeah, F

L 33018 

R
P

T
 

52244 
01/27/2014 

Q
uintero, K

aren A
 

08/09/1 980 
O

ther 
F

ortis C
ollege 

1820 N
w

 R
iver D

r 
M

iam
i, F

L 
33125 

R
P

T
 

52245 
01/27/2014 

P
atel, D

arshil 
Y

ogeshkum
ar 

12/05/1992 
O

ther 
U

niversity O
f F

lorida 
- 

C
ollege O

f P
harm

acy 
5226 C

ardinal C
ove 

C
ircle 

S
anford, F

L 32771 

R
P

T
 

52246 
01/27/2014 

S
torck, Laurie J 

04/30/1958 
C

vs C
arem

ark 
1341 

1341 Little D
eer R

un 
C

anton, G
A

 
30114 

R
P

T
 

52247 
01/27/2014 

M
ccullough, R

yan 
Jam

es 
08/15/1990 

W
algreens 

5110 M
agnolia T

errace 
F

ruitland P
ark, F

L 
34731 

R
P

T
 

52248 
01/27/2014 

E
vett, Lee Jackson 

09/29/1 988 
P

ublix S
uper M

arket, 
Inc. 

318 
N

. C
ove B

lvd 
P

anam
a C

ity, F
L 

32401 

R
P

T
 

52249 
01/27/2014 

G
onzalez, lsliany 

08/15/1988 
C

vs C
arem

ark 
7210 N

 M
anhattan A

ve 
813 

T
am

pa, F
L 

33614 

R
P

T
 

52250 
01/27/2014 

A
iad, M

ina H
elm

y 
01/27/1 994 

P
ublix S

uper M
arket, 

Inc. 
3309 B

arrow
 H

ill 
T

allahassee, F
L 

32312 

R
P

T
 

52251 
01/27/2014 

F
uentes, C

rystal 
01/27/1 988 

C
vs C

arem
ark 

8765 S
outh D

ixie 
H

ighw
ay 

M
iam

i, F
L 

33156 

R
P

T
 

52252 
01/27/2014 

R
aver, A

m
anda 

10/29/1 987 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52253 
01/27/2014 

B
utler, K

aryn D
ionne 

03/31/1 983 
O

ther 
E

verest 
U

niversity-Jacksonvillie 
887 F

ranklin 
S

t A
pt.3102 

Jacksonvillie, F
L 

32206 

R
P

T
 

52254 
01/27/2014 

S
hack, W

illiam
 

M
adison 

01/14/1988 
W

algreens 
8337 S

outh P
ark C

ir 
O

rlando, F
L 

32819 

R
P

T
 

52255 
01/27/2014 

F
aust, S

andra 
W

etherell 
10/01/1955 

O
ther 

U
niversity O

f F
lorida 

C
ollege O

f P
harm

acy 
201 S

outh C
lark A

ve 
T

am
pa, F

L 
33609 

R
P

T
 

52256 
01/27/2014 

G
reenfield, Jason 

W
ade 

02/26/1 975 
O

ther 
U

niversity O
f F

lorida 
C

ollege O
f P

harm
acy 

229 S
w

 25T
h A

venue 
C

ape C
oral, F

L 
33991 

R
P

T
 

52257 
01/27/2014 

C
line, R

obin M
arie 

09/02/1964 
O

ther 
E

verest U
niversary 

2308 M
orning G

lory D
r 

O
rlando, F

L 
32809 

R
P

T
 

52258 
01/27/2014 

S
cott, S

harisse R
obin 

10/02/1990 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52259 
01/27/2014 

D
uffy, D

aw
n 

12/06/1 964 
C

vs C
arem

ark 
13201 C

ountry R
oad 200 

O
xford, F

L 
34484 

R
P

T
 

52260 
01 /27/2014 

B
ustillo, S

indy 
E

lizabeth 
05/28/1 992 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52261 
01/27/2014 

W
ilkinson, G

arrett 
S

teven 
10/11/1993 

W
algreens 

3416 3416 S
 W

indingpath 
Inverness, F

L 
34450 

R
P

T
 

52262 
01/27/2014 

D
am

e, S
cott J 

09/30/1 981 
95 S

. U
s H

w
y 

1 
Jupiter, F

L 
33477 

R
P

T
 

52263 
01/27/2014 

C
heek, N

eelie R
ene 

11/02/1993 
1780 N

e Jensen B
ch B

lvd 
Jensen B

each, F
L 

34957 

R
P

T
 

52264 
01/27/2014 

S
aran, A

m
an 

08/13/1 992 
C

vs C
arem

ark 
5933 N

w
 126T

h T
errace 

C
oral S

prings, F
L 

33076 

R
P

T
 

52265 
01/27/2014 

N
ichols, Lauren 

07/20/1993 
W

algreens 
3727 A

ustin R
ange D

r 
Land 0 Lakes, F

L 
34639 
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52266 
01/27/2014 

M
endez, Jose M

anuel 
09/17/1990 

W
alm

art A
nd 'S

 
C

lub P
harm

acies 
1600 N

w
 33R

d S
t Lot 47 

P
om

pano B
each, 

F
L 

33064 

R
P

T
 

52267 
01/27/2014 

A
ckerm

an, R
onald 

10/03/1 976 
C

vs C
arem

ark 
6176 C

overty P
lace 

V
ero B

each, F
L 

32966 

R
P

T
 

52268 
01/27/2014 

C
am

pbell, Leisha 
G

aye 
09/21/1 975 

W
algreens 

1995 E
rving C

ircle 
O

coee, F
L 

34761 

R
P

T
 

52269 
01/28/2014 

M
inaya, R

angel 
E

liezer Jr 
08/28/1993 

O
ther 

E
verest U

niversity 
B

randon C
am

pus 
6213 G

ondola D
rive 

R
iverview

, F
L 33578 

R
P

T
 

52270 
01/28/2014 

P
orteous, C

arissa 
C

andace 
11/16/1992 

W
algreens 

8337 S
outh P

ark C
ir 

O
rlando, F

L 
32819 

R
P

T
 

52271 
01/28/2014 

P
ope, V

eija P
avielle 

11/23/1984 
7400 P

ow
ers A

ve A
pt 455 

Jacksonville, F
L 

32217 

R
P

T
 

52272 
01/28/2014 

K
illoren, Jaym

e Lynn 
01/01/1 986 

23026 P
cb P

r K
w

y 
P

anam
a C

ity B
each, F

L 
32413 

R
P

T
 

52273 
01/28/2014 

R
ow

e, M
atthew

 R
 

03/16/1993 
P

ublix S
uper M

arket, 
Inc. 

17184 S
e 155T

h A
ve 

W
eirsdale, F

L 32195 

R
P

T
 

52274 
01/28/2014 

M
orse, D

ennis Lee 
12/22/1 964 

283 S
.W

 B
ay D

r. 
Lake C

ity, F
L 

32025 

R
P

T
 

52275 
01/28/2014 

M
ccarthy, K

aitlin 
A

lyssa 
02/23/1 995 

W
algreens 

1925 P
rovidence B

lvd 
D

eltona, F
L 

32725 

R
P

T
 

52276 
01/28/2014 

Jackson, B
randy 

E
lenda 

09/1 4/1 978 
O

ther 
E

verest U
niversity 

3696 lom
lin D

rive 
C

ocoa, F
L 

32926 

R
P

T
 

52277 
01/28/2014 

M
ikes, C

hantel 
09/16/1985 

W
algreens 

614 T
am

arin Lane 
K

issim
m

ee, 
F

L 
34759 

R
P

T
 

52278 
01/28/2014 

F
ernandez, Juliet 

02/04/1 976 
O

ther 
P

alm
 A

ve P
harm

acy 
D

iscount 
219 S

w
 8 A

ve 
M

iam
i, F

L 
33130 

R
P

T
 

52279 
01/28/2014 

P
ersad, S

hivanand 
V

ijay 
02/16/1992 

C
vs C

arem
ark 

10000W
 C

om
m

ercial 
B

lvd 
S

unrise, F
L 

33351 

R
P

T
 

52280 
01/28/2014 

N
alefski, S

hannon 
K

ay 
09/19/1975 

W
algreens 

9150 K
ings C

rossing 
F

ort M
yers, F

L 
33912 

R
P

T
 

52281 
01/28/2014 

M
aqueira, T

om
asa 

08/28/1969 
H

ialeah A
dult 

E
ducation C

enter 
2435W

 6T
h C

t A
pt#8 

2435 W
 6T

h 
C

t #8 
H

ialeah, F
L 

33010 

R
P

T
 

52282 
01/28/2014 

R
aym

ond, A
shleyy 

S
kyy 

06/28/1995 
C

vs C
arem

ark 
2312 W

eston P
oint D

r 
A

pt. 413 
O

rlando, F
L 

32810 

R
P

T
 

52283 
01/28/2014 

S
pradley, C

arolyn 
A

nn 
01/22/1964 

C
vs C

arem
ark 

410W
. O

akdale A
ve 

D
eland, F

L 
32720 

R
P

T
 

52284 
01/28/2014 

Jack-D
avis, M

urissa T
 

05/20/1975 
O

ther 
U

ltim
ate M

edical A
cadem

y 4747 W
est W

aters A
ve 

A
pt 2915 

T
am

pa, F
L 

33614 

R
P

T
 

52285 
01/28/2014 

S
am

edi, Lukagea 
05/12/1990 

M
iam

i D
ade C

ollege 
420 N

w
 84T

h S
t A

pt E
23 

M
iam

i, F
L 33150 

R
P

T
 

52286 
01/28/2014 

T
orres, E

lizabeth 
10/29/1 987 

M
iam

i D
ade C

ollege 
3655 S

. D
ixie H

w
y 

M
iam

i, F
L 

33133 

R
P

T
 

52287 
01/28/2014 

A
nderson, Jolari 

D
iandra 

09/1 5/1 989 
O

ther 
B

arry U
niversity S

chool O
f 

A
dult A

nd C
ontinuing 

E
ducation 

6834 A
liso A

venue 
W

est P
alm

 B
each, F

L 
33413 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dxl5l5:03/1312014 06:41:55 

O
N

D
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52288 
01/28/2014 

T
ow

nsend, E
m

ily 
M

ichelle 
12/26/1994 

P
ublix S

uper M
arket, 

Inc. 
19221 N

orth D
ale M

abery 
Lutz, F

L 
33548 

R
P

T
 

52289 
01/28/2014 

W
oolington, 

A
lexander Jam

es 
12/30/1988 

C
vs C

arem
ark 

615 C
lem

atis R
d 

V
enice, F

L 
34293 

R
P

T
 

52290 
01/28/2014 

La P
lante, M

ary 
R

aquel 
11/27/1985 

O
ther 

E
verest U

niveristy 
3940 55T

h S
t. 

N
. A

pt. 103 
S

t. P
etersburg, F

L 
33709 

R
P

T
 

52291 
01/28/2014 

K
oerber, Jackie 

T
herese 

01/10/1990 
W

algreens 
45076T

h A
ve N

 A
pt 210 

S
t.P

etersburg, F
L 

33702 

R
P

T
 

52292 
01/28/2014 

W
ard, Liz 

09/22/1 966 
C

vs C
arem

ark 
3520 E

ast Laurel R
oad 

V
enice, F

L 
34275 

R
P

T
 

52293 
01/28/2014 

D
idonato, M

aridith 
06/05/1 990 

C
vs C

arem
ark 

4090 T
am

iam
i T

rail 
V

enice, F
L 

34293 
R

P
T

 
52294 

01/28/2014 
G

onzalez, V
ivian 

11/29/1970 
O

ther 
F

ortis C
ollege 

14612 S
w

 38T
h S

t #16 
M

iam
i, F

L 33175 
R

P
T

 
52295 

01/28/2014 
S

choening, W
hitney 

S
hianne 

03/28/1 992 
U

niversity O
f F

lorida 
5235 C

r 125 
Law

tey, F
L 

32058 

R
P

T
 

52296 
01/28/2014 

F
lood, B

rigid 
08/10/1977 

O
ther 

E
verest U

niversity 
931 

B
alaye R

idge C
ii A

pt 
202 

T
am

pa, F
L 

33619 

R
P

T
 

52297 
01/28/2014 

T
oro, K

arelyz 
03/09/1 964 

M
iam

i S
unset A

dult 
E

ducation C
enter 

6276 18T
h S

t. 
S

 
W

est P
alm

 B
each, F

L 
33415 

R
P

T
 

52298 
01/28/2014 

D
iaz, S

herilet 
12/22/1 993 

O
ther 

N
ew

 Y
ork M

edical C
areer 

C
enter 

14020 B
iscayne B

lvd A
pt 

204 
N

orth M
iam

i B
each, F

L 
33181 

R
P

T
 

52299 
01/28/2014 

S
haffren, Jeffrey 

E
van 

03/1 5/1 991 
P

ublix S
uper M

arket, 
Inc. 

5200 S
w

 34T
h S

t. 
G

ainesville, F
L 

32608 

R
P

T
 

52300 
01/28/2014 

H
atm

aker, R
achel 

N
icole 

07/17/1994 
4219 E

w
ell S

treet 
P

ace, F
L 

32571 

R
P

T
 

52301 
01/28/2014 

V
arner, S

andra Lynn 
01/09/1 969 

O
ther 

O
sco P

harm
acy/N

ational 
H

ealthcareer A
ssociation 

2132 S
w

 15T
h S

t 
C

ape C
oral, 

F
L 

33991 

R
P

T
 

52302 
01/28/2014 

S
alas N

avarro, 
Y

udania 
06/20/1979 

O
ther 

E
verest Institute 

10100 S
w

46 S
t 

M
iam

i, F
L 

33165 

R
P

T
 

52303 
01/2912014 

D
aniels, V

ictoria 
R

enee 
10/31/1967 

C
vs C

arem
ark 

9541 
103R

d S
t #220 

Jacksonville, F
L 

32210 

R
P

T
 

52304 
01/29/2014 

F
elo, A

hm
ed 

07/04/1 993 
W

alm
art A

nd S
am

'S
 

C
lub P

harm
acies 

201 S
outh C

hickasaw
 

T
rail 

O
rlando, F

L 32825 

R
P

T
 

52305 
01/2912014 

C
aam

ano, B
hryana 

C
athryn 

04/13/1994 
W

algreens 
8337 S

outh P
ark C

ii 
O

rlando, F
L 

32819 

R
P

T
 

52306 
01/30/2014 

K
em

per, H
eather 

Lynne 
07/16/1992 

C
vs C

arem
ark 

164 22N
d A

venue 
A

palachicola, F
L 

32320 

R
P

T
 

52307 
01/30/2014 

Landeta, P
hilip 

A
lexander 

04/11/1989 
C

vs C
arem

ark 
5357 E

hrlich R
oad 

T
am

pa, F
L 

33625 

R
P

T
 

52308 
01/30/2014 

P
ettrey, R

onalda 
Jeanne 

04/30/1 959 
W

alm
art A

nd S
am

'S
 

C
lub P

harm
acies 

17030 U
s H

w
y 441 

M
ount D

ora, F
L 

32757 
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52309 
01/30/2014 

M
onzon, T

ania 
08/21/1966 

M
iam

i S
unset A

dult 
E

ducation C
enter 

2498S
w

 17 A
ve A

pt 4311 
M

iam
i, F

L 33145 

R
P

T
 

52310 
01/30/2014 

Lopez, M
ariano 

Lazaro 
02/02/1966 

M
iam

i S
unset A

dult 
E

ducation C
enter 

2498 S
w

 17 A
ve. A

pt 4311 
M

iam
i, F

L 
33145 

R
P

T
 

52311 
01/30/2014 

M
artinez, A

niat 
09/30/1 969 

M
iam

i S
unset A

dult 
E

ducation C
enter 

223 S
idonia A

ve A
pt.#6 

C
oral G

ables, F
L 

33134 

R
P

T
 

52312 
01/30/2014 

Leal Lopez, Ida M
aria 

03/29/1968 
M

iam
i S

unset A
dult 

E
ducation C

enter 
6851 S

w
 129T

h A
ve A

pt 6 
6851 S

w
 129T

h A
ve A

pt 6 
M

iam
i, F

L 
33183 

R
P

T
 

52313 
01/30/2014 

M
iller, S

aralynne 
C

ecelia 
07/08/1 987 

W
algreens 

720 
N

 D
ove P

t 
C

rystal R
iver, F

L 
34429 

R
P

T
 

52314 
01/30/2014 

G
ibbons, Icy K

atrese 
11128/1977 

O
ther 

E
verest U

niversity 
1404 S

.D
eleon A

ve A
pt 

21 
T

itusville, 
F

L 
32780 

R
P

T
 

52315 
01/30/2014 

T
hibodeau, K

risty 
04/04/1 984 

C
vs C

arem
ark 

2221 P
om

eroy R
d 

S
pring H

ill, F
L 

34609 

R
P

T
 

52316 
01/30/2014 

V
ukan, K

elly M
arie 

01/18/1991 
K

ash N
' K

arry F
ood 

S
tores, Inc 

1486 Lom
an C

ourt 
P

alm
 H

arbor, F
L 

34683 

R
P

T
 

52317 
01/30/2014 

S
cotto, A

ngelica 
S

arah 
09/06/1 986 

P
ublix S

uper M
arket, 

lnc. 
1809 H

azelw
ood D

r 
F

ort P
ierce, F

L 
34982 

R
P

T
 

52318 
01/30/2014 

S
anchez, D

aym
is 

04/24/1973 
T

a T
a P

harm
acy 

3810 S
W

 8T
h S

treet 
C

oral G
ables, F

L 
33134 

R
P

T
 

52319 
01/30/2014 

S
aint-Louis, F

arley 
03/06/1 991 

C
vs C

arem
ark 

8901 M
iram

ar P
arkw

ay 
M

iram
ar, F

L 
33025 

R
P

T
 

52320 
01/30/2014 

W
est, R

ubina 
08/28/1979 

O
ther 

B
laden C

om
m

unity 
C

ollege 
2833 R

oosevelt B
lvd, A

pt 
239 

C
learw

ater, F
L 

33760 

R
P

T
 

52321 
01/30/2014 

H
axton, B

rian 
M

atthew
 

01/04/1 980 
O

ther 
E

berest U
niversity 

1620 S
adigo S

t. 
P

alm
 B

ay, F
L 32909 

R
P

T
 

52322 
01/30/2014 

G
am

oneda, F
ernando 

E
 

05/26/1975 
C

vs C
arem

ark 
44l5E

ast9T
h C

t 
H

ialeah, 
F

L 33013 

R
P

T
 

52323 
01/30/2014 

P
uerto, Y

uniel 
09/29/1981 

M
iam

i S
unset A

dult 
E

ducation C
enter 

300-76 S
treet A

pt 
12 

M
iam

i B
each, F

L 
33141 

R
P

T
 

52324 
01/30/2014 

E
scudero, T

atiana 
06/22/1 989 

C
vs C

arem
ark 

8809 N
ew

 T
am

pa B
lvd 

T
am

pa, F
L 

33647 

R
P

T
 

52325 
01/30/2014 

C
astillo, D

iana J 
05/09/1992 

O
ther 

F
ortis C

ollege 
10841 S

w
 243 Ln 

H
om

eastead, F
L 

33032 

R
P

T
 

52326 
01/30/2014 

D
om

inguez, Y
irerm

is 
A

ida 
12/08/1 990 

O
m

inicare, Inc. 
38608 A

lston A
ve 

Z
ephyrhills, F

L 
33542 

R
P

T
 

52327 
01/30/2014 

H
ernandez, T

iffany 
04/01/1 992 

O
ther 

S
anford B

row
n T

am
pa 

8650 B
oardw

alk P
ath 

D
rive A

pt lO
uD

 
T

em
ple T

errace, F
L 

33637 

R
P

T
 

52328 
01 /30/2014 

C
hhotalal, M

anisha 
M

ahendra 
09/30/1 986 

O
ther 

U
niversity O

f F
lorida 

C
ollege O

f P
harm

acy 
12807 U

s H
ighw

ay 301 
D

ade C
ity, F

L 
33525 

R
P

T
 

52329 
01/30/2014 

G
uillen, M

ayra 
A

lejandra 
11/17/1990 

692 S
w

 P
rim

a V
ista B

lvd 
P

ort S
aint Lucie, F

L 
34983 

R
P

T
 

52330 
01/30/2014 

B
orrero, M

aria 
04/04/1 955 

M
iam

i S
unset A

dult 
E

ducation C
enter 

6317 S
w

 12T
h S

t 
W

est M
iam

i, F
L 

33144 
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R
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52331 
01/30/2014 

A
guilar, Lazara C

 
12/1 7/1 991 

O
ther 

P
rofessional T

raining 
C

enter 
13271 

N
w

 8 
S

t 
M

iam
i, F

L 33182 

R
P

T
 

52332 
01/30/2014 

G
ordon, G

lenroy 
A

nthonyJr 
03/15/1992 

O
ther 

B
arry U

niversity 
18245 N

w
 68T

h A
ve A

pt# 
511 

H
ialeah, F

L 
33015 

R
P

T
 

52333 
01/30/2014 

V
asquez, H

eather 
A

nn 
03/17/1989 

C
oncorde C

areer 
Institute 

910 E
. 19T

h A
ve A

pt #1 
T

am
pa, F

L 
33605 

R
P

T
 

52334 
01/30/2014 

S
heppard, R

hyana 
K

aelon 
10/1 7/1 989 

C
vs C

arem
ark 

5945 U
s H

w
 301 

N
 

E
llenton, F

L 
34222 

R
P

T
 

52335 
01/30/2014 

C
astro, N

atasha 
N

icole 
09/1 9/1 989 

O
ther 

E
verest U

niversity 
5028 M

illenia B
lvd A

pt 
207 

O
rlando, F

L 
32839 

R
P

T
 

52336 
01/30/2014 

S
oto, A

lexandra Ivette 
04/07/1992 

C
vs C

arem
ark 

10623 G
ibsonton 

R
iverview

, F
L 33578 

R
P

T
 

52337 
01/30/2014 

F
erericzi, E

rzsebet 
K

risztina 
08/14/1955 

U
niversity O

f F
lorida 

5250 S
m

ithfield 
M

elbourne, 
F

L 
32934-7868 

R
P

T
 

52338 
01/30/2014 

C
otton, T

alandra 
La'P

honda 
07/1 5/1 988 

O
ther 

E
verest U

niversity 
5704 W

ingate D
rive 

O
rlando, F

L 
32839 

R
P

T
 

52339 
01/30/2014 

G
onzalez, S

ailin 
03/27/1972 

M
iam

i S
unset A

dult 
E

ducation C
enter 

19563N
w

62P
l H

ialeah 
M

iam
i, F

L 
33015 

R
P

T
 

52340 
01/30/2014 

D
iaz, Jorge Luis 

05/1 8/1 973 
M

iam
i S

unset A
dult 

E
ducation C

enter 
590 S

w
 7 S

t #14 
M

iam
i, F

L 
33130 

R
P

T
 

52341 
01/30/2014 

C
hirinos, H

ector 
M

anuel 
06/21/1987 

A
ce P

harm
acy, LIc 

1480 N
w

 79T
h A

ve 
M

iam
i, F

L 
33126 

R
P

T
 

52342 
0 1/30/2014 

D
ukes, A

m
anda Lee 

07/24/1979 
O

ther 
U

ltim
ate M

edical A
cadem

y 7486 G
reen A

cres R
oad 

D
onalsonville, G

A
 

39845 

R
P

T
 

52343 
01/30/2014 

H
erold, E

m
ily M

clean 
02/17/1993 

C
vs C

arem
ark 

139 W
est D

avis B
oulevard 

T
am

pa, F
L 

33606 

R
P

T
 

52344 
01/30/2014 

B
arbeito, D

ayam
i E

 
07/27/1973 

M
iam

i S
unset A

dult 
E

ducation C
enter 

2560W
 67 

P
1 B

ldg 31 A
pt 

102 
H

ialeah, F
L 

33016 

R
P

T
 

52345 
01/31/2014 

M
orin D

iaz, E
nm

anuel 
09/20/1988 

O
ther 

E
verest Institute 

12870 S
w

 14T
h S

t 
M

iam
i, F

L 
33184 

R
P

T
 

52346 
01/31/2014 

M
cneil, T

rianna 
N

icole 
04/18/1988 

O
ther 

E
verest Institute 

765 N
w

 6T
h S

t 
F

lorida C
ity, F

L 
33034 

R
P

T
 

52347 
01/31/2014 

N
unez, Liset 

01/08/1987 
M

iam
i S

unset A
dult 

E
ducation C

enter 
10639 S

w
 182 S

treet 
M

iam
i, F

L 
33157 

R
P

T
 

52348 
01/31/2014 

K
im

brel, D
ianna Lynn 

01/05/1963 
O

ther 
E

verest U
niversity 

116W
. C

ypress S
t. 

D
avenport, F

L 
33836 

R
P

T
 

52349 
01/31/2014 

H
ernandez, R

ainoa 
06/28/1972 

M
iam

i S
unset A

dult 
E

ducation C
enter 

16900 S
w

 79 C
t 

M
iam

i, F
L 

33157 

R
P

T
 

52350 
01/31/2014 

C
hustz, C

heryl 
06/1 7/1 977 

C
vs C

arem
ark 

6800 C
ollier B

lvd 
N

aples, F
L 07899 

R
P

T
 

52351 
01/31/2014 

C
andido, S

ergio 
05/03/1964 

M
iam

i S
unset A

dult 
E

ducation C
enter 

17100 N
orth B

ay R
oad # 

1704 
S

unny Isles, 
F

L 
33160 

R
P

T
 

52352 
01/31/2014 

F
ernandez, Jade D

o 
09/29/1 982 

W
al-M

art 
1675 N

w
 S

aint Luice W
est 

B
lvd 

P
ort S

aint Luice, F
L 

34986 
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52353 
01/31/2014 

F
rison, M

orghan 
S

haree 
04/06/1 995 

4250 P
hillips H

ighw
ay 

Jacksonville, F
L 

32207 

R
P

T
 

52354 
01/31/2014 

G
onzalez, Juan 

C
arlos 

12/01/1986 
C

vs C
arem

ark 
7210 N

 M
anhattan A

ve 
813 

T
am

pa, F
L 

33614 

R
P

T
 

52355 
01/31/2014 

D
aw

son, A
shlee 

N
icole 

12/10/1989 
C

vs C
arem

ark 
9716W

. M
cnab S

t. 
T

am
arac, F

L 
33321 

R
P

T
 

52356 
01/31/2014 

D
om

inguez, Y
anisey 

05/27/1989 
O

ther 
E

verest U
niversity 

10801 S
w

 88 S
t A

pt#213 
M

iam
i, F

L 
33176 

R
P

T
 

52357 
01/31/2014 

D
enton, M

ychal 
V

incent 
10/07/1994 

P
ublix S

uper M
arket, 

Inc. 
7838 G

all B
lvd 

Z
ephyrhills, F

L 
33541 

R
P

T
 

52358 
01/31/2014 

H
oodbhoy, A

num
 

B
aledina 

09/27/1994 
O

ther 
M

iam
i Lakes T

echnical 
E

ducational C
enter 

19990 N
w

 65T
h C

ourt 
M

iam
i, F

L 
33015 

R
P

T
 

52359 
01/31/2014 

R
eyes, N

ancy N
athaly 

04/02/1992 
H

om
estead Jobs C

orps 
620 N

orth 
H

 S
treet 

Lake W
orth, F

L 
33460 

R
P

T
 

52360 
01/31/2014 

F
errer, C

ynthia 
lvelisse 

01/15/1977 
O

ther 
E

verest U
niversity 

653 Laurel Lake C
ove # 

105 
O

rlando, F
L 

32825 

R
P

T
 

52361 
01/31/2014 

W
heeler, K

atelyn 
P

atricia 
08/04/1 987 

O
ther 

H
eritage Institute 

1437 S
e 28T

h T
er 

C
ape C

oral, F
L 

33904 
-_________________________ 

R
P

T
 

52362 
01/31/2014 

V
illanueva, N

icole 
Jean 

10/12/1993 
O

ther 
M

iam
i D

ade C
ollege 

9661 N
.W

 46T
h Lane 

D
oral, F

L 
33178 

R
P

T
 

52363 
01/31/2014 

D
e Jesus S

anchez, 
Y

om
ayra 

06/24/1984 
O

ther 
E

verest Institute 
8240 S

w
 149 C

t A
pt#101 

M
iam

i, F
L 

33193 

R
P

T
 

52364 
01/31/2014 

E
icher, T

aw
nya S

 
04/2711 983 

C
vs C

arem
ark 

715 53R
d T

errace N
 

S
t.P

etersburg, F
L 

33703 

R
P

T
 

52365 
01/31/2014 

D
avis, D

evonte Lavon 
07/27/1992 

P
ineIlas C

ounty Job 
C

orps C
enter 

1810 H
om

estead S
t 

S
ebring, F

L 33870 

R
P

T
 

52366 
01/31/2014 

F
alise, G

ianna R
ose 

10/26/1995 
10260 R

eflections B
lvd 

A
pt #103 

S
unrise, F

L 
33351 

R
P

T
 

52367 
01/31/2014 

D
oval, C

arolina 
07/24/1 991 

A
ce P

harm
acy, LIc 

60 6000 E
ast 2N

d A
ve 

H
ialeah, F

L 33013 

R
P

T
 

52368 
01/31/2014 

A
rguelles, Y

uniali 
06/11/1982 

O
ther 

F
ortis C

ollege 
7935 S

w
 10T

h T
errace 

M
iam

i, F
L 

33144 

R
P

T
 

52369 
01/31/2014 

S
colari, D

ustin 
M

itchell 
11/27/1982 

V
irginia C

ollege - 
P

ensacola 
8211 R

iverside Landing 
Ln. 

N
avarre, F

L 
32566 

R
P

T
 

52370 
01/31/2014 

G
ant, B

rooke L 
03/21/1990 

C
vs C

arem
ark 

65 E
ast M

ain S
treet 

A
popka, F

L 32703 

R
P

T
 

52371 
01/31/2014 

F
ultz, P

atricia A
nn 

11/06/1993 
O

ther 
E

verest U
niversity-O

range 
P

ark 
46 B

luebell A
venue 

M
iddleburg, F

L 
32068 

R
P

T
 

52372 
01/31/2014 

H
obbs, Jason E

dw
ard 

08/29/1983 
O

ther 
E

verest U
niversity 

2953 S
outhbank C

ircle 
G

reen C
ove S

prings, F
L 

32043 

R
P

T
 

52373 
01/31/2014 

G
riffith, Jennifer Lynn 

08/03/1992 
P

ublix S
uper M

arket, 
Inc. 

1035 C
ove Landing D

r 
A

tlantic B
each, F

L 
32233 

R
P

T
 

52374 
01/31/2014 

B
rice, Y

figenie 
01/07/1987 

O
ther 

E
verest U

niversity 
2820 W

.H
ardw

ood S
t 

O
rlando, F

L 
32805 

R
P

T
 

52375 
01/31/2014 

B
hagroo, Jason 

T
ushtanand 

04/07/1 991 
O

ther 
E

verest U
niversity 

5710 R
iviera 

D
r 

O
rlando, F

L 
32808 

F
lorida D

epartm
ent of l-lealth 

pkg_rpt_lic.p_dx1515:03I1312014 06:41:55 
O

N
D
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52376 
01/31/2014 

G
allrnan, K

eyanna 
03/12/1991 

O
ther 

E
verest U

niversity 
5704 P

errine R
oad 

O
rlando, F

L 
32808 

M
arshee 

R
P

T
 

52377 
01/31/2014 

G
ordon, A

licia R
 

01/28/1 968 
O

ther 
A

irforce 
5464 C

lub C
ircle 

H
averhill, F

L 
33415 

R
P

T
 

52378 
01/31/2014 

D
esorm

ot, Johnathan 
E

ric 
02/05/1990 

O
ther 

B
arry U

niversity 
14040 B

iscayne B
lvd A

pt 
801 

N
orth M

iam
i, F

L 
33181 

R
P

T
 

52379 
01/31/2014 

E
conom

os, Joan 
M

arie 
10/1 1/1 988 

40932 U
s H

w
y 19 N

 
T

arpon S
prings, F

L 
34689 

R
P

T
 

52380 
02/03/2014 

O
rtega, A

da 
08/24/1 965 

U
niversity O

f F
lorida 

800 E
ast H

allandale 
B

each B
lvd 

H
allandale, F

L 
33009 

R
P

T
 

52381 
02/03/2014 

glesias, D
orkis 

03/02/1 994 
V

ivi P
harm

acy, LIc 
902 S

w
 65 A

ve 
M

iam
i, F

L 
33144 

R
P

T
 

52382 
02/03/2014 

M
ichalak, Lindsey 

M
arie 

10/26/1990 
T

rinity P
harm

acy Inc 
6060 67T

h A
ve N

 
P

inellas P
ark, F

L 
33781 

R
P

T
 

52383 
02/03/2014 

Lakuriqi, M
arsel 

07/06/1 976 
W

al-M
art 

41232 U
s H

w
y 19 N

orth 
T

arpon S
prings, F

L 
34689 

R
P

T
 

52384 
02/03/2014 

M
artinez, M

anuel 
09/14/1992 

W
algreens 

1050 N
w

 44T
h A

venue 
M

iam
i, F

L 
33126 

R
P

T
 

52385 
02/03/2014 

O
caranza, F

ernando 
M

 

07/26/1 994 
V

ivi P
harm

acy, LIc 
1610 S

w
 92 P

lace 1610 
S

w
 92 N

d P
lace 

M
iam

i, F
L 

33165 

R
P

T
 

52386 
02/03/2014 

B
row

n, K
utana Lafaye 

12/10/1975 
O

ther 
U

ltim
ate M

edical A
cadem

y 5718 N
w

 U
s H

w
y 41 

Jasper, F
L 

32052 

R
P

T
 

52387 
02/03/2014 

T
hibeaud, M

ichele R
 

05/05/1 992 
O

ther 
F

ortis Institute 
2042 N

w
 55T

h W
ay 

Lauderhill, F
L 33313 

R
P

T
 

52388 
02/03/2014 

S
tew

art, K
atrina Lynn 

09/11/1980 
O

ther 
E

verest U
niversity 

134 11T
h S

t. W
. 

W
inter H

aven, F
L 

33880 

R
P

T
 

52389 
02/03/2014 

A
udet, R

achel A
nn 

05/29/1 986 
O

ther 
S

anford B
row

n Institute 
4639 E

xecutive M
eadow

s 
D

r 
P

lant C
ity, F

L 
33567 

R
P

T
 

52390 
02/03/2014 

S
anfratello, D

onna 
Jean 

07/10/1 970 
O

ther 
E

verset U
niversity 

267 V
ictory A

venue 
D

avenport, 
F

L 
33837 

R
P

T
 

52391 
02/03/2014 

V
elasquez, A

drian 
E

dw
ard 

03/25/1 970 
E

verest U
niversity- 

P
om

pano B
each 

235 C
anis D

rive W
est 

O
range P

ark, F
L 

32073 

R
P

T
 

52392 
02/03/2014 

S
uarez, Jennifer 

10/05/1980 
W

algreens 
13921 S

w
 122 A

ye, A
pt 

207 
M

iam
i, F

L 
33186 

R
P

T
 

52393 
02/03/2014 

F
ortner, C

rystal 
04/16/1 987 

O
ther 

E
verest U

niversity 
2541 

S
. Sem

oran B
lvd 

A
pti 732 

O
rlando, F

L 
32822 

R
P

T
 

52394 
02/03/2014 

R
ivera, C

hantelle 
Jenna 

08/13/1991 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 32819 

R
P

T
 

52395 
02/04/2014 

C
unningham

, C
arol 

07/1 5/1 958 
C

vs C
arem

ark 
10201020 P

artridge C
ir. 

#101 
N

aples, F
L 

34104 

R
P

T
 

52396 
02/04/2014 

B
atson, D

em
etrius 

A
ntoine 

07/28/1 982 
O

ther 
E

verest U
niversity Largo 

4301 28T
h S

treet N
orth 

A
pt 206 

S
aint P

etersburg, 
F

L 
33714 

R
P

T
 

52397 
02/04/2014 

G
ardner, P

atrick 
Jam

es 
10/01/1 991 

P
ublix S

uper M
arket, 

Inc. 
2875 U

niversity B
lvd 

W
est 

Jacksonville, F
L 

32217 
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52398 
02/04/2014 

H
ardy, Jannette 

09/07/1 963 
C

vs C
arem

ark 
11020 V

anderbilt D
rive 

N
aples, F

L 
34108 

R
P

T
 

52399 
02/04/2014 

B
urandt, K

ayla Lynn 
07/15/1994 

P
ublix S

uper M
arket, 

Inc. 
11977 S

outhern B
lvd 

R
oyal P

alm
 B

each, F
L 

33411 

R
P

T
 

52400 
02/04/2014 

S
ilva, G

isela 
03/15/1989 

C
vs C

arem
ark 

11817 11817 S
w

 123 A
ve 

M
iam

i, F
L 

33186 

R
P

T
 

52401 
02/04/2014 

R
om

an, M
elissa S

 
10/06/1 988 

C
vs C

arem
ark 

32 W
ood A

m
ber Lane U

nit 
#A

 
P

alm
 C

oast, F
L 

32164 

R
P

T
 

52402 
02/04/2014 

R
odriguez, K

arla 
M

ichelle 
10/31/1984 

O
ther 

E
verest Institute 

17004 S
w

 119 
P

1 
M

iam
i, F

L 
33177 

R
P

T
 

52403 
02/04/2014 

P
atz, K

aren 
M

 
10/19/1963 

O
ther 

E
verest U

niversity 
298 T

arpon Lane 
O

ldsm
ar, F

L 
34677 

R
P

T
 

52404 
02/04/2014 

W
ashington, Leroy 

Lam
ont 

02/11/1961 
O

ther 
E

verest Institute 
26463 S

w
 135T

h C
t 

H
om

estead, F
L 

33032 

R
P

T
 

52405 
02/04/2014 

P
adgett, Lindsay 

N
icole 

01/27/1 987 
O

ther 
T

ennessee C
ollege O

f 
A

pplied T
echnology 

7135 7135 S
w

 13T
h S

t 
O

keechobee, F
L 

34974 

R
P

T
 

52406 
02/04/2014 

K
now

les, Jessica 
Latrice 

03/08/1 994 
C

vs C
arem

ark 
3580 N

orth F
ederal 

H
ighw

ay 
Lighthouse 

P
oint, F

L 
33064 

R
P

T
 

52407 
02/04/2014 

Larrea, C
am

ila 
05/30/1994 

P
ublixS

uperM
arket, 

Inc. 
10520 M

arsh S
treet 

W
ellington, F

L 
33414 

R
P

T
 

52408 
02/04/2014 

R
osero-R

om
ero, 

M
iriam

 
01/20/1 967 

P
ublix S

uper M
arket, 

Inc. 
9755 N

w
 41 

S
treet 

D
oral, 

F
L 

33178 

R
P

T
 

52409 
02/04/2014 

M
artinez, B

erta 
Lyrriarie 

10/27/1 976 
O

ther 
E

verest U
niversity 

7849 H
idden H

ollow
 D

rive 
O

rlando, F
L 

32822 

R
P

T
 

52410 
02/04/2014 

P
atel, B

irvaben M
 

10/15/1984 
W

algreens 
1947 B

ig C
ypress D

rive 
S

aint C
loud, F

L 
34771 

R
P

T
 

52411 
02/04/2014 

M
atthew

s, Jason 
02/14/1975 

F
lorida H

ealth C
are 

P
lans-D

eland 
309 P

alm
 C

oast P
arkw

ay 
N

e 86 B
rockton Lane 

P
alm

 C
oast, F

L 
32137 

R
P

T
 

52412 
02/04/2014 

S
ym

ons, A
lexis 

N
ichole 

07/1 7/1 995 
P

ublix S
uper M

arket, 
Inc. 

695 S
w

 S
tillm

an A
ve 

P
ort S

aint Lucie, 
F

L 
34953 

R
P

T
 

52413 
02/04/2014 

H
unt, S

hayna Jalon 
09/10/1981 

T
arget P

harm
acy 

7951 
N

olpark C
t 

G
len B

urnie, M
D

 
21061 

R
P

T
 

52414 
02/04/2014 

H
arper, D

onald 
Larnont 

09/08/1 974 
O

ther 
S

anford-B
row

n Institute 
Jacksonville 

10566 B
riarcliff R

oad E
ast 

Jacksonville, F
L 

32218 

R
P

T
 

52415 
02/04/2014 

S
ahab, S

usan 
10/05/1989 

C
vs C

arem
ark 

9202 N
 F

lorida A
ve 

T
am

pa, F
L 

33612 

R
P

T
 

52416 
02/04/2014 

S
tegall, F

loyd 
J 

05/07/1963 
O

ther 
S

anford B
row

n Institute 
14 A

ve 2601 N
e 14T

h 
A

venue #408 
O

akland P
ark, F

L 
33334 

R
P

T
 

52417 
02/04/2014 

R
eyes, Jeannie 

01/10/1 972 
O

ther 
T

echnical E
ducation 

C
enter O

sceola 
1044 La M

irada C
ourt 

K
issim

m
ee, F

L 
34744 

R
P

T
 

52418 
02/05/2014 

M
oriath, W

illiam
 Joel 

06/1 8/1 988 
C

vs C
arem

ark 
109 C

lark C
t 

Y
oungsville, N

C
 

27596 

R
P

T
 

52419 
02/05/2014 

Jean-B
aptiste, N

aika 
04/11/1992 

O
ther 

F
ortis Institute 

4248 N
w

 38T
h A

ve 
Laudredale Lakes, F

L 
33309 
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52420 
02/05/2014 

O
sorlo S

ierra, S
usan 

N
 

04/07/1 989 
O

ther 
F

ortis C
ollege 

2970 N
w

 95T
h S

treet 
M

iam
i, F

L 
33147 

R
P

T
 

52421 
02/05/2014 

R
aza, A

dnan 
06/08/1980 

6923 Lee V
ista B

lvd 
O

rlando, F
L 

32822 
R

P
T

 
52422 

02/05/2014 
A

deogun, D
aniel 

K
 

08/26/1 961 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819-9049 
R

P
T

 
52423 

02/05/2014 
B

olte, V
anessa 

02/07/1 989 
P

ublix S
uper M

arket, 
Inc. 

5380 S
tadium

 
P

arkw
ay 

R
ockledge, F

L 
32955 

R
P

T
 

52424 
02/05/2014 

H
ess, S

onia Leah 
02/1 0/1 969 

U
niversity O

f F
lorida 

4915 O
akw

ay D
rive 

S
aint C

loud, F
L 

34771 
R

P
T

 
52425 

02/05/2014 
H

aynes, W
endy 

S
halaya 

11/01/1 989 
10521 M

aidstone C
ove 

D
r. 

Jacksonville, F
L 

32218 

R
P

T
 

52426 
02/05/2014 

G
onzalez, R

onny 
R

am
on 

12/04/1991 
E

pa 
3810 S

 W
 8T

h S
treet 

C
oral G

ables, F
L 

33134 

R
P

T
 

52427 
02/05/2014 

A
bolarin, Z

abrina 
Y

etunde 
06/1 7/1 996 

B
row

ard C
ounty S

chool 
B

oard 
5410 Lyons R

d A
pt 206 

C
oconut C

reek, F
L 

33073 

R
P

T
 

52428 
02/05/2014 

G
illispie, Joshua 

A
lexander 

05/26/1 992 
C

vs C
arernark 

5905 U
s H

ighw
ay 301 

S
outh 

R
iverview

, E
L 

33569 

R
P

T
 

52429 
02/05/2014 

F
razier, W

illiam
 

R
obert 

12/03/1 953 
C

oncorde C
areer Inst 

T
am

pa 
35438 H

olm
es S

t 
W

ebster, F
L 33597 

R
P

T
 

52430 
02/05/2014 

B
ale, Jenna N

icole 
05/04/1 990 

P
ublix S

uper M
arket, 

Inc. 
2419 T

hom
as D

rive 
P

anam
a C

ity B
each, F

L 
32408 

R
P

T
 

52431 
02/05/2014 

V
alIe, C

hris L 
08/22/1984 

O
ther 

T
echnical E

ducation 
C

enter O
sceola 

11640 B
lackrnoor D

rive 
O

rlando, F
L 

32837 

R
P

T
 

52432 
02/06/2014 

Lovett, A
shley 

C
hristina 

12/1 9/1 993 
W

algreens 
3851 4T

h S
t N

 
S

t P
etersburg, F

L 
33703 

R
P

T
 

52433 
02/06/2014 

C
elestin, B

renda 
12/05/1993 

C
vs C

arem
ark 

17270 68T
h S

t 
N

 
Loxahatchee, F

L 
33470 

R
P

T
 

52434 
02/06/2014 

S
chlipf, M

egan 
D

enise 
10/04/1 991 

O
ther 

E
verest U

niversity 
45 T

ow
er M

anor D
rive 

A
uburndale, F

L 
33823 

R
P

T
 

52435 
02/06/2014 

R
uiz, W

ilfredo 
11/20/1964 

M
iam

i S
unset A

dult 
E

ducation C
enter 

19801 S
w

 110 C
t A

pt 622 
M

iam
i, F

L 
33157 

R
P

T
 

52436 
02/06/2014 

R
uiz, P

riscilla 
08/15/1994 

M
iam

i S
unset A

dult 
E

ducation C
enter 

19801 S
w

 110 C
t A

pt 622 
M

iam
i, F

L 
33157 

R
P

T
 

52437 
02/06/2014 

R
einoso, C

ourtney 
N

icole 
06/29/1 988 

M
iam

i-D
ade C

ollege 
18485 S

 D
ixie H

w
y 

C
utler B

ay, 
F

L 
33157 

R
P

T
 

52438 
02/06/2014 

B
eltran, A

driana M
 

01/31/1 976 
3990 \N

oodside D
r A

pt 24 
C

oral S
prings, F

L 
33065 

R
P

T
 

52439 
02/07/2014 

M
erritt, A

shlee M
arie 

12/02/1 992 
W

algreens 
4497 M

obile 
H

w
y 

P
ensacola, F

L 
32506 

R
P

T
 

52440 
02/07/2014 

C
rotte, Jesica 

12/08/1 973 
V

ivi P
harm

acy, 
LIc 

1610 S
w

 92 P
lace 

M
iam

i, F
L 

33165 
R

P
T

 
52441 

02/07/2014 
C

ow
gill, T

aylor A
nn 

06/30/1993 
O

ther 
Indian R

iver A
dult A

nd 
C

om
m

unity E
ducation 

112 Liberty W
ay 

F
ort P

ierce, 
F

L 
34951 

R
P

T
 

52442 
02/07/2014 

H
ead, 

Latasha R
enee 

03/07/1987 
E

verest U
niversity- 

P
om

pano B
each 

943 
S

. K
irkm

an R
oad A

pt 
164 

O
rlando, F

L 
32811 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dx1515:03/13/2014 06:41:55 

O
N

D
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R
P

T
 

52443 
02/07/2014 

C
url, S

tacey A
m

anda 
02/04/1987 

C
vs C

arem
ark 

9962 B
aym

eadow
s R

d. 
Jacksonville, F

L 
32256 

R
P

T
 

52444 
02/07/20 14 

G
arcia, Y

am
ilet 

09/07/1 967 
M

iam
i S

unset A
dult 

E
ducation C

enter 
19801 S

w
 110 C

t A
pt 622 

M
iam

i, F
L 

33157 

R
P

T
 

52445 
02/07/2014 

C
ham

orro, M
artha 

02/24/1958 
H

ialeah A
dult 

E
ducation C

enter 
2560W

 64 P
lace 

H
ialeah, F

L 
33016 

R
P

T
 

52446 
02/07/2014 

A
rias, Ilainner 

12/25/1 980 
M

iam
i S

unset A
dult 

E
ducation C

enter 
677 N

e 26 S
t A

pt 7 
M

iam
i, F

L 
33137 

R
P

T
 

52447 
02/07/2014 

F
lanagan, S

ean 
M

ichael 
09/29/1989 

W
algreens 

4706 C
ohune P

alm
 

C
ourts 

G
reenacres, F

L 
33463 

R
P

T
 

52448 
02/07/2014 

A
ristazabal, 

S
tephanie Y

 
10/10/1993 

O
ther 

F
ortis C

ollege 
17901 N

w
 68T

h A
ve A

pt 
# Q

101 
H

ialeah, F
L 33015 

R
P

T
 

52449 
02/07/2014 

C
hapm

an, M
olly 

07/22/1982 
O

ther 
F

lorida G
ulf C

oast 
U

niversity 
23343 R

isher C
t 

P
ensacola, F

L 
32507 

R
P

T
 

52450 
02/07/2014 

G
ardner, Jeffrey 

B
rent 

04/08/1 964 
O

ther 
F

lorida Institute O
f 

T
echnology 

3960 R
aney R

oad 
T

itusville, F
L 

32780 

R
P

T
 

52451 
02/07/2014 

G
uerra G

arcia, 
R

ayniel 
07/25/1 990 

O
ther 

F
ortis C

ollege 
500 N

w
 36 S

treet A
pt 107 

M
iam

i, F
L 

33127 

R
P

T
 

52452 
02/07/2014 

A
zua B

elm
onte, 

G
ladys 

02/27/1 964 
O

ther 
E

verest Institute 
3231 S

w
 89 C

t 
M

iam
i, F

L 
33165 

R
P

T
 

52453 
02/07/2014 

C
asanas, Idolidia 

10/31/1965 
H

ialeah A
dult 

E
ducation C

enter 
1871 W

est 62 S
t A

pt. 223 
H

ialeah, F
L 

33012 

R
P

T
 

52454 
02/07/2014 

H
ernandez, Jennifer 

08/14/1991 
O

ther 
E

verest Institute 
585 S

e 8 C
ourt 

H
ialeah, F

L 
33010 

R
P

T
 

52455 
02/07/2014 

G
iniebra, D

oralis 
06/30/1 982 

M
iam

i S
unset A

dult 
E

ducation C
enter 

lO
365N

orth 
K

endalldr.A
ptod-3 

M
iam

i, F
L 

33176 

R
P

T
 

52456 
02/07/2014 

A
tkins, T

errance 
Jam

al 
04/25/1 990 

100 S
outh R

idgew
ood A

ve 
D

aytona B
each, F

L 
32114 

R
P

T
 

52457 
02107/2014 

G
arcia, Y

enisley 
08/31/1992 

O
ther 

F
ortis C

ollege 
7083 S

w
 22N

d S
treet 

M
iam

i, F
L 

33155 

R
P

T
 

52458 
02/07/2014 

M
adera, Jessica 

08/07/1 986 
S

uddha P
harm

acy, Llc 
5712 Lim

e R
d 

W
est P

alm
 B

each, F
L 

33413 

R
P

T
 

52459 
02/07/2014 

Jones, S
 N

ichole 
11/02/1986 

O
ther 

R
ttp24l 

5580 96T
h T

errace N
 

P
inellas P

ark, F
L 

33782 

R
P

T
 

52460 
02/07/2014 

G
rubb, P

hillip 
C

hristopher 
08/28/1989 

C
vs C

arem
ark 

11 
P

ine T
rack P

lace 
O

cala, 
F

L 
34472 

R
P

T
 

52461 
02/07/2014 

B
aker, R

obert A
lan 

12/12/1955 
O

ther 
C

ape C
oral Institute O

f 
T

echnology 
1311 C

layton A
ve 

Lehigh A
cres, F

L 
33972 

R
P

T
 

52462 
02/07/2014 

B
lack, N

atasha 
08/07/1 995 

3580 
N

 F
ederal H

w
y 

Lighthouse P
oint, F

L 
33064 

R
P

T
 

52463 
02/07/2014 

B
ishop, M

ackenzie 
Leigh 

11/20/1993 
1024 S

e 
10 S

treet 
C

ape C
oral, F

L 
33990 
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52464 
02/10/2014 

Irving, F
abian 

07/02/1 992 
O

ther 
H

eritage lnsitute 
6835 S

anta F
e S

outh A
pt. 

131 

Labelle, F
L 

33935 

R
P

T
 

52465 
02/10/2014 

Law
son, G

arcia 
P

etrina 
10/11/1979 

8738 T
ierra V

ista C
ir#301 

K
issim

m
ee, F

L 34747 

R
P

T
 

52466 
02/10/2014 

K
aelin, K

ristine M
arie 

06/05/1994 
11977 S

outhern B
lvd 

R
oyal P

alm
 B

each, F
L 

33411 

R
P

T
 

52467 
02/10/2014 

P
erez, D

eysi 
02/11/1968 

M
iam

i S
unset A

dult 
E

ducation C
enter 

21225w
58A

ve 
M

iam
i, 

F
L 33155 

R
P

T
 

52468 
02/10/2014 

K
am

el, M
ekhiel 

Ibrahim
 

05/04/1982 
1431 O

range C
am

p R
d 

S
uite #102 

D
eland, F

L 
32724 

R
P

T
 

52469 
0211 0/2014 

K
ane, Jonathan 

C
harles 

02/24/1 994 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52470 
02/10/2014 

N
elson, S

ara 
02/28/1966 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52471 
02/10/2014 

O
rtt, P

atrick Jay 
11/22/1962 

C
oncorde C

areer 
Institute 

5214 N
e 6T

h A
ve #F

3 
O

akland P
ark, F

L 
33334 

R
P

T
 

52472 
02/10/2014 

O
fori, C

ourtney 
A

lexandra 
04/12/1981 

O
ther 

E
verest U

niversity N
orth 

O
rlando 

151 G
rand Junction B

lvd 
O

rlando, F
L 

32835-1254 

R
P

T
 

52473 
02/10/2014 

P
aul, B

rian 
01/16/1992 

O
ther 

S
anford B

row
n Institute 

7105W
 M

cnab R
d 

N
orth Lauderdale, F

L 
33068 

R
P

T
 

52474 
02/10/2014 

Jeune, N
adege L 

11/03/1980 
E

verest U
niversity- 

P
om

pano B
each 

116 856 N
w

 116 T
er 

M
iam

i, F
L 

33168 

R
P

T
 

52475 
02/10/2014 

M
orales, E

glys 
06/13/1986 

M
iam

i S
unset A

dult 
E

ducation C
enter 

13533 S
w

63 Ln 
M

iam
i, F

L 
33183 

R
P

T
 

52476 
02/10/2014 

Luebcke, Jeffrey 
T

hom
as 

05/22/1 988 
1829 W

est H
illsboro B

lvd 
D

eerfield B
each, F

L 
33442 

R
P

T
 

52477 
02/10/2014 

M
iranda, A

licia 
C

atalina 
04/16/1962 

O
ther 

E
verest Institute 

13730 S
w

 276 S
t 

H
om

estead, F
L 

33032 

R
P

T
 

52478 
02/10/2014 

Jenkins, A
shley 

N
icole 

11/29/1994 
U

niversity O
f F

lorida 
3475 H

ickory Landing C
t. 

Jacksonville, F
L 

32226 

R
P

T
 

52479 
02/10/2014 

V
alera F

ernandez, 
M

ayra A
 

11/02/1963 
O

ther 
E

verest Institute 
5434 N

w
 192 Lane 

M
iam

i G
ardens, F

L 
33055 

R
P

T
 

52480 
02/10/2014 

S
tanko, C

arlene 
09/06/1 990 

C
vs C

arem
ark 

2336 H
onolulu C

t 
Jacksonville, F

L 
32246 

R
P

T
 

52481 
02/10/2014 

R
om

ero, M
itsy 

12/01/1 985 
C

vs C
arem

ark 
9962 B

aym
eadow

 D
rive 

Jacksonville, F
L 

32256 

R
P

T
 

52482 
02/11/2014 

Jean-Louis, G
oby 

W
idm

aler 
04/16/1991 

O
ther 

E
verest U

niversity 
599 N

w
 48T

h A
ve 

D
elray B

each, F
L 

33445 

R
P

T
 

52483 
02/11/2014 

M
ansour, S

ukinah 
G

hassan 
04/04/1996 

3007W
. C

ypress S
t. 

T
am

pa, F
L 

33609 

R
P

T
 

52484 
02/11/2014 

Inostroza, F
elipe 

Javier 
04/19/1980 

O
ther 

E
verest Institute 

11332 S
w

69 Ln 
M

iam
i, 

F
L 33173 

R
P

T
 

52485 
02/11/2014 

K
ristofik, Jam

ie 
07/29/1979 

W
algreens 

80 P
ence D

e Leon B
lvd 

B
rooksville, F

L 
34601 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_Iic.p_dxl5l 5:03/13/2014 06:41:55 

O
N

D
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52486 
02/11/2014 

O
'B

rien, H
eather Lynn 

07/04/1974 
W

algreens 
6506 C

aroline 
S

t 
M

ilton, F
L 

32570 

R
P

T
 

52487 
02/11/2014 

M
ayo, E

lizabeth A
 

03/08/1988 
U

niversity O
f F

lorida 
8816 R

iverscape W
ay 

T
am

pa, F
L 

33635 

R
P

T
 

52488 
02/11/2014 

S
chubert, A

udra 
06/11/1979 

U
niversity O

f F
lorida 

2658 2658 G
rande Isle D

r 
A

pt 18110 
O

range C
ity, F

L 
32763 

R
P

T
 

R
P

T
 

52489 
02/11/2014 

R
anios, E

ddy A
 

10/10/1990 
C

vs C
arem

ark 
7815 R

egal H
eron C

irA
pt 

301 
N

aples, F
L 

34104 

52490 
02/11/2014 

S
tanton, T

iffany G
ail 

10/19/1992 
W

inn D
ixie 

6600 
N

I S
ocrum

 Loop R
d 

Lakeland, F
L 

33809 

R
P

T
 

52491 
02/11/2014 

T
rum

bull, C
helsea 

Lee 
07/10/1992 

O
ther 

S
anford B

row
n-T

am
pa 

10813 V
enice C

ir. 
T

am
pa, F

L 
33635 

R
P

T
 

52492 
02/11/2014 

F
ore, P

am
ela F

aye 
01/13/1959 

865 H
ibernia R

d 
F

lem
ing Island, F

L 
32003 

R
P

T
 

52493 
02/11/2014 

C
ooper, T

racy Lee 
07/26/1 992 

2709 A
m

sden R
d 

W
inter P

ark, F
L 

32792 

R
P

T
 

52494 
02/11/2014 

B
erdellans, A

m
anda 

M
arie 

02/18/1995 
8814 P

alafox H
w

y 
P

ensacola, F
L 

32534 

R
P

T
 

52495 
02/11/2014 

F
ernandez, Lisset 

11/30/1990 
2013 H

arding S
t 

H
ollyw

ood, F
L 

33020 

R
P

T
 

52496 
02/11/2014 

C
ardona, Jeancarlos 

G
abriel 

03/1 5/1 992 
185 C

itrus D
r. 

K
issim

m
ee, F

L 
34743 

R
P

T
 

52497 
02/11/2014 

S
hort, B

rittney 
A

m
anda 

09/29/1994 
C

vs C
arem

ark 
475 15T

h S
t S

w
 

N
aples, F

L 
34117 

R
P

T
 

52498 
02/11/2014 

S
tJuste, M

irth 
05/21/1991 

W
algreens 

8337 S
outh 

P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52499 
02/11/2014 

A
valos, M

onica 
10/05/1984 

C
vs C

arem
ark 

1253 1253 E
clair S

t 
Lehigh A

cres, F
L 

33974 

R
P

T
 

52500 
02/12/2014 

N
guyen, C

hau 
11/11/1987 

U
niversity O

f F
lorida 

429 S
 P

rim
rose D

rive 
O

rlando, F
L 

32803 

R
P

T
 

52501 
02/12/2014 

Lundy, A
quila 

D
e'N

icka 
10/09/1 991 

12387 Y
ellow

 B
luff R

d 
Jacksonville, F

L 
32226 

R
P

T
 

52502 
02/12/2014 

P
enn, M

agdalena B
 

05/30/1 956 
O

ther 
R

assm
ussen C

ollege 
2523 Lee B

lvd. 
Lehigh A

cres, F
L 

33971 

R
P

T
 

52503 
02/12/2014 

O
ien, Lisa R

enee 
12/17/1987 

T
arget C

orporation 
4305 N

orfolk P
arkw

ay 
S

uite 102 
W

est M
elbourne, F

L 
32904 

R
P

T
 

52504 
02/12/2014 

G
arcia, Iris 

04/21/1 971 
93 S

w
 80T

h A
venue 

M
iam

i, F
L 

33144 

R
P

T
 

52505 
02/12/2014 

B
ardge, K

urtiss 
D

elano 
12/30/1 985 

O
ther 

E
verest U

niversity 
1825 3R

d S
t. S

E
. 

W
inter H

aven, F
L 

33880 

R
P

T
 

52506 
02/12/2014 

W
hite, A

ndrew
 Layton 

Jr 
01/22/1993 

2180W
 N

ine M
ile R

d 
P

ensacola, F
L 

32534 

R
P

T
 

52507 
02/12/2014 

S
aile, D

usty 
04/10/1983 

O
ther 

C
ape C

oral Institute O
f 

T
echnology 

3316 N
w

 6T
h T

errace 
C

ape C
oral, F

L 
33993 

R
P

T
 

52508 
02/12/2014 

H
ernandez, S

heila 
05/04/1 993 

11400W
 F

lagler S
t S

te 
109 

M
iam

i, F
L 

33174 

R
P

T
 

52509 
02/12/2014 

A
lgarin, C

hristopher 
04/10/1 993 

11936 F
orest H

ill 
B

oulevard 
W

ellington, F
L 

33414 
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5251002/1212014 
G

arcia, N
atalie 

R
ochelle 

11/27/1991 
P

ublixS
uperM

arket, 
Inc. 

12231 E
ast C

olonial D
r 

O
rlando, F

L 32826 

R
P

T
 

52511 
02/12/2014 

E
dw

ards, G
abriel 

D
arius 

04/14/1991 
O

ther 
E

verest U
niversity 

8022 8022 S
unvalley 

D
rive 

Jacksonville F
lorida, F

L 
32210 

R
P

T
 

52512 
02/12/2014 

G
il, M

aria 
09/02/1967 

M
iam

i S
unset A

dult 
E

ducation C
enter 

10225 S
w

 24 S
treet A

pt B
 

326 
M

iam
i, F

L 
33165 

R
P

T
 

52513 
02/12/2014 

F
ish, A

m
ber M

 
11/15/1978 

P
ublix S

uper M
arket, 

Inc. 
3309 

N
e 22N

d C
t 

O
cala, F

L 
34479 

R
P

T
 

52514 
02/13/2014 

M
onroe, D

oreen 
E

llice 
12/31/1 971 

O
ther 

S
ullivan C

ounty B
oces 

M
onticello N

y 
2476 H

assonite S
treet 

K
issim

m
ee, 

F
L 

34744 

R
P

T
 

52515 
02/13/2014 

Jam
es, C

aleb 
07/10/1992 

W
alm

art A
nd S

am
'S

 
C

lub P
harm

acies 
7001 N

w
 49T

h C
t 

Lauderhill, 
F

L 33319 

R
P

T
 

52516 
02/13/2014 

Lloyd, C
hristopher 

S
cott 

02/08/1990 
P

ublix S
uper M

arket, 
Inc. 

3101 
S

w
 34T

h A
ve #500 

O
cala, F

L 
34474 

R
P

T
 

52517 
02/13/2014 

K
athka, C

hristopher 
P

aul 
06/1 2/1 978 

O
ther 

E
verest U

niversity 
3008 S

avannah W
ay A

pt 
#206 

M
elbourne, F

L 32935 

R
P

T
 

52518 
02/13/2014 

C
hristensen, M

ichelle 
N

icole 
10/04/1982 

O
ther 

U
ltim

ate M
edical 

A
cadem

y- License B
y T

he 
B

oard O
f Independent 

2708 2708 A
corn C

ourt 
102 

T
am

pa, F
L 33613 

R
P

T
 

52519 
02/13/2014 

S
tagliano, N

icholas 
Jam

es 
08/27/1991 

C
vs C

arem
ark 

4893 T
ow

n C
enter 

P
arkw

ay 
Jacksonville, F

L 
32246 

R
P

T
 

52520 
02/13/2014 

W
atson, A

nexstacia 
T

hailene 
09/16/1988 

O
ther 

P
harm

acy T
echnicians 

U
niversity 

1101 S
outh G

oidw
yn A

ve 
O

rlando, F
L 

32805 

R
P

T
 

52521 
02/13/2014 

S
ushil, Lori Lynn 

07/04/1962 
C

vs C
arem

ark 
5780 A

irport R
d 

N
aples, F

L 
34105 

R
P

T
 

52522 
02/13/2014 

S
um

ner, A
shlyn 

M
argaret 

12/10/1993 
C

vs C
arem

ark 
25848 H

oliday D
r 

A
stor, F

L 
32102 

R
P

T
 

52523 
02/14/2014 

D
'A

m
ico, N

icole M
arie 

12/12/1990 
O

ther 
E

verest U
niversity 

3538 B
eau C

hene D
r 

K
issim

m
ee, 

F
L 

34746 

R
P

T
 

52524 
02/14/2014 

P
olton, B

rittany Lee 
07/11/1991 

7062 41S
t T

er N
 

S
aint P

etersburg, F
L 

33709 

R
P

T
 

52525 
02/14/2014 

T
hom

as, C
hakahana 

Latrice 
11/13/1984 

C
oopers D

rug, Inc 
306 V

iola A
ve 

P
anam

a C
ity, F

L 
32404 

R
P

T
 

52526 
02/14/2014 

R
egueira, E

zequiel 
E

m
anuel 

04/1 2/1 993 
P

ublix S
uper M

arket, 
Inc. 

9104 K
entucky D

ay C
t 

G
ibsonton, F

L 
33534 

R
P

T
 

52527 
02/14/2014 

S
am

m
ut, A

lexander 
11/28/1994 

C
vs C

arem
ark 

37A
ve 701 

N
w

 37 A
ve 

C
ape C

oral, F
L 

33993 

R
P

T
 

52528 
02/14/2014 

F
ord, Jasm

yne A
 

06/18/1989 
O

ther 
U

ltim
ate M

edical A
cadem

y 4747 W
est W

aters 
A

venue #3604 
T

am
pa, F

L 
33614 

R
P

T
 

52529 
02/14/2014 

S
avary, C

arey A
nne 

09/06/1988 
P

eople'S
 P

harm
acy 

4977 U
s H

w
y 98 N

 
Lakeland, F

L 33809 

R
P

T
 

52530 
02/14/2014 

R
obbins, C

harles 
D

aniel 
11/01/1978 

O
ther 

F
ortis Institute 

1109 N
w

 30T
h S

treet 
W

ilton M
anors, F

L 
33311 
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B
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E

D
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E
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P
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P
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R
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52554 
02/17/2014 

Joseph, S
ham

a 
F

leurinord 
06/24/1 987 

C
vs C

arernark 
10T

h 2002 S
outh 10T

h 
S

treet A
pt A

 
F

ort P
ierce, 

F
L 

34950 

R
P

T
 

52555 
02117/2014 

T
alley, K

eaondra 
S

 
07/29/1990 

C
vs C

arem
ark 

3318 N
w

53 S
treet 

M
iam

i, F
L 

33142 
R

P
T

 
52556 

02/17/2014 
S

ilveira, Jorge A
 

11/09/1965 
M

iam
i S

unset A
dult 

E
ducation C

enter 
2601 S

w
 122 A

ve 
M

iam
i, F

L 
33175 

R
P

T
 

52557 
02/18/2014 

Jones, Lavisa 
06/02/1 958 

C
vs C

arem
ark 

4747 W
.W

aters A
ve A

pt 
1608 

T
am

pa, F
L 

33614 

R
P

T
 

52558 
02/18/2014 

Leyva, D
enisse 

11/20/1986 
C

vs C
arem

ark 
124 35T

h S
q S

w
 

V
ero B

each, F
L 

32968 
R

P
T

 
52559 

02/18/2014 
M

otley, M
aria Lanay 

09/1 5/1 989 
C

vs C
arem

ark 
7380 D

avis B
lvd 

N
aples, F

L 
34104 

R
P

T
 

52560 
02/18/2014 

K
idd, Jon M

ichael 
12/07/1 987 

C
vs C

arem
ark 

2909 G
ulf T

o B
ay B

lvd A
pt 

0204 
C

learw
ater, F

L 
33759 

R
P

T
 

52561 
02/18/2014 

K
eys, T

reniea 
Lashunta 

05/14/1 987 
4507 P

ageant W
ay 

O
rlando, F

L 
32808 

R
P

T
 

52562 
02/18/2014 

K
leckley, C

rystal 
N

icole 
04/1 9/1 984 

W
algreens 

4950 M
idw

ay R
oad 

F
ort P

ierce, F
L 

34982 

R
P

T
 

52563 
02/18/2014 

K
ey, K

im
 L 

)29/1 973 
O

ther 
U

ltim
ate M

edical A
cadem

y 4903 M
oses W

hite S
quare 

T
am

pa, F
L 33610 

R
P

T
 

52564 
02/18/2014 

Johnson, T
equila D

 
08/17/1992 

O
ther 

U
ltim

ate M
edical A

cadem
y 1909 E

. W
ilder A

venue 
T

am
pa, F

L 
33610 

R
P

T
 

52565 
02/18/2014 

K
em

p, Z
achary 

B
randon 

10/14/1 993 
4407 K

issim
rnee P

ark R
d 

S
aint C

loud, F
L 

34772 

R
P

T
 

52566 
02/18/2014 

S
im

s, R
achel 

02/01/1994 
O

ther 
N

a 
912 R

osem
an C

ourt 
O

rlando, F
L 

32811 
R

P
T

 
52567 

02/18/2014 
R

am
os, K

ara C
am

ille 
02/17/1993 

W
alm

art A
nd S

am
'S

 
C

lub P
harm

acies 
3570 S

w
 A

rcher R
d 

G
ainesville, F

L 
32608 

R
P

T
 

52568 
02/18/2014 

S
togdon, B

rad 
M

onroe 
04/08/1 991 

P
ublix S

uper M
arket, 

Inc. 
11250-4 O

ld S
t. 

A
ugustine R

d 
Jacksonville, F

L 
32257 

R
P

T
 

52569 
02/18/2014 

T
hom

pson, S
um

m
er 

F
ay 

10/27/1 990 
O

ther 
F

lorida S
tate C

ollege A
t 

Jacksonville 
7921 

N
orm

andy B
lvd 

Jacksonville, F
L 

32221 

R
P

T
 

52570 
02/18/2014 

W
hit, A

njelica E
lise 

05/24/1 993 
U

niversity O
f F

lorida 
6635 S

e 221 S
treet 

H
aw

thorne, F
L 

32640 
R

P
T

 
52571 

02/18/2014 
S

hapiro, John D
ee 

01/31/1991 
C

vs C
arem

ark 
901 

N
 M

ain S
t 

G
ainesville, F

L 
32601 

R
P

T
 

52572 
02/18/2014 

G
iles, S

haw
nee 

P
atrice 

03/30/1 962 
O

ther 
E

verest U
niversity 

1916 N
w

 28T
h S

t #1 
F

ort Lauderdale, F
L 

33311 

R
P

T
 

52573 
02/18/2014 

S
ullivant, M

elissa A
nn 

09/19/1985 
O

ther 
C

areer S
tep 

10808 10808 C
reek R

idge 
D

rive 
P

ensacola, F
L 

32506 

R
P

T
 

52574 
02/18/2014 

N
ichols, K

athleen 
M

arie 
10/29/1 960 

944 B
ichara B

lvd 
Lady Lake, F

L 
32159 

R
P

T
 

52575 
02/18/2014 

C
airns, E

laine 
E

ncarnacion 
05/10/1975 

10016 P
ines B

lvd 
P

em
broke P

ines, 
F

L 
33024 

R
P

T
 

52576 
02/18/2014 

G
utierrez, X

im
ena 

M
ilagros 

11/07/1989 
15584 S

w
43 T

er 
M

iam
i, F

L 
33185 
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52577 
02/18/2014 

M
oussa, M

aha 
06/22/1 981 

P
ublix S

uper M
arket, 

Inc. 
2195 4T

h Lane S
w

 
V

ero B
each, F

L 
32962 

R
P

T
 

52578 
02/18/2014 

A
lonso, M

idialys 
N

eLida 
02122/1975 

11400W
 F

lagler S
t U

nit 
109-110 

M
iam

i, F
L 

33174 

R
P

T
 

52579 
02/18/2014 

Lachm
ansingh, F

rank 
E

sm
ond 

04/05/1966 
O

ther 
P

harm
acy T

echnician 
C

ertification B
oard 

17201 P
ines B

lvd 
P

em
broke P

ines, F
L 

33029 

R
P

T
 

52580 
02/18/2014 

S
trahan, Joshua 

Leigh 
06/03/1 991 

O
ther 

E
verest U

niversity 
7291 V

assar A
ve 

K
eystone H

eights, F
L 

32656 

R
P

T
 

52581 
02/18/2014 

M
orehead, S

avannah 
G

race A
nn 

10/03/1 995 
H

ars D
rugs Inc. D

ba 
F

am
ily D

rug M
art 

7135 
N

 U
s H

ighw
ay 

1 

6200 A
llm

ont S
treet 

P
ort S

t. John, F
L 

32927 

R
P

T
 

52582 
02/18/2014 

C
ardo, O

livia B
rooke 

03/1 3/1 991 
16560 N

. N
ebraska A

ve 
Lutz, 

F
L 

33549 

R
P

T
 

52583 
02/18/2014 

R
odriguez, M

artha 
Isabel 

04/01/1982 
W

algreens 
2855 S

terling 
F

ort Lauderdale, F
L 

33312 

R
P

T
 

52584 
02/18/2014 

V
elazquez, M

ilene 
10/23/1971 

A
guilas International 

M
edical Institute 

3212 W
. C

ordelia S
t 

T
am

pa, F
L 

33607 

R
P

T
 

52585 
02/18/2014 

R
eyes, Lisa M

arie 
11/24/1989 

U
sav P

harm
aceutical 

Inc. 
4280 N

w
 21 

A
ve A

pt 2 
O

akland P
ark, F

L 
3
3
3
0
9
 

R
P

T
 

52586 
02/18/2014 

B
onanno, H

eather 
Lynn 

09/04/1 985 
2094W

 U
s H

w
y 90 

Lake C
ity, F

L 
32025 

R
P

T
 

52587 
02/18/2014 

S
tew

art, S
hakira 

B
ranie 

06/18/1991 
O

ther 
S

outheastern C
ollege 

1349 F
airm

ont S
treet 

C
learw

ater, 
F

L 
33755 

R
P

T
 

52588 
02/1 812014 

C
ook, T

rent Jam
es 

02/08/1 991 
16560 N

. N
ebraska 

A
venue 

Lutz, F
L 

33549 

R
P

T
 

52589 
02/18/2014 

S
hreck, C

arly Lynn 
08/20/1 990 

C
vs C

arem
ark 

7810 C
rossw

ater T
rail A

pt 
5202 

W
inderm

ere, F
L 

34786 

R
P

T
 

52590 
02/18/2014 

D
a Silva, C

arolyne 
10/25/1990 

W
algreens 

6003 14T
h S

t W
 

B
radenton, F

L 
34207 

R
P

T
 

52591 
02/18/2014 

E
cheverri, C

arolina 
10/22/1984 

W
inn D

ixie 
281 

S
e P

ort S
aint Lucie 

Port Saint Lucie, FL
 

34953 

R
P

T
 

52592 
02/18/2014 

H
arned, T

iffany A
nne 

10/06/1 980 
C

vs C
arem

ark 
2873 S

w
 Port S

t Lucie 
B

lvd 
Port St. Lucie, FL

 
34953 

R
P

T
 

52593 
02/18/2014 

E
verett, Jessica 

N
icole 

04/23/1989 
O

ther 
D

.A
. D

orsey E
ducational 

C
enter 

1410 N
w

67S
t 

M
iam

i, F
L 

33147 

R
P

T
 

52594 
02/19/2014 

M
cintosh, R

achel 
Lashaye 

06/07/1 984 
O

ther 
E

verest U
niversity 

4320 S
um

m
erlanding 

D
rive A

pt. 308 
Lakeland, F

L 33810 

R
P

T
 

52595 
02/19/2014 

M
calpin, A

m
anda S

ue 
05/13/1990 

W
alm

art A
nd S

am
'S

 
C

lub P
harm

acies 
3038 4T

h S
t 

M
arianna, F

L 32446 

R
P

T
 

52596 
02/19/2014 

Lopez, C
hristian 

H
um

berto A
ndrew

 

04/27/1 992 
P

ublix S
uper M

arket, 
Inc. 

C
vs C

arem
ark 

4195W
. Lake M

ary B
lvd. 

Lake M
ary, F

L 
32746 



D
ivision of 

M
edical 

A
ssurance 

Processed: 3/13/2014 
6:41:57A

M
 

C
O

M
PA

S D
ataM

art R
eporting System

 
N

ew
 L

icense R
eport for 2208 

: R
egistered Pharm

acy T
echnician 

1/1/2014 - 2/28/2014 
Sort O

rder: O
riginal L

icense D
ate 

Page 34 of 43 

Issue D
ate 

Licensee N
am

e 
B

irth D
ate 

E
D

U
 P

rovider 
E

D
U

 Institution 
P

L A
ddress 

P
L Location 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dxl5l5:03/1312014 06:41:55 

O
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R
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R
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52598 
02/1 9/2014 

M
aali, 

A
u 

05/08/1 986 
7932W

 S
and Lake R

d 
S

uite 301 
O

rlando, F
L 

32819 

R
P

T
 

52599 
02/19/2014 

B
run, R

osie 
10/26/1 987 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52600 
02/19/2014 

S
ilva, A

licia B
eatriz 

01/27/1 994 
S

hands A
t U

niversity 
O

f F
lorida;W

algreens 
9733 D

oriath C
ircle 

O
rlando, F

L 
32825 

R
P

T
 

52601 
02/19/2014 

C
urry, T

akina N
icole 

06/29/1 991 
O

ther 
S

anford-B
row

n Institute- 
T

am
pa 

4221 
E

 O
kara R

d A
pt A

 
T

akina, F
L 

33617 

R
P

T
 

52602 
02/19/2014 

C
antu, B

rittany 
07/17/1994 

W
al-M

art 
0959 2163 C

 W
 48 

B
ushnell, 

F
L 

33513 

R
P

T
 

52603 
02/19/2014 

C
onlin, W

illiam
 E

 
05/29/1953 

U
niversity O

f F
lorida 

4339 T
ahitian G

ardens 
C

ircleA
ptH

 
H

oliday, F
L 

34692 

R
P

T
 

52604 
02/19/2014 

G
utierrez, N

asby 
08/1 2/1 992 

C
vs C

arem
ark 

8T
h 2780 C

am
pbell D

rive 
N

e 
H

om
estead, F

L 
33033 

R
P

T
 

52605 
02/19/2014 

H
am

m
-Johnson, 

Laurie L 
07/29/1 972 

2703 N
. P

once D
e Leon 

B
lvd 

S
t A

ugustine, F
L 

32084 

R
P

T
 

52606 
02/19/2014 

Jones, M
itchell 

T
hom

as 
05/31/1993 

W
algreens 

1120 
E

 U
niversity A

ve 
G

ainesville, F
L 

32641 

R
P

T
 

52607 
02/19/2014 

P
helps, M

allory Jayne 
10/10/1987 

W
algreens 

12041 P
alm

 B
each B

lvd 
F

ort M
yers, F

L 
33905 

R
P

T
 

52608 
02/19/2014 

P
atel, K

artik 
11/13/1984 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52609 
02/19/2014 

S
im

m
ons, Jessica 

R
enay 

04/17/1987 
O

ther 
E

verest U
niversity 

Jacksonville 
F

l 
11501 

H
arts R

d U
nit 1604 

Jacksonville, F
L 

32218 

R
P

T
 

52610 
02/19/2014 

F
loyd, K

ayla 
E

lizabeth 
02/2311 991 

K
elson D

rug, Inc. 
3008 Jefferson S

t S
uite B

 
M

arianna, F
L 32446 

R
P

T
 

52611 
02/19/2014 

D
rake, A

pryl Lynn 
06/20/1983 

O
ther 

E
verest U

niversity 
1697 D

ockside D
rive 

F
lem

ing Island, F
L 

32003 

R
P

T
 

52612 
02/19/2014 

T
apia, E

lizabeth 
02/11/1993 

O
ther 

S
anford B

row
n Institute 

1510 S
outh 66T

h S
treet 

T
am

pa, F
L 

33619 

R
P

T
 

52613 
02/19/2014 

R
ivera, B

rianna 
Jasm

en 
03/05/1993 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52614 
02/19/2014 

R
oberts, A

lison LaneIl 
01/21/1995 

C
vs C

arem
ark 

2850 W
ard 

R
d 

P
erry, F

L 
32348 

R
P

T
 

52615 
02/19/2014 

B
rooks, T

ecara 
V

ictoria 
05/08/1989 

W
algreens 

5207 N
orm

andy B
lvd 

Jacksonville, F
L 

32205 

R
P

T
 

52616 
02/19/2014 

R
aw

ls, S
herelle S

ade 
02/10/1989 

F
ortis C

ollege - O
range 

P
ark 

1570 Lane A
ve S

 A
pt 410 

Jacksonville, F
L 

32210 

R
P

T
 

52617 
02/19/2014 

B
Ias, D

iana 
04/1 0/1 988 

C
vs C

arem
ark 

2401 
S

w
 27T

h A
ve 

O
cala, F

L 
34474 

R
P

T
 

52618 
02/19/2014 

R
am

irez, E
sequiel 

G
uadalupe 

02/04/1992 
S

outh D
ade A

dult 
E

ducation C
enter 

35501 S
w

 214T
h A

ve 
H

om
estead, F

L 
33034 

R
P

T
 

52619 
02/19/2014 

H
all, B

ridgette 
Y

evette 
06/2611972 

O
ther 

P
harm

acy T
echnician 

U
niversity 

1737 M
essina A

venue 
O

rlando, F
L 

32811 

R
P

T
 

52620 
02/20/2014 

Jean, E
sther 

02/07/1 988 
516 S

unset D
r. A

pt #7 
O

rlando, F
L 32805 
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R
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52621 
02/20/2014 

K
eys, Z

am
ia B

riona 
07/23/1 993 

C
vs C

arem
ark 

5801 C
entral A

venue 
S

aint P
etersburg, F

L 
33710 

R
P

T
 

52622 
02/20/2014 

Lopez, B
etzaida 

01/09/1 972 
C

vs C
arem

ark 
3005 S

tate 
R

oad 504W
 

W
inter H

aven, F
L 

33880 
R

P
T

 
52623 

02/20/2014 
M

ai, Jam
es D

ai-Loc 
08/1 7/1 990 

C
vs C

arem
ark 

435 E
. N

oble A
ve 

W
illiston, F

L 32696 
R

P
T

 
52624 

02/20/2014 
N

ix, G
eorgia A

nn 
10/04/1 971 

C
vs C

arem
ark 

2215 U
s H

w
y 3

3
1
 

N
 

D
efuniak S

prings, 
F

L 
32433 

R
P

T
 

52625 
02/20/2014 

Jim
enez D

el P
ino, 

E
velyn 

12/16/1969 
10942 S

w
 6T

h S
t#2 

M
iam

i, F
L 

33174 

R
P

T
 

52626 
02/20/2014 

Leyva H
ardy, E

lianne 
07/21/1982 

626 W
est 37T

h S
treet 

H
ialeah, F

L 
33012 

R
P

T
 

52627 
02/20/2014 

O
choa N

arante, Z
oila 

L 
08/29/1958 

13200 S
w

 5T
h S

treet 
M

iam
i, F

L 
33184 

R
P

T
 

52628 
02/20/2014 

Lacorte R
odriguez, 

M
ahe 

11/12/1975 
4803 N

w
 7T

h S
t #409 

M
iam

i, F
L 

33126 

R
P

T
 

52629 
02/20/2014 

M
aritell, 

W
illiam

-Joseph 
W

ayne 

01/1 8/1 983 
34909 E

m
erald C

oast 
P

kw
y 

D
estin, F

L 
32541 

R
P

T
 

52630 
02/20/2014 

O
ni, D

am
ilola 

03/11/1990 
W

algreens 
2201 2201 C

olum
ns C

ircle 
S

em
inole, F

L 
33772 

R
P

T
 

52631 
02/20/2014 

O
m

ar, S
tephen 

R
itchie 

06/1 4/1 991 
840 H

yacinth C
ircle 

M
icco, F

L 
32976 

R
P

T
 

52632 
02/20/2014 

M
artinez, Y

um
isleidy 

04/11/1988 
1260W

 64 T
errace 

H
ialeah, F

L 
33012 

R
P

T
 

52633 
02/20/2014 

N
elson, S

herly 
10/05/1 994 

O
ther 

M
ci Institute O

f 
T

echnology 
6322 P

inestead D
rive A

pt 
615 

Lake W
orth, F

L 
33463 

R
P

T
 

52634 
02/20/2014 

O
sorio M

alave, 
S

tephanie A
 

06/04/1989 
W

alm
art A

nd S
am

'S
 

C
lub P

harm
acies 

950 
N

 U
niversity D

r 
C

oral S
pring, F

L 
33071 

R
P

T
 

52635 
02/20/2014 

K
aiser, Jordan 

M
elanie-Lynn 

07/09/1992 
15 

N
J C

harles R
ichard 

B
eall B

lvd 
D

ebary, 
F

L 
32713 

R
P

T
 

52636 
02/20/2014 

Larsen, C
heryl-Lynn 

10/29/1960 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 
R

P
T

 
52637 

02/20/2014 
Z

alew
ski, Jade M

arie 
03/20/1992 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52638 
02/20/2014 

R
eyes, D

iana 
03/16/1973 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52639 
02/20/2014 

O
nyew

u, C
hikez 

09/23/1 965 
O

ther 
K

aiser F
oundation 

H
ealth 

P
lan T

echnician T
raining 

P
rogram

 

6312 Langdon Lane 
Lanham

, M
D

 20706 

R
P

T
 

52640 
02/20/2014 

P
aff, R

eina R
achelle 

03/31/1969 
O

ther 
R

asm
ussen C

ollege 
8445 S

w
 Y

ellow
tail C

t. 
S

tuart, F
L 

34997 

R
P

T
 

52641 
02/20/2014 

Lobo, Judith 
04/08/1 990 

V
ivi P

harm
acy, LIc 

1610 S
w

 92 
N

d P
lace 

M
iam

i, F
L 

33165 

R
P

T
 

52642 
02/20/2014 

P
erez, A

nais 
07/11/1987 

O
ther 

F
ortis C

ollege 
6745S

w
 132T

h A
venue 

A
pt #203 

M
iam

i, F
L 

33183 

R
P

T
 

52643 
02/20/2014 

P
ares, R

afael 
11/02/1966 

O
ther 

F
ortis C

ollege 
21164 S

w
 112T

h A
venue 

B
uilding #3 A

pt # 104 
C

utler B
ay, 

F
L 

33189 
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P
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P
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R
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52644 
02/20/2014 

'B
rien, K

im
berly C

ox 
05/25/1987 

C
vs C

arem
ark 

2N
d S

t 3323 S
e 2N

d 
S

treet 
O

cala, F
L 

34471 

R
P

T
 

52645 
02/20/2014 

Lau, S
tephanie 

07/26/1 989 
C

vs C
arem

ark 
1770 

E
 Las O

las B
lvd A

pt 
201 

F
ort Lauderdale, F

L 
33301 

R
P

T
 

52646 
02/20/2014 

R
esler, Jennifer Lynn 

12/23/1992 
P

ublix S
uper M

arket, 
Inc. 

10185 G
ate P

kw
y N

 A
pt. 

909 
Jacksonville, F

L 
32246 

R
P

T
 

52647 
02/20/2014 

C
ortez, Jessica M

ae 
12/15/1986 

700 S
w

 7 T
errace 

H
allandale, F

L 
33009 

R
P

T
 

52648 
02/20/2014 

D
onk, M

iguel Irvin 
09/24/1 982 

17961 N
 W

 2 C
ourt 

M
iam

i, F
L 

33169 

R
P

T
 

52649 
02/20/2014 

T
alavera, Lianys 

05/23/1982 
F

lorida E
ducation Institute 

610 N
w

 59T
h A

venue 
M

iam
i, F

L 
33126 

R
P

T
 

52650 
02/20/2014 

D
ixon, E

velynrie Janai 06/12/1989 
O

ther 
F

lorida S
tate C

ollege A
t 

Jacksonville 
N

ot P
racticing In F

lorida 
P

 0 B
ox 6320 

T
allahassee, F

L 
32314-6320 

R
P

T
 

52651 
02/20/2014 

C
ole, E

arl L Iii 
05/31/1 981 

C
vs C

arem
ark 

3090 S
outh M

onroe S
t. 

T
allahassee, F

L 
32301 

R
P

T
 

52652 
02/20/2014 

B
auta A

lfonso, Laura 
09/18/1988 

O
ther 

M
iam

i D
ade C

ollege 
1155W

 68T
h S

t 
H

ialeah, F
L 

33014 

R
P

T
 

52653 
02/20/2014 

A
lIen, B

rittani D
arlene 

03/16/1991 
O

ther 
E

verest U
niversity 

2820 C
aribbean Isle 

B
oulevard A

pt 413 
M

elbourne, F
L 

32935 

R
P

T
 

52654 
02/20/2014 

D
eliard, E

dw
ine 

06/07/1 977 
O

m
inicare, 

Inc. 
3232 N

w
 84T

h A
ve #328 

S
unrise, 

F
L 

33351 

R
P

T
 

52655 
02120/2014 

A
delson, H

arolde 
11/10/1 991 

C
vs C

arem
ark 

4150 Looking G
lass Lane 

U
nit #3 

N
aples, F

L 
34112 

R
P

T
 

52656 
02/20/2014 

B
oodhoo, K

am
loutie 

N
ina 

05/16/1 961 
O

ther 
W

estsjde T
ech, W

inter 
G

arden - O
range C

ounty 
P

ublic S
chool 

143 B
lue S

tone C
ircle 

W
inter G

arden, F
L 34787 

R
P

T
 

52657 
02/20/2014 

H
art, Julie 

11/15/1989 
W

alm
art A

nd S
am

'S
 

C
lub P

harm
acies 

1925 Jungle R
oad 1925 

Jungle R
oad 

N
ew

 S
m

yrna B
each, 

F
L 

32168 

R
P

T
 

52658 
02/20/2014 

P
erez F

raga, A
nnet 

09/03/1989 
O

ther 
E

verest Institute 
8751 S

w
43 T

err 
M

iam
i, F

L 
33165 

R
P

T
 

52659 
02/20/2014 

E
stoque, R

odrigo 
09/13/1962 

P
ublix S

uper M
arket, 

Inc. 
4854 S

un C
ity C

enter B
lvd 

S
un C

ity C
enter, 

F
L 

33573 

R
P

T
 

52660 
02/20/2014 

B
arnett, S

halon 
06/12/1 977 

U
niversity O

f F
lorida 

9313 9313 M
andrake 

C
ourt 

T
am

pa, F
L 

33647 

R
P

T
 

52661 
02/20/2014 

H
arris, Lyriss 

08/02/1 990 
C

vs C
arem

ark 
317 D

r. M
Ik Jr M

em
orial 

R
oad 

C
raw

fordville, F
L 

32327 

R
P

T
 

52662 
02/20/2014 

G
anesh, S

avitri 
12/1 0/1 975 

O
ther 

W
estside T

ech 
12337 A

ppom
atox D

r 
O

rlando, F
L 

32837 

R
P

T
 

52663 
02/20/2014 

H
ayes, Jessie E

llen 
05/25/1 992 

W
al-M

art 
394 P

ineview
 D

r 
V

enice, F
L 

34293 

R
P

T
 

52664 
02/21/2014 

B
edw

ard, M
arcia 

Y
vonne 

05/01/1987 
W

al-M
art 

21 S
w

 14T
h A

ve 
D

elray B
each, F

L 
33444 

R
P

T
 

52665 
02/21/2014 

C
astleberry, M

eagan 
E

 

01/12/1995 
C

vs C
arem

ark 
1514 T

radew
inds A

ve. 
Lakeland, F

L 
33801 

R
P

T
 

52666 
02/21/2014 

B
lazier, S

usan 
Jorgensen 

09/12/1 954 
U

niversity O
f F

lorida 
5400 B

rabrook A
venue 

G
rant, F

L 
32949 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_Iic.p_dxI5l 5:03/13/2014 06:41:55 

O
N

D
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52667 
02/21/2014 

G
om

ez, R
oim

er 
08/03/1980 

M
iam

i S
unset A

dult 
E

ducation C
enter 

677 N
e 26 S

t A
pt 

7 
M

iam
i, F

L 
33137 

R
P

T
 

52668 
02/21/2014 

B
ram

w
ell, N

icole 
03/16/1994 

C
vs C

arem
ark 

18811 A
nnelis D

rive 
Lutz, F

L 
33548 

R
P

T
 

52669 
02/21/2014 

G
ohil, K

ishan S
ubodh 

12/07/1987 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 

32819 

R
P

T
 

52670 
02/21/2014 

A
tw

ood, S
tephen 

S
heldon lii 

08/18/1 993 
W

algreens 
8337 S

outh P
ark C

ircle 
O

rlando, F
L 32819 

R
P

T
 

52671 
02/21/2014 

P
arker, P

arris A
lexis 

06/20/1 992 
S

hands Jacksonville 
M

edical C
enter 

5429 S
hady P

ine S
t S

 
Jacksonville, F

L 
32244 

R
P

T
 

52672 
02/2112014 

C
apers, H

elana M
arie 

05/19/1988 
U

niversity O
f F

lorida 
6750 R

am
oria B

lvd. 
A

pt.149 
Jacksonville, F

L 
32205 

R
P

T
 

52673 
02/21/2014 

A
dam

s, C
helsie 

M
ishaye 

01/04/1993 
C

vs C
arem

ark 
2220 S

. U
s H

w
y 

1 
F

ort P
ierce, F

L 
34950 

R
P

T
 

52674 
02/21/2014 

R
osado - C

osm
e, 

B
rendaliz 

10/18/1977 
O

ther 
N

a 
10861 W

indsor W
alk 

D
rive 

O
rlando, F

L 32837 

R
P

T
 

52675 
02/21/2014 

F
errell, B

rittney N
icole 

08/03/1989 
O

ther 
W

est S
ide T

ech 
6251 C

hancellor D
rive 

O
rlando, F

L 
32809 

R
P

T
 

52676 
02/21/2014 

S
toner, S

herry Lynn 
09/21/1 964 

W
algreens 

12807 H
w

y 301 
D

ade C
ity, F

L 
33525 

R
P

T
 

52677 
02/21/2014 

A
rnett, Jenifer Lynn 

07/1 8/1 982 
O

ther 
U

ltim
ate M

edical A
cadem

y 2901 W
indsor H

eigts S
t 

D
eltona, F

L 
32738 

R
P

T
 

52678 
02/21/2014 

S
ardina, K

ristina Joy 
03/02/1 994 

O
ther 

U
niversity O

f S
outh 

F
lorida 

1520 S
 O

hio A
ve 

Live O
ak, F

L 
32064 

R
P

T
 

52679 
02/21/2014 

H
artje, F

rederick J 
12/31/1976 

O
ther 

E
verest U

niversity 
265 B

royles D
rive S

e 
P

alm
 B

ay, F
L 

32909 

R
P

T
 

52680 
02/21/2014 

B
est, R

yenn A
lease 

08/1 2/1 991 
C

vs C
arem

ark 
5317 C

artier D
r 

P
ensacola, F

L 
32507 

R
P

T
 

52681 
02/21/2014 

C
arbone, M

elissa 
M

arie 
05/25/1 985 

C
vs C

arem
ark 

7930 W
oodland C

enter 
B

lvd S
uite 500 

T
am

pa, F
L 

33614 

R
P

T
 

52682 
02/21/2014 

G
arcia, M

atthew
 Joel 

02/21/1 991 
O

ther 
E

verest U
niversity 

708 W
 C

olum
bia A

ve 
K

issim
m

ee, F
L 

34741 

R
P

T
 

52683 
02/21/2014 

G
arcia, R

osm
ery 

12/22/1991 
O

ther 
F

ortis C
ollege C

utler B
ay 

15476 N
w

. 77T
h. C

t. 
#143 

M
iam

i Lakes, F
L 

33016 

R
P

T
 

52684 
02/21/2014 

C
unningham

, 
S

hannekaK
 

10/10/1992 
O

ther 
F

ortis C
ollege 

11100 S
w

 197T
h S

treet 
A

pt#220 
M

iam
i, F

L 
33157 

R
P

T
 

52685 
02/21/2014 

B
olanos, F

rank 
08/04/1 974 

O
ther 

U
ltim

ate M
edical A

cadem
y 8408 N

. P
ackw

ood 
A

venue 
T

am
pa, F

L 
33604 

R
P

T
 

52686 
02/21/2014 

W
elsh, Jacob D

avid 
04/08/1 994 

F
ortis C

ollege 
- O

range 
P

ark 
2270 A

m
arylis A

ve 
M

iddleburg, F
L 

32068 

R
P

T
 

52687 
02/21/2014 

R
eynolds, B

randon 
K

eith 
02/02/1 993 

F
onts C

ollege - O
range 

P
ark 

875 W
estgate D

r. 
Jacksonville, F

L 
32221 

R
P

T
 

52688 
02/21/2014 

T
hornton, T

rem
ayne 

A
ntonion 

03/04/1 973 
F

onts C
ollege - O

range 
P

ark 
6990 C

am
field S

t 
Jacksonville, F

L 
32222 

R
P

T
 

52689 
02/24/2014 

M
ays, M

arquita 
Lynette 

05/17/1984 
C

vs C
arem

ark 
212 M

adison A
ve 

S
aint M

arys, G
A

 
31558 
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52690 
02/24/2014 

N
am

in, S
hahab 

M
ansouri 

09/11/1991 
5555W

 A
tlantic B

lvd 
M

argate, F
L 

33063 

R
P

T
 

52691 
02/24/2014 

M
artin, Pedro Luis 

10/08/1986 
2884 T

ennis C
lub D

r #702 
W

est P
alm

 B
each, F

L 
33417 

R
P

T
 

52692 
02/24/2014 

M
artinez, V

alm
is 

05/24/1982 
H

ialeah A
dult 

E
ducation C

enter 
2595W

 12T
h A

ve A
pt4 

H
ialeah, F

L 
33010 

R
P

T
 

52693 
02/24/2014 

P
etrin, S

andra 
03/03/1 972 

P
ublix S

uper M
arket, 

Inc. 
33 P

ope Ln 
P

alm
 C

oast, F
L 

32164 

R
P

T
 

52694 
02/24/2014 

K
och, M

elanie 
01/02/1955 

1492 P
harm

a G
roup 

C
orp. 

5212 W
hite S

and C
ircle 

N
e 

S
aint P

etersburg, 
F

L 
33703 

R
P

T
 

52695 
02/24/20 14 

'B
rien, M

ahalia 
K

aren 
05/09/1 976 

W
algreens 

2301 
S

 C
ongress A

ve 
1313 

B
oynton B

each, F
L 

33426 

R
P

T
 

52696 
02/24/2014 

M
ennenga, K

andace 
A

nn 
09/27/1 971 

O
ther 

R
ite A

id 
5537 G

illot B
oulevard 

P
ort C

harlotte, F
L 

33981 

R
P

T
 

52697 
02/24/2014 

Lopez, Ivanna 
10/18/1994 

O
ther 

M
iam

i Lakes E
ducational 

C
enter 

8861 N
w

 196T
h S

t 
H

iateah, F
L 

33018 

R
P

T
 

52698 
02/24/2014 

F
engarinas, R

ebecca 
A

ileen 
04/03/1974 

P
ublix S

uper M
arket, 

Inc. 
15287 C

oot R
d. 

B
rooksville, F

L 
34614 

R
P

T
 

52699 
02/24/2014 

E
chevarria, M

elissa 
03/1 0/1 990 

O
ther 

M
ci Institute O

f 
T

echnology 
5236 C

annon W
ay 

W
est P

alm
 B

each, F
L 

33415 
R

P
T

 
52700 

02/24/2014 
R

oth, Jared S
cott 

12/30/1 991 
P

ublix S
uper M

arket, 
Inc. 

3525 N
w

 14T
h A

venue 
G

ainesville, F
L 

32605 

R
P

T
 

52701 
02/24/2014 

R
alston, N

icole 
06/21/1986 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52702 
02/24/2014 

W
ill, T

hom
as 

F
rederick 

02/1 811991 
P

ublix S
uper M

arket, 
Inc. 

36301 E
ast Lake R

oad 
P

alm
 H

arbor, F
L 

34685 

R
P

T
 

52703 
02/24/2014 

W
ilson, Jennifer 

S
able 

11/26/1990 
C

vs C
arem

ark 
815 S

e B
ayou A

ve 
S

tuart, F
L 

34994 

R
P

T
 

52704 
02/24/2014 

V
aldez, Janelle 

12/1 0/1 994 
C

vs C
arem

ark 
6708 P

om
ander A

ve 
N

ew
 P

ort R
ichey, 

F
L 

34653 
R

P
T

 
52705 

02/24/2014 
W

oods, E
arlyere 

A
rnold 

05/06/1959 
O

ther 
U

ltim
ate M

edical A
cadem

y 6535 N
orth B

lue A
ngel 

P
kw

y 
P

ensacola, F
L 

32526 

R
P

T
 

52706 
02124/2014 

R
obinson, S

ri Im
ani 

11/30/1991 
P

inellas C
ounty Job 

C
orps C

enter 
528 88T

h A
ve. N

. A
pt. 2 

S
t. P

etersburg, F
L 

33702 

R
P

T
 

52707 
02/24/2014 

S
cott, Lacretia 

09/22/1 992 
P

inellas C
ounty Job 

C
orps C

enter 
500 22N

d S
t S

 
S

t. P
etersburg, F

L 
33712 

R
P

T
 

52708 
02/25/2014 

Law
horn, K

elsey 
M

 
06/1 7/1 992 

P
ublix S

uper M
arket, 

Inc. 
1924 P

om
egranate C

ourt 
O

coee, 
F

L 
34761 

R
P

T
 

52709 
02/25/2014 

P
ayne, T

rinelle 
M

elissa 
10/05/1 991 

C
vs C

arem
ark 

143 P
ine R

ustle Lane 
A

uburndale, F
L 

33823 
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52710 
02/25/2014 

P
elletier, R

enee 
A

dele 
10/1 3/1 988 

T
arget P

harm
acy 

3599W
 H

illsboro B
lvd 

D
eerfield B

each, F
L 

33433 

R
P

T
 

52711 
02/25/2014 

O
liva, A

ngelica H
elen 

09/11/1992 
1750W

. 37T
h S

t. 
H

ialeah, F
L 

33012 

R
P

T
 

52712 
02/25/2014 

P
acheco, Jessica 

03/11/1985 
O

ther 
E

verest Institute 
12743 N

w
 98 P

lace 
H

ialeah G
ardens, F

L 
33018 

R
P

T
 

52713 
02/25/2014 

M
cdougle, G

ianna 
B

renee 
07/22/1 994 

U
niversity O

f F
lorida 

1141 K
endall T

ow
n B

lvd. 
A

pt.4211 
Jacksonville, F

L 
32225 

R
P

T
 

52714 
02/25/2014 

K
oetzle, D

anielle 
L 

11/19/1992 
O

ther 
U

ltim
ate M

edical A
cadem

y 6263 93R
d T

errace #4201 
P

inellas P
ark, F

L 
33782 

R
P

T
 

52715 
02/25/2014 

N
egron, Jonathan 0 

10/14/1991 
O

ther 
U

ltim
ate M

edical A
cadem

y 14879 S
w

allow
tail C

t #101 
T

am
pa, F

L 
33613 

R
P

T
 

52716 
02/25/2014 

D
eleva, A

nthony 
R

ichard 
10/02/1995 

C
vs C

arem
ark 

11412 R
oyal P

alm
 B

lvd 
C

oral S
prings, F

L 
33065 

R
P

T
 

52717 
02/26/2014 

M
ack-S

tevenson, 
Jacqueline S

 
09/1 5/1 977 

O
ther 

S
anford B

row
n Institute 

99 K
ings C

ircle 
B

rooksville, 
F

L 
34601 

R
P

T
 

52718 
02/26/2014 

M
atos, E

lisandra 
11/0311989 

M
iam

i S
unset A

dult 
E

ducation C
enter 

35 W
est 55 S

t 
H

ialeah, F
L 

33012 

R
P

T
 

52719 
02/26/2014 

P
ruitt, A

licia B
ridgette 

06/25/1983 
8903 G

lades R
d G

13 
B

oca R
aton, F

L 
33434 

R
P

T
 

52720 
02/26/2014 

Jackson, Latisha 
T

on n ise 
10/10/1 971 

2605 P
arkw

ood D
rive 

B
runsw

ick, G
A

 
31520 

R
P

T
 

52721 
02/26/2014 

Leyva, Y
uriam

 
07/26/1 984 

4742 W
est F

lagler S
t 

M
iam

i, F
L 

33134 

R
P

T
 

52722 
02/26/2014 

M
erritt, S

ylvia 
12114/1978 

C
vs C

arem
ark 

732 S
uncrest Loop 

A
pt.208 

C
asselberry, 

F
L 

32707 

R
P

T
 

52723 
02/26/2014 

H
astings, A

shley 
M

 
10/05/1 991 

K
ash N

' K
arry F

ood 
S

tores, Inc 
4514 E

dith S
t 

N
ew

 P
ort R

ichey, F
L 

34652 

R
P

T
 

52724 
02/26/2014 

Jefferson, A
ndrea 

08/16/1983 
C

vsC
arem

ark 
9541 103R

d 
S

t A
pt 1212 

Jacksonville, F
L 

32210 

R
P

T
 

52725 
02/26/2014 

K
lee, C

rystal Lynn 
04/12/1984 

8903 G
lades R

d 
B

oca R
aton, 

F
L 

33434 

R
P

T
 

52726 
02/26/2014 

N
ance, C

ody B
lue Jr 

02/1 7/1 993 
U

niversity O
f F

lorida 
27348 M

istflow
er D

r 
W

esley C
hapel, F

L 
33544 

R
P

T
 

52727 
02/26/2014 

M
artinez, G

enaya 
A

na 
10/31/1 977 

14000 U
s. 

1 
Juno B

each, F
L 

33408 

R
P

T
 

52728 
02/26/2014 

N
unez, Y

uranis 
11/27/1987 

O
ther 

P
rofessional T

raining 
C

enters 
12151 S

w
 202 S

t. 
A

pt2105 
M

iam
i, F

L 
33177 

R
P

T
 

52729 
02/26/2014 

A
nthony, Jordan 

Lauren 
01/31/1995 

C
vs C

arem
ark 

3617 3617 O
ld D

ixie W
hy 

M
im

s, F
L 

32754 

R
P
T
 

5
2
7
3
0
 

02/26/2014 
Q

uiros-B
arria, Jeziel 

A
 

0
9
/
2
2
/
1
9
9
5
 

O
ther 

U
ltim

ate M
edical A

cadem
y 5411 T

angerine D
rive 

Z
ephyrhills, 

F
L 

33542 

R
P
T
 

5
2
7
3
1
 

0
2
/
2
6
/
2
0
1
4
 

H
edm

an, H
elki 

04/09/1 982 
M

iam
i S

unset A
dult 

E
ducation C

enter 
6
4
6
0
 S
w
 
1
2
9
 
P
1
 #
1
 8
0
3
 

M
i
a
m
i
,
 
F
L
 
3
3
1
8
3
 

R
P

T
 

52732 
02/26/2014 

S
aint F

leur, B
etsey 

08/1 0/1 991 
C

vs C
arem

ark 
5152 S

ylvania A
ve 

N
orth P

ort, F
L 

34291 

R
P

T
 

52733 
02/26/2014 

Y
hlen, M

ichelle Lynn 
08/1 2/1 992 

O
ther 

E
verest U

niversity 
621 

621 D
ubuque A

ve 
P

alm
 B

ay, F
L 32909 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_Iic.p_dxl5l 5:03/13/2014 06:41:55 

O
N

D
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O
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R
P

T
 

52734 
02/26/2014 

S
cott-Jordan, 

S
hanquria D

enise 
12/31/1990 

O
ther 

E
verest U

niversity 
1626 F

low
er M

ound Lane 
A

pt 3 
C

ocoa, F
L 

32922 

R
P

T
 

52735 
02/26/2014 

F
redericksen, 

M
aureen A

nne 
11/22/1956 

C
vs C

arem
ark 

• 

7563 S
e M

aricam
p R

d 
O

cala, F
L 

34472 

R
P

T
 

52736 
02/26/2014 

T
iburcio, Jennifer 

03/04/1991 
C

vs C
arerriark 

213 M
ississippi W

oods 
Lane 

O
rlando, F

L 
32824 

R
P

T
 

52737 
02/26/2014 

C
am

pbell, S
ean 

T
hom

as 
07/1 2/1 990 

808 N
orth C

ypress A
ve 

G
reen C

ove S
prings, F

L 
32043 

R
P

T
 

52738 
02/26/2014 

W
illiam

s, Johntavia 
A

ndrea 
07/20/1989 

C
vs C

arem
ark 

1539 B
loom

ingdale R
d 

Jacksonville, F
L 

32221 

R
P

T
 

52739 
02/26/2014 

B
arnhart, D

eidre 
N

icole 
07/1 3/1 994 

737 M
ango D

rive 
W

est P
alm

 B
each, F

L 
33415 

R
P

T
 

52740 
02/26/2014 

S
um

m
erhays, C

hase 
A

lexander 
02/05/1 992 

O
ther 

E
verest U

niversity 
Jacksonville 

8450 G
ate P

arkw
ay W

est 
A

pt 1124 
Jacksonville, F

L 
32216 

R
P

T
 

52741 
02/26/2014 

R
osario, A

ngel 
Luis 

05/05/1 992 
W

algreens 
8505 

N
J C

am
pbell R

oad 
Lakeland, 

F
L 33805 

R
P

T
 

52742 
02/26/2014 

C
arner, M

icheal 
Joseph 

05/11/1983 
1025 W

. F
airbanks 

R
P

T
 

52743 
02/26/2014 

S
im

m
ons, A

nterika 
M

 
05/01/1989 

O
ther 

F
ortis C

ollege 
27040 S

w
 134T

h P
lace 

N
aranja, F

L 
33032 

R
P

T
 

52744 
02/26/2014 

T
aylor, R

olando 
03/02/1993 

O
ther 

F
ortis C

ollege 
12460 S

w
 187T

h S
treet 

M
iam

i, F
L 33177 

R
P

T
 

52745 
02/26/2014 

V
ega, John N

 
03/03/1993 

O
ther 

F
ortis C

ollege 
21019 S

w
 118T

h A
ve 

M
iam

i, F
L 33177 

R
P

T
 

52746 
02/26/2014 

G
riggs, S

haunta S
 

02/27/1 987 
3065 G

randola D
rive 

O
rlando, F

L 
32811 

R
P

T
 

52747 
02/26/2014 

A
lexander, 

C
hristopher 

Lee 
04/01/1 985 

B
ox 140203 

G
ainesville, 

F
L 

32614 

R
P

T
 

52748 
02/26/2014 

S
cigliano, G

enevieve 
N

icole 
01/22/1 991 

C
vs C

arem
ark 

4651 S
w

 74T
h T

er 
D

avie, F
L 

33314 

R
P

T
 

52749 
02/26/2014 

A
rroyo, A

udrey 
07/26/1 982 

650 S
e 28T

h 
P

1 A
pt B

 
O

cala, F
L 

34471 

R
P

T
 

52750 
02/26/2014 

R
ym

er, M
eagan Lea 

04/20/1 978 
O

m
inicare, 

Inc. 
8603 F

lorida M
ining B

lvd. 
T

am
pa, F

L 
33634 

R
P

T
 

52751 
02/26/2014 

A
ponte R

ivera, 
N

aiom
i M

arie 
10/16/1990 

W
algreens 

3298 S
outh 

John Y
oung 

P
arkw

ay 
K

issim
m

ee, F
L 

34746 

R
P

T
 

52752 
02/27/2014 

K
u, B

aokou E
lizabeth 

03/04/1991 
15602 N

orth 
D

ale M
abry 

H
w

y 
T

am
pa, F

L 33618 

R
P

T
 

52753 
02/27/2014 

N
aranjo, B

rianna 
M

arie 
01/1 3/1 995 

C
vs C

arem
ark 

148 6964 S
w

 148T
h Lane 

D
avie, F

L 
33331 

R
P

T
 

52754 
02/27/2014 

lannella, S
andra 

Lee 
05/31/1 980 

W
algreens 

961 C
hathani W

ay 
P

alm
 H

arbor, F
L 

34683 

R
P

T
 

52755 
02/27/2014 

M
iles, S

am
antha 

K
aye 

04/1 6/1 990 
7827 Landolakes B

lvd 
Land 0 Lakes, 

F
L 

34638 

R
P

T
 

52756 
02/27/2014 

M
isra, A

nita 
05/1 5/1 993 

P
ublix S

uper M
arket, 

Inc. 
3489 Laurel M

ill D
r. 3489 

Laurel M
ill D

r. 
O

range P
ark, F

L 
32065 
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52757 
02/27/2014 

Lachm
ansingh, 

Janieta 
12/09/1 972 

C
vs C

arem
ark 

11100 P
ines B

oulevard 
P

em
broke P

ines, F
L 

33026 

R
P

T
 

52758 
02/27/2014 

Lopez-T
orres, R

aiza 
liz 

05/23/1 987 
W

algreens 
10309 B

ridlew
ood A

ve 
O

rlando, F
L 

32825 

R
P

T
 

52759 
02/27/2014 

E
verson, T

yler Jam
es 

12/18/1993 
W

algreens 
1947 F

ruitville 
R

d. 
S

arasota, F
L 

34236 

R
P

T
 

52760 
02/27/2014 

R
arrihit, V

ishal 
B

ra ndon 
08/13/1990 

C
vs C

arem
ark 

417 E
ast A

cre D
r 

P
lantation, F

L 33317 

R
P

T
 

52761 
02/27/2014 

W
est, B

onita 
01/09/1 958 

O
ther 

E
verest Institute 

5255 N
w

 29 A
venue A

pt. 
#507 

M
iam

i, F
L 33142 

R
P

T
 

52762 
02/27/2014 

D
ufrane, Jessica L 

03/20/1989 
O

ther 
M

edical Instuite O
f P

alm
 

B
each 

803 R
idge R

oad U
nit 

1 
Lantana, F

L 
33462 

R
P

T
 

52763 
02/27/2014 

S
chm

itz, C
assandra L 

09/06/1991 
O

ther 
S

anford B
row

n Institute O
f 

T
am

pa 
2213 B

odrick C
ircle A

pt 
102 

B
randon, F

L 
33511 

R
P

T
 

52764 
02/27/2014 

Z
ivkovic, Z

vezdan 
04/05/1 988 

C
vs C

arem
ark 

12750 5. M
ilitarytrail 

B
oynton B

each, F
L 

33436 

R
P

T
 

52765 
02/27/2014 

S
m

iley, R
ashim

a A
 

08/28/1 993 
F

or-U
s Institute 

- P
alm

 
S

prings 
4550 Lantaria R

d. 
Lake W

orth, F
L 

33463 

R
P

T
 

52766 
02/27/2014 

M
elton, T

am
ara Leigh 

12/20/1989 
W

algreens 
999 S

ebastian B
lvd 

S
ebastian, F

L 32958 

R
P

T
 

52767 
02/27/2014 

B
eltram

ini, M
egan 

E
lizabeth 

06/09/1 985 
C

vs C
arem

ark 
90 R

egina B
lvd 

B
everly H

ills, F
L 

34465 

R
P

T
 

52768 
02/27/2014 

H
all, M

atthew
 Law

ton 
08/06/1958 

B
ox 67 

Intercession C
ity, F

L 
33848 

R
P

T
 

52769 
02/27/2014 

G
eorge, S

hatarra 
04/09/1 991 

W
algreens 

409 
S

. Lanier R
d. 

H
avana, F

L 
32333 

R
P

T
 

52770 
02/27/2014 

G
onzalez A

lvarez, 
M

aritza 
12/26/1963 

8181 N
w

 S
outh R

iver D
r. 

Lot B
-241 

M
edley, F

L 
33166 

R
P

T
 

52771 
02/27/2014 

B
rinley, Jean M

arie 
05/11/1964 

5 S
outhern C

ross Ln#106 
B

oynton B
each, F

L 
33436 

R
P

T
 

52772 
02/27/2014 

B
runo, R

obert 
M

ichael 
02/05/1 958 

18 
S

 W
adsw

orth A
ve 

B
everly H

ills, 
F

L 
34465 

R
P

T
 

52773 
02/27/2014 

C
unningham

, A
ndrew

 
Jon 

10/10/1986 
O

ther 
O

range C
ounty P

ublic 
S

chools W
inter P

ark T
ech 

5453 Lake M
argaret D

rive 
U

nit 
F

 

O
rlando, F

L 
32812 

R
P

T
 

52774 
02/27/2014 

A
tw

ell, K
aitlyn A

nn 
01/1 0/1 992 

C
vs C

arem
ark 

21 P
ineapple D

rive 
P

alm
 C

oast, F
L 

32164 

R
P

T
 

52775 
02/27/2014 

H
ucher, M

anouchka 
02/05/1 982 

O
ther 

E
verest U

niversity 
839 

N
 P

ow
erline R

d 
P

om
pano B

each, F
L 

33069 

R
P

T
 

52776 
02/27/2014 

D
elgado, Ivette 

V
esquez 

08/23/1983 
O

ther 
S

anford B
row

n 
8164 C

anterbury Lake 
B

lvd 
T

am
pa, F

L 33619 

R
P

T
 

52777 
02/27/2014 

C
rem

ades, Javier D
 

01/02/1972 
H

ialeah A
dult 

E
ducation C

enter 
2595W

 12T
h A

ve A
pt 4 

H
ialeah, F

L 
33010 

R
P

T
 

52778 
02/27/2014 

H
inton, H

eather 
C

hristina 
04/30/1 986 

O
ther 

S
em

inole S
tate C

ollege 
8451 M

ilano D
rive A

pt 
17-35 

O
rlando, F

L 
32810 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dx1515:03/13/2014 06:41:55 

O
N

D
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52779 
02/27/2014 

A
javon, K

w
am

e 
Lam

ar 
03/31/1 989 

O
ther 

F
lorida S

tate C
ollege O

f 
Jacksonville 

800 B
row

ard R
oad A

pt 
E

lO
l 

Jacksonville, F
L 

32218 

R
P

T
 

52780 
02/27/2014 

S
chw

artz, Jessica 
K

ristin 
01/27/1995 

U
niversity O

f F
lorida 

6025 F
iori D

rive 
C

restview
, 

F
L 

32539 

R
P

T
 

52781 
02/27/2014 

A
rias, Jacklyn T

yler 
04/12/1991 

W
algreens 

1005 S
outh 

19T
h S

t 
F

ernandina B
each, F

L 
32034 

R
P

T
 

52782 
02/27/2014 

C
ardona, Janys 

02/1 5/1 986 
M

iam
i S

unset A
dult 

E
ducation C

enter 
4608 N

w
 195 S

t 
M

iam
i G

arden, 
F

L 
33055 

R
P

T
 

52783 
02/27/2014 

B
est, B

etty Jacquelyn 
09/12/1961 

W
algreens 

8337 S
outh P

ark C
ircle 

O
rlando, F

L 
32819 

R
P

T
 

52784 
02/27/2014 

F
riberg, C

hrista G
ail 

02/25/1 986 
O

ther 
U

niversity O
f F

lorida 
C

ollege O
f P

harm
acy 

3580 Lake C
enter D

r A
pt 

2206 
M

ount D
ora, F

L 
32757 

R
P

T
 

52785 
02/27/2014 

B
uckalew

, W
anda 

D
iane 

04/29/1 975 
C

vs C
arem

ark 
1505 B

ooth D
rive 

V
alrico, F

L 
33594 

R
P

T
 

52786 
02/28/2014 

P
ietila, W

endy 
H

am
ilton 

06/25/1 977 
W

algreens 
8337 S

outh P
ark C

ir 
O

rlando, F
L 

32819 

R
P

T
 

52787 
02/28/2014 

G
arcia, A

rgen M
uriel 

12/1 6/1 987 
O

ther 
U

niversity O
f F

lorida - 
C

ollege O
f P

harm
acy 

10420W
 F

orest H
ill 

B
lvd 

W
ellington, F

L 
33414 

R
P

T
 

52788 
02/28/2014 

G
eisler, Jerry R

onald 
Jr 

09/10/1952 
W

algreens 
3619 U

.S
. H

w
y. 27 N

orth 
S

ebring, F
L 

33872 

R
P

T
 

52789 
02/28/2014 

D
apo, V

anesa 
D

em
irovic 

07/09/1990 
W

algreens 
13300 W

alsingham
 R

d. 
#65 

Largo, F
L 

33774 

R
P

T
 

52790 
02/28/2014 

B
utruch, R

ebecca 
08/14/1989 

W
algreens 

3619 U
.S

. H
w

y. 27 N
. 

S
ebring, F

L 
33870 

R
P

T
 

52791 
02/28/2014 

B
augher, R

ebecca 
D

aw
n 

10/28/1980 
W

algreens 
215 C

auley Lane 
B

unnell, F
L 

32110 

R
P

T
 

52792 
02/28/2014 

B
urrow

s, T
im

othy 
M

oreland 
06/11/1973 

O
ther 

U
niversity O

f F
lorida - 

C
ollege O

f P
harm

acy 
13198 98T

h A
ve N

 
S

em
inole, F

L 
33776 

R
P

T
 

52793 
02/28/2014 

A
lindo, D

arlene 
Jem

im
ah D

e Jesus 
10/28/1 991 

P
ublix S

uper M
arket, 

Inc. 
4495 R

oosevelt B
lvd 

Jacksonville, F
L 

32210 

R
P

T
 

52794 
02/28/2014 

E
llis, F

rancis M
artin lii 

07/28/1982 
W

algreens 
307 E

ast R
idge 

D
r. 

E
ustis, 

F
L 

32726 

R
P

T
 

52795 
02/28/2014 

P
hilbrook, D

anielle 
Irene M

argaret 
12/16/1991 

900 N
. R

obert A
ve. 

A
rcadia, F

L 
34266 

R
P

T
 

52796 
02/28/2014 

M
unoz, D

aniel 
07/16/1 988 

W
algreens 

1213 P
alm

 B
ay R

d N
e 

M
elbourne, F

L 
32905 

R
P

T
 

52797 
02/28/2014 

Joseph, R
uthchelle 

11/01/1 988 
W

algreens 
120 221 

N
.W

 120T
h 

S
treet 

M
iam

i, F
L 

33168 

R
P

T
 

52798 
02/28/2014 

M
aynard, T

iffany 
E

lena 
07/01/1 988 

W
algreens 

4747 S
w

 C
ollage R

d 200 
O

cala, F
L 

34474 

R
P

T
 

52799 
02/28/2014 

R
am

irez, T
halia Z

 
07/18/1 995 

C
vs C

arem
ark 

12344 S
e 86T

h A
ve 

B
elleview

, F
L 

34420 

R
P

T
 

52800 
02/28/2014 

R
ichard, E

lizabeth 
M

arilyn 
12/11/1993 

O
ther 

M
cfatter T

echnical C
enter 

3660 B
irch T

errace 
D

avie, F
L 

33330 
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R
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B

irth D
ate 

E
D
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E

D
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P
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P
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R
P
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52801 
02/28/2014 

E
vans, C

rystal T
iffany 

02/25/1986 
O

ther 
S

anford B
row

n Institute 
2704 2704 C

anal R
d. 

M
iram

ar, F
L 

33025 

R
P

T
 

52802 
02/28/2014 

Letteri, N
icholas 

S
tephen 

05/17/1 990 
W

algreens 
811 F

airw
ay C

ove Lane 
U

nit 204 
B

radenton, F
L 

34212 

R
P

T
 

52803 
02/28/2014 

B
ullock, Jessica 

03/14/1979 
O

ther 
S

anford B
row

n Institute 
2241 F

luorshire D
rive 

B
randon, F

L 
33511 

R
P

T
 

52804 
02/28/2014 

Ivan, R
eenu 

10/04/1 986 
W

algreens 
200 S

outhern B
reeze 

D
rive 

M
irineola, F

L 
34715 

R
P

T
 

52805 
02/28/20 14 

F
ields, Im

oni 
S

 
05/07/1 991 

O
ther 

S
anford B

row
n Institute 

T
am

pa 
5908 T

revors W
ay 

T
am

pa, F
L 

33625 

R
P

T
 

52806 
02/28/2014 

M
enendez, A

lexander 
11/10/1982 

W
algreens 

126 C
lifton R

d 
H

ollyw
ood, F

L 
33023 

R
P

T
 

52807 
02/28/2014 

Louis, Jenyce J 
03/09/1 990 

W
algreens 

2355 N
e 26T

h S
treet 

F
ort Lauderdale, F

L 
33305 

R
P

T
 

52808 
02/28/2014 

N
azario, S

am
antha 

08/02/1 993 
W

algreens 
17012 W

orthington C
ircle 

M
ascotte, F

L 
34753 

R
P

T
 

52809 
02/28/2014 

Lex, W
illiam

 
03/17/1955 

O
ther 

P
ass A

ssured 
2655 G

ulf T
o B

ay B
lvd. 

C
learw

ater, F
L 

33759 
R

P
T

 
52810 

02/28/2014 
N

adella, Judith Jane 
03/05/1956 

W
algreens 

2195 66T
h S

treet 
S

t P
etersburg, F

L 
33710 

R
P

T
 

52811 
02/28/2014 

O
soka, M

ukhw
anna 

Jahi 
09/02/1992 

W
algreens 

2159 N
ursery R

d 
C

learw
ater, F

L 
33764 

R
P

T
 

52812 
02/28/2014 

C
adin, C

olleen R
ose 

07/21/1 981 
W

algreens 
1200 F

loral S
prings B

lvd 
A

pt. 28107 
P

ort O
range, F

L 
32129 

R
P

T
 

52813 
02/28/2014 

P
epi, C

hristina A
shley 

01/19/1995 
P

ublix S
uper M

arket, 
Inc. 

13 R
oIling P

lace 
P

alm
 C

oast, F
L 

32164 

R
P

T
 

52814 
02/28/2014 

U
ddin, T

aj A
bedin 

11/03/1993 
W

inn-D
ixie 

4371 Johns C
em

etery R
d 

M
iddleburg, F

L 
32068 

R
P

T
 

52815 
02/28/2014 

R
am

rup, B
ianca 

04/03/1 994 
O

ther 
F

irst C
oast T

echnical 
C

ollege 
940 S

outh F
orest C

reek 
D

rive 
S

t.A
ugustirie, F

L 
32092 

R
P

T
 

._____ 
52816 

02/28/2014 
N

unez S
osa, A

nay M
 

07/09/1987 
U

niversity O
f F

lorida 
6901 S

w
 147T

h A
venue 

A
ptiB

 
M

iam
i, F

L 
33193 

R
P

T
 

52817 
02/28/2014 

T
eel, M

yra 
01/28/1 958 

P
inellas C

ounty Job 
C

orps C
enter 

8545 E
ast Y

ellow
 Leg 

C
ourt 

Inverness, F
L 

34450 

R
P

T
 

52818 
02/28/2014 

Jones V
idal, C

hristina 
M

arie 
08/03/1988 

O
ther 

E
verest U

niversity 
4 F

ir T
rail D

rive 
O

cala, F
L 

34472 

T
otal R

ecords: 
956 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dxl5l 5:03/13/2014 06:41:55 

O
N

D
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age 
1 of 2 

R
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Lic N
br 
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am

e 
B

irth D
ate 

E
D

U
 P

rovider 
E

D
U
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P

L A
ddress 

P
L Location 

P
U

 
7370 

01/06/20 14 
B

arrett, S
am

antha S
 

3092 M
arion A

ve 
M

argate, F
L 

33063 

P
U

 
7371 

01/06/2014 
W

illiam
s, P

atrick 
Jam

es 
2308 V

aldavia S
t. 

S
aint A

ugustine, 
F

L 
32092 

P
U

 
7372 

01/08/2014 
K

w
iat, H

ayley V
ictoria 

06/30/1986 
7195 S

tate R
oad 70 

B
radenton, F

L 
34203 

P
U

 
7373 

01/10/2014 
D

as, N
ivedita 

06/24/1 973 
340 B

am
boo R

d 
P

alm
 B

each S
hores, F

L 
33404 

P
U

 
7374 

01/13/2014 
R

adom
ski, A

lex 
A

nthony 
05/21/1 981 

809 E
ast M

arion A
venue 

P
unta G

orda, F
L 

33950 

7375 
01/15/2014 

E
zenw

a, uchenna 
C

hinenye 
983 5w

 176 T
errace 

P
em

broke P
ines, F

L 
33029 

7376 
01/17/2014 

F
arag, C

hristine V
 

3753 B
econtree P

t 
O

viedo, F
L 

32765 

7377 
01/22/2014 

P
ai, S

ulbha Y
ogesh 

05/10/1976 
7081 

N
w

 T
urtle W

alk 
B

oca R
aton, F

L 
33487 

P
U

 
7378 

01/22/2014 
Jang, Jasm

ine 
M

eesoon 
10/18/1973 

3530 M
ystic P

ointe D
r A

pt 
#2708 

A
veritura, F

L 
33180 

P
U

 
7379 

01/22/2014 
M

arten, C
raig C

 
5340 Jubilee W

ay 
M

argate, F
L 

33063 
P

U
 

7380 
01/23/2014 

E
isenm

an, M
elissa 

K
aye 

686 G
olden B

each D
rive 

G
olden B

each, F
L 

33160 

7381 
01/23/2014 

E
isenm

an, M
onica 

Lynn 
686 G

olden B
each D

rive 
G

olden B
each, F

L 
33160 

P
U

 
7382 

01/23/2014 
Jam

pani, R
ebecca 

Jean 
3531 B

oatw
right W

ay W
 

Jacksonville, F
L 

32216 

P
U

 
7383 

01/24/2014 
O

m
ole, R

am
at 

A
derem

i 
1561 S

w
 194T

h T
errace 

P
em

broke P
ines, F

L 
33029 

P
U

 
7384 

01/28/2014 
Inaganti, S

ujay K
um

ar 
08/15/1976 

7410 C
olbury A

ve 
W

inderm
ere, F

L 
34786 

P
U

 
7385 

01/28/2014 
Joseph, Jacinta 
A

nn-M
arie 

12/23/1 958 
8723 B

usch O
aks S

t 
T

am
pa, F

L 
33617 

P
U

 
7386 

01/30/2014 
A

gbi, Jequita T
 

2542 C
ooper W

ay 
W

ellington, F
L 

33414 

P
U

 
7387 

02/03/2014 
Lopez, Jacquelyn L 

10340 N
w

 11 S
treet 

P
lantation, F

L 
33322 

P
U

 
7388 

02/03/2014 
Leader, A

lexandra 
416 N

e 7T
h S

t A
pt. 

B
 

G
ainesville, F

L 
32601 

P
U

 
7389 

02/04/2014 
T

epe, A
shley 

N
 

665 P
alm

 D
r 

S
atellite B

each, F
L 

32937 

P
U

 
7390 

02/06/2014 
S

choltz, D
ana C

heri 
10/1 0/1 987 

3850 O
akhill D

rive 
T

itusville, 
F

L 
32780 

7391 
02/14/2014 

M
unyon, Lindsay 

M
arie 

07/1 7/1 989 
2637 S

tanm
ore C

t. 
O

rlando, 
F

L 
32817 

P
u 

7392 
02/14/2014 

T
ew

, T
om

m
y Lam

ar 
07/30/1 958 

196 D
erby W

oods D
r 

Lynn H
aven, 

F
L 

32444 

P
u 

7393 
02/17/2014 

V
alentine, Jam

es 
W

illiam
 

09/03/1 970 
3554 S

oft B
reeze C

ircle 
M

elbourne, F
L 

32904 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.pdxl5l5:03/13/2014 06:46:20 

O
N

D
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R
ank 

Lic N
br 

P
U

 
7394 

02/17/2014 
N

orw
ood-W

illiam
s, 

C
arlette E

laine 
5007 B

ellflow
er C

ourt 
M

elbourne, F
L 

32940 

P
U

 
7395 

02/21/2014 
F

rancis, K
am

ila 
R

adonova 
11/12/1970 

17309 S
w

 8T
h S

treet 
P

em
broke P

ines, F
L 

33029 
P

U
 

7396 
02/21/2014 

W
illis, M

onica Lee 
10/23/1974 

1758 H
ighland V

iew
 D

r 
S

aint A
ugustine, F

L 
32092 

P
u 

7397 
02/24/2014 

K
ing, Jasm

ine N
icole 

02/09/1980 
2944 M

inutem
an Lane 

B
randon, F

L 
33511 

PU
 

7398 
02/24/2014 

Johnson, K
en A

nn 
11/27/1985 

13401 S
um

m
erlin R

d 
F

ort M
yers, F

L 
33919 

7399 
02/26/2014 

Lent, A
m

anda G
ayle 

2833 C
olum

bus A
ve 

C
lerm

ont, F
L 

34715 
7400 

02/26/2014 
C

arbone, T
im

othy 
M

ichael 
5799 N

 W
 A

llyse D
r 

Port Saint Lucie, F
L 

34986 
P

U
 

7401 
02/27/2014 

P
arrish, K

risten M
arie 

01/11/1976 
814 P

heasant R
un C

t 
W

est 
P

ort O
range, F

L 
32127 

PU
 

7402 
02/27/2014 

S
hah, A

nkit 
P

iyushkum
ar 

07/18/1979 
1285 T

alon W
ay 

M
elbourne, F

L 
32934 

PU
 

7403 
02/28/2014 

N
ovoa, T

enim
 S

osa 
07/07/1983 

11904 S
w

 13 C
t 

D
avie, F

L 
33325 
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R
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L
ic N
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am
e 

B
irth D

ate 
E

D
U

 P
rovider 

E
D

U
 Institution 

P
L A

ddress 
P

L Location 

P
H

 
27347 

01/0212014 
H

uong Luu, P
harm

d, 
- 

Inc 
17400 Irvine B

lvd S
uite P

 
T

ustin, C
A

 
92780 

P
H

 
27348 

01/0312014 
S

ilver Lake 
P

harm
acy, 

LIc 
32729 R

adio R
d 

Leesburg, 
F

L 34788 

P
H

 
27349 

01/03/2014 
W

algreen C
o. 

2615 B
urnsed B

lvd 
T

he V
illages, F

L 
32163 

P
H

 
27350 

01/03/2014 
S

outh C
entral F

lorida 
D

ialysis P
artners, 

1552 B
oren D

r S
te 100 

O
coee, F

L 
34761 

P
H

 
27351 

01/03/2014 
S

t. F
rancis O

f A
ssisi 

W
ildlife A

ssociati 
5580 S

alem
 R

oad 
Q

uincy, F
L 

32352 

P
H

 
27352 

01/03/2014 
H

ealth P
rom

ote 
P

harm
acy 

12701 S
outh John Y

oung 
P

arkw
ay #120 

O
rlando, F

L 
32837 

P
H

 
27353 

01/03/2014 
B

aya N
ursing A

nd 
R

ehabilitation C
enter 

587 S
e E

rm
ine A

venue 
Lake C

ity, F
L 

32025-6126 

P
H

 
27354 

01/03/2014 
O

sprey N
ursing A

nd 
R

ehabilitation 
Lic 

1104 N
orth M

ain S
treet 

B
ushnell, F

L 
33513-5045 

P
H

 
27355 

01/03/2014 
Lehigh-H

m
a 

1500 Lee B
lvd 

Lehigh A
cres, F

L 
33936 

P
H

 
27356 

01/03/2014 
H

alo R
x LIc 

703 N
 B

roadw
ay S

te 3 
A

da, O
K

 
74820 

P
H

 
27357 

01/06/2014 
R

ecovery V
illage A

t 
U

m
atilla, LIc 

633 U
m

atilla B
lvd 

U
m

atilla, F
L 

32784 

P
H

 
27358 

01/07/2014 
W

al-M
art S

tores E
ast, 

Lp 
1794 22N

d S
t S

outh 
S

aint P
etersburg, F

L 
33712 

P
H

 
27359 

01/08/2014 
R

x P
ro O

f M
s, 

Inc 
1005 M

arket S
t 

P
ort G

ibson, M
S

 
39150 

P
H

 
27360 

01/08/2014 
F

lorida H
ospital 

W
aterm

an, Inc. 
1000 W

aterm
an W

ay 
T

avares, F
L 

32778 

P
H

 
27361 

01/09/2014 
In H

om
e H

ealth, LIc 
13650 M

etropolis A
venue 

S
uite 105 

F
ort M

yers, F
L 

33912 

P
H

 
27362 

01 /09/2014 
H

ealthcare P
harm

acy 
LIc 

1838 H
ealthcare D

rive 
S

uite-B
 

T
rinity, F

L 34655 

P
H

 
27363 

01/09/2014 
O

ps International 
Incorporated 

6700 C
onroy R

oad S
te 

155 
O

rlando, F
L 32835 

P
H

 
27364 

01/13/2014 
F

lorida H
ealth 

S
ciences C

enter, Inc 
16011 T

am
pa P

alm
s B

Ivd, 
W

est 
T

am
pa, F

L 
33647 

P
H

 
27365 

01/13/2014 
T

am
im

i P
harm

acy, 
LIc 

12643 N
orth 56T

h S
treet 

T
am

pa, F
L 

33617 

P
H

 
27366 

01/15/2014 
P

ublix S
uper M

arkets, 
Inc. 

13178 N
orth D

ale M
abry 

H
ighw

ay 
T

am
pa, F

L 
33618 

P
H

 
27367 

01/15/2014 
Life Line H

om
e C

are 
S

ervices, 
Inc. 

3740 S
t. Johns B

luff R
d 

S
uite 

1 

Jacksonville, F
L 

32224 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_Iic.p_dxI5l 5:03/13/2014 06:47:49 

O
N

D
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E
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E

D
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P
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P
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P
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27368 

01/15/2014 
R

elevant 
C

om
pounding, Llc 

9329 S
tate R

oute 220 
S

uite C
 

W
averly, O

H
 45690 

P
H

 
27369 

01/15/2014 
Lm

d H
oldings, Ltd 

4477W
. 118T

h S
treet S

te 
100 

H
aw

thorne, C
A

 
90250 

P
H

 
27370 

01 /1 5/2014 
T

otal C
are R

x, Inc 
2480 D

elta Lane 
E

lk G
rove V

illage, IL 
60007 

P
H

 
27371 

01/15/2014 
Independence 
H

olding C
om

pany LIc 
14 E

 W
ashington S

uite C
 

C
ham

paign, IL 
61820 

P
H

 
27372 

01/15/2014 
C

entral R
exalI D

rugs, 
Inc. 

125 E
. T

hom
as S

t. 
H

am
m

ond, LA
 70401 

P
H

 
27373 

01/16/2014 
A

ids H
ealthcare 

F
oundation 

700 S
e 3R

d A
venue S

uite 
100 

F
ort Lauderdale, 

F
L 

33316 

P
H

 
27374 

01 /1 6/2014 
M

ount S
inai C

enter O
f 

F
lorida, Inc. 

4300 A
lton R

oad 
M

iam
i B

each, F
L 

33140 

P
H

 
27375 

01/16/2014 
P

eople'S
 C

ustom
 R

x 
&

 C
linical C

are C
ente 

785 B
rookhaven C

ircle 
E

ast 
M

em
phis, T

N
 

38117 

P
H

 
27376 

01/16/2014 
V

alley V
iew

 D
rugs Inc 

13966 V
alley V

iew
 A

ve 
La M

irada, C
A

 90638 

P
H

 
27377 

01/21/2014 
H

alsted P
harm

acy 
Inc. 

1460 
N

. H
aisted S

t S
te 

101 

C
hicago, IL 

60642 

P
H

 
27376 

01/21/2014 
A

ccess R
ecovery 

S
olutions, 

LIc 
16244 S

 M
ilitary T

rail 
S

uite 100 
D

elray B
each, F

L 
33484 

P
H

 
27379 

01/21/2014 
S

unny P
harm

acy &
 

D
iscount Inc 

2140 N
w

 36 S
treet 

M
iam

i, 
F

L 33142 

P
H

 
27380 

01/21/2014 
P

vrx P
harm

acy C
orp 

10327 N
w

27 A
ve 

M
iam

i, 
F

L 
33147 

P
H

 
27381 

01/21/2014 
P

 &
 

H
 P

harm
acy 

D
iscount, Inc 

9527 S
w

 40T
h S

t 
M

iam
i, F

L 
33165 

P
H

 
27382 

01/21/2014 
Y

outh S
ervices 

International, 
Inc. 

3090 P
ow

erline R
oad 

P
om

pano B
each, F

L 
33069 

P
H

 
27383 

01/21/2014 
B

i-C
ounty M

edical 
S

upply, Inc. 
8377 P

ines B
oulevard 

P
em

broke P
ines, F

L 
33024 

P
H

 
27384 

01/21/2014 
N

olbis P
harm

acy 
D

iscount Inc 
710 P

alm
 A

ve 
H

ialeah, F
L 

33010 

P
H

 
27385 

01 /21/2014 
P

ublix S
uper M

arkets, 
Inc. 

1520 John S
im

s P
arkw

ay 
E

ast 
N

iceville, 
F

L 32578 

P
H

 
27386 

01/21/2014 
M

ary H
itchcock 

M
em

orial H
ospital 

O
ne M

edical C
enter D

rive 
Lebanon, N

H
 03756 

P
H

 
27387 

01/22/2014 
P

harm
script O

f 
F

lorida LIc 
1804W

. H
illsboro B

lvd 
D

eerlield B
each, F

L 
33442 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dx1515:03/13/2014 06:47:49 

O
N

D
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P
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27388 

01/22/2014 
D

ialysis C
linic, Inc. 

3760 N
 W

 83R
d S

treet 
S

uite 3 
G

ainesville, F
L 

32606 

P
H

 
27389 

01/22/2014 
S

hafa P
harm

acy 
11476 O

keechobee B
lvd 

R
oyal P

alm
 B

each, F
L 

33411 

P
H

 
27390 

01/23/2014 
P

ublix S
uper M

arkets, 
Inc. 

8140W
 M

cnab R
d 

N
orth Lauderdale, F

L 
33068 

P
H

 
27391 

01/23/2014 
S

hands T
eaching 

H
ospitals A

nd C
linics 

In 

3951 
N

 W
 48T

h T
errace 

S
uite 211 

G
ainesville, F

L 
32606 

P
H

 
27392 

01/23/2014 
Life W

orth Living 
F

oundation, 
Inc. 

6488 C
urrin D

rive 
O

rlando, F
L 

32835 

P
H

 
27393 

01 /23/2014 
C

adi H
ealth, LIc 

1936 W
est F

lagler S
treet 

M
iam

i, F
L 

33135 

P
H

 
27394 

01/23/2014 
G

alencare, Inc 
119 C

akfield 
D

r. 
B

randon, F
L 

33511 

P
H

 
27395 

01 /23/2014 
S

hands T
eaching 

H
ospital A

nd C
linics, 

In 

1600 S
w

 A
rcher R

oad 
G

ainesville, F
L 

32610 

P
H

 
27396 

01 /23/2014 
N

ew
 P

ort R
ichey 

H
ospital Inc. 

9330 S
tate R

oad 54 
T

rinity, F
L 34655 

P
H

 
27397 

01/24/2014 
A

m
ber E

nterprises, 
Inc. 

323 N
orristow

n R
oad 

S
uite 100 

A
m

bler, P
A

 
19002 

P
H

 
27398 

01/24/2014 
S

im
s P

harm
acy, 

LIc 
1177 G

ulf B
reeze P

kw
y 

G
ulf B

reeze, 
F

L 
32561 

P
H

 
27399 

01/24/2014 
S

uperior B
iologics II, 

Inc. 
2050 E

. A
lgonquin R

oad 
S

uite 606 
S

chaum
burg, IL 

60173 

P
H

 
27400 

01 /2412014 
H

ca H
ealth S

ervices 
O

f F
lorida, Inc 

14000 F
ivay R

oad 
H

udson, F
L 

34667 

P
H

 
27401 

01 /24/2014 
Lee M

em
orial 

H
ealth 

S
ystem

 
13681 D

octor'S
 W

ay 
F

ort M
yers, F

L 
33912 

P
H

 
27402 

01 /24/2014 
F

lagler H
ospital Inc 

400 H
ealth P

ark B
lvd 

S
aint A

ugustine B
eac, 

F
L 

32086 

P
H

 
27403 

01/24/2014 
M

unroe R
egional 

H
ealth S

ystem
s 

1500 S
w

 1S
t A

ve 
O

cala, F
L 

34474 

P
H

 
27404 

01/24/2014 
N

ew
 Lifecare 

H
ospitals O

f 
S

arasota, 
LIc 

6150 E
dgelake D

rive 
S

arasota, 
F

L 
34240 

P
H

 
27405 

0 1/24/2014 
P

harm
erica D

rug 
S

ystem
s, LIc 

3690 N
w

 53 S
t S

te 104 
F

ort Lauderdale, F
L 

33309 

P
H

 
27406 

01/24/2014 
H

ca H
ealth S

ervices 
O

f F
lorida, Inc. 

11375 C
ortez B

lvd 
B

rooksville, F
L 

34613 

P
H

 
27407 

01 /24/2014 
S

elect S
pecialty 

H
ospital O

rlando, 
Inc. 

5579 S
outh O

range 
A

venue 
O

rlando, F
L 

32809 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic. p_dxl5l 5:03/13/2014 06:47:49 

O
N

D
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F
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D
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O

N
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B
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ate 
E

D
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E
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P
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ddress 
P
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P
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27408 

01/24/2014 
J-M

 W
ard 

E
nterprises, LIc 

9048 B
onita 

B
each R

d S
e 

B
onita S

prings, F
L 

34135 

P
H

 
27409 

01124/2014 
Lta A

lliance Llc 
408 C

ypress G
ardens 

B
lvd 

W
inter H

aven, F
L 

33880 

P
H

 
27410 

01/24/2014 
F

lorida H
ealth C

are 
P

lan, Inc. 
4932 W

 S
tate R

oad 46 
U

nit 1000 
S

anford, F
L 

32771 

P
H

 
27411 

01/24/2014 
E

pic C
are P

harm
acy 

LIc 
3948 

D
 P

em
broke R

oad 
P

em
broke P

ark, F
L 

33021 
P

H
 

27412 
01/24/2014 

A
dventist H

ealth 
S

ystem
 S

unbelt 
H

ealthca 

582 M
onroe R

d S
te 1412 

B
 

S
anford, F

L 
32771 

P
H

 
27413 

01/24/2014 
G

reen H
ope 

P
harm

acy Inc 
5309 S

w
 8T

h S
treet 

M
iam

i, F
L 

33134 

P
H

 
27414 

01/24/2014 
O

ps International 
Incorporated 

6700 C
onroy R

oad S
te 

155 
O

rlando, F
L 

32835 

P
H

 
27415 

01/24/2014 
B

ardm
oor S

urgery 
C

enter, LIc 
8787 B

ryan D
airy R

d S
te 

300 
Largo, F

L 
33777 

P
H

 
27416 

01/24/2014 
E

pic C
om

m
unity 

S
ervices, 

Inc. 
3574 U

.S
. 

1 S
outh 

S
aint A

ugustine, F
L 

32086 
P

H
 

27417 
01/27/2014 

B
rent M

oore 
P

harm
acy S

ervices 
11414 E

. 51S
t S

uite A
 

T
ulsa, O

K
 

74146 

P
H

 
27418 

01/27/2014 
S

arasota C
ounty 

P
ublic H

ospital 
D

istrict 

1700 S
outh T

am
iam

i T
rail 

S
arasota, F

L 
34239 

P
H

 
27419 

01/27/2014 
B

aycare H
om

e C
are, 

Inc. 
8452 118T

h A
venue N

orth 
Largo, F

L 
33773 

P
H

 
27420 

01 /27/2014 
Longleaf S

urgery 
C

enter, 
LIc 

3010 S
tarkey B

lvd. 
N

ew
 P

ort R
ichey, F

L 
34655 

P
H

 
27421 

01/27/2014 
A

dventist H
ealth 

S
ystem

/S
unbelt, Inc. 

1300 W
est O

ak S
t S

uite A
 

K
issim

m
ee, F

L 
34741 

P
H

 
27422 

01/27/2014 
E

m
ergency 

P
harm

acy, Inc. 
4742 W

est F
lagler S

t 
C

oral G
ables, F

L 
33134 

P
H

 
27423 

0 1/27/2014 
K

tj E
nterprises 

622 C
olorado A

ve 
S

tuart, 
F

L 
34994 

P
H

 
27424 

01/28/2014 
E

dge P
harm

acy 
S

ervices, LIc 
856 H

ercules D
rive S

uite 
30 

C
olchester, V

T
 

05446 

P
H

 
27425 

01/28/2014 
H

endry C
ounty 

H
ospital A

uthority 
524W

. S
agam

ore 
C

lew
iston, 

F
L 33440 

P
H

 
27426 

01/28/2014 
Infusion S

ystem
s O

f 
S

w
fl 

1826 B
ay S

cout D
rive 

F
ort M

yers, F
L 

33907 
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R
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LicN
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P
H

 
27427 

01/28/2014 
C

ore H
ealth 

P
harm

acy 
1661 

N
 H

iatus R
oad 

P
em

broke P
ines, 

F
L 

33026 

P
H

 
27428 

01/28/2014 
M

arlins P
harm

acy &
 

D
iscount Inc. 

439-441 
N

w
 

12 A
ve 

M
iam

i, F
L 

33128 

P
H

 
27429 

01/29/2014 
C

ape M
em

orial 
H

ospital 
636 D

el P
rado B

lvd 
C

ape C
oral, F

L 
33990 

P
H

 
27430 

01/29/2014 
S

outh B
row

ard 
H

ospital D
istrict 

3501 Johnson S
treet 

H
ollyw

ood, F
L 

33021 

P
H

 
27431 

01 /29/2014 
S

outh B
row

ard 
H

ospital D
istrict 

1005 Joe D
im

aggio W
ay 

H
ollyw

ood, F
L 

33021 

P
H

 
27432 

01/29/2014 
lthrive H

ealth, LIc 
5415 W

. C
edar Lane 

B
ethesda, M

D
 

20814 

P
H

 
27433 

01/29/2014 
S

urgcenter O
f P

alm
 

B
each G

ardens, LIc 
900 V

illage S
quare 

C
rossing S

uite 100 
P

alm
 B

each G
ardens, F

L 
33410 

P
H

 
27434 

01/30/2014 
V

allejos P
harm

acy, 
C

orp 
4750 N

w
 7 S

t 
M

iam
i, F

L 
33126 

P
H

 
27435 

01/31/2014 
T

otal R
enal 

R
esearch, 

Inc 
825 S

outh 8T
h S

treet 
S

uite 300 
M

inneapolis, M
N

 
55404 

P
H

 
27436 

01/31/2014 
A

m
ericure R

x - 
F

lorida LIc 
5736 C

lark R
d 

S
arasota, F

L 
34233 

P
H

 
27437 

01/31/2014 
G

oldenrod P
harm

acy 
LIc 

2223 
S

 G
oldenrod R

d 
O

rlando, F
L 

32822 

P
H

 
27438 

01/31/2014 
G

eorge P
harm

acy, 
Inc. 

2566 S
. A

tlantic A
ve 

D
aytona B

each S
hores, 

F
L 

32118 

P
H

 
27439 

01/31/2014 
A

ap P
harm

acy, Inc 
171 W

estw
ard D

rive 
M

iam
i S

prings, F
L 

33166 

P
H

 
27440 

01/31/2014 
P

. A
 P

harm
acy Inc. 

9722 S
w

 184T
h S

t 
C

utler R
idge, F

L 
33157 

P
H

 
27441 

01/31/2014 
O

ak C
reek P

harm
acy, 

LIc 
8607 

F
 S

treet 
O

m
aha, N

E
 

68127 

P
H

 
27442 

01/31/2014 
A

.J. &
 

H
 

International, 
Inc. 

18648 M
ckay D

r S
uite 110 

H
um

ble, T
X

 
77338 

P
H

 
27443 

02/03/2014 
F

rensenius M
edical 

C
are P

harm
acy 

S
ervice 

11001 D
anka W

ay N
orth 

S
uite 2 

S
aint P

etersburg, F
L 

33716 

P
H

 
27444 

02/03/2014 
U

ltim
ate C

are D
ialysis 

C
enter, LIc 

2720 S
w

 97T
h A

venue 
S

uite 201 
M

iam
i, F

L 
33165 

P
H

 
27445 

02/03/2014 
R

oses P
harm

acy LIc 
2168 N

w
 7T

h S
t. 

M
iam

i, F
L 

33125 

P
H

 
27446 

02/03/2014 
Low

lite Investm
ents, 

Inc 
6700 C

onroy R
d S

te 140 
O

rlando, F
L 

32835 

P
H

 
27447 

02/04/2014 
W

est F
lorida-T

ch, 
LIc 

6001 W
ebb R

oad 
T

am
pa, 

F
L 

33615 
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P
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H

 
27448 

02/04/2014 
S

arasota D
octors 

H
ospital, Inc 

5731 B
ee R

idge R
d 

S
arasota, F

L 
34233 

P
H

 
27449 

02/05/2014 
N

orth C
ollier H

ospital 
ii 190 H

ealth P
ark B

lvd 
N

aples, F
L 

34110 

P
H

 
27450 

02/05/2014 
S

outhern B
aptist 

H
ospital O

f F
lorida, 

In 

800 P
rudential D

r 
Jacksonville, F

L 
32207 

P
H

 
27451 

02/05/2014 
F

ocus R
x P

harm
acy 

S
ervices Inc. 

1361 Lincoln A
venue U

nit 
#9 

H
olbrook, 

N
Y

 
11741 

P
H

 
27452 

02/05/2014 
B

aptist H
ospital 

iooo W
. M

oreno S
treet 

P
ensacola, F

L 
32501 

P
H

 
27453 

02/05/2014 
H

ealth F
irst Infusion 

1959 W
est 9T

h S
treet #A

 
R

iviera B
each, F

L 
33404 

P
H

 
27454 

02/05/2014 
N

orth B
row

ard 
H

ospital D
istrict 

1600 S
. A

ndrew
s A

venue 
F

ort Lauderdale, F
L 

33316 

P
H

 
27455 

02/05/2014 
Z

ynex M
edical, Inc. 

9990 P
ark M

eadow
s D

rive 
Lone T

ree, C
O

 
80124 

P
H

 
27456 

02/05/2014 
Life W

orth Living 
F

oundation, 
Inc. 

6488 C
urrin D

rive 
O

rlando, F
L 

32835 

P
H

 
27457 

02/05/2014 
Life W

orth Living 
F

oundation, Inc. 
6488 C

urrin D
rive 

O
rlando, F

L 
32835 

P
H

 
27458 

02/05/2014 
W

algreens O
f N

orth 
C

arolina, Inc 
8431 c3arvey D

r. S
uite 121 

R
aleigh, N

C
 

27616 

P
H

 
27459 

02/05/2014 
S

hapa Inc 
7560 G

reenville A
venue 

D
allas, T

X
 

75231 

P
H

 
27460 

02/05/2014 
M

adaw
aska 

P
harm

acy, LIc 
104 M

ain S
t 

M
adaw

aska, M
E

 
04756 

P
H

 
27461 

02/06/2014 
S

pecialty P
harm

acy 
S

ervices, Inc 
800 

F
. M

elbourne A
ve 

M
elbourne, F

L 
32901 

P
H

 
27462 

02/06/2014 
W

ells P
harm

acy 
N

etw
ork, LIc 

1210 S
w

 33 A
ve 

O
cala, F

L 
34474 

P
H

 
27463 

02/06/2014 
A

nnalice LIc 
1992 A

lt U
 S

 H
ighw

ay 19 
T

arpon S
prings, F

L 
34689 

P
H

 
27464 

02/06/2014 
W

est B
oca M

edical 
C

enter, 
Inc. 

21644 S
tate 

R
d 7 

B
oca R

aton, F
L 

33428 

P
H

 
27465 

02/06/2014 
P

harm
aceutical 

S
pecialties, Inc. 

4330 S
outh M

anhattan 
A

venue 
T

am
pa, F

L 
33611 

P
H

 
27466 

02/06/2014 
H

ealthscripts 
S

pecialty P
harm

acy, 
LIc 

13020 D
airy A

shford S
uite 

301 
S

ugar Land, T
X

 
77478 

P
H

 
27467 

02/06/2014 
P

hilidor R
x S

ervices, 
Lic 

330 S
. W

arm
inster R

oad 
S

uite 350 
H

atboro, P
A

 
19040 

P
H

 
27468 

02/06/2014 
H

ospice O
f S

t. 

F
rancis, Inc 

1240 G
rum

m
an P

lace 
T

itusville, F
L 32780 
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R
ank 

L
ic N

br 

P
H

 
27469 

02/06/2014 
Latin Q

uarters D
rug 

S
tore Inc. 

425 S
w

 22N
d A

ve S
uite 

#E
1 

M
iam

i, F
L 

33135 

P
H

 
27470 

02106/2014 
M

unroe R
egional 

H
ealth S

ystem
 

8550 N
e 138T

h Lane B
ldg 

400 
Lady Lake, F

L 32159 

P
H

 
27471 

02/06/2014 
M

unroe R
egional 

H
ealth S

ystem
 

324 S
e 24T

h S
t 

O
cala, F

L 
34471 

P
H

 
27472 

02/06/2014 
U

niversity O
f S

outh 
F

lorida B
oard O

f T
ru 

1400 N
. H

w
y 441 B

ldg 
810 

T
he V

illages, F
L 

32159 

P
H

 
27473 

02/06/2014 
R

igal P
harm

acy LIc 
3180 N

W
 7T

h S
t 

M
iam

i, F
L 

33125 

P
H

 
27474 

02/06/2014 
Lee M

em
orial H

ealth 
S

ystem
 

9981 
S

. H
ealthpark D

rive 
F

ort M
yers, F

L 
33908 

P
H

 
27475 

02/07/2014 
B

ioscrip Infusion 
S

ervices, LIc 
5912 B

reckenridge 
P

arkw
ay S

uite 
E

 

T
am

pa, F
L 

33610 

P
H

 
27476 

02/07/2014 
G

rasso E
nterprises 

LIc 
31007 Ih 

10 W
est S

te 108 
B

oerne, T
X

 
78006 

P
H

 
27477 

02/10/2014 
M

dg International 
H

oldings LIc 
803 N

w
 2N

d A
venue 

P
om

pano B
each, 

F
L 

33060 

P
H

 
27478 

02/10/2014 
Y

argol D
ialysis, LIc 

7220 C
ypress G

ardens 
B

lvd 
W

inter H
aven, F

L 
33884 

P
H

 
27479 

02/10/2014 
M

az P
harm

acy 
D

iscount C
orp 

3825W
. 16T

h A
ve S

uite 
#6 

H
ialeah, F

L 
33012 

P
H

 
27480 

02/10/2014 
T

am
pa F

am
ily H

ealth 
C

enter, Inc. 
5611 

N
 S

heldon R
d 

T
am

pa, F
L 33615 

P
H

 
27481 

02/10/2014 
S

par U
sa LIc. 

545 
N

 V
irginia A

venue 
W

inter P
ark, F

L 
32789 

P
H

 
27482 

02/10/2014 
LeV

t Inc. 
11967 S

heldon R
oad 

T
am

pa, F
L 

33626 

P
H

 
27483 

02/11/2014 
C

restview
 H

ospital 
C

orporation 
151 

R
edstone A

ve S
E

 
C

restview
, 

F
L 32539 

P
H

 
27484 

02/11/2014 
R

eception A
nd 

M
edical C

enter 
7765 S

outh C
ounty R

oad 
231 

Lake B
utler, F

L 
32054 

P
H

 
27485 

02/11/2014 
N

aples C
om

m
unity 

H
ospital 

350 7T
h S

treet N
orth 

N
aples, F

L 
34102 

P
H

 
27486 

02/11/2014 
A

m
erican M

ail O
rder 

P
harm

acy, Inc. 
23290 S

choenherr 
W

arren, M
l 

48089 

P
H

 
27487 

02/11/2014 
Ideal C

are P
harm

acy 
Inc 

1621 A
ve U

 
B

rooklyn, N
Y

 
11229 

P
H

 
27488 

02/11/2014 
D

ohm
en Life S

cience 
S

ervices, LIc 
17877 C

hesterfield A
irport 

R
d 

C
hesterfield, M

O
 

63005 

P
H

 
27489 

02/11/2014 
R

obertS
 S

outh B
ank 

P
harm

acy, Inc 
1625 A

tlantic B
lvd 

Jacksonville, F
L 

32207 
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E
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D
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P
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P
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27490 
02/11/2014 

T
om

eldon C
o. Inc. 

1921 
W

. P
ioneer P

arkw
ay 

A
rlington, T

X
 

76013 

27491 
02/11/2014 

E
xpress S

cripts 
P

harm
acy, Inc. 

6225 A
nnie O

akley D
rive 

Las V
egas, N

V
 

89120 

27492 
02/11/2014 

E
xpress S

cripts 
P

harm
acy, Inc. 

255 P
hillipi R

d. 
C

olum
bus, O

H
 

43228 

27493 
02/11/2014 

E
xpress S

cripts 
P

harm
acy, Inc. 

4750 
E

 450 S
outh 

W
hitestow

n, 
IN

 
46075 

27494 
02/11/2014 

M
edical P

riority 
P

harm
acy, LIc 

1671 
W

est 37T
h S

treet 
B

ay 6 
H

ialeah, F
L 

33012 

27495 
02/11/2014 

S
uncoast C

om
m

unity 
H

ealth C
enters Inc. 

7728 P
alm

 R
iver R

oad 
T

am
pa, F

L 
33619 

27496 
02/11/2014 

H
eart O

f F
lorida 

C
ardiovascular 

C
enter, 

294 P
atterson S

treet S
uite 

B
 

H
aines C

ity, F
L 

33844 

27497 
02/11/2014 

W
al-M

art S
tores E

ast, 
Lp 

9020 U
lm

erton R
oad 

Largo, F
L 

33771 

27498 
02/12/2014 

T
ow

n A
nd C

ountry 
C

om
pounding A

nd 
C

onsult 

106 P
rospect S

t 
R

idgew
ood, N

J 
07450 

27499 
02/13/2014 

K
ey W

est H
m

a 
5900 C

ollege R
oad A

ttn: 
P

harniacy D
ept 

K
ey W

est, 
F

L 
33040 

27500 
02/13/2014 

A
rtesia P

harm
acy, Inc 

11090 E
. A

rtesia B
lvd 

S
uite 

H
 

C
erritos, C

A
 

90703 

27501 
02/13/2014 

Jackson C
ounty 

H
ospital D

istrict 
4250 H

ospital D
rive 

M
arianna, F

L 
32446 

27502 
02/13/2014 

S
t. 'S

 H
ospital, 

Inc. 

4211 V
an D

yke R
oad 

Lutz, F
L 

33558 

27503 
02/13/2014 

W
est K

endall B
aptist 

H
ospital 

9555 S
w

 162N
d A

venue 
M

iam
i, F

L 
33196 

27504 
02/13/2014 

S
elect S

pecialty 
H

ospital O
rlando, Inc 

2250 B
edford R

d 
O

rlando, F
L 

32803 

27505 
02/13/2014 

P
ark S

hore D
rug Inc 

600 A
nsin B

oulevard 
H

allandale B
each, F

L 
33009 

27506 
02/14/2014 

S
t. V

erena Llc. 
13910 F

ivay R
oad S

uite 3 
H

udson, F
L 

34667 

27507 
02/14/2014 

S
terile C

om
pounding 

P
harm

acy, LIc 
7381 114T

h A
ve S

te 405A
 

Largo, F
L 

33773 

27508 
02/1 4/2014 

M
arion S

urgery 
C

enter, Llc 
2207 S

W
 1S

t A
ve 

O
cala, F

L 
34471 

27509 
02/14/2014 

S
unset P

harm
acy 

D
iscount Inc 

40 S
t 8259 S

w
 

M
iam

i, F
L 

33155 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dxI5l 5:03/1 3/2014 06:47:49 

O
N
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E
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D
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P
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ddress 

P
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P
H

 
27510 

02/14/2014 
G

sp H
ealthcare LIc 

2130 M
ichigan A

ve 
K

issim
m

ee, F
L 

34744 

P
H

 
27511 

02/14/2014 
W

ildlife R
escue 

6853 S
eaboard A

venue 
Jacksonville, F

L 32244 

C
oalition O

f N
ortheast 

F
 

P
H

 
27512 

02/17/2014 
U

niversity H
ospital &

 
7201 

N
 U

niversity D
rive 

T
am

arac, 
F

L 
33321 

M
edical C

enter 

P
H

 
27513 

02/17/2014 
S

elect S
pecialty 

2708 S
w

 A
rcher R

d 
G

ainesville, F
L 

32608 

H
ospital-G

ainesville, 
I 

P
H

 
27514 

02/17/2014 
P

ino P
harm

acy 
1350 S

w
 57 A

ve S
uite 105 

W
est M

iam
i, F

L 
33144 

P
H

 
27515 

02/17/2014 
Lee C

ounty S
heriffS

 
2115 D

r. M
Ik Jr. B

lvd 
F

ort M
yers, 

F
L 

33901 

O
ffice M

ain Jail 

P
H

 
27516 

02/17/2014 
Lee C

ounty S
heriffS

 
2501 

O
rtiz A

venue 
F

ort M
yers, 

F
L 

33905 

O
ffice C

ore F
acilit 

P
H

 
27517 

02/17/2014 
K

indred H
ospitals 

801 O
ak S

treet 
G

reen C
ove S

prings, F
L 

E
ast, Llc 

32043 

P
H

 
27518 

02/17/2014 
Larkin C

om
m

unity 
7031 S

W
 62N

d A
ve 

M
iam

i, F
L 

33143 

H
ospital Inc 

P
H

 
27519 

02/18/2014 
T

enet G
ood 

1309 N
. F

lagler D
r 

W
est P

alm
 B

each, F
L 

S
am

aritan, Inc. 
33401 

P
H

 
27520 

02/18/2014 
O

sceola S
c, LIc 

2906 17T
h S

t 
S

aint C
loud, F

L 
34769 

P
H

 
27521 

02/18/2014 
T

ransitional H
ospitals 

4801 
N

orth H
ow

ard A
ve 

T
am

pa, 
F

L 
33603 

C
orporation O

f T
a 

P
H

 
27522 

02/18/2014 
K

indred H
ospital 

4555 S
outh M

anhattan 
T

am
pa, F

L 
33611 

E
ast, L.L.C

. 
A

ve 

P
H

 
27523 

02/18/2014 
Jupiter D

rugs LIc 
1025 M

ilitary T
rail 

Jupiter, F
L 

33458 

P
H

 
27524 

02/1 8/2014 
A

dventist H
ealthcare 

7050 G
all B

lvd 
Z

ephyrhills, F
L 

33541 

S
ystem

 

P
H

 
27525 

02/18/2014 
P

harm
acy 

1950 C
om

m
onw

ealth 
T

allahassee, F
L 

C
orporation O

f 
Lane 

32303-3196 

A
m

erica 

P
H

 
27526 

02/18/2014 
Lee M

em
orial H

ealth 
8931 C

olonial C
tr D

r S
uite 

F
ort M

yers, F
L 

33905 

S
ystem

 
200 

P
H

 
27527 

02/18/2014 
N

orw
ood P

harm
acy, 

2572 M
etro B

lvd 
M

aryland H
eights, M

O
 

LIc 
63043 

P
H

 
27528 

02/18/2014 
U

niversity O
f M

d 
22 S

outh G
reene S

treet 
B

altim
ore, M

D
 

21201 

M
edical S

ystem
 

O
utpatie 

P
H

 
27529 

02/18/2014 
M

axor N
ational 

102 S
w

 3R
d A

venue 
A

m
arillo, T

X
 79101 

P
harm

acy S
ervices 

LIc 

F
lorida D

epartm
ent of H

ealth 
pkg_rpt_lic.p_dxl5l 5:03/13/2014 06:47:49 O

N
D
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E
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D
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P
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P
H

 
27530 

02/19/2014 
H

olm
es R

egional 
M

edical C
enter 

1425 M
alabar R

d N
e 

P
alm

 B
ay, 

F
L 

32907 

P
H

 
27531 

02/19/2014 
W

est G
ables 

R
ehabilitation 

H
ospital, LIc 

2525 S
w

 75T
h A

venue 
M

iam
i, F

L 
33155 

P
H

 
27532 

02/19/2014 
P

acifico N
ational Inc 

1515 E
lizabeth S

t S
uite J 

M
elbourne, F

L 
32901 

P
H

 
27533 

02/19/2014 
T

allahassee M
em

orial 
H

ealthcare 
1260 M

etropolitan B
lvd 

T
allahassee, F

L 
32312 

P
H

 
27534 

02/19/2014 
O

rlando P
harm

acy 
Inc 

2909 N
orth O

range 
A

venue 
O

rlando, F
L 

32804 

P
H

 
27535 

02/20/2014 
C

oconut C
reek 

D
ialysis C

enter, LIc 
3508 N

. U
niversity D

rive 
S

uite 300 A
 

S
unrise, F

L 
33351 

P
H

 
27536 

02/20/2014 
R

eady P
harm

acy Inc. 
5782 W

est F
lagler S

t 
M

iam
i, F

L 
33144 

P
H

 
27537 

02/20/2014 
A

dolescent T
reatm

ent 
C

enter O
f P

alm
 B

eac 
4445 P

ine F
orest D

rive 
Lake W

orth, 
F

L 
33463 

P
H

 
27538 

02/20/2014 
P

ublix S
uper M

arkets, 
Inc. 

4860 D
avis B

lvd 
N

aples, F
L 34104 

P
H

 
27539 

02/20/2014 
M

urray O
verhill 

P
harm

acy, Inc 
32 W

. S
tate S

t 
M

edia, P
A

 
19063 

P
H

 
27540 

02/20/2014 
M

artin M
em

orial 
M

edical C
enter 

10000 S
w

 Innovation W
ay 

P
ort S

aint Lucie, F
L 

34987 
P

H
 

27541 
02/21/2014 

P
egasus P

harm
acy 

2050 S
pringdale 

R
d U

nit 
500 

C
herry H

ill, N
J 

08003 

P
H

 
27542 

02/21/2014 
K

indred H
ospital 

P
alm

 B
each, LIc 

5555 W
 B

lue H
eron B

lvd 
R

iviera B
each, F

L 
33418 

P
H

 
27543 

02/21/2014 
C

arolina P
harm

acy 
A

nd D
iscount C

o 
4705 S

w
 8T

h S
treet #1 

M
iam

i, F
L 

33134 

P
H

 
27544 

02/21/2014 
B

ay R
x P

harm
acy Llc 

610 B
aldw

in 
P

laza 
P

anam
a C

ity, F
L 

32405 
P

H
 

27545 
02/24/2014 

K
indred H

ospitals 
E

ast, LIc 
1859 V

an B
ureri S

treet 
H

ollyw
ood, F

L 
33020 

P
H

 
27546 

02/24/2014 
C

oram
 A

lternate S
ite 

S
ervices, 

Inc. 
3439 N

orth 
12T

h A
venue 

S
uite A

 &
 

B
 

P
ensacola, F

L 
32503 

P
H

 
27547 

02/24/2014 
C

oram
 H

ealthcare 
C

orporation O
f 

S
outhern 

12006 M
iram

ar P
arkw

ay 
M

iram
ar, F

L 
33025 

P
H

 
27548 

02/24/2014 
K

indred H
ospitals 

E
ast, L.L.C

. 
5190 S

w
 8T

h S
treet 

C
oral G

ables, F
L 

33134 

P
H

 
27549 

02/24/2014 
N

aples H
m

a, LIc 
6101 P

ine R
idge R

oad 
N

aples, F
L 

34119 
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R
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27550 

02/24/2014 
N

orth B
row

ard 
H

ospital D
istrict 

6401 N
orth F

ederal H
w

y 
F

ort Lauderdale, F
L 

33308 

P
H

 
27551 

02/24/20 14 
N

orth B
row

ard 
H

ospital D
istrict 

3000 C
oral H

ills D
r 

C
oral S

prings, F
L 

33065 

P
H

 
27552 

02/24/2014 
H

ope O
f S

outhw
est 

F
lorida 

9470 H
ealthpark C

ircle 
F

ort M
yers, F

L 
33908 

P
H

 
27553 

02/24/2014 
B

ethesda H
ealth, Inc 

2815 S
. S

eacrest B
lvd 

B
oynton B

each, F
L 

33435 

P
H

 
27554 

02/24/2014 
B

ethesda H
ealth, Inc 

9655 B
oynton B

each B
lvd 

B
oynton B

each, F
L 

33472 

P
H

 
27555 

02/24/2014 
P

alm
 S

prings G
eneral 

H
ospital Inc. 

1475 W
est 49 S

treet 3R
d 

F
loor 

H
ialeah, F

L 
33012 

P
H

 
27556 

02/24/2014 
K

indred H
ospitals 

E
ast, LIc 

1500 S
w

 1S
t A

venue 5T
h 

F
loor 

O
cala, 

F
L 

34471 

P
H

 
27557 

02/24/2014 
V

ictoria H
ealthcare, 

Inc. 
955 N

W
 3R

d S
treet 

M
iam

i, F
L 

33128 

P
H

 
27558 

02/24/2014 
K

indred H
ospital B

ay 
A

rea S
t. P

etersburg 
3030 6T

h S
treet S

outh 
S

aint P
etersburg, 

F
L 

33705 

P
H

 
27559 

02/25/2014 
W

est F
lorida- M

ht, LIc 
2901 W

. S
w

ann A
ve 

T
am

pa, F
L 

33609 

P
H

 
27560 

02/25/2014 
M

y S
cript LIc 

25410 G
oddard R

d 
G

oddord, M
l 

48180 

P
H

 
27561 
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Provider Name Provider# Coarse Name Coorse U Statos Approved Date 

UNIVERSITY OF FLORIDA COLLEGE OF PHARMACY R0-241R PHA 55RR: NEUROLOGICAL AND PSYCHIATRIC DISORDERS 20-42RS7S APPROVED 1/31/2014 
FLORIDA PHARMACY ASSOCIATION 50-754 HIV AIDS UPDAYE 20-432650 APPROVED 2/2R/2014 

'LORIDA PHARMACY ASSOCIATION 50-754 

INITIAL CERTIFICATION FOR ORDERING AND EVALUATING LARORATORY 

STUDIES 20-432613 APPROVED 2/28/2014 

AKH INC. ADVANCING KNOWLEDGE IN HEALTHCARE 50-2560 
HIV/AIDS 1 HOUR UPDATE FOR FLORIDA HEALTH PROFESSIONALS 2013- 

2015 20-409121 APPROVED 1/8/2014 

FLORIDA SOCIETY OF HEALTH SYSTEM PHARMACISTS 50-3036 

REDUCING MEDICATION ERRORS THROUGH IMPLEMENTING A 

CONTINUOUS QUALITY IMPROVEMENT PROGRAM 20-425390 APPROVED 1/22/2014 
PUTNAM COMMUNITY MEDICAL CENTER 50-13181 INFECTION PREVENTION 20-427317 APPROVED 1/31/2014 
FREECECOM 50-3515 PREVENTING MEDICATION ERRORS IN PHARMACY PRACTICE 20-430280 APPROVED 2/20/2014 
FLORIDA A&M UNIVERSITY COLLEGE OF PHARMACY AND 
DHARMACEUTICAL SCIENCES 50-3072 

HEALTH EQUITY: AN INTERPROFESSIONAL APPROACH TO IMPROVE 

HEALTH IN THE UNDERSERVED 20-428277 APPROVED 2/14/2014 
FREECECOM 50-3515 THE GRAYING OF HIV 20-426526 APPROVED 2/28/2014 

DADE COUNTY PHARMACY ASSN C/O ACE VES 50-2488 

18TH ANNUAL SOUTH FLORIDA RESIDENCY SEMINAR ON THE ROAD TO 

PROVIDING PRIMARY CARE SERVICES - RCE SUN 20-418312 APPROVED 1/8/2014 
UNIVERSITY OF FLORIDA COLLEGE OF PHARMACY 50-2419 A SYSTEMATIC APPROACH TO CONSULTANT PHARMACY SERVICES 20-426219 APPROVED 1/31/2014 

FLORIDA SOCIETY OF HEALTH SYSTEM PHARMACISTS 50-3036 

PREVENTING MEDICATION ERRORS WITH INSULIN- A SYSTEMS-BASED 

APPROACH 20-427877 APPROVED 1/22/2014 

'LORIDA PHARMACY ASSOCIATION 50-754 

REDUCING MEDICATION ERRORS THROUGH IMPLEMENTING A CQI 

PROGRAM 20-432638 APPROVED 2/28/2014 
FLORIDA PHARMACY ASSOCIATION 50-754 9EGIJLATORY AND LAW CONFERENCE 20-424711 APPROVED 1/8/2014 

DADE COUNTY PHARMACY ASSN C/O ACE VES 50-2488 

18TH ANNUAL SOUTH FLORIDA RESIDENCY SEMINAR ON THE ROAD TO 

PROVIDING PRIMARY CARE SERVICES - RCE SUN 20-418311 APPROVED 1/8/2014 
FLORIDA SOCIETY OF HEALTH SYSTEM PHARMACISTS 50-3036 NORTHEAST SOCIETY RESIDENT FORUM 2014 20-425701 APPROVED 1/24/2014 
FLORIDA PHARMACY ASSOCIATION 50-754 FPA PAIN MANAGEMENT CONFERENCE 20-432634 APPROVED 2/28/2014 

BAPTIST HEALTH 50-178 

FIRST COAST INFECTIOUS DISEASE/CLINICAL MICROBIOLOGY SYMPOSIUM 

2014 20-419874 APPROVED 1/8/2014 
I ITECH INSTITUTE, INC. 50-14732 MEDICATION SAFETY AND THE PHARMACY TECHNICIAN 20-421782 APPROVED 1/8/2014 
FLORIDA PHARMACY ASSOCIATION 50-754 AN OVERVIEW OF HIV AIDS MANAGEMENT 20-431456 APPROVED 2/20/2014 

FLORIDA PHARMACY ASSOCIATION 50-754 

REDUCING MEDICATION ERRORS THROUGH IMPLEMENTING A 

CONTINUOUS QUALITY IMPROVEMENT PROGRAM 20-424713 APPROVED 1/8/2014 
NOVA SOUTHEASTERN UNIVERSITY COLLEGE OF PHARMACY 50-2759 INTEGRATIVE NUTRITION 20-429311 APPROVED 2/20/2014 
UNIVERSITY OF FLORIDA COLLEGE OF PHARMACY 50-2419 MINIMIZING THE RISK OF POLYPHARMACY IN THE OLDER ADULT 20-418964 APPROVED 1/8/2014 
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Individual Name 
Deborah Williams 
Less Maria Martino 
Madhurie Maharaj 
Carlos Palacios 
David Mafdali 
Beatriz Morales 
Amtus Sami Shafiq 
Kristen Fanning Parker 
LaWanda Johnson 

Title of Course 
Pri-Med South Annual Conference 
Primary Care: Dermatology and Oral Dermatology Review 
Optimal Management of HIV Disease & Hepatitis Clinical Conference 
Optimal Management of HIV Disease & Hepatitis Clinical Conference 
Pri-Med South Annual Conference 
ACCP Ambulatory Care Preparatory Review 
Optimal Management of HIV Disease & Hepatitis Clinical Conference 
ASHP Midyear Clinical Meeting 
Scope of Pain 

Hours Offered 
19 hours of general credit 
19 hours of general credit 
14 hours of general credit 
14 hours of general credit 
18 hours of general credit 
12 hours of Consultant Recertification 
14 hours of general credit 
15 hours of Consultant Recertification 
3 hours of Consultant Recertification 



Individual Name Title of Course Hours Offered 
Tevieca Johnson HIV 501 Update 5 hours of General 
David Mafdali Pri-Med Annual Conference 2 hours of Med Error 



MEETING MINUTES 
DEPARTMENT OF HEALTH 

BOARD OF PHARMACY 
FULL BOARD MEETING 

February 11-12, 2014 
The Florida Hotel & Conference Center 

1500 Sand Lake Road 
Orlando, FL 32809 

(407) 859-1500 

Board : 
Jeffrey J. Mesaros, PharmD, Chair, Orlando 
Michele Weizer, PharmD, Vice-Chair, Boca Raton 
Leo J. "Lee" Fallon, BPharm, PhD, The Villages 
Albert Garcia, BPharm, MHL, Miami 
Debra B. Glass, BPharm, Tallahassee 
Gavin Meshad, Consumer Member, Sarasota 
Mark Mikhael, PharmD, Orlando 
Jeenu Philip, BPharm, Jacksonville 
Lorena Risch, Consumer Member, Bradenton 

Board : 
Tammy Collins, Acting Executive Director 
Christy Robinson, Program Operations Administrator 
Jay Cumbie, Regulatory Specialist II 

Board : 
David Flynn, Assistant Attorney General 
Lynette Norr, Assistant Attorney General 

Department of Health : 
Yolonda Green, Assistant General Counsel 
Matthew Witters, Assistant General Counsel 

Tuesday, February 11, 2014 — . 
1:04 p.m. Call to Order by Jeffrey J. Mesaros, PharmD, Chair 

Mrs. Risch was not present. 

Dr. Mesaros thanked Mr. Garcia for his role and service as the Chair to the Board of Pharmacy over the 
past year. 

TAB1 REPORTS 
A. Chair's Report — Jeffrey J. Mesaros, PharmD, Chair 

1. 2014 Board Member Assignments 

Dr. Mesaros informed the Board members of their appointments to the various Board of Pharmacy 
committees. The results were as follows: 

Rules Committee 
Dr. Mesaros (Chair) 
Mrs. Glass 
Dr. Mikhael 
Mr. Phillip 
Dr. Weizer 

Compounding Rules Committee 
Dr. Weizer (Chair) 
Dr. Fallon 
Mrs. Glass 
Dr. Mikhael 

Prescription Drug Abuse Committee 
Mr. Meshad (Chair) 
Dr. Fallon 
Mrs. Glass 
Mr. Philip 

Application Review Committee Mrs. Glass and Dr. Mikhael 
Legislative Liaison Mr. Philip 
Unlicensed Activity Liaison Dr. Mikhael 
Prescription Drug Monitoring Program Liaison Mr. Philip 
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Wholesale Advisory Committee Mr. Garcia 
Tripartite Committee Dr. Fallon (Chair) 
Budget Liaison Dr. Weizer 
DEA Liaison Mr. Garcia 
Weight of the State Liaison Mr. Garcia 

2. 2014 Association Meeting Assignments 

Dr. Mesaros informed the Board members of their association meeting assignments for 2014. The results 
were as follows: 

FSHP House of Delegates Dr. Wiezer 
NABP Annual Meeting Dr. Mesaros with Mrs. Glass as the alternate. 
NABP District III Dr. Mesaros with Mrs. Glass as the alternate. 
NABP MPJE/NAPLEX/FPGEE Mrs. Glass 
FPA Law & Regulatory Conference Dr. Mikhael 
FPA April Clinical Conference Dr. Mikhael 
FPA May Law & Clinical Conference Dr. Mikhael 
FPA Annual Convention Dr. Fallon 
FPA Southeastern Gathering Dr. Fallon 

B. Acting Executive Director's Report Tammy Collins 

Ms. Collins and Dr. Mesaros informed the Board and audience that Florida will be hosting the annual 
MALTAGON meeting in October 2014. Dr. Mesaros stated that the meeting will be held in the St. 
Petersburg, Florida area. 

1. Compounding Rules Committee Report Michele Weizer, PharmD 

Dr. Weizer provided a brief overview of the proceedings from the February 10, 2014 Compounding Rules 
Committee and requested Mr. Flynn provide an overview of the Federal Legislation that was discussed. 

Mr. Flynn gave a brief introduction to The Drug Quality & Security Act and provided an overview of the 
exemptions provided in Section 503A. Mr. Flynn discussed outsourcing facilities and explained their 
exemptions from the "new drug application" and "directions for use" but stated the facilities must comply 
with the manufacturer's current good manufacturing practices. Mr. Flynn went on to illustrate some 
potential issues for the Board: "Can you compound without being an outsourcing facility?" and "Who 
will regulate outsourcing facilities?" 

Dr. Weizer stated to the Board that Rule 64B16-27.700 may need to be altered to add language stating 
that office-use compounding must be in compliance with the Federal Legislation. Dr. Weizer then went 
on to discuss the changes made to Rule 64B 16-27.797 including the addition of language describing low- 
volume compounding of hazardous items as no more than 40 doses a month. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to approve the language revisions to Rule 64B16- 
27.797. Motion carried. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, that there is not an adverse economic impact on small 
business. Motion carried. 
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Dr. Weizer reported that the legislation regarding the out-sourcing facilities and non-resident pharmacies 
has been redrafted to include provisions requiring non-resident pharmacies to be compliant with USP797 
and provides Florida the authority to inspect the non-resident pharmacies at the cost of the pharmacy. 

2. Update on Executive Director Position Michele Weizer, PharmD 

Dr. Weizer informed the Board that interviews for the position were held and that the Board is still 
accepting applications to fill the position. 

Dr. Mesaros thanked Ms. Tammy Collins for her hard work acting as Executive Director during the 
search for a new permanent Executive Director. 

3. 2014 Legislative Update Summary 

Ms. Collins provided an update to some current legislation that includes provisions to require 
prescriptions to have the date formatted a particular way. 

Mr. Garcia expressed his concerns and stated that would not support the legislation due to the fact that the 
he believes the legislation doesn't increase safety to the public nor prevent any prescription fraud from 
occurring. 

Dr. Mesaros stated that legislation may cause a delay issue. 

Dr. Mesaros then introduced Chapter 465.014 dealing with direct supervision of pharmacy technicians as 
the next topic for discussion. 

Dr. Weizer provided data and examples from the profession showing how increased distractions and 
errors can lead to deaths. Dr. Weizer then went on to state that increased technicians ratios will lead to an 
increased amount of errors. 

Mr. Garcia stated that increased technician ratios would reduce errors because each tech would be better 
able to focus on each particular function due to the decreased amount of distractions. 

Mr. Philip spoke in support of Mr. Garcia's comments and went on to state that increased technician 
ratios would allow the pharmacist to dedicate more time to performing high-level pharmacist functions. 
Mr. Philip went on to state that the appropriate technician ratio should be determined by the particular 
practice setting and that the pharmacist should have the right to use his professional judgment in making 
that determination. 

Dr. Mikhael stated that the appropriate technician ratio is highly dependent on the type of practice. Dr. 
Mikhael went on to state his opposition to the legislation and that the Board should retain the authority to 
determine if an increased technician ratio is appropriate for a particular practice setting. 

Mrs. Glass stated that the Board should also consider that there is not currently a limit to the amount of 
technicians in training and pharmacist interns that are counted towards the ratio when deciding whether or 
not to raise the technician ratio. 

Dr. Fallon stated that he doesn't feel that an increase to the technician ratio would necessarily cause more 
errors though he would be more comfortable with a 4:1 ratio in his particular practice setting. Dr. Fallon 
went on to stress the importance of increased education for pharmacy technicians and increased pay for 
pharmacy technicians. 
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Mr. Me shad stated that he believes the technician ratio should be left alone and that if a pharmacist wants 
an exemption to the current technician ratio, they should have to come before the Board. 

Bob Parrado approached the Board and pointed out that all the states without a ratio combined don't fill 
as many prescriptions as Florida and stated that volume directly relates to errors. Mr. Parrado also 
pointed out that technician's hours are getting cut too much as it is now. 

Dr. Mesaros referenced a previous discussion regarding registered pharmacy technicians performing non- 
technician functions and whether or not they are counted towards the ratio. Dr. Mesaros then went on to 
state that he doesn't feel the 3:1 ratio is currently working for all practice settings. 

Dr. Mesaros questioned if "amount of technicians allowed to supervise" can be added as a licensing 
condition, to which Ms. Green and Mr. Witters of prosecution services confirmed. 

Mr. Me shad reiterated the fact that a jump from 1:1 to 6:1 is a drastic change and stated his belief that the 
small group that will benefit will be greatly outnumbered by the larger amount that won't benefit. 

Dr. Weizer stated that "education for pharmacy technicians" needs to be added to the rules committee 
agenda and that the Board needs to start requiring certification as a licensing requirement to go along with 
the current registration format. 

Ms. Collins stated the process in place for approval and ratification of technician ratios as it currently 
stands. 

Dr. Mesaros requested that the Board suspend the rest of this discussion until the end the day. 

Ms. Collins provided an update to the current PDMP Bill language and the new use of the pharmacy trust 
fund to pay for the database. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to support the use of the trust fund to support the 
PDMP but not to increase the application fees to do so. (Motion was not voted on due to continued 
discussion) 

Brian Kahan approached the Board to state that the PDMP is in financial distress and that there is a risk 
that the funds could get swept and never make it to the PDMP. Mr. Kahan went on to state that the Board 
should take a formal stance in support of the funds being directly allocated to the PDMP. 

Dr. Weizer withdrew her motion from above with Dr. Mikhael withdrawing his second. 

Motion: by Mr. Meshad, seconded by Dr. Fallon, to support the current legislation. Motion carried. 

4. Update on Sterile Compounding Permits 

Ms. Collins provided an update on the sterile compounding permits. Ms. Collins stated that there have 
been 75 licenses issued and that there are currently 85 open applications. Ms. Collins then went on to 
state that a second notice letter was sent out on January 27, 2014 regarding the new permit. 

5. Approval of MAD-ID CE Course and Retrospective Approval for CE 
Participants Michele Weizer, PharmD 
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Dr. Weizer gave an overview of the application and request by MAD-ID for retrospective approval for 
CE approval. 

Dr. Weizer requested the Board approve the request and stated that the program does meet the 
requirements for a consultant program. 

Motion: by Dr. Weizer, seconded by Dr. Fallon, to approve request. Motion carried. 

C. Attorney General's Report — Lynette Norr, Assistant Attorney General 
1. Rules Report 

Lynette Non gave an overview of the new format of the rules report and then went to report that 5 rules 
have been adopted since the last Board of Pharmacy meeting. Ms. Non stated Rule 64B16-28.901, 
28.450, 30.001, 28.301, and 28.810 as the newly adopted rules. Ms. Non then stated Rule 64B16-28.140, 
28.608, 28.303, and 28.100 are currently in progress. 

2. Requests for Declaratory Statements 
a. BTV Pharmacy 

Jennifer Baun was present on behalf of BTV Pharmacy. 

Mr. Flynn advised the Board that they cannot make a declaratory statement in response to an individual's 
particular situation. Mr. Flynn then stated for the above reason, the Board cannot issue a declaratory 
statement for this particular matter. 

Motion: by Dr. Fallon, seconded by Mr. Garcia, to deny issuance of a declaratory statement. Motion 
carried. 

b. Florida Hospital Home Infusion, LLP 

Motion: by Dr. Mesaros, seconded by Mr. Garcia, to move request for a declaratory statement to the 
April Board of Pharmacy meeting. Motion carried. 

3. Request for Variance of Waivers TeamCare Pharmacy Service 

Mark Schneider was present on behalf of TeamCare Pharmacy Service and sworn in by the court reporter. 

Mr. Schneider described his business model and explained why he doesn't necessarily work a typical 40 
hour work week. Mr. Schneider then stated that his business is not open to the general public and has no 
desire to open up a community pharmacy. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, to allow variance of waivers with the conditions that the 
non-sterile compounding take place separate from the sterile compounding and that the non-sterile 
compounding be compliant with USP Chapter 795. Motion carried. 

D. Prosecution Services Report — Yolonda Green, Assistant General Counsel 

Ms. Green provided the Prosecution Services Report and stated that the Pharmacy team is still planning 
on adding another member in the future. 
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Motion: by Mrs. Glass, seconded by Dr. Fallon, to approve the minutes. Motion carried. 

Dr. Mesaros requested the Board conclude their discussion on direct supervision of technicians and 
technician staffing ratios. 

Mr. Meshad proposed the idea of allowing a 6:1 technician ratio as long as the Board kept oversight. 

Dr. Mikhael requested representatives of the various associations express their stance on the issue. 

Pam White (Florida Society of Health-System Pharmacists) approached the Board and stated that FSHP is 
in opposition to the proposed legislation. 

Gore Alvarez (Florida Pharmacy Association) approached the Board and stated that the FPA is in 
opposition to the proposed legislation. 

Motion: by Mrs. Glass, seconded by Mr. Meshad, to support a 3:1 ratio and anything above a 3:1 ratio 
should remain subject to Board approval. Motion carried. 

Public : 
Dr. Jeff Mesaros opened the floor up to public comments: 

Motion: by Mrs. Glass, seconded by Dr. Weizer, to adjourn the meeting at 5:40p.m. Motion carried. 

Wednesday, October 9, 2013 — 9:00 a.m 
9:02 a.m. Call To Order by Jeff J. Mesaros, PharmD 

Mrs. Risch was not present. 

TAB 3 Rules Committee Report — Jeffrey J. Mesaros. PharmD. Chair 

Ms. Non gave a brief overview of the proceedings from the Rules Committee held on February 11, 2014. 

Ms. Norr described the changes made to Rule 64B16-28.303 and requested a vote from the Board. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, to approve the changes to the rule. Motion carried. 

Motion: by Dr. Mesaros, seconded by Dr. Fallon, that there is not an adverse economic impact on small 
business. Motion carried. 

Motion: by Dr. Weizer, seconded by Dr. Fallon, that the changes will not directly or indirectly increase 
regulatory costs to any entity including government in excess of $200,000.00 in aggregate in Florida 
within one year after the implementation of the rule. Motion carried. 

Ms. Non described the changes to Rule 64B16-26.1031 and requested a vote from the Board. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, to approve the changes to the rule. Motion carried. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, that there is not an adverse economic impact on small 
business. Motion carried. 
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Motion: by Dr. Mikhael, seconded by Dr. Fallon, that the changes will not directly or indirectly increase 
regulatory costs to any entity including government in excess of $200,000.00 in aggregate in Florida 
within one year after the implementation of the rule. Motion carried. 

Ms. Norr listed the various rules that were updated to reflect the 4 year record retention rule and requested 
a vote from the Board. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to approve the changes to the various rules. Motion 
carried. 

Motion: by Dr. Mesaros, seconded by Mrs. Glass, that there is not an adverse economic impact on small 
business. Motion carried. 

Motion: by Dr. Mikhael, seconded by Mr. Philip, that the changes will not directly or indirectly increase 
regulatory costs to any entity including government in excess of $200,000.00 in aggregate in Florida 
within one year after the implementation of the rule. Motion carried. 

TAB 4 DISCIPLINARY CASES — Yolonda Green, Assistant General Counsel 

A. SETTLEMENT AGREEMENT- APPEARANCE REQUIRED CASES 
A-i John T. Reading, PS 10065 — Pensacola, FL 

Case No. 20 12-16088 - PCP Mesaros/Glass 

Respondent violated: 
Count One: Section 456.072(1)(k) and Section 465.016(1)(r), F.S. (2012), by violating Section 
465.022(11)(a), F.S., by failing to ensure the permittee's compliance with all rules adopted under those 
chapters as they relate to the practice of the profession of pharmacy and the sale of prescription drugs. 

Terms of Settlement : Respondent shall be present. Respondent shall pay costs of 
$1,375.72. Respondent shall pay a fine of $2,000.00 within 90 days. 

Respondent was not present nor represented by counsel. 

Motion: by Dr. Mikhael, seconded by Mr. Philip, to waive required appearance. Motion carried. 

Motion: by Dr. Mikhael, seconded by Mr. Meshad, to reject the Settlement Agreement. Motion carried. 

Motion: by Mr. Philip, seconded by Dr. Fallon, for the same Settlement Agreement with the addition of a 
12 hour laws and rules CE and a 1 year probationary period. Motion carried. 

Motion: by Dr. Mikhael, seconded by Mr. Meshad, to vacate counter offer and allow the department to 
withdraw the case from the agenda. Motion carried. 

A-2 Enrique Moises Pallares, PS 24103 Weston, FL 
Case No. 2013-07014 PCP: FallonIGlass 

Respondent violated: 
Count One: Section 465.016(l)(g), F.S. (2012), by using in the compounding of a prescription, or 
furnishing upon prescription, an ingredient or article different in any manner from the ingredient or article 
prescribed. 
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Terms of Settlement : Respondent shall by present. Respondent shall pay a fine of $250.00 
within 30 days. Respondent shall pay costs limited to $1,690.79 within 90 days. 

Respondent was present and sworn in by the court reporter. Respondent was represented by Kevin Jacob, 
Esquire. 

Motion: by Mr. Philip, seconded by Dr. Mikhael, to accept the Settlement Agreement. Motion carried. 

A-3 Michael W. Halfen, PS 32618 Pensacola, FL 
Case No. 20 13-02905 PCP: Fallon/Glass 

Respondent violated: 
Count One: Section 465.016(1)(r), F.S. (2012), by violating Section 465.022(1 1)(a), F.S. (2012), by 
failing to ensure the permittee' s compliance with all rules adopted under those chapters as they relate to 
the practice of the profession of pharmacy and the sale of prescription drugs. 

Terms of Settlement Agreement: Respondent shall be present. Respondent shall pay an administrative 
fine in the amount of $1,000.00 payable within 90 days. Respondent shall pay costs limited to $664.38. 
Respondent shall complete an 8 hour Laws and Rules CE within 1 year. 

Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to accept the Settlement Agreement. Motion carried. 

A-4 William Clero, RPT 11309 Miami, FL 
Case No. 20 13-05745 PCP: Weizer/Meshad 

Respondent violated 
Count One: Section 456.072(1)(a), F.S. (2009), by making misleading, deceptive, or fraudulent 
representations in or related to the practice of the licensee's profession. 

Terms of Settlement : Respondent shall be present. Respondent shall pay administrative 
fine in the amount of $2,000.00 payable within lyear. Respondent shall pay costs not to exceed 
$2,273.28. Respondent shall be placed on probation for 2 years. Respondent shall complete a 12 hour 
laws and rules CE to be completed within 1 year. 

Motion: by Mrs. Glass, seconded by Dr. Mikhael, to allow a continuance on this case. Motion carried. 

A-5 Magdi Mikhail Bishara, PS 47410— Clearwater, FL 
Case No. 2013-09121 PCP: Mesaros/Risch 

This case was granted a continuance to a future Board meeting. 

A-6 Praven Ananthula, PS 42006 Orlando, FL 
Case No. 2012-12301 PCP FallonlGlass 

Count One: Respondent violated Section 465.016(1)(g), F.S. (2012), by furnishing upon prescription an 
ingredient or article different in any manner from the ingredient or article prescribed. 
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Terms of Settlement : Respondent shall be present. Respondent shall pay administrative 
fine in the amount of $1,000.00 payable within 90 days. Respondent must pay costs of $1,724.90 within 
90 days. Respondent must completed an 8 hour med errors CE. 

Respondent was present and sworn in by the court reporter. Respondent was represented by Lance 
Leider, Esquire. 

Motion: by Dr. Mikhael, seconded by Mr. Philip, to accept the Settlement Agreement. Motion carried. 

A-7 Serenity Pharmacy, Corp., PH 26021 Miami, FL 
Case No. 2012-18539 PCP Mesaros/Risch 

Count One: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating Section 499.005(18), 
F.S. (2012), by violating Rule 61N-1.012(10(a), F.A>C., which requires that records to document the 
movement of drugs, devices or cosmetics must provide a complete audit trail from a person's receipt or 
acquisition to sale or other disposition of the product or component. 

Terms of Settlement : Respondent shall be present. Respondent shall pay a fine of 
$5,000.00 within 90 days. Respondent shall pay costs limited to $2,500.00 within 90 days. Respondent 
shall be placed on probation for a period of one year that includes semi-annual inspections at the 
respondent's cost and an appearance before the Board in the final 3 months of probationary period. 

Respondent was not present nor represented by counsel. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, to waive required appearance. Motion carried. 

Motion: by Mr. Meshad, seconded by Mr. Philip, to reject the Settlement Agreement. Motion carried. 

Motion: by Mr. Meshad, seconded by Mr. Philip, for revocation of licensure. Motion carried. 

B. DETERMINATION OF WAIVER 

DOW-i Cantonment Pharmacy Inc., PH 2748 Cantonment, FL 
Case No. 2012-16087 PCP Mesaros/Glass 

Respondent was not present nor represented by counsel. 

Count One: Respondent 465.023(1)(c), F.S. (2012), by violating Section 465.015(2)(c), F.S. (2012), by 
selling or dispensing drugs as defined in Section 465.003(8) without first being furnished with a 
prescription. 

Motion: by Dr. Mikhael, seconded by Mr. Garcia, to accept the investigative report into evidence for the 
purposes of imposing a penalty, find that respondent was properly served and has waived the right to a 
formal hearing, adopt the findings, facts, and conclusions of law set forth in the Administrative Complaint 
and find that this constitutes a violation of the Pharmacy Practice Act. Motion carried. 

Recommended Penalty: Administrative Fine of $2,000.00 and costs of $879.72. 

This case was granted a continuance. 

Motion: by Mr.Meshad, seconded by Mr. Fallon, to have the Pharmacy inspected. Motion carried. 
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DOW-2 Gulf Medical Services, Inc., PH 18700— Milton, FL 
Case No. 20 13-02904 PCP Fallon/Glass 

Count One: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating Rule 64B16-27.797- 
(1)(i)(4), F.A.C., which requires storage of high-risk level CSPs to be stored within specified time 
periods, in the absence of a sterility test for the high-risk CSPs. 
Count Two: Respondent has violated Section 465.023(1)(c), F.S. (2012), by violating Rule 64B16- 
27.797(1)(i)(7), F.A.C., which requires that all compounding personnel complete a media-filled test that 
represents high-level compounding on a semi-annual basis. 

DOW-2 was withdrawn from the agenda. 

DOW-3 SAR Pharmacy Discount, Inc., PH 25265 Miami, FL 
Case No. 2012-16646 PCP Fallon/Glass 

Count One: Respondent violated Section 465 .023(1)(c), F.S. (2012), by violating a rule of the Board of 
Pharmacy, through a violation of Rule 64B16-28.202(3), F.A.C., by failing to notify the Board of 
Pharmacy in writing as to the effective date of closure, return the pharmacy permit to the Board of 
Pharmacy office or arrange with the local Bureau of Investigative Services of the Department to have the 
pharmacy permit returned to the Board of Pharmacy, and/or notify the Board of Pharmacy which 
permittee is receive the prescription files. 

Respondent was not present nor represented by counsel. 

Motion: by Mr. Philip, seconded by Dr. Weizer, to accept the investigative report into evidence for the 
purposes of imposing a penalty, find that respondent was properly served and has waived the right to a 
formal hearing, adopt the findings, facts, and conclusions of law set forth in the Administrative Complaint 
and find that this constitutes a violation of the Pharmacy Practice Act. Motion carried. 

Recommended Penalty: Revocation 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to accept the recommendations of the Department. 
Motion carried. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to allow prosecution to withdraw their motion to 
assess costs. Motion carried. 

DOW-4 SAR Pharmacy Discount, Inc., PH 25266 Miami, FL 
Case No2012-16637 PCP Fallon/Glass 

Respondent was not present nor represented by counsel. 

Count One: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating a rule of the Board of 
Pharmacy, through a violation of Rule 64B16-28.202(3), F.A.C., by failing to notify the Board of 
Pharmacy in writing as to the effective date of closure, return the pharmacy permit to the Board of 
Pharmacy office or arrange with the local Bureau of Investigative Services of the Department to have the 
pharmacy permit returned to the Board of Pharmacy, and/or notify the Board of Pharmacy which 
permittee is receive the prescription files. 
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Motion: by Dr. Weizer, seconded by Mr. Meshad, to accept the investigative report into evidence for the 
purposes of imposing a penalty, find that respondent was properly served and has waived the right to a 
formal hearing, adopt the findings, facts, and conclusions of law set forth in the Administrative Complaint 
and find that this constitutes a violation of the Pharmacy Practice Act. Motion carried. 

Recommended Penalty: Revocation 

Motion: by Dr. Weizer, seconded by Mr. Meshad, to accept the recommendations of the Department. 
Motion carried. 

Motion: by Dr. Weizer, seconded by Mr. Meshad, to allow prosecution to withdraw their motion to 
assess costs. Motion carried. 

DOW-5 Latoria Denise Jones, RPT 45081 Sebastian, FL 
Case No. 20 13-12375 PCP FallonlGlass 

Respondent was not present nor represented by counsel. 

Count One: Respondent violated Section 465.016(1)(e), F.S. (2012-2013), by violating Chapter 893, 
F.S. (2012-2013). 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to accept the investigative report into evidence for the 
purposes of imposing a penalty, find that respondent was properly served and has waived the right to a 
formal hearing, adopt the findings, facts, and conclusions of law set forth in the Administrative Complaint 
and find that this constitutes a violation of the Pharmacy Practice Act. Motion carried. 

Recommended Penalty: Revocation 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to accept the recommendations of the Department. 
Motion carried. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to allow prosecution to withdraw their motion to 
assess costs. Motion carried. 

C. VOLUNTARY RELINQUISHMENTS 

Motion: by Dr. Weizer, seconded by Dr. Fallon, to accept Voluntary Relinquishments #2,4,5,6, and 7. 

Motion carried. 

YR-i Beverly Lynn Jackson, RPT 38762 Keystone Heights, FL 
Case No. 2013-07018 PCP Griffin/Mesaros 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

Motion: by Dr. Mikhael, seconded by Mrs. Glass, to accept the Voluntary Relinquishment. Motion 
carried. 

VR-2 Patrick Carpenter, PSI 13115 St. Augustine, FL 
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Case No. 2013-058 17 PCP (None) 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

See group motion above. 

VR-3 Samuel E. Wahba, PS 27213 Palm Harbor, FL 
Case No. 20 13-07373 PCP MeshadlWeizer 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

Motion: by Mrs. Glass, seconded by Dr. Fallon, to accept the Voluntary Relinquishment. Motion carried. 

VR-4 1st Choice Pharmacy, PH 24233 Ft. Lauderdale, FL 
Case No. 2013-15021 PCP (Waived) 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

See group motion above. 

VR-5 1st Choice Pharmacy, PH 25895 Ft. Lauderdale, FL 
Case No. 2013-15019 PCP Waived 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

See group motion above. 

VR-6 Leyva Coralia Perez, PSI 21750 Miami, FL 
Case No. 2013-13537 — PCP (Waived) 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

See group motion above. 

VR-7 Jeffrey Alan Sussman, PS 18577 Coral Springs, FL 

Case No. 2011-12057 PCP RischlMullins 

The Department suggests that the Board entertain a Motion Accepting the Voluntary Relinquishment 
executed by Respondent in resolution of this case. 

See group motion above. 

D. BOARD ACTION BY HEARING NOT INVOLVING DISPUTED ISSUES OF 
MATERIAL FACT 
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I-i Sanford D. Duckman, PS 27319 Boynton Beach, FL 
Case No. 20 13-07508 PCP Glass/Mesaros 

Respondent was not present nor represented by counsel. 

Count One: Respondent violated Section 456.072(1)(k), F.S. (2012), by violating Section 
465.022(1 1)(a), F.S. (2012), by failing to ensure a sign in block letters not less than one inch in height 
stating the hours the prescription department is open each day was displayed either at the main entrance 
of the establishment or near the place where prescriptions are dispensed in a prominent place that is in 
clear and unobstructed view, as required by Rule 64B16-28.1081, F.A.C. 

Motion: by Mr. Meshad, seconded by Dr. Mikhael, to accept the investigative report into evidence for the 
purposes of imposing a penalty. Motion carried. 

Motion: by Mr. Meshad, seconded by Dr. Mikhael, to find that respondent was properly served and has 
requested a formal hearing. Motion carried. 

Motion: by Mr. Meshad, seconded by Dr. Mikhael, to adopt the findings and facts as set forth in the 
Administrative Complaint. Motion carried. 

Motion: by Mr. Meshad, seconded by Dr. Mikhael, to adopt the conclusions of law set forth in the 
Administrative Complaint and find that this constitutes a violation of the Pharmacy Practice Act. Motion 
carried. 

Departments Recommendation: Costs of $284.32, Administrative fine of $2,000.00, 12 hour laws and 
rules CE, cannot be a prescription department manager for 1 year. 

Motion: by Mr. Philip, seconded by Dr. Mikhael, to accept the recommendations of the Department. 
Motion carried. 

1-2 La Perla Pharmacy, Inc., PH 24200 Miami, FL 
Case No. 2012-18263. PCP Meshad/Weizer 

Respondent was not present nor represented by counsel. 

Count One: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating a rule of the Board of 
Pharmacy, through a violation of Rule 64B16-28.109, F.A.C. 

Motion: by Mrs. Glass, seconded by Dr. Mikhael, to accept the investigative report into evidence for the 
purposes of imposing a penalty. Motion carried. 

Motion: by Mrs. Glass, seconded by Dr. Mikhael, to find that respondent was properly served and has 
requested a formal hearing. Motion carried. 

Motion: by Mrs. Glass, seconded by Dr. Mikhael, to adopt the findings and facts as set forth in the 
Administrative Complaint. Motion carried. 

Motion: by Mrs. Glass, seconded by Dr. Mikhael, to adopt the conclusions of law set forth in the 
Administrative Complaint and find that this constitutes a violation of the Pharmacy Practice Act. Motion 
carried. 
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Departments Recommendation: Administrative fine of $2,000.00, costs of $1,142.56, and probationary 
period of 1 year with semi-annual inspections at respondents costs. 

Motion: by Mr. Philip, seconded by Dr. Fallon, to accept the recommendations of the Department. 
Motion carried. 

1-3 Franako Pharmacy, Inc., PH 25600 West Palm Beach, FL 
Case No. 20 13-07506 PCP Glass/Mesaros 

Kwame Kycrematen was present on behalf of Franako Pharmacy and sworn in by the court reporter. 
Respondent was not represented by counsel. 

Count One: Respondent violated Section 456.072(1)(k), F.S. (2012), by violating Section 
465.022(1 1)(a), F.S. (2012), by failing to ensure a sign in block letters not less than one inch in height 
stating the hours the prescription department is open each day was displayed either at the main entrance 
of the establishment or near the place where prescriptions are dispensed in a prominent place that is in 
clear and unobstructed view, as required by Rule 64B16-28.1081, F.A.C. 
Count Two: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating Rule 64B16- 
28.140(4), F.A.C., by failing to ensure that the written record for each batchlsub-batch of a compounded 
product under Rule 64B16-27.700, F.A.C. included all the required information. 
Count Three: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating Rule 64B16- 
28. 140(3)(d), F.A.C., by failing to ensure that each individual pharmacist who dispenses or refills a 
prescription drug order verify that the data indicated on the daily hard-copy printout is correct, by dating 
and signing such document in the same manner as signing a check or legal document within seven days 
from the date of dispensing. 
Count Four: Respondent violated Section 465.023(1)(c), F.S. (2012), by violating Rule 64B16-28.1 10, 
F.A.C., by failing to ensure that deteriorated pharmaceuticals, or pharmaceuticals which bear upon the 
container an expiration date in which date has been reached were removed from stock. 

Motion: by Mr. Philip, seconded by Dr. Mikhael, to accept the investigative report into evidence for the 
purposes of imposing a penalty. Motion carried. 

Motion: by Dr. Mikhael, seconded by Mr. Philip, to find that respondent was properly served and has 
requested a formal hearing. Motion carried. 

Motion: by Mr. Philip, seconded by Dr. Mikhael, to adopt the findings and facts as set forth in the 
Administrative Complaint. Motion carried. 

Motion: by Dr. Mikhael, seconded by Mr. Philip, to adopt the conclusions of law set forth in the 
Administrative Complaint and find that this constitutes a violation of the Pharmacy Practice Act. Motion 
carried. 

Departments Recommendation: Fine of $2,500.00, costs of $610.63, and probationary period of 1 year 
with semi-annual inspections at the respondents cost. 

Motion: by Mr. Philip, seconded by Dr. Mikhael, to accept the recommendations of the Department with 
the amendment that the fine is eliminated. Motion carried. 

1-4 James M. Maister, PS 34202 Wesley Chapel, FL. 
Case No. 2010-19143 PCP Meshad/Weizer 
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Respondent was present and sworn in by the court reporter. Respondent was represented by Ed Bayo, 
Esquire. 

Count One: Respondent violated Section 465.016(1)(e), F.S. (2010), by a violation of 893.13(7)(a)9, 
F.S. (2009), by attempting to obtain a controlled substance by fraud, a third degree felony. 

Motion: by Mrs. Glass, seconded by Mr. Philip, to accept the investigative report into evidence for the 
purposes of imposing a penalty. Motion carried. 

Motion: by Mrs. Glass, seconded by Mr. Philip, to find that respondent was properly served and has 
requested a formal hearing. Motion carried. 

Motion: by Mrs. Glass, seconded by Mr. Philip, to adopt the findings and facts as set forth in the 
Administrative Complaint. Motion carried. 

Motion: by Mrs. Glass, seconded by Mr. Philip, to adopt the conclusions of law set forth in the 
Administrative Complaint and find that this constitutes a violation of the Pharmacy Practice Act. Motion 
carried. 

Departments Recommendation: Costs of $2,165.07, 12 hour laws and rules CE, and 3 year 
probationary period to run concurrent with PRN contract. 

Dr. Martha Brown (Professional Resource Network) stated that respondent has been in complete 
compliance with terms of the PRN contract. 

Motion: by Mr. Garcia, seconded by Dr. Fallon, to accept the recommendations of the Department. 
Motion carried. 

TAB 5 APPLICATIONS REQUIRING BOARD REVIEW - Debra Glass, BPharm 

A. Examination Applicants 
1. Michael Alan Donato, File: 44245 Melbourne, FL 

Respondent was present and sworn in by the court reporter. Respondent was represented by Edwin Bayo, 
Esquire. 

Dr. Martha Brown (Professional Resource Network) state that the applicant has been in complete 
compliance with PRN contract. 

Motion: by Mrs. Glass, seconded by Dr. Fallon, to accept the application and require applicant to comply 
with same conditions of final order DOH-12-13495 MQA. Motion carried with Mr. Garcia in opposition. 

B. Pharmacy Intern Applications. 
1. Curtis Michael Drees, File: 19170 Fort Loramie, OH 

Respondent was not present nor represented by counsel. 

Motion: by Mrs. Glass, seconded by Mr. Garcia, to reject the application. Motion carried. 

2. Kaitlyn Nemecek, File: 19562 Tampa, FL 
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Respondent was not present nor represented by counsel. 

Motion: by Mrs. Glass, seconded by Dr. Fallon, to accept the application. Motion carried. 

3. Rafa Khundkar, File: 20080 Miami, FL 

Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Mrs. Glass, seconded by Mr. Philip, to accept the application. Motion canied. 

4. Saige Elizabeth Kaufman, File: 20305 Auburn AL 

Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Mr. Meshad, seconded by Dr. Fallon, to grant pending a PRN evaluation. If deemed safe to 
practice, the Board Chair will have authority to grant license. Motion carried. 

5. Dmitriy Matev, File: 19902 Jacksonville, FL 

Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Mrs. Glass, with no second. Motion failed. 

Motion: by Dr. Fallon, seconded by Mrs. Glass, to grant pending a PRN evaluation. If deemed safe to 
practice, the Board Chair will have authority to grant license. Motion carried. 

6. Jonathan James Samuelson, File: 19539 Tampa, FL 

Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Mrs. Glass, seconded by Dr. Weizer, to accept the application. Motion failed. 

Motion: by Mr. Garcia, seconded by Mr. Meshad, to grant pending a PRN evaluation. If deemed safe to 
practice, the Board Chair will have authority to grant license. Motion carried with Dr. Weizer, Dr. 
Mikhael, and Mrs. Glass in opposition. 

C. Registered Pharmacy Technician Applications. 

1. Kayla Cerritos, File: 51118 Clearwater, FL 

Respondent was not present nor represented by counsel. 

Motion: by Mrs. Glass, seconded by Dr. Mikhael, to grant continuance and require an appearance at one 
of the next two Board meetings. Motion carried. 

2. Wandey Alexis, File: 43696 Boca Raton, FL 

Respondent was not present nor represented by counsel. 

Motion: by Mr. Garcia, seconded by Dr. Weizer, to grant continuance and require an appearance at one 
the next two Board meetings. Motion carried. 
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3. April B. Watson, File: 53982 Jay, FL 

Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Dr. Fallon, seconded by Dr. Mikhael, to accept the application. Motion carried. 

D. Pharmacy Permit Applications 

1. American Specialty Pharmacy, Inc., File: 20481 Plano, TX 

Respondent was not present nor represented by counsel. 

Mr. Garcia recused himself from making a determination on this application. 

Motion: by Dr. Weizer, seconded by Dr. Mikhael, to reject the application. Motion carried. 

2. Trinity Care Solutions, LLC, File 20149 Ocala, FL 

Ann Frank was present on behalf of Trinity Care Solutions, LLC and sworn in by the court reporter. 
Respondent was represented by William Furlow, Esquire. 

Dr. Fallon recused himself from making a determination on this application. 

Motion: by Mr. Garcia, seconded by Mr. Meshad, to grant continuance and require an appearance at one 
of the next two Board meetings. Motion carried. 

TAB 6 LICENSURE ISSUES 

A. Request for Termination of Probation 
1. Douglas Kassan — License: 28503 St. Petersburg, FL 

Respondent was not present nor represented by counsel. 

Motion: by Mr. Garcia, seconded by Dr. Weizer, to accept the request for termination of PRN contract. 
Motion carried. 

B. Request for Board Appearance 

1. Michael Shane Miller File: 42786 Gate City, VA 

(This case was moved to the beginning of TAB 4) 

Respondent was present and sworn in by the court reporter. 

Motion: by Dr. Fallon, seconded by Dr. Mikhael, that the respondent has met the criteria required by 
final order and to issue the license immediately. Motion carried. 

C. Appeal of Intent to Deny Licensure 

1. Joshua Klasinski File: 51724— Sarasota, FL 

Page 18 of 19 



Respondent was present and sworn in by the court reporter. Respondent was not represented by counsel. 

Motion: by Mr. Garcia, seconded by Dr. Weizer, to reject the application. Motion carried. 

2. Town and Country Compounding and Consulting Services, LLC File: 
20032 Ridgewood, NJ 

John Herr was present on behalf of Town and Country Compounding and Consulting Services, LLC and 
sworn in by the court reporter. Respondent was represented by Edwin Bayo, Esquire. 

Motion: by Dr. Weizer, seconded by Mrs. Glass, to vacate denial and approve application. Motion 
carried. 

Dr. Mikhael brought up the topic of provider status for discussion. 

Mr. Flynn suggested navigating the association members to get a sense of the general consensus on the 
topic and reporting back to the Board. 

Dr. Weizer stated to the Board and audience that the deadline to apply for the special sterile compounding 
permit is March 21, 2014. Dr. Weizer also reminded everyone that if you have not received your permit 
in the mail by March 21, 2014, you cannot sterile compound until said permit has been received. 

Ms. Non requested the Board members submit any rule numbers they would like added to the April rules 
agenda by Friday, February 14, 2014. 

Public : 
Dr. Mesaros opened the floor up to public comments: 

Motion: by Mr. Meshad, seconded by Dr. Fallon, to adjourn the meeting at 2:34pm. Motion carried. 
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Rick Scott 
Mission: Governor 

To protect, promote & improve the health 

_____________ 

of all people in Florida through integrated ,4.-. 
state county & community efforts 

John H Armstrong, MD, FACS 

HEALTH 
State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

March 14, 2014 

Edward D. Rickert 
30 N. LaSalle Street Suite 2800 
Chicago, IL 60602 

RE: MedAvail Technologies 

Dear Mr. Rickert: 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 

meeting which is Tuesday, April 1, 2014. The meeting is being held at the Marriott Westshore, 1001 N. 

Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 1:00 p.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 

they are listed on the agenda. We are unable to give you an exact time your request will be heard. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 

before the meeting at: http://www.doh. state.fl . us/mqa/pharmacylph_meetiflg . html. 

If you have any questions regarding this information, please contact me at 850-245-4444 ext: 3367. 

II 

Florida Department of Health www.FlorldasHealth.Com 

Board of Pharmacy 
TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 lth 
PHONE: 850/245-4292• FAX 850/413-6982 

YOUTUBE: fldoh 



Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Ed Bayo 
2022-2 Raymond Diehl Road 
Tallahassee, FL 32308 

RE: MedAvail Technologies 

Dear Mr. Bayo: 

Vision: To be the Healthiest State in the Nation 

March 14, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 

meeting which is Tuesday, April 1,2014. The meeting is being held at the Marriott Westshore, 1001 N. 

Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 1:00 p.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh. state.fl . us/mqa/pharmacy/ph_meeting . html. 

If you have any questions regarding this information, please contact me at 850-245-4444 ext: 3367. 

Florida Department of Health 
Board of Pharmacy 

4052 Bald Cypress Way, Bin C-04 . Tallahassee, FL 32399 

PHONE: 8501245-4292 FAX 850/413-6982 

ldasHealth.com lthyFLA 
FACEBOOK:FLDepartrnentofHealth 

YOUTUBE: fldoh 
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MedAvail MedCenterlM 

Presentation to Florida State Board of 

October 

Med 

8,2013 



duct Introduction 

e MedAvail TM is a RPh-controlled remote dispensing 
lution for Rx and OTCs. 

e MedAvail TM provides confidential, real-time professioi 
vice and counseling via a robust audio/video link. 

:curacy checks and verification are recorded for each Rx dispensed. 

Dharmacist must approve every dispense of Rx to a patient 

Dharmacist inspects each item at several stages during dispense (ie 
entory retrieval, labelling, dispense to patient). 

MedAvail Technologies Inc. Confidential I 



ere Does This Technology Fit In? 

Idresses Pharmacy access issue to rural areas and provides 
ter hours dispensing 

IS data reports that up to 50% of prescriptions are never fil 

edCenter improves access to a pharmacist by facilitating 
cure and timely dispensing at the point of care 

edCenter integrates st century technology with the 
iportant role of the pharmacist in Rx and OTC dispensing 

MedAvail Technologies Inc. Confidential I 



dCenter: Exterior At a Glance 
Video 

'ideo (w/audio) is presented 
screen and with the Audio 

:ed camera Hi-fidelity hands free ster 
system tuned and 

ased Access 
additional privacy. 

Scanner and ID code only 

privacy. Handset option f 

ccess to components that 
is authorized to access. Touch Screen 

Inventory Loading 

is performed using the 
oad door. Access can only 

to approved individuals. 

Cards&ID 

card scanner for ID 

ion and benefits card 

)tiOfl Scanning 

canner with multi-size and 
ge document handling 
also handles e-scripts) 

Touchscreen user interfac 
software branded and cu5 

Dispense Bay 

Secure dispense bay deliv 
medication and required 
at completion of transact 

Payment 

Payment support with car 

and PIN pad for credit, de 

loyalty cards 

Mccl MedAvail Technologies Inc. Confidential 



dCenter: Security Features and Access 

Vault 

tion is protected in a secure 
steel wall protects areas 
the patient interface — 

Security Access 

Access is granted via a security card 
scanner and unique pin. Access is 

restricted to areas that personnel 
are authorized for. I.e. RPh/Tech 

can access loading door, 
maintenance tech can access 

printer paper. 

I 2 3 

4 3 6 - 
7 1 9 

MedAvail Technologies Inc. Confidential 
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Medication Stocking 

Stocking of the MedCer 
by opening the loading 
placing medication iten 
of the appropriate size. 

door is closed the Meth 
individually place items 
inventory. 

Loading Door 

The loading bay door can only be 

accessed by authorized personnel. 
No vault access to medication is 

granted with the loading door 
open. 

/ 



dCenter Dispensing Process — One of Several Use Cases 

Patient provides proof of ID 

Patient submits or accesses their prescription 
• Paper prescription inserted into scanner, OR 

• Technician pulls up e-Rx/refill 

Pharmacists and Technicians communicate with patient via Live 

Audio and Video connection . Pharmacists provide medication c 

and verify prescriptions before dispensing. 

Accuracy and Accountability 
• Pharmacy Management System utilized for prescription 

processing/adjudication 
• Fully tracked and auditable 
• Bar code identification of product by unit 
• RPh performs final visual verification of Rx package! label beforE 

dispense. 
• No HIPAA data is stored/persisted in/on the MedCenter 

MedAvail Technologies Inc. Confidential 



Prescription Interpretation and Data Entry 

..; MY. 6P15/02 
• 

709 TX 

S. Sdn.,flw S. 

Proc 10mg 

I in am, 

ACY TO THE CUSTOMER MedAvail Technologies Inc. Confidential 

• The MedCenter accepts both eRx and 
paper prescriptions. 

• When a paper prescription is inserted, 
the RPh sees a high resolution scan and 
can zoom for enhanced viewing. 

• A RPh is responsible for interpretation 
of all prescriptions. 

I 



Drug Selection and Labeling 

Prescriptions are processed by MedCenter 
and a Rx number is generated. 

Medication is selected via robotics using 
barcode technology then labeled. 

No items are dispensed until the RPh does a 

final product check and provides approval. 

TO THE CUSTOMER 
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Final Ve rification 

;,/1 

L,tSI 

. 

f i 
Li :,—3— 

I ar.: 1 

1. 

Info 

1 

______________ 

- - 'I 

.1 

*.. i 

• MedCenter allows the RPh to proc 
patient's Rx while viewing their Rx 

history. 

• The RPh can use built in interactior 
checks. 

• The RPh verifies the medication an 

compares it with electronic checks. 

• Expiration date is checked and RPh 

approves the Rx for dispensing. -lii.: 11 
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Patient Counseling 
counsels the patient via a 2 way audio/visual 

ication. 

can counsel on all new Rx items or require a 

f they deem it necessary. 

lured patient education and documentation is 

dispensed along with the medication. 

t privacy is protected with privacy panels and an 

handset. 

TO THE CUSTOMER 
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Security 

is equipped with alarms and 

ig. 

maintenance, and service functions can 

erformed by authorized personnel. 

ntrol consists of an electronic swipe card 
dually assigned access codes. 

ion is kept in a steel vault with sensors 
is on all points of access. 

MedAvail Technologies Inc. Confidential 
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• Physician Dispensing — no 

pharmacist involvement 

• Pickup of refills only 

• Pharmacy can be called if there are 

questions about the medication 
(audio only) 

• Business model does not support 
point-of-care dispensing 

'A Pharmacist is involved in 

dispense of prescription 

'New and refill prescriptions ca 

filled for the patient while they 

'The Pharmacist engages the 
using both audio and video in 

dispenses of prescription medic 

• System enables point of care 
dispensing 

MedAvail Technologies Inc. Confidential 

er Devices 

ieds 

How they work MedAvail TM 



ployment Channels 

spital — Allows patients discharged from the hospital or emergency 
partment to receive their medication before going home. 

nic — Ensures that patients have received their medications and have be( 
ucated 

tail — Can provide Rx and OTC fulfilment in retail pharmacy when in-ston 
armacy is closed (ie 24 hour availability of Rx and OTC). 

her — Employer sites (as an adjunct to on-site healthcare); Long Term Cai 
:ilities; VA Hospitals; Prisons 

)eployments of the MedCenter offer opportunities for greater access to pharmacy 
vices, and enhance compliance by ensuring fulfilment at the point of care. 
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rent Regulations 

le 64B16-28.141 defines requirements for an Automated Pharmac\ 
stem in a Community Pharmacy. 
Under this rule, technology such as the MedAvail TM is considered 
Patient Accessed Automated Pharmacy System. 

465.0235 states that the following sites may be serviced by ar 
tomated pharmacy system in a location different from that of the 
armacy: 
Long Term Care facility 
Hospice 

State correctional institution 

MedAvail Technologies Inc. Confidential I 



HEALTH 
Rick Scott 

Mission: Governor 
To protect, promote & improve the health 
of all people in Florida through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Nafion 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201305906 

ELIZABETH JAMES, 
RESPONDENT. 

NOTICE 

TO: ELIZABETH JAMES 
1568 NW 113TH WAY 
PEMBROKE PINES, FL 33026 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Lci//iny 
Executive Direct6r 

/AOARD OF PHARMACY 
v' Florida Department of Health 

4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 
PHONE: (850) 245-4444 FAX : (850) 245-4791 YOUTUBE: fldoh 



Rick Scott 
Mission: I Governor 
To protect, promote & improve the health 

of alt people in Florida through integrated John H. Armstrong, MD, FACS 
state, county & community efforts. 

State Surgeon General & Secretary HEALTH 
Vision: To be the Healthiest State in the Nation 

TO: 

MEMOR ANDUM 
of Pharmacy Tammy Collins, Acting Executive Director, Board 

FROM: Judson Searcy, Assistant General Counsel 

RE: Settlement Agreement 
SUBJECT: DOH v. Elizabeth James, R.Ph. 

DOH Case Number 2013-05906 

DATE: January 31, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 

provided in this regard. 

Subject: Elizabeth James 

Subject's Address of 1568 NW 113th Way 
Record: Pembroke Pines, FL 33026 

Enforcement Address: 1568 NW 113th Way 
Pembroke Pines, FL 33026 

Subject's License No: 47984 Rank: PS 

Licensure File No: 39963 

Initial Licensure Date: 8/2/2011 

Board Certification: No 

Required to Appear: Yes 

Current IPNIPRN Contract: No 

Allegation(s): 465.016(1)(g), FS (2012) 

Prior Discipline: None 

Probable Cause Panel: October 24, 2013; & Falton 

Subject's Attorney: Pro Se 

Complainant/Address: DOH/ISU-Fort Lauderdale 

Materials Submitted: Memorandum to the Board 

Settlement Agreement 

Exhibit A — Administrative Complaint 

Election of Rights 

Notification Letter 

Probable Cause Memorandum 

Final Investigative Report with Exhibits 1-17 

Florida Department of Health www.FloridasHealth.com 
Office of the General Counsel• Prosecution Services Unit TWITTERI-l Ith FLA 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1 701 FACEBOOK:FLDepartmentofHealth 
Express marl address: 2585 Merchants Row — Suite 105 YOUTUBE fldoh 
PHONE: 850/245-4444 • FAX 850/245-4683 



DISCIPLINARY GUIDELINES: 

Section 465.0 16( 1)(g), Florida Statutes : 
($250 fine and complete approved CE course in prevention of medication errors of no less 

than 8 hours) to revocation 

PRELIMINARY CASE REMARKS: SL I I LEMENT AGREEMENT 

This is a one count AC alleging violations of Section 465.016(1)(g), F.S., for a misfill. 

On or about February 13, 2013, Respondent erroneously dispensed Morphine Sulfate 

2Omg/mL to an assisted living facility for patient B.R.'s use, when B.R. was prescribed 

Morphine I Omg/5mL. 

Respondent returned an Election of Rights electing to accept the Settlement Agreement. 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITION ER, 

v. Case No. 2013-05906 

ELIZABETH JAMES, R.Ph., 

RESPONDENT. 

/ 
SETTLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the above named 

parties hereby offer this Settlement Agreement (Agreement) and agree to 

entry of a Final Order of the Board of Pharmacy (Board) incorporating this 

Agreement as disposition of the Administrative Complaint, in lieu of any 

other administrative proceedings. The terms herein become effective only 

if and when a Final Order accepting this Agreement is issued by the Board 

and filed with the Department of Health Agency Clerk. 

In considering this Agreement, the Board may review all materials 

gathered during the investigation of this case. If this Agreement is 

rejected, it, and its presentation to the Board, shall not be used against 

either party. 

1 



STIPULATED FACTS 

1. At all times material to this matter, Respondent was a 

pharmacist in the State of Florida holding license number 47984. 

2. The Department charged Respondent with an Administrative 

Complaint that was properly served upon Respondent with violations of 

Chapters 456 and/or 465, Florida Statutes. A true and correct copy of the 

Administrative Complaint is attached hereto and incorporated by reference 

as Exhibit A. 

3. Respondent neither admits nor denies the factual allegations 

contained in the Administrative Complaint. 

STIPULATED LAW 

1. Respondent admits that he/she is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department and the Board. 

2. Respondent admits that the stipulated facts, if proven true, 

constitute violations of Chapter 456 and/or 465, Florida Statutes as alleged 

in the Administrative Complaint. 

3. Respondent agrees that the Agreement is a fair, appropriate, 

and reasonable resolution of this pending matter. 
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PROPOSED DISPOSITION 

1. AnDearance - Respondent, Elizabeth James, R.Ph., shall be 

present when this Settlement Agreement is presented to the Board and 

under oath shall answer all questions asked by the Board concerning this 

case and its disposition. 

2. Fine and Costs - The Respondent shall pay an administrative 

fine in the amount of TWO HUNDRED AND FIFTY DOLLARS 

($250.00) and investigative costs not to exceed ONE THOUSAND 

SEVEN HUNDRED EIGHTY-ONE DOLLARS AND SEVENTY-FIVE 

CENTS ($1,781.75) within one year from the date of entry of the Final 

Order. Payment shall be made to the Board of Pharmacy and mailed to, 

DOH-Compliance Management Unit, 4052 Bald Cypress Way, Tallahassee, 

Florida 32399-3276, Attention: Pharmacy Compliance Officer. Payment 

must be made by cashier's check or money order . Personal 

checks will NOT be accepted. 

3. Continuing Education - The Respondent shall enroll in and 

successfully complete a course in the Prevention of Medication Errors 

of no less than eight (8) hours. This shall be in addition to other normally 

required continuing education courses. Verification pf course content and 

3 



course completion must be submitted to the Pharmacy Compliance Officer 

within six (6) months from the date of the Final Order accepting this 

Settlement Agreement. The Board will retain jurisdiction for the purpose of 

enforcing continuing education requirements. 

4. The Respondent shall not violate Chapter 456 or 465, Florida 

Statutes, the rules promulgated pursuant thereto, any other state or 

federal law, rule, or regulation relating to the practice or the ability to 

practice pharmacy. Violation of an order from another state/jurisdiction 

shall constitute grounds for violation of the Final Order accepting this 

Settlement Agreement. 

5. It is expressly understood that this Settlement Agreement is 

subject to the approval of the Department and the Board, and has no force 

and effect until a Final Order is entered accepting this Settlement 

Agreement. 

6. This Settlement Agreement is executed by the Respondent for 

the purpose of avoiding further administrative action by the Board of 

Pharmacy regarding the acts or omissions specifically set forth in the 

Administrative Complaint attached hereto. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

4 



concerning Respondent prior to, or in conjunction with, consideration of 

the Agreement. Furthermore, should this Settlement Agreement not be 

accepted by the Board, it is agreed that presentation to, and consideration 

of, this Settlement Agreement and other documents and matters by the 

Board shall not unfairly or illegally prejudice the Board or any of its 

members from further participation, consideration or resolution of these 

proceedings. Respondent shall offer no evidence, testimony or argument 

that disputes or contravenes any stipulated fact or conclusion of law. 

7. Respondent and the Department fully understand that this 

Settlement Agreement and subsequent Final Order incorporating same will 

in no way preclude additional proceedings by the Board and/or Department 

against the Respondent for acts or omissions not specifically set forth in 

the Administrative Complaint attached hereto. This Agreement relates 

solely to the current disciplinary proceedings arising from the above- 

mentioned Administrative Complaint and does not preclude further action 

by other divisions, departments, and/or sections of the Department, 

including but not limited to the Agency for Health Care Administration's 

Medicaid Program Integrity Office. 

5 



8. The Respondent waives the right to seek any attorney's fees or 

costs from the Department in connection with this disciplinary proceeding. 

9. Respondent waives all rights to appeal and further review of 

this Agreement and these proceedings. 

6 



WHEREFORE, the parties hereto request the Board enter a Final 

Order accepting and implementing the terms of the Settlement Agreement 

contained herein. 

SIGNED this 1 '6 day of 201.3. 

Elizabeth James, R.i'h. 
2013-05906 

STATE OF FLORIDA 

COUNTY OF 

Before me personally appeared Elizabeth James whose identity is known 

to be by (type of identification), and who 

under oath, acknowledges that his/her signature appears above. Sworn to 

and subscribed by Respondent before me this day of 

tary Public 
— 

'hL.ry P;hc 

My Commission Expires: 
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APPROVED this day of 

John H. Armstrong, MD, EACS 
State Surgeon General and 
Secretary of Health 

Searcy 
General Counsel 

LrBN: 98772 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, BIN #C-65 
Tallahassee, Florida 32399-3265 
Telephone (850) 245-4444 ex. 8100 
Facsimile (850) 245-4683 
Email: judson.searcy©flhealth.gov 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

isONER, 
v. CASE NO. 2013-05906 

ELIZABETH JAMES, R.Ph.., 

RESPONDENT. 

_I 
ADMINISTRAflVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Elizabeth James, R.PI-L, and in 

support thereof alleges: 

1. PetItioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes, 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist within the State of Florida, having been issued license 

number PS 47984. 



3. Respondent's address of record is 1568 NW 113th Way, 

Pembroke Pines, Florida 33026. 

4. At all times material to this Administrative Complaint, patient 

B.R. was a resident at Vi at Lakeside Village, an assisted living facility 

located in Lantana, Florida. 

5. At all times material to this Administrative Complaint, patient 

B.R. had a prescription for Morphine lQrrig/SmL 

6. Morphine is prescribed to treat pain. According to Section 

893.03(2), Florida Statutes, morphine is a Schedule II controlled substance 

that has a high potential, for abuse and has a ' currently accepted but 

severely restricted medical use in treatment in the United States. Abuse of 

morphine may lead to severe psychological or physical dependence. 

7. On or about. February 13, 2013, Respondent erroneously 

dispensed Morphine Sulfate ZOmg/mL to Vi at Lakeside Village for B.RJ's 

use. 

8. Section 455.016(1)(g), Florida Statutes (2012), provides that 

usIng In the compounding of a prescription, or furnishing upon prescription, 

an ingredient or article different in any manner from the ingredient or 

article prescribed constitutes grounds for disciplinary action by the Board of 

Pharmacy. 

DOH v. Elizabeth James, R.Ph. 
2 Case No. 2013-05906 



9. Respondent furnished upon prescription an ingredient or article 

different from the ingredient or artide prescribed by dispensing Morphine 

Sulfate .2Qmg/mL for patient B.R. when B.R.. was not actually prescribed 

Morphine Sulfate 2Omg/mL. 

10. Based on the foregoing, Respondent has violated Section 

13(g), Florida Statutes by furnishing upon prescription an 

ingredient or article different in any manner from the ingredient or article 

prescribed. 

DOH V. Elizabeth James, R.Ph. 
3 Case No. 2013-05906 



General Counsel 
Fla. Bar No. 98772 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-1144 ex. 8100 
Facsimile: (850) 245-4583 
Email: lth.gov 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this day of . 2013. 

IN H. ARMSTRONG, MD, FACS 
State Sur eon Ge er-al and Secretary of Health 

FILED 
DEPARTMENT OF HEALTH 

DEPuTY CLERK 
CLERK .7tngeCSanters 
DATE 'El 2 Z013 

_____ 

PCP: 10/24/2013 

PCP Members: Glass & Fallon 

DOH v. Elizabeth )ames, R.Ph. 
4 Case No. 2013-05906 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted in accordance with Section 120.569 and 120.57, Florida Statutes, to be represented by counsel or other qualified rePresentative, to present evidence and argument, to call and cross-examine withesses and to have subpoena and subpoena ducts tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has Incurred costs related to the investigation and prosecution of this matter. Pursuant to Section 456.072(4), Florida Statutes, the Board shall assess costs related to the investigation and prosecution of a dlscipona,y matter, which may Include attorney hours and costs, on the Respondent in addition to any other discipline imposeci. 

DON v. Elizabeth James, R.Ph. 
Case No. 2013-05906 
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ELECTION OF RIGHTS 
Case Name: Elizabeth James, R.Ph Case No. 2013-05906 

PLEASE SELECT ONLY I OF THE 3 OPTIONS 

An Explanation of is attached. If you do not understand these options, please consult with your 

attorney or contact the attorney for the Prosecution Services Unit at the address/phone number listed at the bottom of 

this form. 

OPTION 1. — I do not dispute the allegations of fact in the Administrative Complaint, but do wish to be 

accorded a hearing, pursuant to Ion 120.57(2), Florida Statutes, at which time I will be permitted to submit oral 

and/or written evidence In mitigation of the complaint to the Board. 

OPTION I do not dIspute the allegations of fact contained in the Administrative ComplaInt and waive 
my right to object or to be heard. I request that the Board enter a final order pursuant to Sechon 120.51, Florida 

atutes. 

OPTION 3. — I do dispute the allegations of fact contained in the Administrative Complaint and re4uest this to 

be considered a petition for formal hearing, pursuant to Sections 120.569(2)(a) and 120.57(1), Florida Statutes, before 

an Administrative Law Judge appointed by the DMslon of AdmInistrative Hearings. I specifically dispute the 
following paragraphs of the Administrative Complaint: 

In addition to the above selection. I also elect the : 
I accept the terms of the Settlement Agreement, have signed and am returning the Settlement 
Agreement or I am interested in settiing this case, 

I do not wish to continue practicing and have signed and returned the Voluntary Relinquishment of 
licensure form. 

Regardless of which option I have selected, I understand that I will be given notice of time, date, and place when 

this matter Is to be considered by the Board for Final Action. Mediation under Section 120.573, FlorIda Statutes, is 

not available In this matter. (Please sign and complete all the 

Respondent's signature 
Address: 

Uc. No. 

__________________ ______ 

- — . —A 
Phone No. 

Fax No. 

_________________________ 

STATE OF FLORIDA 
COUNTY OF " 
Before me personally appeared f 1'tvt\C5 whose identity is known to be by 

DrZ'v.tO- (type of Identification), and who under acknowledges thvls/her sIgnature 
Respondent before me thisjj_day of . 

MOHAMED 

rthLary Pubizc - Stale of 

My Co,ntn l 6,2016 
Conhinission EE 109467 

PLEASE MAIL AND/OR FAX COMPLETED FORM TO: Judson t 
Prosecution Services Unit, 4052 Bald Cypress Way, Bin C-65, Tallahassee, ida 32399-3265. Telephone 

Number: (850) 245-4444; FAX (850) 245-4683- TDD 1-800-955-8171 

My Commission Expires: 



Mission: 
To protect promote & improve The health 

of all people in Florida through integrated 

state, county & communIty efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

January 28, 2014 

Elizabeth James 
1668 NW 113 Way 
Pembroke Pines, FL 33016 

Vision: To be The Healthiest State in the Naflon 

Re: DOH vs. Elizabeth James, R.Ph 
DOH Case Number: 201 3-05906 

Dear Ms. James: 

I am in receipt of the settlement agreement executed by you on November 18, 2013, concerning the 
above referenced case. 

Our office is now making preparation for this settlement to be presented at the next regularly 
scheduled meeting of the Florida Board of Pharmacy. Please be advised your case will be set at the 
convenience of the Department and/or the Board and you will be notified of the date and time 
approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please feel 
free to contact this office. 

Sincerely. 

Judson Searcy 
Assistant General Counsel 

Florida Department of Health 
Office of the General Counsel • Prosecimon Services Unit 

4052 Bald Cypress Way, Sin C-65 • Tallahassee, FL 32399-1701 
Express mail address: 2585 Merchants Row — Suite 105 

PRONE: 850/245-4444 • FAX 850/245-4683 

www.FlorldasHealth.com 
TWITTER:HealthyFLA 

FAG 

YOUTUBE: fldoh 

H EALTH 

I 

JS/ab 



MEMORANDUM OF FINDING OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panet, Florida Board of Pharmacy 
RE: DOH v. Elizabeth James, R.Ph. 

DOH Case Number 2013-05906 

MEMBERS: Leo 3. "Lee" Fallon, BPharm, Ph.D and Debra Glass, BPharm 

DATE OF PCP: October 24, 2013 AGENDA ITEM: A-7(JS) .. 

This matter came before the Probable Cause Panel on the above date. Having reviewed 
the complete investigative report, recommendations of the Department, and any 
information submitted by the Subject, and being otherwise fully advised in the 
premises, the panel finds that: 

X Probable cause exists and a format complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.016(1)(g), Florida Statutes (2012) 

____ 

Probable Cause was not found in this case 

____ 

In lieu of probable cause, issue letter of guidance 

____ 

Case requires expert review 

____ 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

____ 

Other 

!/24'J3 
Chair, Probable Cause Panel Date 
Board of Pharmacy 

JS/ab 
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Rick Scott 

Mission: Governor 
To protect, promote & improve the health 
of all people in Florida through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201302802 

MILLENIUM PHARMACY INC., 
RESPONDENT. 

NOTICE 

TO: MILLENIUM PHARMACY INC. 
836 WEST FLAGLER STREET 
MIAMI, FL 33130 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director 
OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
DMsion of Medical Quality Assurance TWITTER:HealthyFLA 
4052 Bald Cypross Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 
PHONE: (850) 245-4444 • FAX : (850) 245-4791 YOUTUBE: fldoh 
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Governor 
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. JohaH.Armstrong,MD,FACS of all people bi Florida through 
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H EALTH State Surgeon General & Secretary 
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MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Jodi-Ann V. Uvingstone, Assistant General Counsel 
RE: Settlement Agreement 
SUBJECT: DOH v. Millenium Pharmacy Inc. 

DOH Case Number 20 13-02802 

DATE: February 3, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following 
information is provided in this regard. 

Subject: Millenlum Pharmacy Inc. 
Subject's Address of 836 West Flagler Street 
Record: Miami, FL 33130 
Enforcement Address: 836 West Flagler Street 

Miami, FL 33130 

Subject's License No: 25300 Rank: PH 

Licensure File No: 18220 

Initial Licensure Date: 2/23f2011 

Board Certification: No 

Required to Appear: Yes 

Current IPN/PRN Contract: No 

Allegation(s) Count I: Section 465.023(1)(c), FS(2012), by 
violating rule of the Board of Pharmacy, through a 
violation of Rule 64B16-27.420(4)(a), F.A.C. 

Count II: Section 465.023(lXc), F.S.(2012), by 
violating rule of the Board of Pharmacy, through a 
violation of Rule 64B16-28.102(5)(a), F.A.C. 

Count III: Section 465.023(1)(c), F.S.(2012), by 
violating rule of the Board of Pharmacy, through a 

violation of Rule 64B16-28.110(4)(a), F.A.C. 

Florida Oepaitnrnnt of Health www.FloddasHealth.com 
Office of the General Counsel Prosecution SeMces Unft 

TWITTER:HeaIthyFLA 
4052 Bald Way, Bin C-65 'Tallahassee. FL 32399-1701 sHealth 
Expiess mail address: 2585 Meithants Row - Suite 105 

VOUTUBE: ildob 
PHONE: ' FAX 850/245-4683 



Count IV: Section 465.023(1)(c), F.S.(2012), by 
violating rule of the Board of Pharmacy, through a 

violation of Rule 64616-28.118(4)(a), F.A.C. 

Prior Discipline: None 

Probable Cause Panel: July 30, 2013 
Michele Weizer, PharmD and Gavin Meshad 

Subject's Attorney: Pro Se 

Complainant/Address: Department of Health/Investigative Services 
Unit-Miami ISU 

Materials Submitted: Memorandum to the Board 
Settlement Agreement 
Exhibit A - Administrative Complaint 
Board Notification Letter 
Election of Rights 
Cost Summary Report 
Respondent's Documents 
PCP Memo 
Final Investigative Report with 
Exhibits 1-5 

DISCIPLINARY GUIDELINES: 
64B16-28.11O-- m: $500 fine Max: One (1) year 

probation and 
$2,000 fine (if 
drugs dispensed, 
one (1) year 
suspension) 

Rule 64B16-28.102(5)(a) -- Mm: $100 fine Max: One (1) year 
probation and 
$2,000 fine 

PRELIMINARY CASE REMARKS: SETTLEMENT AGREEMENT 
Inspection violation. Minor deficiencies noted. 

Mitigating /Acigravating Conditions 

Terms of Settlement : 
1. Appearance 
2. Costs limited to $2000 



3. Fine of $1000 
4. Correction of deficiencies 
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I: STAtE OF FLORIDA 
DEPARTMENT OF HEALTH 

f DEPARTMENT OF 0 
tASE 

MILLENTUM PHARMACY, INC., 

RESPONDENT. 

Sti ILEMENT , 
Pursuant to Section 120.57(4), Ida Statutes, the parties offer this 

Settlement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, In lieu of further proceedings, 

1. At all Urnes material to this matter, MiQenium Pharmacy, Inc., 

was a permitted pharmacy in the state of Florida, having been issued 

permit number PH 25300. Respondent's mailing address of record Is 836 

West 
Fiagler Street, Miami, Florida 33130. 

f 2 Respondent was charged by an Mmrnistratrve Complaint, flied 

by the Department of Health (Department) and served upon 

Respondent! with of Chapters 456 and florida statutes. 

Millenlum St. 1. 

I 
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I 
LAW 

1. Respondent admith that is subjdtt.:to the Ørovisions of 

Chapters 456 and 465, Florida Statutes, and:: 
Jurisdiction of the , 

Department. 

2. Respondent admits that the the Administrative 

laint, if proven 0 constitute 0 law and] cause. the 

Respondent to be subject to discipline by the Board S Pharmacy. 

PROPOSED DISPOSm0N 

1. - Respondent shall present when this 

Settlement Agreement is presented to the Boatcirand under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition. ' ': 
2. Board of Pharmacy shall frnpose an Inistrative 

tine of THOUSAAt) lARS ($1,000). The fine shall be paid by 

to the Department of 1 pliance Management 

Unit, Bin ç76, Post Offlce 60* 6320, Tdftaha5 e, Ida 32314- 

6320, wlth!in 30 days from the date the Order approving and 

this Settlement Agreement (Final 14th) is filed with the 

Department Clerk. 

C 

Pharmacy, SA 2 
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. - The Board of Pharmacy the totS, 

administratiye costs associated with the Investigiob :.and pthsecutjon of 

this matter in an amount riot to exceed two doflárs and rw 

cents Toted costs be assessed when the Sethement 

Agreement is presented to the Board. The costs shall be paid by 

Respondent to the Department of Health, Compha(Ice Management Unit, 

Bin , Post Office Box 632a, Tallahassee, In 3© 

days from the date the Final Order is tiled with .departmenf Clerk. 

4, Correction of Alleqed sole expense, but 

without any spedflc defidency or Respondent shall 

correct and address alJ deficiencies and violations, listed or alleged in the 

Administratrve Complaint, to the extent necessary to comply with Honda 
1 

law, within thIrty days' of the filing of the Final Of,der incorporating this 

Settlement Agreement Failure to correct and all deficiencies and 

violations Sed- " in the ?Cornplaint ' will be 

considered a violatIon of the Final Order incorpotatang this Settlement 

Agreement. 

5, FUture Ondu& Respondent shall 1, viola Chapter 456, 

465, 499 or 893, Statutes; the rules pursuant thereto; 

MiNenlum Pharmacy, Inc. SA 

t 
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or any other state or federal law, 9 or regulatiort$i$lng to the practith 

or to the ability to practice pharmacy. fl 

6. Violathn of Tenns It expressly uS&stobd that a vioiaUort 

of the• provisions of this Settlement -as approved and 

incorporated Into the Final Order of the Board of shall constitute 

a violaUon of an order of the Board for which diédpllnary aétion may be 

initiated against Respondent pursuant to Chapter Fiorida Statutes. 

7- No Force or Effect until L 'Order it is express'y 

understood that this Settlement A9reemeflt Is subject to approval by the 

Board and has no force or effect until the Board jncxrporates the terms of 

this Settlement Agreement into Its Final Order. 

8. Purnose of Agreement is 

executed b4 Respondent for the purpose of avoiding' fqrther administrative 

action with respect tq this particular case In thUI regard, Respondent 

authorizes the . Board to review, and examine U. file ls 
concerning Respondent prior to, or in consideration of 

r'Jç 

the Settlement Agreement Petitioner and Respbncfent agree to support 

this Agreement at the time it Is to the Board and l offer no evidence,, testimony, or. argdSnt that dEsputes OF 

MlLIcflItJrTl Pharniacy, Inc. 4 . 
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arid the Comptiance Officer and thafl notify the at Pharmacy and the 

tompliance Officer of any change• practice address 

Ithin 10 days of the change 
' 

WHEREFORE, the parties request that the Bcfrd enter a Anal Order 

STATE OF , A 
COUNTY OF ...J24o'e 

Before me appeared 
known tn Ime or by F/oreth4 
lderitifkation), and who, under 
appears above. 

BEATRIZ CARRrON 
,: MV COMMISSION # EE118s33 

EXPIRES NovamberOt 2015 

4anMscIs3 

, 
M1LK.ENIUM IMACY, INC. 

whose ity is 
Dnuerd /y'ccp23c (type of 
oath, his/her signature 

dayDf: 2013. 

Plwmacy, nc. SA 6 

approving and incorporating this r. 
SIGNED this 

nt in 

t. 

resolution of th!s 

day of 

,. 

Sworn te and subscribed before me this I I 

ry Public IC 

My Commissioq 

this of - 2013. 

John H. Armstrong, MD, FAC4 

State -General and' of Health 
- ' 
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odi-Ann V. 
istantGenaral 1 

Jodi-Ann V. Johnson 
Florida Bar 0073525 
Assistónt General 
Department of Health 
Prosecution Services Unit 
4052 BaLd Cypress Way, Bin C-65 
Tallahassee, nda 32399 
TeL: 850.245.4444 
Fax! 850.245.4683 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, , 
V. CASE NO, 2013-02802 

MILLENIUM PHARMACY, 9 
RESPONDENT. 

_________________________________________I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counse!, and flies this Administrative Complaint before the 

Board of Pharmacy against Respondent, Millenium Pharmacy, Inc., and in 

support thereof alleges: 

1. Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

permitted pharmacy' within the state of Florida, having been issued permit 

number PH 25300 

Depatnent or Heath v. Millenium Pharmacy, Inc. 
Case No.: 2013-02802 
Milleniurn Pharmacy, Inc. (PM, 



3. Respondent's address of record is 836 West Flagler Street, 

Miami, Florida 33130. 

4. On or about January 31, 2013, a Department of Health (DON) 

inspector perfomied an Inspection of Respondent. 

5. During the January 31, 2013, inspection, deficiencies were noted 

by the DON inspector, including on or more of the following: 

a. pharmacy technicians, J.T., was not properly 

identified. J.T. was not wearing a badge; 

b. no current Facts and Comparisons; 

c. expired medication found in active stock; and 

d. copy of inventory for purchased medication missing 

lot numbers. 

6. SectIon .023(1)(c), Florida Statutes (2012), provides that the 

Department or the Board of Pharmacy may fine; place on probation, or 

otherwise discipline any pharmacy permittee who has violated any of the 

requirements of Chapter 465 or any of the rules of the Board of Pharmacy or 

of Chapter 499, Florida Statutes. 

Departnent of Heath v. Pharmacy, Inc. 
Case No.: 2013-02802 
ileniumn PhBrrnacy, Inc. (PH, Violation) 



coutn ONE 

7. Petitioner realleges and incorporates paragraphs one (1) through 

six (6) as if fufly set forth herein. 

8. Rule 64B16-27.420(4)(a), Florida Administrative Code, provides 

that all registered pharmacy technicians shall identify themselves as 

registered pharmacy technicians by wearing a type of identification badge 

that is dearly visible which specifically identifies the employee by name and 

by status as a "registered pharmacy technidan", 

9. During the January 31, 2013, inspection, a registered pharmacy 

technician was not properly identified. 

10. Based upon the foregoing, Respondent has violated Section 

5.023(1)(c), Florida Statutes (2012), by violating a rule of the Board of 

Pharmacy, through a violation of Rule .420(4)(a), Florida 

Administrative Code, by failing to to insure a registered pharmacy technician 

was property identified. 

COUNT TWO 

11. Petitioner realleges and incorporates paragraphs one (1) through 

six (6) as if fully set forth herein. 

of Heath v. Millenium Pharmacy, lit. 
Case No.: 

Pharmacy, c. , 



12. Rule 64B16-28.102(S)(a), florida Administrative Code, states 

that the following shall be provided for the prescription department of each 

pharmacy: A current pharmacy reference compendium such as the United 

States Pharmacopoeia/National Formulary, the .S. Dispensatory, USP I, 
(United States Pharmacopoeia! Drug Information), the Remington Practice of 

Pharmacy, Facts and Comparisons or an equivalent thereof sufficient in 

scope to meet the professional practice needs of that pharmacy, and a 

current copy of the laws and rules governing the practice of pharmacy in the 

State of Florida. It shall be acceptable, in lieu of an actual hard copy, to 

maintain these materials in a readily available electronic data format. 

13. During the January 31, 2013, inspection, Respondent did not 

have a copy of a current Facts and Corriparisons. 

14. Based on the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2012), through a violation of Rule 64B16- 

28.102(5)(a), Florida Administrative Code, by failing to have a dopy of a 

current Facts and Comparisons. 

COUNT THREE 

15. Petitioner realleges and incorporates paragraphs one (1) through 

six (6) as if fully set forth herein. 

Depaitnent of Head, , Inr. 
Case No.: 2013-02802 

Pharmacy, Inc. (Pt-I, ViotaUon) 



16. Rule 64B16-28.110, Florida Administrative Code, provides 

persons qualified to do so shall examine the stock of the prescripbon 

department of each pharmacy at a rnirilmum interval of four months, and 

shaM remove all deteriorated pharmaceuticals, or ls which bear 

upon the container an expiraton date which date has been reached, and 

under no circumstances will or devices which bear upon the 

container an expiration date which has been reached be sold or dispensed to 

the public. 

17. During the January 31, 2013, inspection, DOH inspector found 

outdated pharmaceuticals included in the active stock. 

18. Based upon the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2012), by violating a rule of the Board of 

Pharmacy, through a violation of Rule 64B16-28.11O, Florida ive 
Code, by failing to remove from the prescription department all 

pharmaceuticals which bear upon the container an expiration date which has 

been reached. 

COUNT FOUR 

19. Petitioner realleges and incorporates paragraphs one (1) through 

six (6) as if fully set forth herein, 

Departh,m,t v. Millenlurn Pharmacy, Inc. 
Case NQ.: 2013-02B02 
Millerdum Pharmacy, Inc. (P14, 



20. Rule 54B16-28.11B(4), florida Administrative Code, requires that 

no pharmacist shall place into the sthck of any pharmacy permittee any part 

of any prescription, corripourided or dispensed, which is returned by a 

patient except under the following conditions: (1) In a dosed drug delivery 

system in which unit dose or customized patient medication packages are 

dispensed to in-patients, the unused medication may be returned to the 

pharmacy for redispensing only if each unit dose or customized patient 

medication package is individually sealed and if each unit dose or the unit 

dose system, or the customized patient medication package container or the 

cusiDmized patient medication package unit of which It is clearly a part is ed with the name of the drug, dosage strength, manufacturer's control 

number, and expiration date, if any. 

21. During the. January 31, 2013, inspection, the DON investigator 

noted that copy of inventory for purchased medication was missing lot 
n urn berg. 

22. Based upon the foregoing, Respondent has violated Section 

5.023(1)(c), Florida Statutes (2012), by violating a rule of the Board of 

Pharmacy, through a violation of Rule 64B16-28.118(4), Honda 

Department of Heath v. Milleniurn Pharmacy, 
Case No.: 2013-02802 
Mfllerdum macy, Ins. (PH, inzpethon 



Administrative Code, because copy of inventory for purchased medication 

was missing lot numbers. 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's permit, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the Board 

deems appropriate. 

SIGNED this day of (A 14 , 2013. 

John H. Armstrong, MD, FACS 
Sthte Surgeon General and Secretary of Health 

Y 
V. Johns n 

ç General ouns I 

FILED Bar No. 00735 
DEPARTMENT OF HEALTH Honda Department of Health 

DEPUTY CLERK Office of the General Counsel CLERK J4ngeCsamurs 
4052 Bald Cypress Way, Bin #065 
Tallahassee, FL 32399-3265 
Telephone: (850) 
Facsimile: (850) 245-4683 
Email: 

/JvJ 
POP: 
POP Members: 

Deportnent or Heath y. Pharmacy, mc. 
Case No.: 2013-02602 
Mtheriium Phamiacy, Irc. (PH, Irspethon Violadon) 





nion: 
To Protect! promote & improve the health 
of all people in Flodda through integrated 
state, county & community efforts. 

VIA US MAIL 

Millenium Pharmacy, Inc. 
836 West Flagler Street 
Miami, Florida 33130 

Re: DOH vs. Millenium Pharmacy, Inc. 
DOH Case Number: 2013-02802 

Dear Mr. Armas: 

Rick Scott 
Governor 

I am in receipt of the Settlement Agreement executed by you on September 11, 2013, 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014, at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at 
the convenience of the Department and/or the Florida Board of Pharmacy and you will be 
notified of the date and time approximately two weeks prior to the rheeting. 

Thank you for your attention and cooperation in this matter. 
please feel free to contact this office. 

JAVJ/pb 

Should you have any questions, 

Florida Department of Health 
Office of the General Counsel • Proseaiflon Services Unit 
4052 Bald Cypress Way! Bin C-65 Tallahassee, FL 32399-1 701 

Express mail address: 2585 Merchants Row — Suite 105 

PHONE: 850/245.4444 • FAX 850)2454683 

www.FiorldasHoalth.com 
ITER:IlealthyFLA 

FACEBOOK:FLbepartmentofrlealfti 
YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest state in the Nauon 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

January 23, 2014 
I 

Sincerely, 
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from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


Complaint Cost Summary 
Complaint Number: 291302802 

rage I ot 1 

Subject's Name: MILLENIUM PHARMACY NC. 

( 
*****CosttoDate***** 

____________________ [ 
Hours Costs 

om laint: 
[ 1 

.79J 
Legal: 

1 
1 1 

compliance: 
j 

o.ooII so.oo] 
********** 

Sub Total: 
( 

15.40 

Expenses to Date: 

rrior Amount: H l l Costs to Date: 
[ 

S1,162.05j 

http://mqaapps.doh.state.fl.us/IRMOOTIMETRAKICSDETL.ASP 9/11/2013 
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MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Mi!lenium Pharmacy, be. (JVJ!) 
Case Number: 20 13-02802 

MEMBERS: Weizer, Pharmfl and Gavin Meshad 

DATE OF PCP: 30,2013 AGENDA ITEM: A-2 ,. 
This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise filly advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.023(1)(c), florida Statutes (2012), by violating a rule of the Board of Pharmacy, 
through a violation of Rule 64B16—Z7A20(4)(a), Florida Administrative Code; 

Section 465.023(1)(c), Florida Statutes (2012), through a violation of Rule 64B16- 
28.102(5)(a), Florida Administrative Code; 

Section 465.023(1)(c), Florida Statutes (2012), by violating a rule of the Board of Pharmacy, 
through a violation of Rule 64B16-28.11O, Florida Administrative Code; 

Section 465.023(1)(c), Florida Statutes (2012), by violating a nile of the Board of Pharmacy, 
through a violation of Rule 64B16-28.118(4), Florida Administrative Code; 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 

Chair, Probable Panel ' Date 
Board of Pharmacy 
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records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201209524 

ROBERT M BOJARZIN, 
RESPONDENT. 

NOTICE 

TO: ROBERT M BOJARZIN 
19300 LA SERENA DR 
FT MYERS, FL 33967 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Ijirector 
/BOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 

Division of Medical Quality Assurance TWITTER:HeaIThyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 

PHONE: (850) 245-4444 FAX : (850) 245-4791 YOUTUBE: tldoh 



HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida thrtugh integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201209524 

ROBERT M BOJARZIN, 
RESPONDENT. 

NOTICE 

TO: BRANDON NICHOLS 
9128 STRADE PLACE SUITE 10200 
NAPLES, FL 34108 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

12 
Executive Director 

OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDeparthientofHealth 

PHONE: (850) 245-4444 • FAX : (850) 245-4791 YOUTUBE: fidoh 



Rick Scott 
Mission: Governor 
To protect, promote & improve the health 

_____________ 

of Upeopleiondathroughnitegrated John H. Armstrong, MD, FAGS 

H EALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201209524 

ROBERT M BOJARZIN, 
RESPONDENT. 

NOTICE 

TO: KEVIN W. CREWS 
9128 STRADA PLACE SUITE 10200 
NAPLES, FL 34108 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 am. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your \ 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

%oard Executive Directôr 
/BOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FlorldasHealth.com 
Division of Medical Quality Assurance• Bureau of HCPR TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C.04 Tallahassee, FL 32399-1701 FACEBOOK:FLDepartmentofHeatth 

PH ONE: 8501245-4292• FAX 850/413-6982 VOUTUBE: fldoh 



Rick Scott 
Mission: 

Governor 

stale, county &conimunltyefforth. 
John H. Annatiang, MD, FACS 

10 protect promote & improve the health 

of aU people In Florida through fritagrated 

H EALTH State Surgeon Genetal & Seaetaiy 

Vision: To bathe Healthiest State in the Nation 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Jodi-Ann V. Livingstone, Assistant General Counsel 
RE: Settlement Agreement 
SUBJECT: DON v. Robert M. Bogarzin, R.Ph. 

DOH Case Number 2012-09524 

DATE: February 3, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 
Subject: Robert M. Bojarzin, R.Ph. 
Subject's Address of 19300 La Serena Drive 
Record: Ft. Myers, Florida 33967 
Enforcement Address: 19300 La Serena Drive 

Ft. Myers, Florida 33967 

Subject's License No: 19647 Rank: PS 

Licensure File No: 9109 

Initial Licensure Date: 8/7/1982 
Board Certification: No 

Required to Appear: Yes 

Current IPN/PRN Contract: No 

Allegation(s): Section 465.015(1)(g), F.S.(2010) 
Prior Discipline: 4070, DOH-00-0050; 4080,04/08/1992 
Probable Cause Panel: February 28, 2013 

Mullins and Glass 

Subject's Attorney: Brandon M. Nichols, Esquire 

Wicker, Smith, O'Hara, McCoy &.Ford, PA. 
9128 Strada Place 

Suite 10200 

Naples, Florida 34108 
Complainant/Address: Department of Health/Investigative Services 

Unit-Ft. Myers 
Materials Submitted: Memorandum to the Board 

Florida Department of Health lealth.com 
Office of the Ganwal Counsel • Prosecution SeMTS Unit leaIthyPLA 
4052 Bald Cypress Way, Bin C-65 - lalahassee, EL 32399-1701 leath 
Express rrS address: 2585 Merdianb Row - SuIte 105 

YOUT1JBE: fldoh 
PHONE: W • FAX 850/245-4683 



Settlement Agreement 
Amended Administrative Complaint 
Board Notification Letter 
Election of Rights 
Cost Summary 
Supplemental Investigative dated 
PCP Memo 
456 Materials 
Final Investigative Report 
Exhibits 1-9 

DISCIPUNARY GUIDELINES: 
Mm: $250 fine, CE in prevention of medication errors (8 hours) 

Max: Revocation 

PREUMINARY CASE REMARKS: SETTLEMENT AGREEMENT 

Case involving misfihl due to transcription error. 

Mitigating /Aczciravatinci Conditions 

Terms of Settlement : 
1. Appearance 
2. Costs limited to $2773.05 
3. Fine of $500 
4. CE in Medication Errors (8 hours) 

Florida Department of Health .com 
Office of the General Camsel • SeMces Unit TW1TTER:HeatthyfLA 

4052 Bald Way. Bin C-65 • Tallahassee, FL 32399-1731 leallh 
PHONE: 850/245-4444 ext. 821 6• FAX 850/245-4883 YOUThBS ftdoh 



STATE OF FLORIDA 
DEPARTMENT OF 1-JEALTI-if 

OF HEALTh, 

PETITIONER, 

v. CASE NO. 2012-09524 

ROBERT M. BOJARZIN, R.Ph., 

RESPONDENTO 

___________________________________________I 

SETTLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Robert M. Bojarzln, ,, 
was a licensed pharmacist in the state of Florida, having been issued 

license number PS 19647. Respondent's mailing address of record is 

19300 La Serena Drive, Fort Myers, Florida , 
DOH v. Robert M. Bojarzln, RPh 
Case No.2012-09524 



2. Respondent was charged by an Administrative Complaint, flied 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

, Respondent admits that he is subject to the provisIons of 

Chapters 456 and 465, FlorIda Statutes, and the jurisdiction of the 

Department. 

2, Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

3. Respondent neither admits nor denies the factual allegations 

contained In the Administrative Complaint. 

PROPOSED DISPOSITION 

1. - Respondent, Robert M. Bojarzin, R.Ph., shall be 

present when this Settlement Agreement is presented to the Board and 

under oath shall answer all questions asked by the Board concerning this 

case and its disposition. 

2. - The Board of Pharmacy shall impose an administrative 

fine of FIVE HUNDRED DOLLARS ($500.00). The fine shall be paid by 

Doll V. Robert , Bojarzln, RPh 
Case No. 2012-09524 



Respondent to the Department of Health, Compliance Management 

Unit, Bin C76, Post Office Box 6320, Tallahassee, Florida 

6320, within six (6) months from the date the Final Order approving and 

Incorporating this Settlement Agreement (Final Order) is filed with the 

Department Clerk. 

3. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the Investigation and prosecution of 

this matter In an amount not to exceed TWO THOUSAND, SEVEN 

HUNDRED SEVENTY-THREE DOLLARS AND FIVE CENTS ($2,773.05). 

Total costs shall be assessed when the Settlement Agreement Is presented 

to the Board. The costs shall be paid by Respondent to the Department 

of Health, Compliance Management Unit, Bin C76, Post Office Box 

6320, Tallahassee, Florida 32314-6320, within six (6) months from 

the date the Final Order is flied with the Department Cierk. Payment 

must be made by cashier's check or money order . Personal 

Checks shall NOT be accepted, 

4. CE - Respondent shall successfully complete a 

Continuing Education Course on the subject of Medication Errors consisting 

of at ieast 8 hours of credit, which has been approved by the Florida Board 

DOH v. Robert NI. Bojarzln, RPh 
Case No. 2012-09524 



of Pharmacy, within one (1) year of the filing of a Final Order accepting 

and Incorporating this Settlement Agreement. These continuing education 

hours shall be In addition to the hours required for license renewal. Within 

ten (10) days of completion of the course and/or receipt of the certificate 

of completion, Respondent shall mall a copy of the continuing education 

certificate of completion to the Pharmacy Compliance Officer at the address 

listed in paragraph two (2) above. 

5. Future - Respondent shall not violate Chapter 456, 

465, 499 or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

6. Violation of - It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

7. No Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

DOFI v. Robert it BoJarzln, RPh 
Case No, 2012-09524 





proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

10. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

11. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order, 

12. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

• Doll v. Robert M. Bojarzln, RPII 
Case No. 2012-09524 



WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this 3 day of 

_______________________, 

nJ 
ROBERT M. BOJARZIN, RPH 
CASE NO. 2012-09524 

STATE OF - 
COUNTY OF r 
Before me personally appeared Robert M. Bojarzin, RPh, whose Identity is 
known to me or by y10&S (type of 
identification), and who, under oath, acknowledges that his signature 
appears above. 

Sworn to and subEcribed before me day of 

__________, 

2013. 

otary Public 
My Corn 

•g MYCOMMISSIONI0090I$ao 
EXPIPES: October 23, 2013 

Thu Ndwy UndoMtwe 

1-f v, Robert ft Bojarzln, RPh 
Case No. 2012-09524 



- 
APPROVED this 9 day of U (A fl,t . 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

di-Ann V. 

sistant Genen 
a. Bar No. 

Florida Departmeht-orHealth 
Office of the General Counsel 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4444 ext. 8113 
Facsimile: (850) 245-4683 
Email: ,us 

l 

DOH V Robert M. BoJarzin, RPh 
Case No. 2012-09524 



STATE OF FLORIDA 
FILED 

DEPARTMENT OF HEALTH DEPARTMENT op HEAL 
CLERK 

DAfl FEB 28 2013 DEPARTMENT OF HEALTH, 4 
v. CASE NO. 2012-09524 

ROBERT M. BOJARZIN, R.PH., 

RESPONDENT. 
/ 

AMENDED ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Amended Administrative Complaint 

(Complaint) before the Board of Pharmacy against Respondent, Robert M. 

Bojarzin, R.Ph., and in support thereof alleges: 

1. Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist in the state of Florida, having been issued license PS 

19647. 



3. Respondent's address of record is 19300 La Serena Drive, Fort 

Myers, Florida 33967. 

4. At all times material to 

employed as a pharmacist by North 

Florida. 

5. On or about June 5, 2011, T.O., a 79-year-old male, was 

admitted to NCH was admitted to NCH due to a left distal fibula fracture. 

TO. reported falling at home and striking his ankle after a vigorous 

workout. The hospital recommended surgical intervention. 

6. Upon admission to NCH, 1-lospitalist Dr. 

initial physical and medical history. TO. indicated 

cholesterol medication. tO?s initial blood pressure at admission was 

128/60. tO. did not indicate to Dr. J.l—l. that he had hypertension. 

7. On or about June 6, 2011, at approximately 4:41 a.m., 

sotec) 20 mg 1 tablet P0 (by mouth), and 

daily into T.O.'s medical chart. The record 

was Dr. J.H.; however, no order for the 

two medications was seen in T.O?s medical records. 

Department of Health v. Robert M. Bojarzin, RPh. 2 
Case No. 2012-09524 
BoJa,-zin, Robert M. (niisflhl) AMENDED 

this Complaint, 

Collier Hospital 

Respondent was 

(NCH) in Naples, 

1. performed tO.'s 

to J.H. that he took 

Respondent entered enalapril (Va 

nifedipine (Procardia) 30 mg P0 

noted that the ordering provider 



8. Enalapril is an angiotensin converting enzyme (ACE) inhibitor 

used to treat hypertension and congestive heart failure: 

9. Nifedipine is a calcium l blocker used to freat 

hypertension and chest pain. , T.O. underwent surgery on his left fibula on or about June 7, 

2011, without any complications. 

11. On or about June 9, 2011, at approximately 8:00 am., a's 
blood pressure had fallen to 84/47. 

12. On or about June 9, 2011, T.O. was evaluated by Dr. F.Q.C. Dr. 

F.Q.C. noted that T.O. had developed acute renal failure. 

13. A review of the records revealed that Respondent had entered 

the enalapril and nifedipine from another patient's chart into patient T.O.'s 

chart. 

14. T.O. was discharged on or about June 11, 2011, after T.O.'s 

renal function and blood pressure returned to baseline. 

15. Respondent admitted to the transcription error. 

16. Section 465.016(1)(g), Florida Statutes (2010), provides that 

using in the compounding of a prescription, or furnishing upon prescription, 

an ingredient or article different in any manner from the ingredient or article 

Departhient of Health v. Robert M. BoJarzin, R.Pti. 3 
Case No. 2012-09524 

Robert M. (misflhl) AMENDED 



prescribed, except as authorized in s. 465.019(6) or s. 465.025 is grounds for 

discipline. 

17. As set forth above, on or about June 6, 2011, Respondent 

transcribed prescriptions for and nifedepine from another patient's 

medical record into patient T.O.'s chart. T.O. was not prescribed enalapril or 

nifedepine. 

18. Based on the foregoing, Respondent has violated Section 

465.015(1)(g), Florida Statutes (2010), by using in the compounding of a 

prescription, or furnishing upon prescription, an ingredient or article different 

in any manner from the ingredient or artide prescribed, except as authorized 

ins. 465.019(6) or s. 465.025. 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's permit, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the Board 

deems appropriate. 

Department of Health v. Robert M. Bojarzin, QPh. 4 
Case No. 2012-0g524 
Bojarzin, Rgbert M. (mislill) AMENDED 



SIGNED this 

______ 

day of , 2013. 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

Melissa E. Dinwoodie 
Assistant General Counsel 
Fla. Bar No. 76466 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245 1111 ext. 8174 
Facsimile: (850) 245-4683 
Email: Melissa_Dinwoodie@doh.state.fl. us 

/MED 

PCP: February 28, 2013 
PCP Members: Mullins and Glass 

Deparfrnento(Health v. Robert $1. Bojarzin, ItPh. S 
Case No. 2012-09524 
Bojarzin, Robert M. (misfihl) AMENDED 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be 
conducted in accordance with Section 120.569 and 120.57, Florida 
Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this 0 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, on 
the Respondent in addition to any other discipline imposed. 

of Health v. Robert K Bojanin, R.Pb, 6 
Case No. 2012-09524 
Bojarzin, Robert K AM94DCD 



Rick Scott Mission: i 
I Governor 

To protect, promote & improve the health 
I 

of all people in through integrated 
I 

state, county &community efforts. ' John H. Annstrong, MD, FACS 

HEALTH State Surgeon General & Seaetary 

Vision: To be the Heafthiest State in the Nation 

June 13, 2013 

VIA US MAIL 

Brandon M. Nichols, Esquire 
Wicker, Smith, OHara, McCoy & Ford, P.A. 
9128 Strada Place, Suite 10200, 
Naples, Florida 341 08-2663 

Re: DOH vs. Robert M. Bojarzin, R.Ph. l Case Number: 2012-09524 

Dear Mr. Nichols: 

I am in receipt of the Settlement Agreement executed by your client on June 3, 2013 concerning the 
above referenced case. 

Our office is now making preparation for this Settlement to be presented at the next meeting of the 
Florida Board of Pharmacy, scheduled for August 14, 2013, at the Rosen Plaza Hotel, 9700 
Internatonal Drive, Orlando, Florida 32819. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of the 
date and time approximately two weeks prior to the meeting. 

Thank you for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely 

V. Johnson 
cissistant General Counsel 

JAVJ/pb 

florida Department of Heaith .com Office of the General CounselS Prosecution Services Unit 
TWITTER:HealthyFLA 4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399-1 701 

FACEBOOK:FLDeparbnentoftlealth Express mail address: 2585 Merchants Row — Suite 105 
YOUTUBE: fldoh PHONE: 850/245-4444 • FAX 8501245.4683 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


Complaint Cost Summary 
Complaint Number: 201209524 

Page 1 of 1 

Subject's Name: BOJARZIN. ROBERT M _ (_*****CosttoDate*****_I 
Hours Costs 

laint: 
[ 1 $21051 

investigation: 
[ 011 $489.54 

Legal: 1 $1,579.58 

Compliance: 

Sub Total: 
1 

o.ooIl 

23.60 171 
Expenses to Date: 

] 
so.ooj 

Prior Amount: 
] 

.ooI 
ITotal Costs to Date: 

} [ 
52,092.17j 

http://mqaapps.doh.state.fl.us/TRMOOTIMETRAKICSDETL.ASP 6/6/2013 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Robert M. Bojanin, R.Ph. 
Case Number: 2012-09524 

MEMBERS: Leo Fallon and Gavin Meshad 

DATE OF PCP: December 18, 2012 AGENDA ITEM: A-6 
U 

This matter came before the Probable Cause Pan& on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise filly advised in the premises, the panel finds that: 

x_ Probable cause exists and a for violation of 
statutes and rules, including but not limited to: 

Section 465.01 6(1I(gt Florida Statutes by using in the compounding of a prescription, or 
furnishing upon prescription, an ingredient or article different in any manner from the ingredient 
or article except as authorized in or s. . 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 

hair. Panel Date 
Board of Pharmacy 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Robert M. Bojarzin, R.Ph. 
Case Number: 2012-09524 

MEMBERS: DeAnn Mullins and Debra Glass 

DATE OF PCP: February 28,2013 AGENDA ITEM: AAC-1 
S 555555 usauss... s ..... u.s...... us 55. us us. sasususSa .5 s s..a 
This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise frilly advised in the premises, the panel fmds that: 

x Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.O15(lXgl, Florida Statutes. by using in the compounding of a prescription, or flirnishin upon 
prescnption. an ingredient or article different in any manner from the ingredient or article prescribed. 
except as authorized in Section 465.0 or Section . 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 

Upon reconsideration, dismiss 

other AMENDED ADMINISTRATIVE COMPLAINT 

Chair, Probable Cause Panel Date 
Board of Pharmacy 
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Rick Scott John H. Armstrong, I) 
Governor State Surgeon General 

October 241 2012 

Kevin W. Crews, Esquire 
Wicker, Smith, O'Hara, McCoy & Ford, P.A. 
9128 Strada Place, Suite 10200 
Naples, Florida 34108-2683 

Re: Complaint No. 2012-09524 Robed M. Bojarzin, R.Ph. 

Dear Mr. Crews 

Pursuant to section 456.073(10), Florida Statutes, enclosed a CD containing a 
copy the Department's complete investigative file in Complaint No. 2012-09524. 
Section 456.073(10), Florida Statutes provides in part: 

Upon completion of the investigation and a recommendation by the department to find probable cause, and 
pursuant to a written request by the subject or the subject's attorney, the department shall provide the subject 
an opportunity to inspect the investigative tile or, at the sub ject's expense, forward to the subject a copy of the 
investigative file. Notwithstanding s. 456.057, the subject may inspect or receive a copy of any expert witness 
report or patient record connected with the investigation if the subject agrees in writing to maintain the 
confidentiality of any information received under this subsection until 10 days after probable cause is found and 
to maintain the confidentiality of patient records pursuant to s. 456.057, The subject may file a written 
response to the Information contained in the investigative file. Such response must be filed within 20 days of 
mailing by the department, unless an extension of time has been granted by the department. 

Pursuant to the provisions of section 456.073(10), Florida Statutes, your written 
response must be received by no later than twenty (20) days from the date of this letter. 
Any requests for an extension of time must be made to my office prior to the expiration 
of the original twenty (20) days. 

The password for the CD is: 456. Please call with any questions, 850-245-4640, 
ext. . 

Respectfully, 

Melissa E. Dinwoodie 
Assistant General Counsel 

MED/on 

Enclosures: CD Investigative File (2012-09524) 
Invoice 41: MQPR13-187 

Prosecution Services Unit 
4052 Bald Cypress Way, Bin C65 'Tallahassee, Florida 32399-1701 

Phone: (850) 245-4640 Fax: (850) 245-4683 • hit .com 



PRosEcutioN SERVICES UNIT 
4052 BALD CYPRESS WAY, BIN # C65 
TALLAHASSEE FLORIDA 32399-3265 

PHONE: (850) 245-4640 

To Kevin Crews Esquire 
9128 Strada Place 
Suite 10200 
Naples Florida 34108 

INVOICE NUMBER MQPR13-187 

DATE October 10, 2012 

SERVICES RENDERED 

(copy) Pages @$.15 Per Page 

Pages @$.75 Per Page (Color Copied) 

L... CD @ $8.00 Each 

Charge to Above Copies 

X-Ray Duplication Charge: 

Research Charge (if over one half hour) 
At $_per hour x _hours 

Postage & Handling Fees: 

Payment Options: Cashier Check or Money Order made payable to: 

Florida DOH, Division of IVIQA 

$ 

$ 

$ 8.00 

$ 

$ 

$ 

$ 

Please reference the INVOICE NUMBER on your Payment—Mail to the above address. 

AMOUNT 

Organization Code: 64-22-10-01-022 Expense Code: 497000 

EO Code: PA 

Profession: Pharmacy 

Case Name: Robert Bojarzin Case Number: 2012-09524 

TOTAL AMOUNT DUE UPON RECEIPT $8.00 





To track the latest status of your shipment, click on the tracking number 
above, or visit us at . 
This tracking update has been sent to you by FedEx on the behalf of the 
Requestor noted above. FedEx does not validate the authenticity of the 
reguestor and does not validate, guarantee or warrant the authenticity of the 
request, the requestor's message, or the accuracy of this tracking update. For 
tracking results and fedex.com's terms of use, go to . 
Thank you for your business. 

NOt spam previous vote 

10/29/2012 

F'age 2 ot 2 



rage i ot I 

Frarn: (850) 245-4640 Origin ID: IA Ship Date: 24OCT12 

ChrisbneLillich ActWgt 1.0 LB 

Dept of FlealtfuVSU CAD: 100583107ñNET3300 

4040 Esplanade Way 
Suite 101 Dehvery Address Bar Code 
Tallahassee, FL 32399 

SHIP TO: (401) 64S-S11S BILL SENDER Ref# 64221001022 
Michael R. DLugo nvoice# Case#2012-09524 

Wicker, Smith, et al 456 Request 

9128 STRADA PL 
STE 10200 
NAPLES, FL 34108 

________________________________________________ 

THU ..25 OCT fl 
TRX# 7939 2273 6223 

STANDARD OVERNIGHT 

34108 

XH IMMA 
A I 61 

0 U 
- 

After printing this label: 
1. Use the 'Print button on this page to print your label to your laser or inNet printer. 
2. Fold the printed page along the horizontal line. 
3. Place label in shipping pouch and affix it to your shipment so that the barcode portion ot the label can be read and scanned. 

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could 
result in additional billing charges, along with the cancellation of your FedEx account number. 
Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on 
fedex.com.FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non- 
delivery,misdelivery,or misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a 
timely claintLirnitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any Foss, including intrinsic 
value of the package, loss of sates, income interest, profit, attorney's lees, costs, and other forms of damage whether direct, 
incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual 
documented oss.Maximum for items of extraordinary value is $1,000, e.g. jewelry, precious metals, negotiable instruments and other 
items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide. 

https ://www.fedex.com/shipping/htmUen//PrintlFrameditijii . 10/24/2012 
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HEALTH 
Rick Scott 

Mission: Governor 
To protect, promote & improve the health 
of all people in Florida through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Visiom To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201315707 

NUBIA ORTEGA, 
RESPONDENT. 

NOTICE 

TO: NUBIA ORTEGA 
2750 Sw 128 AV 
MIAMI, FL 33175 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director 
VBOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentolHealth 
PHONE: (850) 245-44.44 • FAX: (850) 245-4791 YOUTUBE: tldoh 



Mission: 
To protect, promote & improve the health 
of all people in Florida Through integrated 
state, county & community efforts. 

a 
t-*- — 

HEALTh 
Rick Scott 

Govemor 

John H. Armstrong, MD, FACS 

Vision: To be the Healthiest State in The Nation 

MEMORANDUM 

Surgeon General & Secretary 

Tammy Collins, Acting Executive Director, Board of Pharmacy 
Christopher A. Jurich, Assistant General Counsel 
Settlement Agreement 
DOH v. Nubia Ortega, R.Ph. 
DOH Case Number 2013-15707 

DATE: January 9, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board; The following information is 
provided in this regard. 
Subject: 
Subject's Address of 
Record: 
Enforcement Address: 

Nubia Ortega, R.Ph. 
2750 S.W. 128th Avenue 
Miami, FL 33175 
2750 S.W. 128th Avenue 
Miami, FL 33175 

29230 

18244 

3/9/1994 

Yes 

Florida Department of Health 
Offico of the General Counsel • Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1701 
Express mail address: 2585 Merchants RowS Suite 105 

PHONE: 850/245.4444 FAX 850/245-4684 

www.FloridasHealth.com 
ITTER:HealthyFLA 

FACE BOOK : F LO eparth-ientof Hea lth 

YOUTUBE: fldoh 

TO: 
FROM: 
RE: 
SUBJECT 

Subject's License No: 

Licensure File No: 
Initial Licensure Date: 
Board Certification: 
Required to Appear: 
Current PRN Contract: 
Allegation: 

Rank: PS 

No 

No 

Count I: Section 456.072(1)(k), F.S. (2013) by violating 
Section 465.022(11)(a), F.S. by failing to ensure compliance 
with Rule 64B16-28. 109(1), 

Count II: Section 456.072(1)(k), F.S. (2013), by violating 
Section 465.022(11)(a), F.S. by failing to ensure compliance 
with Rule 64B16-28.109(5), F.A.C. 

Prior Discipline: None 



Probable Cause Panel: December 19, 2013 l 
Subject's Attorney: Pro Se 

Complainant/Address: DOH/ISU Miami 
Materials Submitted: Memorandum to the Board 

Settlement Agreement - signed 

Exhibit A — Administrative Complaint 
Election of Rights 

Notification Letter 
Cost Summary 

PCP Memorandum 

Final Investigative Report 

Exhibits 1 thru 3 

CA]/crl 

Disciplinary Guidelines: 

Count : Minimum of $500 fine and 12 hours of Laws and Rules course or MPJE to a maximum 
of 1 year probation and $2000 fine. 

Count : Minimum of $500 fine and 12 hours of Laws and Rules course or MPJE to a 
maximum of 1 year probation and $2000 fine. 

PRELIMINARY CASE REMARKS: SETTLEMENt AGREEMENT 

At all times material to the Administrative Complaint, Respondent was the prescription 
department manager of record for Biosic-Winzeler, Inc. (the Permittee), a community 
pharmacy located in Miami, Florida. At approximately 1:30 p.m. on or about July 5, 2013, the 
Department conducted a routine inspection of the Permittee which revealed the following: (a) 
the Permittee did not have a licensed pharmacist present and on duty, (b) the Permittee's 
prescription department was open and had a line of customers waiting to be served; and (c) 
AM., a registered pharmacy technician, was standing in the prescription department. 

Terms of Settlement: 
• Appearance 
• $1,000 Fine 
• Costs limited to $1,645.02 
• 12 hours continuing education course on Laws and Rules 

Florida Department of Health lth.com 
Office of the General CounselS Prosecution SeMees Unit TWITTER:HealthyFLA 
4052 Bald Cypress Way! Bin C-65 Tallahassee, FL 32399-1 701 FACEBOOK:FLDeparvrentorHeafth 
Express mail address: 2585 Merchants Row - Suite 105 YOUTLJBE: fldoh 
PHONE: 850/245-4444 • FAX 850/245-4684 



Jan FAh<MAUIA22-24 305-223-6028 p.3 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

CASE NO. 2013-15707 

NUBIA ORTEGA, 

RESPONDENT. 

iJLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Nubia Ortega, R..Ph., was a 

licensed pharmacist in the state of Florida, having been issued license 

number PS 29230. Respondent's mailing address of record is 2750 

southwest th Avenue, Miami, florida 33175. 
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2. Respondent was charged by an Administrative complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. — 
1. admits that he is subject t.. the provisions of 

Chapters 456 and: Florida Statutes, anØ the jurisdiction of the 

Department. 

2. Responden admits that the allegaticils in the Administrative 

Complaint, if proven constitute violations cf law and cause the 

Respondent to be subject to disdpline by the BoarØ of Pharmacy. 

PROPOSED DISPOSITION 

1. - Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its. 

disposition. 

2. - The Board Of Pharmacy shall impose an administrative 

fine of ONE THOUSAND DOLLARS ($1,000.00). The fine shalt be paid 

by Respondent to the Department of Health, CompHance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 

ll v. R.Pti. l Case .: 2B13-i.5707 2 
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Florida 32314-6320, within 30 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Finat Order) is 

flied with the Department Clerk. 

3. The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND SIX HUNDRED 

FORTY FIVE DOLLARS AND TWO CENTS l costs 

shall be assessed when the Settlement Agreement is presented to the 

Board. The costs shall be paid by Respondent to the Department of 

lieatth, Compliance Management Unit, Bin C76, Post Office Box 

6320, Tallahassee, Florida 32314-6320, within 90 days from the date 

the Final Order is filed with the Department Clerk. 

4. CE - Respondent shaH successfully complete a 

Continuing Education course on the of LAWS AND RULES 

consisting of TVIELVE (12) HOURS cf credft, which has been approved 

by the florida Board of Pharmacy, within one (1) year of the filing of a 

Final Order accepUng and incorporating this Settlement Agreement. These 

continuing education hours shall be in addition to the hours required for 

license renewal. Within ten (1O)days of completion of the course and/or 

DOPI V. Nubia Ortega, R.PII. 
0011 Case No.; 2013-15707 3 
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receipt of the certificate of completion, Respondent shall mail a copy of the 

continuing education certificate of completion to the Pharmacy Compliance 

Officer at the address Usted in paragraph two (2) above. 

5. Future - Respondent shall not violate Chapters 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

6. Violation of - it is expressly understood that a violation 

of the provisions of this Settiernent Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disdplinary action may be 

initiated against Responthnt purauartt to Chapter 4H.5,, Florida 

7. Flu Force or Effect until FinS - - is expressly 

understood that this Satt]ement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

8. Purpose of - This Settlement Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent l v. Ortega, R.Ph. 
0011 Case No.: 2013-15707 4 
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authorizes the Board to review, and examine all investigative file materials 

concerning Respondent prior 'to, or in conjunction with, consideration of 

the Settlement AgreemeAt. Petitioner and Respondent agree to support 

this Settlement Agreenjent at tip'e it is presented to the Board and 

shati offer no testimony, or argument that 'disputes or 

contravenes any or cqnclusion flaw. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shalt not unfairly or illegally prejudice 

the Board or any pf its members from further participation, consideration, 

or resolution of these proceedings. 

9. Not Preclgde Additional - Respondent and the 

Department fully under tand that this Sethement Agreement as approved 

and incorporated into the Rrial Order will nQt preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

10. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding 

DOH v. Ortega, R.Ph. 
bOM Case No.: 2013-15707 5 
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1.1. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

1.2. Current - Respondent shalt keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within ten (10) days of the change. 

WHEREFORE, the parties request that the enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this dayof 1 
R.Ph. 

Case'19o. 2013-15707 

Doll v. Wubia Orte9a, RPh. 
DQH Ctise c.: 2013-t5707 6 
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STATE OF Ft.OF€1I211 

COUNTY OF Jwmm(-P.40& 

Before me personally appeared NO&f./1 OtrSk , whose identity is 

known to me or by - C-t - . (type of identification),. 

and who, under oath, acknowledges that his/her signature appears above. 

Sworn to and subscribed me this .cJ.4-,W4r(t. , 2014. 

\ 
Notary 
My Commission Expires: 

APPROVED this day of 
7 

. zoiLh 

John H. Armsb'on9, , FACS 
State Surgeon General and 
Secretary of Health 

Christopher A- Jutith 
Assistant General Counsel 

counsel for Petitioner 
Christopher A. Jurich 
Florida Bar No. 0099014 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 BaLd Cypress Way, Bin C-65 
Taliahassee, Florida 32399 
TeL: (850) 245-1111 ext. 8174 
Fax: (850) 245-4683 

DON v. Orthga, RPIi. 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

V. CASE NO. 2013-15707 

NUBIA ORTEGA, R.PhUL, 

RESPONDENT. 
I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health (Department), by and 

through its undersigned counsel, and files this Administrative Complaint 

before the Board of Pharmacy against Respondent, Nubia Ortega, R.Ph., 

and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Administrative Complaint, 

Respondent was a licensed pharmacist within the state of Florida, having 

been issued license number PS 29230. 

t 
m I 



3. Respondent's address of record is 2750 Southwest th 
Avenue, Miami, Florida 33175. 

4. At all times material to this Administrative Complaint, 

Respondent was the prescription department manager (PDM) of Biosic- 

Winzeleç Inc., d/b/a Farmacia 22-24 (the Permittee), located at 10404 

West Flagler Street, Suite 20-21, Miami, Florida 33174. 

5. At approximately 1:30 p.m. on or about July 5, 2013, a 

Department inspector conducted a routine inspection of the Permittee and 

noted the following: 

a. The Permittee did not have a licensed pharmacist present 

and on duty; and/or 

b. The Permittee's prescription department was open and had a 

tine of customers was waiting to be served; and/or 

c. A.M., a registered pharmacy technician, was standing in the 

Permittee's prescription department. 

COUNT ONE 

6. Petitioner realleges and incorporates paragraphs one through 

five as if fully set forth herein. 

Department of Health v. Inc. 
2 
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7. Section 456.072(1)(k), Florida Statutes. (2013), provides that 

failing to perform any statutory or legal obligation placed upon a licensee 

constitutes grounds for disciplinary action. 

8. Section 465.022(11)(a), Florida Statutes (2013), provides that 

the prescription department manager must ensure the permittee's 

compliance with all rules adopted under those chapters as they relate to 

the practice of the profession of pharmacy and the sale of prescription 

drugs. .: . 

9 Rule Florida Code, provides 

that the prescription department of any community pharmacy permittee 

shall be considered dosed whenever the establishment is open and a 

pharmacist is not present and on duty. 

10. As stated above, during the inspection on or about July 5, 

2013, the Permittee's prescription department was open and receiving 

customers while a licensed pharmacist was not present and not on duty. 

11. Based on the foregoing, Respondent has violated Section 

456.072(1)(k), Florida Statutes (2013), by violating Section 

465.022(11)(a), Florida Statutes, by failing to ensure the permittee's 

compliance . Rule 64B16-28.109(1), Florida Administrative Code, which 

Department of Health v. Biosic-Winzeler, Inc. 
3 DOH Case No. 15120 



provides that the prescription department of any community pharmacy 

permittee shall be considered closed whenever the establishment is open 

and a pharmacist is not present and on duty. 

COUNT TWO 

12. Petitioner realleges and incorporates paragraphs one through 

five as if fully set forth herein. 

13. Section 456.072(1)(k), Florida Statutes (2013), provides that 

failing to perform any statutory or legal obligation placed upon a licensee 

constitutes grounds for disciplinary action. 

14. Section 5.022(11.)(a), Florida Statutes (2013), provides that 

the prescription department manager must ensure the permittee's 

compliance with, all rules adopted under those chapters as they relate to 

the practice of the profession of pharmacy and the sale of prescription 

drugs. 

15. Rule 64B16-28.109(5), Florida Administrative Code, provides 

that whenever the prescription department of any community pharmacy 

establishment is closed, no person other than a pharmacist shall enter, be 

permitted to enter; or remain in the prescription department. 

Department of Health v. Biosic-Winzeler, Inc. 
4 DOll Case No, 2013-15420 



16. As set forth above, during the inspection on or about July 5, 

2013, registered pharmacy technician A.M. was present in the Permitte&s 

prescription department when a licensed pharmacist was not present and 

on duty. 

17. Based on the foregoing, Respondent has violated Section 

456.072(1)(k), Florida Statutes (2013), by violating Section 

465.022(11)(a), Florida Statutes, by failing to ensure the permittee's 

compliance with Rule 64316-28.109(5), Florida Administrative Code, which 

states that whenever the prescription department of any community 

pharmacy establishment is dosed, no person other than a pharmacist shall 

enter, be permitted to enter, or remain in the prescription department. 

WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

Department of v. Inc. 
DOn Case No. 2013-15420 



SIGNED this 

______ 

day of nL , 2013. 

John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

A. ! 
Assistant General Counsel 
Ha. Bar Na. 0099014 

FILED Florida Department of Health 
DEPARTMENT OF HEALTH Office of the General Counsel DEPUTY CLERK 

CLERK YtngdSanters 4052 Bald Cypress Way, Bin C-65 
DATE DEC 1 9 2013 Tallahassee, FL 32399-3265 

Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: christopher.jurich©flhealth.gov 

M 
PCPMeeting: 
PCP Members: Mark 

Department of Health v. Inc. 
6 DOH Case No. 2013-15420 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be 
conducted in accordance with Section 120.569 and 120.57, 
Florida Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a disciplinary matter, which may include attorney hoursanci costs, on the Respondent in addition to any other discipline imposed. 

Department or V. Inc. 
DO)-4 Case No. 2013-15420 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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: 
To protect promote & improve the health 
of all people in Florida through integrated 

state, county & community efforts. 

VIA US MAIL 

Nubia Ortega, R.Ph. 
2750 SW. th Avenue 
Miami, Florida 33175 

Re: DOH vs. Nubia Ortega, R.Ph. 
DOH Case Number: 201 3-15707 

Dear Nubia Ortega: 

Rick Scott 
Govemor 

John H. Armstrong, MD, FACS 
Slate Suigeon General & Secretary 

I am in receipt of the settlement agreement 
referenced case. 

Our office is now making preparation for 
Florida Board of Pharmacy, scheduled for 
Boulevard, Tampa, Florida 33607. Please 
Department lor the Florida Board of 
approximately two weeks prior to the meeting. 

Thank for your attention and cooperation 
free to contact this office. 

executed by you on January 8, 2014 concerning the above 

this settlement to be presented at the next meeting of the 
April 2, 2014 at the Marriott Westshore, 1001 N. Westshore 
be advised your case will be set at the convenience of the 
Pharmacy and you wilt be notified of the date and time 

in this matter. Should you have any questions, please feel 

Sincerely, 

CAJ/crl 

A. Jurich 
Assistant General Counsel 

Florida Department of Health 
Office of the General CounselS Prosecuthn Services Unit 
4052 Bald Cypress Way, Bin Tallahassee, FL 32399-1701 
Express mail address: 2585 Merchants Row — Suite 105 
PHONE: 850/2454444 FAX 850/245-4683 

.com 
ITFER:HealthyFLA lealth 

YOUTIJBE: fldoh 

H EALTH 
Vision: To be the Healthiest State in the Nation 

February 5, 2014 



Complaint Cost Summary 
Complaint Number: 201315707 

Page 1 of 1 

Subject's Name: ORTEGA.. NUB IA 
***** Cost to Date ***** 

Hours Costs 
Complaint: 1 1 
Investigation: 1 1 
Legal: .901 

Compliance: 0.00' 
[ $0.00! 

*****t**** 
Sub Total: 9.40 $706.20j 

lExpenses to Date: l 
IPrior Amount: I I 

$0.00] l Costs to Date: .201 

http://mqaapps.doh.state.fl.usIIRMOOTIMETRAK!CSDETL.ASP 1/9/20 14 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Nubia Ortega, R.Ph. (CAJ) 
Case Number: 2013-15707 

MEMBERS: Mark Mikhael and Jeffrey Mesaros 

DATE OF PCP: December 19, 2013 AGENDA ITEM: A-02 •••• 
This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: 

X Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Count I: Section 456.072(1)(k), Florida Statutes (2013), by violating 
Section 465.022(1 1)(a), Florida Statutes by failing to ensure 
compliance with Rule 641316-28.109(1), Florida Administrative Code 

Count II: Section 456.072(1)(k), Florida Statutes (2013), by violating 
Section 465.022(11)(a), Florida Statutes, by failing to ensure 
compliance with Rule 64B16-28.109(5), Florida Administrative Code 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other, 

Chair, Ck,nse Date 
Board of Pharmacy 
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HEALTH 
Rick Scott 

Mission: Governor 
To protect, promote & improve the health 
of all people in Florida through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201314316 

NADMI AHMED QAYED, 
RESPONDENT. 

NOTICE 

TO: NADMI AHMED QAYED 
15051 PROSPECT 
DEARBORN, MI 48126 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 
this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 
Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Direc4or 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin ClO . Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 
PHONE: (850) 245-4444 • FAX S (850) 245-4791 YOUTUBE: fldoh 



A 
HEALTH 

Rick Scott 
Mission: Governor 

To protect, promote & Improve the health 

of all people in Florida through integrated John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Seastary 

Vision: To be the Heaithlest State in the 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Christopher Jurich, Assistant General Counsel,, 
RE: Settlement Agreement 
SUBJECT: DOH v. Nadmi Ahmed Qayed, R.Ph. ' 

DOH Case Number 2013-14316 

DATE: February 4, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 

provided in this regard. 
Subject: Nadmi Ahmed Qayed, R.Ph. 

Subject's Address of 15051 Prospect 
Record: Dearborn, MI 48126 

Enforcement Address: 15051 Prospect 
Dearborn, MI 48126 

Subject's License No: 48803 Rank: PS 

Licensure File No: 41227 

Initial Licensure Date: 3/21/2012 

Board Certification: No 

Required to Appear: Yes 

Current PRN Contract: No 

Allegations: Section 465.016(1)(h), Florida Statutes (2013) 

Prior Discipline: None 

Probable Cause Panel: December 12, 2013 

Mikhael and Mesaros 

Subject's Attorney: Pro Se 

Florida Department of Heaith www.FioridasHeaith.com 
Office of the Generai Counsei • Services Unit TWIUER:HeaithyFLA 
4052 Baid Cypress Way, Bin C-65 • Tallahassee, FL 32399-1701 lealth 
Express mail address: 2585 Merchants RowS Suite 105 VOUTUSE: fldoh 
PHONE: 850/245-4444 • FAX 850/2454684 



Complainant/Address: (Self-Report) Nadmi Ahmed Qayed 
15051 Prospect 
Dearborn, I 48126 

Materials Submitted: Board Notice of Hearing 
Memorandum to the Board 

Settlement Agreement, signed 
Exhibit A — Administrative Complaint 

Election of Rights 
Notification Letter 
Cost Summary 
Final Investigative Report 

Exhibits 1 thru 2 

CAJ/crl 

Disciplinary Guidelines 

Minimum of same penalty as imposed in other jurisdiction or as closely as possible to penalties 
set forth in Florida Statutes to a maximum of same penalty as imposed in other jurisdiction or 
as closely as possible to penalties set forth in Florida Statutes to $10,000 fine and revocation. 

PRELIMINARY CASE REMARKS: SE1TLEMENT AGREEMENT 

On or about August 14, 2013, Respondent entered into a consent order with the Michigan 
Board of Pharmacy, whereby disciplining Respondent's pharmacist license in the state of 
Michigan for having filled fraudulent prescriptions and dispensed controlled substances to 
himself and one or more patients without a legitimate prescription. The offense underlying 
Respondent's discipline by the Michigan Board of Pharmacy would also constitute a violation of 
Chapter 465, Florida Statutes. 

Terms of Settlement: 
• Appearance 
• $5,000 Fine 
• Costs limited to $1,250.52 
• Probation for 1 year with standard terms 
• CE course: 12 hours of Laws and Rules 

Florida Department of Health wwwSlorldasHealth.com 
Office or the General Counsel • Prosecution Services Unit TWI1TER:HealthyFLA 
4052 BS Cypress Way, Bin C-65 • Tallahassee, FL 32399-1 701 lealth 
Express mail address: 2585 Merchants Row - Suite 105 YOUTUBE: fldoh 
PHONE: 850/245-4444 FM 850/245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH,, 

PETITIONER, 

v. CASE NO. 2013-14316 

NADMI AHMED QAYED, R.Ph., 

RESPONDENT. 

________________________________________________I 

SEtTLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Nadmi Ahmed Qayed, 

R.Ph., was a licensed pharmacist in the state of Florida, having been issued 

license number PS 48803. Respondent's mailing address of record is 

15051 Prospect, Dearborn, Michigan 48126. 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

2. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSITION 

1. - Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition. 

2. - The Board of Pharmacy shall impose an administrative 

fine of FIVE THOUSAND DOLLARS ($5,000.00). The fine shall be paid 

by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 

DOH v. Nadmi Ahmed Qayed, R.Ph. 
DOH Case No.: 2013-14316 2 



Florida 32314-6320, within 30 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

3. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND TWO 

HUNDRED FIFTY DOLLARS AND FIFTY TWO CENTS ($1,250.52). 

Total costs shall be assessed when the Settlement Agreement is presented 

to the Board. The costs shall be paid by Respondent to the Department 

of Health, Compliance Management Unit, Bin C76, Post Office Box 

6320, Tallahassee, Florida 32314-6320, within 90 days from the date 

the Final Order is filed with the Department Clerk. 

4. - Respondent's Florida pharmacist license shall be 

placed on probation for j (one) year. During the period of probation, 

Respondent shall be subject to the following terms and conditions: 

a. Respondent shall not work at or for more than 2 

pharmacies during each quarter of the probationary 

period, unless Respondent obtains prior written approval 

from the Board. 

DOH V. Nadmi Ahrned Qayed, R.Pti. 
DOH Case No.; 2013-14316 3 



b. Respondent shall submit written reports to the 

Compliance Officer for the Medical Quality 

Assurance/Compliance Management Unit, Compliance 

Officer, 4052 Bald Cypress Way, Bin C-01, 32399-3251. 

These reports shall include Respondent's license number, 

current address, and phone number; current name, 

address, and phone number of each pharmacy in which 

Respondent is engaged in the practice of pharmacy; the 

names of all pharmacists, pharmacy interns, pharmacy 

technicians, relief pharmacists, and prescription 

department managers working with Respondent. These 

reports shall be submitted to the Compliance Officer 

every three (3) months in a manner as directed by the 

compliance officer. 

c. Respondent shall ensure that his employer submits 

written reports to the Compliance Officer for the Medical 

Quality Assurance/Compliance Management Unit, 

Compliance Officer, 4052 Bald Cypress Way, Bin C-01, 

32399-3251. These reports shall contain the name, 

DQH v. Nadnii Ahmed Qayed, ,Ph. 
DOH Case No.: 2013-14316 4 



address, license number, and phone number of each 

pharmacy intern, pharmacy technician, relief pharmacist, 

and prescription department manager working in the 

prescription department where Respondent practices, and 

provide a brief description of Respondent's duties, 

responsibilities, and working schedule. These reports 

shall be submitted to the Compliance Officer every three 

(3) months in a manner as directed by the compliance 

officer. 

d. Respondent 

before the Board 

three (3) months 

right to extend Respondent's term of probation or to 

impose additional restrictions, conditions or limitations on 

Respondent's license. 

5. CE - Respondent shall successfully complete a 

Continuing Education Course on the subject of LAWS AND RULES 

consisting of TWELVE (12) HOURS of credit, which has been approved 

by the Florida Board of Pharmacy, within one (1) year of the filing of a 

0011 v. Nadmi Ahmed Qayed, R.Ph. I Case No.: 2013-14316 5 

shall make a mandatory appearance 

of Pharmacy during Respondent's last 

of probation. The Board retains the 



Final Order accepting and incorporating this Settlement Agreement. These 

continuing education hours shall be in addition to the hours required for 

license renewal. Within ten (10) days of completion of the course and/or 

receipt of the certificate of completion, Respondent shall mail a copy of the 

continuing education certificate of completion to the Pharmacy Compliance 

Officer at the address listed in paragraph two (2) above. 

6. Future - Respondent shall not violate Chapters 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

7. Violation of - It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

8. No Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

DOH V. Nadmi Ahmed Qayed, R.Ph. 
DOH Case No.: 2013-14316 6 



9. PurDose of Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

10. Not Preclude Additional - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

aM v. Nadmi Mmed Qayed, R.Ph. ll Case No.: 2013-14316 7 



11. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

12. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

13. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within ten (10) days of the change. 

WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this day of 

_______________________, 

201j. 

QaQSR.Ph. 
Case No. 2013-14316 

DOM V. Nadmi Ahmed Qayed, R.PtI. 
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STATE OF 

______________ 

COUNTY OF 

Before me whose identity is 
known to me or by 'k\NU \\ CK'- (type of identification), 
and who, under oath, acknowledges that his/her signature appears above. 

Sworn to and subscribed before me this day of . 2011\. 

Notary Public Michigan 16tary 
My Commission Expires: 16— g in ie y 

_______ 

APPROVED this 1.34k day of 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

Christopher A. Jurich 
Assistant General Counsel 

Counsel for Petitioner 
Christopher A. Jurich 
Florida Bar No. 0099014 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399 
Tel.: (850) 245-4444 ext. 8174 
Fax: (850) 245-4683 

DON V. Nadmi Ahmed Qayed, R.Ph. 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

. CASE NO. 201314316 
NADMI AHMED QAYED, R.PH., 

RESPONDENT. 
I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Nadmi Ahmed Qayed, R.Ph., and 

in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Administrative Complaint, 

Respondent was a licensed pharmacist within the state of Florida, having 

been issued license number PS 48803. 

________ 



3. Respondent's address of record is 15051 Prospect, Dearborn, 

Michigan 48126. 

4. The Michigan Board of Pharmacy is the regulatory agency that 

governs the profession of pharmacy in the state of Michigan. 

5. Respondent's pharmacist license number in the state of 
Michigan is 53-02-033396. 

6. On or about August 14, 2013, Respondent entered into a 

Consent Order with the Michigan Board of Pharmacy, whereby disciplining 

Respondent's pharmacist license in the state of Michigan for having filled 

fraudulent prescriptions and having dispensed controlled substances to 

himself and one or more patients without a legitimate prescription. 

7. The offense underlying Respondent's discipline by the Michigan 

Board of Pharmacy in paragraph six would also constitute a violation of 

Chapter 465, Florida Statutes. 

8. Section 465.016(1)(h), Florida Statutes (2013), provides that 

having been disciplined by a regulatory agency in another state for any 

offense that would constitute a violation of this chapter constitutes grounds 

for denial of a license or disciplinary action; 

Department of Health v. Nadnil Ahmed Qayed, R.Ph. 
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9. As stated above, Respondent entered into a Consent Order, 

with the Michigan Board of Pharmacy, whereby disciplining Respondent's 

pharmacist license in the state of Michigan for an offense that would 

constitute a violation of Chapter 465, Florida Statutes. 

10. Based on the foregoing, Respondent has violated Section 

465.016(1)(h), Florida Statutes (2013), having been disciplined by a 

regulatory agency in another state for any offense that would constitute a 

violation of this chapter 

WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

Department or Health v. Mmed Qayed, RPN. 
DOH Case No. 2013-14316 



SIGNEDthIs dayof 

John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

Assistant General Counsel 
Ha. Bar No. 0099014 
Florida Department of lth 
Office of the General Counsel 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: @nhealth.gov 

FILED 
PCP Meeting: December 12, 2013 DEPARTMENT F HEALTH 
PCP Members; Mark Mikhael, Jeffrey Mesaros CLERK 

DATE DEC 1 2 2013 

Department of Health v. Nadrni Mmed Qayed, R.Ph. I Case No. 2013-14316 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted in accordance with Section 120.569 and 120.57, Florida Statutes, to be represented by counsel or other qualified representative, to present evidence and argument, to call and cross-examine witnesses and to have subpoena and subpoena duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred costs related to the investigation and prosecution of this matter. Pursuant to Section 456.072(4), Florida Statutes, the Board shall assess costs related to the investigation and prosecution of a disciplinary matter, which may include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

Dcpartrnent of Health v. Nadmi Abmed 1 R.PrI. 
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CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


Rick Scott Mission: I I 
Governor To protect, promote & improve the health 

I , I 
of all people in Florida through integrated 

I John H. Armstrong, MD, FACS slate, ceunty & cemmunity efforts. 

HEALTH I 

State Surgeon General & Secretary 

Vision: To be the Healthiest State in the 

February 5, 2014 

VIA US MAIL 

Nadmi Ahmed Qayed, R.Ph. 
15051 Prospect 
Dearborn, MI 48126 

Re: DOH vs. Nadmi Ahmed Qayed, R.Ph. 
DOH Case Number: 201 3-1 4316 

Dear Nadmi Ahmed Qayed: 

I am in receipt of the settlement agreement executed by you on January 9, 2014 concerning the above 
referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of the 
Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. Westshore 
Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the convenience of the 
Department andfor the Florida Board of Pharmacy and you will be notified of the date and time 
approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please feel 
free to contact this office. 

Sincerely, 

Christopher A. Jun 
Assistant General Counsel 

CAJ/crl - 

Florida Department of Health 
www.FloridasHealth.com Office of the General CounselS ProsecuUon Services Unit lealthyFLA 4052 Bald Cypress Way, Bin 0-65 Tallahassee, FL 32399-1701 

FACEBOOK:FLDeparth-ientothealth Express mail address: 2585 Merchants Row — Suite 105 
YOUTUBE: fldoh PHONE: FAX 8501245-4683 



Complaint Cost Summary 
Complaint Number: 201314316 

Page 1 of 1 

Subject's Name: QAYED. NADMI ARMED 

Cost to Date 

Hours Costs 

Complaint: 0.50] 
[ 

$27.45] 

Investigation: 
Legal: 1 
Compliance: 0.00 

[ 
so.ooj 

I 

********t* 
Sub Total: 4.20 

[ 5342.301 

lExpenses to Date: 1 
Prior Amount: 

1 
1 

ITotal Costs to Date: 1 

http://mqaapps.doh.state.fl.us/IRMOOTIMETRAK/CSDETL.ASP 2/4/2014 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Nadmi Ahmed Qayed, R.Ph. (CAJ) 
Case No. 2013-14316 

MEMBERS: Mark Mikhael and Jeffrey Mesaros 

DATE OF PCP: December 12, 2013 AGENDA ITEM: A-07 

This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise filly advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.016(l)(h), Florida Statutes (2013) 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 
other 

Chair, 
Board 
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HEALTh Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Flodda thrnugh integrated John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Naflon 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201217794 

KELLIE QUINN FLOOD, 
RESPONDENT. 

NOTICE 

TO: KELLIE QUINN FLOOD 
129 NW MAGNOLIA LAKES BLVD. 
PORT SAINT LUCIE, FL 34986 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 am. The Respondent is required to be present at this 

meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 
CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

ward Executive Director 
fBOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.Com 

Division of Medical Quality Assurance 
TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin dO Tallahassee, FL 32399.3260 FACEBOOK:FLDepartmentofHealth 

PHONE: (850) 245-4444 FAX: (850) 245-4791 
YOUTUBE: fidob 



- Rick Scott 
Mission: Governor 
To protect, promote & improve the health 

_____________ 

of all people in Florida through integrated John H. Armstrong, MD, FACS 
state, county & community efforth. State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201217794 

KELLIE QUINN FLOOD, 
RESPONDENT. 

NOTICE 

TO: BRIAN KAHAN 
2300 NW CORPORATE BLVD #123 
KAHAN HEIMBERG, PLC 
BOCA RATON, FL 33431 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 am. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

(Board Executive DWector / BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FiorldasHealth.com 
Division of Medical Quality Assurance• Bureau of HCPR IthyFLA 
4052 Bald Cypress Way, Bin C-04 . Tallahassee, FL 32399-1701 lth 
PHONE: 8501245-4292 • FAX 850/413-6982 VOUTUBE: fldoh 



Mission: 
Tp , & improve •the health 
or an people tu i-iorida tflrouciJj integrated 
state, county & community ettorts. 

1& 
HEALTH 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 

Surgeon General & Secretary 

TO: 

FROM: 
RE: 
SUBJECT: 

DATE: February 4, 2014 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM 

Kellie Quinn Flood, R.Ph. 
129 NW Magnolia Lakes Blvd. 
Port Saint Lucie, FL 34986 
129 NW Magnolia Lakes Blvd 
Port Saint Lucie, FL 34986 

Subject's License No: 49433 

Licensure File No: 42195 

Initial Licensure Date: 8/6/ 2012 

Board Certification: No 

Required to Appear: 
current PRN Contract: Yes 

Allegation: 
Prior Discipline: 
Probable Cause Panel: 

Tammy Collins, Acting Executive Director, Board of Pharmacy 
Christopher A. Jurich, Assistant General Counsel 
Settlement Agreement 
DOH v. Kellie Quinn Flood, R.Ph. a/k/a Kellie Quinn Hill, R.Ph. 
DOH Case Number 2012-17794 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 
Subject: 
Subject's Address of 
Record: 
Enforcement Address: 

Yes 

Rank: PS 

Section 465.016(1)(f), Florida Statutes (2013) 
None 

January 9, 2014 
Debra Glass and Mark Mikhael 

www.FlorldasHealth.com 
TWITTER:HeaIthyFLA 

FAC EBOOX F LD eparim entof H earth 

VOUTUSE: fldoh 

Florida Department of Health 
Office of the General Counsel- Prosewlion Services Unit 

4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1701 
Express mail address: 2585 Merchants Row - Suite 105 

PHONE: 850/245-4444 FAX 850/245-4684 



Subject's Attorney: 

Complainant/Address: 
Materials Submitted: 

Disciplinary Guidelines: 

Brian Kahan 
2300 Nw Corporate Blvd #123 
Kahan Heimberg, Plc 
Boca Raton, FL 33431 

DOH/CSU 

Memorandum to the Board 

Settlement Agreement - signed 
Exhibit A — Administrative Complaint 

Election of Rights 
Notification Letter 
Cost Summary 
Defense Attorney Document 02-03-14 
Defense Attorney Document 01-28-14 
PCP Memorandum 
Final Investigative Report 

Exhibits 1 thru 3 

Minimum of $3,000 fine and 1 year suspension follow by one year probation to a maximum of 
revocation. 

PRELIMINARY CASE REMARKS: SE1TLEMENT AGREEMENT 

On or about September 4, 2013, in the Nineteenth Judicial Circuit Court, in and four St. Lucie 
County, Respondent entered a plea of nob contendere to one count of grand theft of a 

controlled substance, a third degree felony, in violation of Section 812.014, florida Statutes. 
Grand theft of a controlled substance is a crime which directly relates to the practice of 
pharmacy. 

Terms of Settlement: 
• Appearance 
• $3,000 Fine payable within 12 months 
• Costs limited to $1,514.82 payable within 12 months 
• Probation for 5 years running concurrent with Respondent's PRN monitoring contract 

Florida Department of Health 
Office of the General Counsel • Prosecuflon SeMces Unit 

4052 Bald Cypress Way, Em C-65 • Tallahassee, FL 32399-1 701 

Express mail address: 2585 Merchants Row - Suite 105 

PHONE:850/245-4444. FAX 850/245-4684 

.com 
TWIflER:l-IealthyFLA lnientofl-lealth 

VOUTUSE: fldoh 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2012-17794 

KELLIE QUINN FLOOD, R.Ph., 
a/k/a KELUE QUINN HILL, R.Ph., . 
_______________I 

AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Kellie Quinn Flood, 

a/k/a Kellie Quinn Hill, R.Ph., was a licensed pharmacist in the state of 

Florida, having been issued license number PS 49433. Respondent's 

mailing address of record is 129 Northwest Magnolia Lakes Boulevard, Port 

Saint Lucie, Florida 34986. 





Florida 32314-6320, within 12 months from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

3. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND FIVE 

HUNDRED AND FOURTEEN DOLLARS AND EIGHTY TWO CENTS 

($1,514.82). Total costs shall be assessed when the Settlement 

Agreement is presented to the Board. The costs shall be paid by 

Respondent to the Department of Health, Compliance Management 

Unit, Bin C76, Post Office Box 6320, Tallahassee, Florida 32314- 

6320, within 12 months from the date the Final Order is filed with the 

Department Clerk. 

4. - Respondent's Florida pharmacist license shall be 

placed on probation for five (5) years running concurrent with the 

Professionals Recovery Network (PRN) monitoring contract 

beginning April 12, 2013, and terminating April 11, 2018. During 

the period of probation, Respondent shall comply with all terms and 

conditions of the Order of the Nineteenth Judicial Circuit Court iii and for 

DOll V. KelJle Qfflnn Flood, R.PI1. ll Case No.: 2012-17794 3 



St. Lucie County ("Court Order") entered on September 4, 2013. Subject 

to the conditions of supervision from the Court Order, Respondent shall be 

further subject to the following terms and conditions: 

a. Respondent shall not work at or for more than 2 

pharmacies during each quarter of the probationary 

period, unless Respondent obtains prior written approval 

from the Board. 

b. Respondent shall submit written reports to the 

Compliance Officer for the Medical Quality 

Assurance/Compliance Management Unit, Compliance 

Officer, 4052 Bald Cypress Way, Bin C-O1, 32399-3251. 

These reports shall include Respondent's license number, 

current address, and phone number; current name, 

address, and phone number of each pharmacy in which 

Respondent is engaged In the practice of pharmacy; the 

names of alL pharmacists, pharmacy interns, pharmacy 

technicians, relief pharmacists, and prescription 

department managers working with Respondent. These 

reports shall be submitted to the Compliance Officer 

OUR V. Keille Quinn Flood, R.Ph. 

DOll Case No.: -17794 4. 



every 3 months in a manner as directed by the 

compliance officer. 

c. Respondent shall ensure that her employer submits 

written reports to the Compliance Officer for the Medical 

Quality Assurance/Compliance Management Unit, 

Compliance Officer, 4052 Bald Cypress Way, Bin C-O1, 

32399-3251. These reports shall contain the name, 

address,, license number, and phone number of each 

pharmacy intern, pharmacy technician, relief pharmacist, 

and prescription department manager working in the 

prescription department where Respondent practices, and 

provide a brief description of Respondent's duties, 

responsibilities, and working schedule. These reports 

shall be submitted to the Compliance Officer every 3 

months in a manner as directed by the compliance 

officer. 

d. Respondent shall make a mandatcry appearance 

before the Board of Pharmacy during Respondent's last 

three (3) months of probation. The Board retains -the l v. Kelile Quinn flood, RPh. l Case No.: 2012-17794 5 



right to extend Respondent's term of probation or to 

impose additional restrictions, conditions Or limitations on 

Respondent's license. 

5. Future - Respondent shall not violate Chapters 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

6. Violation of - It is expressly understood that 'a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

7. No Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

8. Puroose of - This Settlement Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

DOH v. Kellie Quinn Flood, 
OCH Case No,: 2012-17794 6 



authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

1 documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

9. Not Preclude Additional ProceedincisL Respondent and the 

Department fully understand that this Settlement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

10. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

DOH V. Kelile Quinn Flood, R.Ph. 
DON Case No.: 2012-17794 7 



11. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

12. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within ten (10) days of the change. 

DOH v. Kellie Quinn flood, R.Ph. I Case No.: 2012-17794 8 



WHEREFORE, the parties request that the, Board enter a Anal Order 

approving and incorporating this Settlement Agreement...!n resolution of this 

mater. 

SIGNED this 1 day of : , 2014. 

Ke ie QuihnThOdj 
a/Wa Kellie Quihn Hfli,k.Ph. 
'case 2t12-:17794 

Before me appeared. YtItitQuL:nn , whose identity is 

known to me or by _ - of identification), 
and whO,•.uhd. r ackriewledges• that his/hersignature appears.Ebove.. 

Sworn to and subscribed, before me this I day . 
Vublic 

/ IS' 
- 

. 

' 

STATE OF — 

COUNTY OF 

— 
H. '. 

DOH V. Kellie quinn 'Flood,. R,Pkt' 
DOH Case' Na: ' 9 



APPROVED this 

_____ 

day of , 2014. 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

Assistant General Counsel 

Counsel for Petitioner 
Christopher A. Jurich 
Florida Bar No. 0Q99014 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399 
Tel.: (850) 245-4444 ext. 8174 
Fax: (850) 245-4683 

DOM V. Kellie Quinn Flood, 1. 
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STATE OF FLORIDA 
DEPARTMENT 0! HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

V. CASE NO. 2012-17794 

KELLIE QUINN FLOOD, R.Ph., 
a/k/a KELLIE QUINN HILL, R.Ph., 

RESPONDENT. 

_______________________________________I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Kellie Quinn Flood, R.Ph., a/k/a 

Kellie Quinn Hill, R.Ph., and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Administrative Complaint, 

Respondent was a licensed pharmacist within the state of Florida, having 

been issued license PS 49433. 

K 



3, Respondent's address of record is 129 Northwest Magnolia 

Lakes Boulevard, Port Saint Lucie, Florida 34986. 

4. On or about November 21, 2012, Respondent was arrested for 

stealing medications from her employer, CVS Pharmacy, and charged with 

grand theft of a controlled substance, a third degree felony, in violation of 

Section 812.014, Florida Statutes, 

5. On or about September 4, 2013, in case number 2012-OF- 

003447-A, in the Nineteenth Judicial Circuit Court, in and for St. Lucie 

County, Respondent entered a plea of nob contendere to one count of 

grand theft of a controlled substance, a third degree felony, in violation of 

Section 812.014, Florida Statutes. 

6. Grand theft of a controlled substance is a crime which directly 

relates to the practice of, or the ability to practice, pharmacy. 

7. Section 465.016(1)(f), Florida Statutes (2013), provides that 

having been convicted or found guilty, regardless of adjudication, in a court 

of this state or other jurisdiction, of a crime which direcdy relates to the 

ability to practice pharmacy or to the practice of pharmacy constitutes 

grounds for disciplinary action. A plea of nob coritendere constitutes a 

conviction for purposes of this provision. 

Departnient of Health V. Kellie Quinn Flood, R,Ph. 
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8. As set forth above, Respondent entered a plea of nob 

contendere to one count of grand theft of a controlled substance, a crime 

which directly relates to the ability to practice pharmacy or the practice of , 
9. Based on the foregoing, Respondent has violated Section 

465.016(1)(f), Florida Statutes (2013), having been convicted or found 

guilty, regardless of adjudication, in a court of this state or other 

jurisdiction, of a crime which directly relates to the ability to practice 

pharmacy or to the practice of pharmacy constitutes grounds for 

disciplinary action; a plea of nob contendere constitutes a conviction for 

purposes of this provision. 

WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

Departmental Health v. Kellie Quinn Flood, R.Ph. 
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SIGNED this ' day of . 
John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

- 

Assistant General Counsel 
Fla. Bar No. 0099014 
Florida Department of Health 
Office of the General Counsel 
4052 Bald cypress Way, Bin C-65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 l: christopher.jurich©flhealth.gov 

FILED /CAJ DEPARTMENT OF HEALTH 
DEPUTY CLERK 

PCP Meeting: January 9, 2014 
PCP Members: Debra Glass & Mark Mikhael 

DeparUnent of Health v, Kellie Quinn Flood R.Ph. 4 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be 
conducted in accordance with Section 120.569 and 120.57, 
Florida Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this mater. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

Department of Health v. Nellie Quinn Flood, R.Ph. 
- 5 d Case No. 2012-17791 
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SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 
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Rick Scott 

To protect, promote & improve the health I 
I Governor Mission: I 

ci all people in Florida through integrated I 

state, county & efforts. 
John H. Armstrong, MD, FACS 

HEALTH I 

State Surgeon General & Secretary 

February 6, 2014 

VIA US MAIL 

Brian Kahan, Esquire 
Kahan Heimberg 
2300 NW Corporate Blvd. 
Suite 123 
Boca Raton, Florida 33431 

Re: DOH v. Kellie Quinn Flood, R.Ph. a/k/a Kellie Quinn, R.Ph. 
DON Case Number: 2012-17784 

Dear Mr. Kahan: 

I am in receipt of the settlement agreement executed by your client on January 31, 2014 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 

Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Jurich 
Assistant General Counsel 

CAJ/crl 

Florida Department of Health www.FlorldasHealth.com 
Office of the General Counsel • ProseouUon Services Unit 

TWIUER:HealthyFLA 
4052 Bald Cypress Way, Bin 0-65 Tallahassee, FL 32399-3265 

Express malt address: 2585 Merchants Row — Suite 105 
YOUTtJBE: fldoh 

PHONE: 8501245-4444 • FAX 850t245-466X 



Complaint Cost Summary 
Complaint Number: 201217794 

Page 1 of 1 

Subject's Name: FLOOD, KELLIE QUTNN 

IIRMOOTIMETRAKICSDETL.ASP 2/5/2014 

_ [ Cost to Date ***** 

r [ 
Hours Costs 

[ 1 
Investigation: 

4.401 

liance: 0.00 

I 

*****ti:**** ********** 

ISub Total: 
] 

9.50 $728.961 

lExpenses to Date: 
] 

1 
prior Amount: so.ool 

Total Costs to Date: 1 



rage i i 
Jurich, Christopher 

From: Brian A. Kahan Bkahan@kahanlaw.com] 

Sent: Monday, February 03, 2014 1:37 PM 

To: Jurich, Christopher 

Subject: Kellie Hill 

Attachments: Exec. Election of Rights and SO.pdf 

Christopher: 

Attached, please find the executed FOR and SO. I look forward to resolving this case at the 
TaMpa meeting in April. 

Brian A. Kahan, Esq. 

To assist with the efficient work flow, pieace make sure to CORP 

pharman@J han/ow. corn with /I requests. l 
ICAMAN NEJMW!RG 

Kahan Beimberg, PLC 
2300 N.W. Corporate Blvd. 
Suite 123 
Boca Raton, FL 33431 
Office: (561) 392-9000 
Fax: (561) 405-6467 

Please consider the environment before printing this email. 

*PLEASE UPDATE YOUR RECORDS WITH OUR OUR NEWFJ!RM NAME AND ADDRESS* 

The information iii this email transmission is privileged and confidential. if you are not the intended 
recipient, nor the employee or agent responsible for delivering it to the intended recipient, you are hereby 
notified that any dissemination or copying of this transmission (including any attachments) is strictly 
prohibited. If you have received this email in error, please notify the sender by email reply. 
IRS CIRCULAR 230 NOTICE: Pursuant to recently enacted U.S. Treasury Department Regulations, we are now 
required to advise you that, unless otherwise expressly indicated, any federal tax advice expressed above Was neither 
written nor intended by the sender or tins firm to be used and cannot be used by any taxpayer for the purpose of 
avoiding penalties that may be imposed under U.S. tax law. If any person usesorrelers to any such tax advice in 
promoting, rnarketiiig or recommending a partnership or other entity, investment plan or arrangement to any 
taxpayer, then the advice should be considered to have been written to support the promotion or marketing by a 
person other than the sender or this firm of that transaction or matter, and such taxpayer should seek advice based on 
the taxpayer's particular circumstances from an independent tax advisor. 

2/3/20 14 
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Jurich, Christopher 

From: Brian A. Kahan Bkahan@kahanlaw.com] 

Sent: Tuesday, January 28, 2014 12:02 PM 

To: Jurich, Christopher 

Subject: RE: 201 2-1 7794 Kellie Flood 

Attachments: Flood Kellie 2012-17794 Settlement Agreement.redlined.doc 

Christopher: 

Attached, please find my draft revisions redlined for your review. Please let me know what you 
think? .1 welcome your assistance this matter. 

From: Christopher.iurich@flhealth.gov mailto:Christopheriurich@flhealth.gov] 
Sent: Thursday, January 23, 2014 2:56 PM 

To: Brian A. Kahan 
Subject: 2012-17794 Kellie Flood 

Brian, 

Please redline the attached settlement agreement pursuant to our phone conversation and return it for my review. 

Thanks, 

<<Flood, Kelke 2012-17794 Settlement Agreement.doc>> 

Christopher A. Jurich, Assistant General Counsel 
Office of the General Counsel 
Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, FL 32399-3265 
(550) 245-4444 ext. 8174 

How am I communicatinQ? Please contact my . 
Please note: effective October 1,2013, email addresses for DOH employees will change to: 

My new email address: 

Please note: Florida has a very broad public records law. Most written communications to or from state officials 
regarding state business are public records available to the public and media upon request. Your e-mail 
communications may therefore be subject to public disclosure. 

However, if this e-mail concerns anticipated or current litigation or adversarial administrative proceeding to which 
the Florida Department of Health is a party, this email is an attorney-client communication, and is, therefore, a 
limited access public document exempt from the provisions of Chapter 119, Florida Statutes. 

1/28/20 14 
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See Section 119.071(d)1., Florida Statutes (2010). 

DOH Mission: To protect, promote & improve the health of all people in Florida through integrated state, county, 
& community efforts. 

Vision: Healthiest State in the Nation 

Values: (ICARE) 
Innovation: We search for creative solutions and manage resources wisely. 
Collaboration: We use teamwork to achieve common goals & solve problems. 
Accountability: We perform with integrity & respect. 
Responsiveness: We achieve our mission by serving our customers & engaging our partners. 
Excellence: We promote quality outcomes through learning & continuous performance improvement. 

1/28/20 14 



TO: 

FROM: 

RE: 

MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

Department of Health, Prosecution Services Unit 

Chair, Probable Cause Panel, Florida Board of Pharmacy 

Kellie Quinn Flood, R.Ph (CAJ) 
a/k/a Kellie Quinn Hill, R.Ph. 
Case Number: 2012-17794 

MEMBERS: Debra Glass and Mark Mikhael 

DATE OF PCP: January 9, 2014 AGENDA ITEM: A-7 . .N• N• • • .UUU RUUU •U*SN .NNU UN...U..... ••Ut 
This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.016(1)(f), Florida Statutes (2013) 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 

Upon reconsideration,,dismiss 
other / , 

Pharmacy 
Chair, 
Board 
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456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
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records shall not be available to the public as part of the record of investigation for and 
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HEALTh 
Rick Scott 

Mission: Governor 

To protect, prornote & irnprove the health 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS 

state, county & comrnunity efforts. 
Surgeon General & Sec 

Visiom To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201120031 

EDY PAYOUTE, 
RESPONDENT. 

NOTICE 

TO: EDYPAYOUTE 
158 RIDGEMONT CIR SE 
PALM BAY, FL 32909 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Seftlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

rrr 
Executive Directof 

/BOARD OF PHARMACY 
Florida Department of Health 

4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health .com 
Division of Medical Quality Assurance TtNITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartrnentofl-lealth 

PHONE: (850) 245-4444 • FAX : (850) 245-4791 YOUTUBE: fldoh 



- Rick Scott Mission: 
Governor To protect, promote & improve the health 

______________ 

of at peop Ronda through aitegrated 
John H. Armstrong, MD, FACS 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nabon 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

CASE NO. 201120031 

EDY PAYOUTE, 
RESPONDENT. 

NOTICE 

TO: ROBERT NICHOLSON 
707 N.E. THIRD AVENUE, SUITE 301 
FT. LAUDERDALE, FL 33304 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 
this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Aoard Executive Dirlctor 

7 BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FlorldasHealth.com 
Division of Medical Quality Assurances Bureau of HCPR T\NITIER:HealthyFLA 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399-170 1 FACEBOOkFLDepartrnentotHealth 
PHONE: 850/245-4292 FAX 850/413-6982 YOUTUBE: fldoh 



HEALTh 
Rick Scott 

Mission: Governor 
To promote & improve the health - 

ot an it) Florida tri.rouqb integrated John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General Counsel 
RE: Settlement Agreement 
SUBJECT: DOH v. Edy Payoute, R.Ph. 

DOH Case Number 2011-20031 

DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 

provided in this regard. 
Subject: Edy Payoute, R.Ph. 
Subject's Address of 158 Ridgemont Circle SE 

Record: Palm Bay, FL 32909 

Enforcement Address: 158 Ridgemont Circle SE 

Palm Bay, FL 32909 

Subject's License No: 37775 Rank: PS 

Licensure File No: 26055 

Initial Licensure Date: 7/10/2003 

Board Certification: No 

Required to Appear: Yes - 

Current PRN Contract: No 

Allegation: Section 456.072(1)(k), F.S. (2011, 2012), by violating 

Section 465.016(1)(r), F.S. (2011, 2012) through a violation 

of Section 465.022(11)(a), F.S. (2011, 2012) as required by 

Rule 64616-28.110, F.A.C. 

Prior Discipline: None 

Probable Cause Panel: December 12, 2013 

Mesaros and Mikhael 

Florida Department of Health www.FioridasHealth.com 
Office of the General ProsecuUon Services Unit TWITTER:HealthyFLA 

4052 Bald Cypress Way! Bin Taliahassee, FL 32399-1701 FACEBOOK:FLDeparthientcfl-lealth 

Express mail address: 2585 Merchanls Row - Suite 105 VOUTUSE: fldoh 

PHONE: 850/245-4444 • FM 850/245-4684 



Subject's Attorney: Robert Nicholson, Esquire 
707 N.E. Third Avenue, Suite 301 
Ft. Lauderdale, FL 33304 

Complainant/Address: Department Of ISU - Ft. Lauderdale 

Materials Submitted: Memorandum to the Board 

Settlement Agreement — signed 

Exhibit A — Administrative Complaint 

Notification Letter 

Cost Summary 

PCP Memorandum 

GUIDELINES: 

From a $2,000 fine up to Revocation. 

PRELIMINARY CASE REMARKS: SETrLEMENT AGREEMENT 

This is a one count administrative complaint that alleges that the.Respondent was the 
prescription department manager of record of a permitted pharmacy that on two occasions 
was found to have expired medications in its active stock. 

Settlement : 
• Appearance 
• $2,500 Administrative Fine 
• Costs limited to S2.000 
• CE — Laws and Rules w/in one year of FO 

• Probation — One Year 

Florida Department of Health www.FlorldasHeatth.com 
Office of the Genemi CounselS Proseaiuon Services Unit leaithyFLA 
4052 Bald Cypress Way, Bin 0-65 • Tallahassee, FL 32399-1701 lealth 
Express mail address: 2585 Merchants Row - Suite 105 VOUTUBE: fldoh 

PHONE:850/245-4444• FAX 850/245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2011-20031 

EDY PAYOUTE, R.Ph., 

RESPON DENT. 

/ 
SETTLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, EDY PAYOUTE, R.Ph., 

was a licensed pharmacist ri the state of Florida, having been issued 

license number Ps 37775. Respondent's mailing address of record is 158 

Ridgemont Circle, SE, Palm Bay, Florida 32909. 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

2. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSITION 

1. : Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition; 

2. : The Board of Pharmacy shall impose an administrative 

fine of TWO THOUSAND FIVE HUNDRED DOLLARS ($2,500). The 

fine shall be paid by Respondent to the Department of Health, 

Compliance Management Unit, Bin C76, Post Office Box 6320, 

00K v. Edy Payoute, 
Case No.: 2011-20031 2 



Tallahassee, Florida 32314-6320, within 90 days from the date the 

Final Order approving and incorporating this Settlement Agreement (Final 

Order) is filed with the Department Clerk. 

3. : The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount TWO THOUSAND TWO HUNDRED SIXTY- 

SIX DOLLARS AND FIFTY CENTS ($2,266.50). Total costs shall be 

assessed when the Settlement Agreement is presented to the Board. The 

costs shall be paid by Respondent to the Department of Health, 

Compliance Management Unit, Bin C76, Post Office Box 6320, 

Tallahassee, Florida 32314-6320, within ONE YEAR from the date the 

Final Order is filed with the Department Clerk. 

4. Continuing : The Respondent shall successfully 

complete a Continuing Education Course on the subject of LAWS AND 

RULES OF PHARMACY consisting of EIGHT HOURS of credit, which has 

approved by the Florida Board of Pharmacy, within one (1) year of the 

filing of a Final Order accepting and incorporating this Settlement 

Agreement. Within ten (10) days of completion of the course and/or 

receipt of the certificate of completion, Respondent shall mail a copy of the 

DOH v. Edy Payoute, R.Ph. 
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continuing education certificate of completion to the Pharmacy Compliance 

Officer at the address listed in paragraph two (2) above. 

5. - Respondent shall be placed on ONE YEAR of 

probation. During the period of probation, Respondent shall be subject to 

the following terms and conditions: 

a. Respondent shall not function as a prescription 

department manager in any Florida permitted pharmacy 

during the term of probation; 

b. The Respondent shall submit monthly reports identifying 

the prescription department manager of record at the 

permit in which the Respondent is employed. The report 

shall be submitted by Respondent to the Department of 

Health, Compliance Management Unit, Bin C76, 

Post Office Box 6320, Tallahassee, Florida 32314- 

6320. 

c. Respondent shall make a mandatory appearance before 

the Board of Pharmacy during the last three months of 

probation. 

DOH v. Edy Paycute, R.Ph. - 
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6. Correction of : At its sole expense, but 

without admitting any specific deficiency or violation, Respondent shall 

immediately, or at least forthwith, correct and address all deficiencies and 

violations listed or alleged in the Administrative Complaint, to the extent 

necessary to comply with Florida law. 

7. Future : Respondent shall not violate Chapter 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

8. Violation of : It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

9. No Force or Effect until Final : It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

DON v. Edy Payoute, R.PI1. 
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10. Purpose of Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

11. Not Preclude Additional : Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

DOH v. Edy Payoute, R.Ph. 
Case No.: 201 1-20031 6 



12. Waiver of Attorney's Fees and : Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

13. Waiver of Procedural : Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

14. Current : Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

15. Time of the : Time is of the essence in all respects 

concerning this agreement. 

WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this g day of 

________________________, 

2014. 

1 
CASE NO. 2011-20031 
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STATEOF 

COUNTY OF 

Before me personally appeared E4( . whose identity is nown t 
or by (type of identific ion), 

and who, under oath, acknowledges that his/her signature appears above. 

Sworn to and subscribed before me this day of J3u00(U , 

Janine Barteis t I 
Public — 

My Commission Expires: 

APPROVED this 6 day of 

____________________/ 

201'). 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

G. Witters 
Assistant General Counsel 

Counsel for Petitioner 
Matthew G. Witters 
Florida Bar No. 0091245 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399 
Tel.: (850) 245-4444 
Fax: (850) 245-4683 
DOH v. Edy Payoute, R.Ph. 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2011-20031 

EDY PAYOUTE, R.PH., 

RESPONDENT. 
I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and flies this Administrative Complaint before the 

Board of Pharmacy against Respondent, Edy Payoute, R.Pl-L, and in support 

thereof alleges: 

1. Petitioner Is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Administrative Complaint, 

Respondent was a licensed pharmacist within the State of Florida, having 

been issued license number PS 37775. 



3. Respondent's address of record is 158 Ridgemont Circle 

Southeast, Palm Bay, Florida 32909. 

4. At all times material to this Administrative Complaint, 

Respondent was the Prescription Department Manager (PDM) of Kiskeya 

Investment Group, LLC (Kiskeya) located at 3880 West Broward Boulevard, 

Suite 7, Plantation, Florida 33312. 

5. On or about October 26, 2011, a Department inspector 

conducted an inspection of Kiskeya. 

6. The Department's inspector found expired medications in the 

refrigerator. 

On or about December 21, 2012, a Department inspector 

an inspection of Kiskeya. 

The 's inspector found expired medications not 

from the shelves. 

The following chart illustrates the expired medications found 

inspection on or about December 21, 2012: 

Medication Lot Number 

7. 

conducted 

8. 

removed 

9. 

during the 

Expiration Date 
1 bottle of Furosemide 
40mg, 1000 tablets 

CA80229AC November 2012 

1 bottle of Metoprolol 
Tartrate 100mg 

GKJ 1157 November 2012 

1 bottle of Simvastatln 
20mg, 1000 tablets 

MK9521 November 2012 

DOHv. Edy Paycute, R.Ph. 
case No. 2011-20031 
Ac — RPh, expired medications 

2 



DOH V. Edy Paycute, R.Ph. 
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Fluconzaote Y02708 
tablets 

September 2012 

8F710015 
tablets 

June2012 

Amoxicillin and BF3605 
Potassium for 

. 

November 2012 

Amoxiclif in and 800131 
Potassium for 

October 2012 

Amoxicillin and BC7440 September 2012 
Potassium for 

AmoxidIlin and 8A4010122-A July 2012 
Potassium for 

Adapalene 2643 October 2012 
Net WT 45 

Fiuconazole 0848902 December 1, 2012 

Indomethacin TE09048 September 2012 
capsules 

. 

I 

Sumatriptari 2135549 February 2012 
9 tablets 

. 

Clotrimazole 16T0067 November 2012 • 

Fluconazole for 0843803 December 1, 2012 
40mg/mi 

3 



10. Section 456.072(1)(k), Florida Statutes (2011, 2012), provides 

that failing to perform any statutory or legal obligation placed upon a 

licensee is grounds for disciplinary action. 

11. Section. 465.016(1)(r), Florida Statutes (2011, 2012), provides 

that violating any provision of chapter 465 or chapter 456, or any rules 

adopted pursuant thereto, constitutes grounds for denial of a license or 

disciplinary action. 

12. Section 465.022(11)(a), Florida Statutes (2011, 2012), 

provides, in pertinent part, that the prescription department manager must 

ensure the permittee's compliance with all rules adopted under those 

chapters as they relate to the practice of the profession of pharmacy and 

the sale of prescription drugs. 

13. Rule 64B16-28.11o, Florida Administrative Code, states persons 

qualified to do so shall examine the stock of the prescription department of 

each pharmacy at a minimum interval of four months, and shall remove all 

deteriorated pharmaceuticals, or pharmaceuticals which bear upon the 

container an expiration date which date has been reached, and under no 

circumstances will pharmaceuticals or devices which bear upon the 

container an expiration date which has been reached be sold or dispensed 

to the public. 
DOH v. Edy Payoute, R.Ph. 4 
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14. As set forth above, Respondent, as the prescription department 

manager, failed to ensure the permittee's compliance with the rule 

requiring removal of deteriorated pharmaceuticals, or pharmaceuticals 

which bear upon the container an expiration date which has been reached 

from the stock, as required by Rule 64B16-28.110, Florida Administrative 

Code. 

15. Based on the foregoing, Respondent has violated Section 

456.072(1)(k), Florida Statutes (2011, 2012), by violating Section 

465.016(1)(r), Florida Statutes (2011, 2012), through a violation of Section 

465.022(11)(a), Florida Statutes (2011, 2012), by failing to ensure that 

deteriorated pharmaceuticals, or pharmaceuticals which bear upon the 

container an expiration date which date has been reathed were removed 

from stock, as required by Rule 64B16-28.11O, Florida Administrative Code. 

DON v. Edy Payout; R.Ph. 5 
Case No. 2011-20031 
Ac — RPh, expired medicauons 



WHEREFORE, Petitioner respectfully requests that the Board of Pharmacy 

enter an order imposing one or more of the following penalties: permanent 

revocation or suspension of Respondent's license, restriction of practice, 

imposition of an administrative fine, issuance of a reprimand, placement of 

Respondent on probation, corrective action, refund of fees billed or 

collected, remedial education and/or any other relief that the Board deems 

appropriate. 

SIGNED this ft day of , 2013. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

wr 
G. Witters 

Assistant General Counsel 
Fla. Bar No. 0091245 

FILED Florida Department of Health 
DEPARTMENT OF HEALTH Office of the General counsel 

CLERK 4052 Bald Cypress Way, Bin #C65 
DATE DEC 1 2 2013 Tallahassee, FL 32399-3265 
- — - 

Telephone: (850) 245-1111 
Facsimile: (850) 245-4683 
Email: matthew.witters@fthealth.gov 

PCP: December 12, 2013 
PCP Members: Dr. Mesaros and Dr. Mikhael 
DOH v, Edy Payoute, RPh. 6 
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NOTICE OF RIGHTS 
Respondent has the right to request a hearing to be conducted 

in accordance with Section 120.569 and 120.57, Florida Statutes, to be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a disciplinary matter, which may include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

DOH v. Edy Payoute, R.Ph. 
Case No, 2011-2003t 
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Rick Scott : I I Governor 
To protect, promote & improve the health 

______________ 

I 

state, county & community efforts. j John H. Armstrong, MD, FACS of all people in Plorida through inte9rated T 

H EALTH I 

State Surgeon General & Secretary 

February 7, 2014 

VIA US MAIL 

Robert Nicholson, Esquire 
707 N.E. Third Avenue 
Suite 301 
Ft. Lauderdale, Florida 33304 

Re: DOH v. Edy Payoute, R.Ph. 

DOH Case Number: 2011-20031 

Dear Mr. Nicholson: 

I am in receipt of the settlement agreement executed by your client on January 9, 2014 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be presented at the, next meeting of 

the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 

Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter, Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Assistant General Counsel 

MGW/crl 

Florida Department of Health www.FioridasHeaith.com 
Office of the General Counsel Services Unit IwIrrER:HealthyFL..A 
4052 Bald Cypress Way. Bin C-65 Tallahassee, FL 32399-3265 FACEBOOK:FLDepartrentoflleatth 
Express mail address: 2565 Merchants Row — Suite 105 YCUTUBE: fldoh 
PHONE: 650/245-4444 • FAX 850/245-466X 



Complaint Cost Summary 
Complaint Number: 201120031 

Page 1 of 1 

Subject's Name: PAYOUTE, EDY 
***** Cost to Date ***** 

Hours 
j 

Costs 

bompiaint: 1 
Legal: .7011 $1,545.42J 1 $1.61 

********** 

ISub Total: 
[ 

43.38 $3,303.371 

lExpenses to Date: ____________ l 
IPrior Amount: 1 
ITotal Costs to Date: 1 

http://mqaapps.doh.state.f1.us/JRMOOTIMETRAKICSDETL.ASP 2/5/2014 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Edy Payoute, R.Ph. (MGW) 
Case Number: 2011-20031 

MEMBERS: Mark Mikhael and Jeffrey Mesaros 

DATE OF PCP: December 12,2013 AGENDA ITEM: A-02 

This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: 

X Probable cause exists and a formal complaint shall be filed for violation of statutes and rules, 
including but not limited to: 

Section 456.072(1)(k), Florida Statutes (2011, 2012) by violating 
Section 465.016(1)(r), Florida Statutes (2011, 2012) through a violation of 
Section 465.022(11)(a), Florida Statutes (2011, 2012) 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 
/ 

it — 

I 

Chair,\ Probable Date 
Board' of 
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One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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STATE OF FLORIDA 

BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 

PETITIONER, 
CASE NO. 201212992 

VS. 

ALAN C ZIMMER, 
RESPONDENT. 

NQILQE 

TO: ALAN C ZIMMER 
8074 SEVERN DR. APT. A 

BOCA RATON, FL 33433 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commenCing at 9 a.m. The Respondent is required to be present at this 

meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 
CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director 
BOARD OF PHARMACY 

Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health 
DMsion of Medical Assurance 

4052 Bald Way, Bin ClO FL 32399-3260 

TWJUER:HeaJthyFLA 

PHONE: (850) 245-4444 FAX : (850) 245-4791 

FACEBOOK:FLDepartmentofHealth 

YOIJTUBE: fldoh 



Rick Scott 
Mission: Governor 
To protect, promote & improve the health 

______________ 

of all people in Flonda through integrated John H. Armstrong, , FACS 
state, county & community efforts. 

HEALTH State General & Secretary 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201212992 

ALAN C ZIMMER, 
RESPONDENT. 

NOTICE 

TO: WILLIAM FURLOW 
2022-2 RAYMOND DIEHL ROAD 
TALLAHASSEE, FL 32308 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

0/ CoLt i 

Executive Direátor / BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FlorldasHealth.com 
Division of Medical Quality Assurance• Bureau of HCPR TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399-170 1 FACEBOOkFLDepartmentofHealth 

PHONE: 850)245-4292' FAX 8501413-6982 VOUTUBE: fldoh 
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HEALTH 

Rick Scott 
Mission: Governor To protect promote & improve the health 
at in Florida ti,youciJj integrated John H. Armstrong, MD, FACS state, county & community el-torts. 

Surgeon General & Secretary 
Vision: To be the Healthiest State in the Nation 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General Counsel 
RE: Settlement Agreement 
SUBJECT: DOH v. Alan C. Zimmer, R.Ph. 

DOH Case Number 2012-12992 
DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 
Subject: Alan C. Zimmer, R.Ph. 
Subject's Address of 8074 Severn Drive 
Record: Apt. A 

Boca Raton, FL 33433 

Enforcement Address: 8074 Severn Dr. 
ApLA 
Boca Raton, FL 33433 

Subject's License No: 23369 Rank: PS 

Licensure File No: 12485 

Initial Licensure Date: 8/11/1987 
Board Certification: No 

Required to Appear: Yes 

Current PRN Contract: No 

Allegation: Section 456.072(1)(x), F.S. (2011) 

Prior Discipline: 4013, 01/06/1997 
Probable Cause Panel: December 18, 2012 

Fallon and Meshad 

Fiorida Department of Health .com 
Office of the General CounselS Services Unit TWIUER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 . Tallahassee, FL 32399-1701 lealth 
Express mail address: 2585 Merchants Row - Suite 105 YOUTUBE: lldoh 

FAX 850/245-4684 



Subject's Attorney: William Furlow 

Grossman, Furlow & Bayó 
2022-2 Raymond l Road 
Tallahassee, FL 32308 

Complainant/Address: DOH/PSU 

Materials Submitted: Memorandum to the Board 
Settlement Agreement — signed 

Exhibit A — Administrative Complaint 
Election of Rights — Request for Administrative Hearing 

Involving Disputed Issues of 
Material Fad 

Notification Letter 
Cost Summary 
Defense Attorney Document dated 01-07-13 
PCP Memorandum 

iDELINES: 

From a $1,000 fine up to Revocation. 

PRELIMINARY CASE REMARKS: SEtTLEMENT AGREEMENT 

This is a one count administrative complaint alleging that the Respondent failed to timely 
report to the Board in writing a conviction for driving under the influence. 

Settlement : 
• Appearance 
• $1,000 Fine 
• Costs not to exceed $1,438.31 
• CE — Laws and Rules within one year of Final Order 

Florida Department of Health www.FloridasHealth.com 
Office of the General Counsel • Proseaition Services Unft IrTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1701 lt 
Express mail address: 2585 Merthants Row - Suite 105 YOIJThBE: ffdoh 
PHONE: 850/245-4444 • FAX 850)245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

V. CASE NO. 2012-12992 

ALAN C. ZIMMER, R.Ph., 

RESPONDENT. 

______________I 

St i LEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Alan C. Zimmer, R.Ph., was 

a registered pharmacist in the state of Florida, having been issued license 

number PS 23369. Respondent's mailing address of record is 8074 Severn 

Drive, Apartment A, Boca Raton, Florida 33433. 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

2. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSmON 

1. - Respondent, Alan C. Zimmer, R.Ph., shall be 

present when this Settlement Agreement is presented to the Board and 

under oath shall answer all questions asked by the Board concerning this 

case and its disposition. 

2. - The Board of Pharmacy shall impose an administrative 

fine of ONE THOUSAND DOLLARS ($1,000.00). The fine shall be paid by 

Respondent to the Department of Health, Compliance Management 

Unit, Bin C76, Post Office Box 6320, Tallahassee, Florida 32314- 



6320, within 1 YEAR from the date the Final Order approving and 

incorporating this Settlement Agreement (Final Order) is filed with the 

Department Clerk. 

3. - The Board of Pharmacy shalt impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND FOUR 

HUNDRED THIRTY-EIGHT DOLLARS AND THIRTY-ONE CENTS 

($1,438.31). Total costs shall be assessed when the Settlement 

Agreement is presented to the Board. The costs shall be paid by 

Respondent to the Department of Health, Compliance Management 

Unit, Bin C76, Post Office Box 6320, Tallahassee, Florida 32314- 

6320, within 1 YEAR from the date the Final Order is filed with the 

Department Clerk. Payment must be made by cashier's check or 

money order . Personal Checks shall NOT be accepted. 

4. CE - Respondent shalt successfully complete a 

Continuing Education Course on the subject of Laws and Rules consisting 

of 12 hours of credit, which has approved by the florida Board of 

Pharmacy, within one (1) year of the filing of a Final Order accepting and 

incorporating this Settlement Agreement. These conlinuing education 



hours shall be in addition to the hours required for license renewal. Within 

ten (10) days of completion of the course and/or receipt of the certificate 

of completion, Respondent shall mail a copy of the continuing education 

certificate of completion to the Pharmacy Compliance Officer at the address 

listed in paragraph two (2) above. 

5. Future - Respondent shall not violate Chapter 456, 

465, 499 or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

6. Violation of - It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

7. p Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 



8. PurDose of Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

9. Not Preclude Additional - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 



10. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

11. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

12. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address, or practice address 

within 10 days of the change. 



WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this ? day of Itla/ , 2013 

LAN C. ZIMMER, R.PFi. 
CASE # 2012-12992 

STATEOF F(oHdc* 

COUNTYOF 

Before me personally appeared Alan C. Zimmer, R.Ph., whose identity is 
known to me or by (type of 

who, under oath, acknowledges that his signature 
appears above. 

Sworn to and subscribed before me this aN2day of 

____________, 

AUSIA S 
MY COMMISSION #EE1 105201 

EXPIRESJUIyOT,2015 

I 
Notary Pub 3 
My Commission Expires: 



APPROVED this 

_____ 

day of 201_. 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

-JEW G. W11TERS 
Assistant General Counsel 
Ha. Bar 0091245 
Florida Department of Health 
Office of the Gener& Counsel 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4640 
Facsimile: (850) 245-4683 
Email: mafthew_witters@doh.state.fl.us 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

. CASE NO. 2012-12992 

ALAN C. ZIMMER, R.Ph., 

RESPONDENT. 

______________I 

ADMINISTRATIVE COMPLAINT 

Petitioner Department of Health, by and through its undersigned 

counsel, files this Administrative Complaint before the Board of Pharmacy 

against Respondent, Alan C. Zimmer, R.Ph., Sd in support thereof alleges: 

1. Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456,. Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Order, Respondent was a licensed 

registered pharmacist operating within the State of Florida, pursuant to 

Chapter 465, Florida Statutes, holding license number PS 23369. 

3. Respondent's address of record is 8074 Severn Drive, 

Apartment A, Boca Raton, Florida 33433. 



4. On or about December 2, 2011, in the County Court for the 

Fifteenth Judicial Circuit, in and for Palm Beach County, Florida, in case 

number ZO11CTO149S6ASB, Respondent entered a plea of guflty to one (1) 

count of driving under the influence, a misdemeanor in violation of Section 

316.193(1), Florida Statutes. 

5. Respondent failed to report the plea of guilty to the Board of 

Pharmacy, in writing, within thirty (30) days of the date Respondent 

entered the plea. 

6. Section 456.072(1)(x), Florida Statutes (2011), provides that 

failing to report to the board, or the department if there is no board, in 

writing within thirty (30) days after the licensee has been convicted or 

found guilty of, or entered a plea of nob contendere to, regardless of 

adjudication, a crime in any jurisdiction is grounds for disciplinary action. 

7. Respondent failed to report the plea of guilty to driving under 

the influence to the Board of Pharmacy in writing within thirty (30) days of 

the date Respondent entered the plea. 

8. Based on the foregoing, Respondent violated Section 

456.072(1)(x) Florida Statutes (2011), which provides that failing to report 

to the board, or the department if there is no board, in writing within thirty 

Department or Health v. C. Zimmer, R.Ph. 2. 

Case Number 2012-12992 
AC - NR 



day of_______________ 

John MD, FACS 

General and Secretary 

MaE&eiw G. Witters 
Assistant General. Counsel 
Ha. Bar No. 0091245 
Florida Department of Health 
Office of the General Counsel 

4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4640 
Facsimile: (850) 245-4683 

PCP: 
PCP Members: l 
Department of Health v. Alan C. Zimmer, 

Case Number 201 2-12992 
AC-NR 

(30) days after the licensee has been convicted or found guilty of, or 

entered a plea of nob contendere to, regardless of adjudication, a crime in 

any jurisdiction constitutes grounds for discipline. 

WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 

______ 

, 

of Health 

nEF 

p.sget SafldttS 

DATE pg,c 

3 



NOTICE OF 5 
Respondent has the right to request a hearing to be 

conducted in accordance with Section 120.569 and 120.57, 

Florida Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 

duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 
Respondent is placed on notice that Petitioner has incurred 

costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 

assess costs related to the investigation and prosecution of a 

disciplinary matter, which may include attorney hours and costs, 

on the Respondent in addition to any other discipline imposed. 

Department of Health v. Man C. Zimmer, R.Ph. 4 

Case Number 2012-12992 
AC - NR 
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EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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Rick Scott 
Mission: I 

Governor 
To protect promote & improve the health I 

of all people in Flohda through integrated I John H. Armstrong, MD, FACS 
state, county & community efforts. 

I H EALTH State Surgeon General& Secretary 

February 6, 2014 

VIA US MAIL 

William Furlow, Esquire 
Grossman, Furlow & Bayó 
2022-2 Raymond l Road 
Tallahassee, Florida 32308 

Re: 
DOll Case Number: 2012-12992 

Dear Mr. Furlow: 

I am in receipt of the settlement agreement executed by your client on May29, 2013 concerning 
the above referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 

Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Matthew G. Witters 
Assistant General Counsel 

MGW/crl 

Florida Department of Health www.FioridasHeaith.com 
Office of the General Counsel • ProsecuUon Services Unit 

TWIUER:HealthyFLA 
4052 Bald Cypress Way, Bin 0-65' Tallahassee, FL 32399-3265 

FACEBOOK:FLDepartrnentofl-lealth 
Express mail address: 2585 Merchants Row — Suite 105 

YOUTUBE: fldoh 
PHONE:850/245-4444• FAX 6501245-466X 



Complaint Cost Summary 
Complaint Number: 201212992 

Page 1 of 1 

SubjecVs Name: ZIMMER., ALAN C 

***** Cost to Date 

L Hours 
] 

Costs 
Complaint: L00J 1 
Investigation: 

j 
0.70 1 

ILegal: 
f 4.50 $477.76j 

Compliance: 0.00 so.öóJ 

I 

**t******* 
ISub Total: 6.20 

[ 
$575.71 

IExienses to Date: $0.00 

Prior Amount: 
j 

$0.00 

Total Costs to Date: H 1 

http://mqaapps.doh.state.fl.us/IRMOOTIMETRAK!CSDETL.ASP 2/5/2014 
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HEALTH 
Rick Scott 

Missionr Governor 
To protect, promote & improve the health 
of all people in Florida thmugh integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201022564 

ANTHONY R CARILLI, 
RESPONDENT. 

NOTICE 

TO: ANTHONY R CARILLI 
608 XANADU PLACE 
JUPITER, FL 33477 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 am.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

oar xecutive 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance rER:HealthyFLA 
4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLoepartmentofHealth 
PHONE: (850) 245-4444 • FAX: (850) 245-4791 YOUTUBE: fldoh 



HEATh 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201022564 

ANTHONY R CARILLI, 
RESPONDENT. 

NOTICE 

TO: ANTHONY R CARILLI 
19315 N. RIVERSIDE DR. 
JUPITER, FL 33469 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

/%oard Executive Director 
BOARD OF PHARMACY 
Florida Department of Health 

4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.floridasHealth.com 
Division of Medical Quality Assurance TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 

PHONE: (850) 245.4444 • FAX: (850) 245-4791 YOUTUBE: fldoh 



Rick Scott 
Mission: Governor 
To protect, promote & improve the health 

______________ 

of all people in Florida through integrated John H. Armstrong, MD, FACS 
state, county & community efforts. 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nafion 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201022564 

ANTHONY R CARILLI, 
RESPONDENT. 

NOTICE 

TO: WILLIAM FURLOW 
2022 RAYMOND DIEHL ROAD, STE 2 

TALLAHASSEE, FL 32308-3881 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

r) 
.ttl- /avrimy 

oard Executive Director / BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FiorldasHeaith.com 
Division of Medical Quality Assurance• Bureau of HCPR ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin -04 Tallahassee, FL 32399-1701 -Iealth 
PHONE: 850/245-4292 . FAX 850/413-6982 YOIJTUBE: fldoh 
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Rick Scott 

Mission: Governor 
ørotect promote & improve ,the health 

ot I in Florida Uyoucib integrated John H. Armstrong, MD, FACS 
state, county & community en-orts. 

Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General Counsel e 
RE: Settlement Agreement 
SUBJECT: DOH v. Anthony R. Carilli, R.Ph. 

DOH Case Number 2010-22564 

DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case tobe placed an the agenda for 
final agency action for the April 2, 2014 meeting of the board. following information is 
provided in this regard. 
Subject: Anthony R. Carilli, R.Ph. 
Subject's Address of 19315 N. Riverside Drive 
Record: Jupiter, FL 33469 

Enforcement Address: 608 Xanadu Place 
Jupiter, FL 33477 

Subject's License No: 23041 Rank: PS 

Licensure File No: 12175 

Initial Licensure Date: 8/12/1987 

Board Certification: No 

Required to Appear: Yes 

Current PRN Contract: No 

Allegation(s): Section 456.072(1)(k), Florida Statutes (2010, 2011) by 
violating Section 465.016(1)(r), Florida Statutes (2010, 
2011), through a violation of Section 465.022(11)(a), Florida 
Statutes (2010, 2011), by failing to ensure the permittee's 
compliance with all rules adopted under those chapters as 
they relate to the practice of the profession of pharmacy and 
the sale of prescription drugs. 

Florida Dopartmont of Hoafth www.FioridasHoaith.com 
Office of the General Counsel . Prosecudon Services Unft ITFER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1701 lealth 
Express l 2585 Merthants Row - SuIte 105 YOUT!JBE: fldoh 

PHONE; 850/245-4444 'FAX 850/245-4684 



Prior Discipline: None 

Probable Cause Panel: January 9, 2014 

Glass and Mikhael 

Subject's Attorney: William Furlow 
2022-2 Raymond Diehl Road 
Tallahassee, FL 32308-3881 

Complainant/Address: DOH/ISU - Miami 

Materials Submitted: Memorandum to the Board 

Settlement Agreement — signed 

Exhibit A — Administrative Complaint 

Notification Letter 

Cost Summary 

PCP Memorandum 

From a $2,000 fine up to Revocation 

PRELIMINARY CASE REMARKS 

This is a one count administrative complaint which alleges that the Respondent was the 
prescription department manager of record of a permitted pharmacy, which during two 
separate inspections which was found to have outdated and mislabeled medications in its 
active stock. 

Settlement : 
• Appearance 
• Costs limited to $1,500 
• CE — Laws and Rules w/in 1 year of FO 

MG Wf cr1 

Florida Department of Health www.FlorldasHealth.com 
Office oF the General Counsel • PitseaiUon Seivlces l.Jnlt TWITTER:HeaIthyFLA 

4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-1101 lth 
Express mail address: 2585 Merchants Row - Suite 105 VOUTUBE: fidoh 

PHONE: 850/245-4444 • FAX 850/245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2010-22564 

ANTHONY R. CARILLI, R.Ph, 

RESPONDENT. 

/ 
St u i LEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit Ar in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Anthony R. Carifli, R.Ph., 

was a licensed pharmacist in the state of Florida, having been issued 

license number PS 23041. Respondent's mailing address of record is 

19315 N. Riverside Drive, Jupiter, Florida 33477. 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

2. Respondent admits th.at the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED. DISPOSITION 

1. - Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposItion 

2. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND FIVE 

HUNDRED DOLLARS ($1,500). Total costs shall be assessed when the 

DON V. Anthony R. Carfihi, R.Ph. 
Case No.: 0-22S64 z 



Settlement Agreement is presented to the Board. The costs shall be paid 

by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 

Florida 32314-6320, within 90 days from the date the Final Order is filed 

with the Department Clerk. 

3. Continuing : The Respondent's prescription 

department manager of record shall successfully complete a Continuing 

Education Course on the subject of LAWS AND RULES OF PHARMACY 

consisting of EIGHT HOURS of credit, which has approved by the Florida 

Board of Pharmacy, within one (1) year of the filing of a Final Order 

accepting and incorporating this Settlement Agreement. Within ten (10) 

days of completion of the course and/or receipt of the certificate of 

completion, Respondent shall mail a copy of the continuing education 

certificate of completion to the Pharmacy Compliance Officer at the address 

listed in paragraph two (2) above. 

4. Future Conduct - Respondent shall not violate Chapter 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or the ability to practice pharmacy 

0kv. Anthony R. Carilli, R.Ph. 
Case Mc.; 2010-22564 3 



this Settlement Agreement into Its Final Order. 

7. Puroose of Aareement - This Settlement Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement AgreemeAt. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shalt offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

DOF-l v, Anthony R, CailUl, R.PtI. 
Case No.: 2010-22564 4 

5. Violation of Terms - It is expressly understood that a 

violation of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

6. No Force or Effect until Final Order - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 



the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the . or any of its members from further participation, consideration, 

or resolution of these proceedings. 

8. Not Preclude Additional Proceedings - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not predude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not spedflcally set forth In the Administrative Complaint. 

9. Waiver of is Fees and Costs - Respondent waives 

the right to seek any attorneys fees and costs from the Department in 

connection with this disciplinary proceeding. 

10. Waiver of Procedural Rights - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

11. Current Addresses - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

DOH v, Anthony R. Cari!Ii, R.Ph. 
Case No.: 2010-22564 5 



Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

12. Time of the Essence - Time is of the essence in all respects 

concerning this agreement. 

WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this ' day of 2014. 

1E850231 ' Anthnntt D mmli . flit J flJi I 7 '..4.AI •IIl,t 

Case Number 20 10-22564 
STATE OF 

COUNTYOF QALM MM-9 

Before me personally appeared cnsa$ whose identity is known to 
me ce-by of , 
and who, under oath, acknowledges that his/her signature appears above. 

Sworn to and subscribed before me this day of 201$! 

Notary Public 
My Commission Expires: 

DOH v. Anthony Cahill, R.Ph. 
Case No.: 2010-22564 6 



APPROVED this a day of 2014. 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

Ma ewG.Witters 
Assistant General Counsel 

Counsel for Petitioner 
Matthew G. Witters 
Florida Bar No. 0091245 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399 
Tel.: 850.245.1111 
Fax: 850.245.4683 

l v. Anthony R, CarilLi, R.Pb. 
Case .: 2010-22564 7 



n 
STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2010-22564 

ANTHONY R. CARILLI, R.Ph., 

RESPONDENT. 

_____________I 

ADMINISTRATIVECOMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Anthony R. Carilli, R.Ph., and in 

support thereof alleges: 

1. Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At aU times material to this Complaint, Respondent was a 

licensed pharmacist within the state of Florida, having been issued permit 

number PS 23041. 



3. Respondent's address of record is 19315 N. Riverside Drive, 

Jupiter, Florida 33469. 

4. At all times material to this corriplaint, Respondent was the 

prescription department manager (PDI'1) or record for Anthony's Drugs 

(Permittee) located in Palm Beach Gardens, Florida. 

5. Section 465.022(11)(a), Florida Statutes (2011), states "{t}he 

prescription department manager must ensure the permittee's compflance 

with all rules adopted under those chapters as they relate to the practice 

of the profession of pharmacy and the sale of prescription drugs." 

6. On or about January 3, 2012, a Department inspector 

attempted to conduct a routine inspection of Permittee at 9121 N. Military 

Trail, Suite 106, P&m Beach Gardens, Florida 33410. 

7. On or about January 3, 2012, the Department inspector noted 

the following deficiencies during the course of this inspection: 

a. Medication not properly labeled as required by Rule 64B16- 

28.108(3), Florida Administrative Code; and/or 

b. Outdated medication in the prescription 's active 

stock as prohibited by Rule 64B16-2&110, Florida 

Administrative Code; and/or 

DOH V. Anthony Carilli, R.Ph. 2 
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Ac- PDM - Inspection Violations 



c. Certified daily log not properly maintain as required by Rule 

64B16-27.797(3)(e), Florida Administrative Code. 

8. Section 465.072(1)(k), Florida Statutes (2011), provides that 

failing to perform any statutory or legal obligation placed upon a licensee 

is grounds for disciplinary action. 

9. Section 465.016(1)(r), Florida Statutes (2011), provides that 

violating any provision of this chapter or chapter 456, or any rules adopted 

pursuant thereto, constitutes grounds for denial of a license or disciplinary 

action. 

10. Section 465.022(11)(a), Florida Statutes (2011), provides that 

the prescription department manager must ensure the permittee's 

compliance with all rules adopted under those chapters as they relate to 

the practice of the profession of pharmacy and the sale of prescription 

drugs. 

11. Respondent as PDM failed to ensure the Permittee's compliance 

with the rules of the Board of Pharmacy as noted by the deficiencies set 

forth above in paragraphs sevens 

12. Based on the, foregoing, Respondent has violated Section 

456.072(1)(k), Florida Statutes (2011) by violating Section 465.016(1)(r), 

DOH v. Anthony Carilil, R.Ph. 3 
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Florida Statutes (2011), through a violation of Section 465.022(11)(a), 

F'orida Statutes (2b11), by failing to ensure the permittee's compliance 

with all rules adopted under those chapters as they relate to the practice 

of the profession of pharmacy and the sale of prescription drugs. 

DOH v, Anthony CariUi, R.Ph. 4 
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/ "S. 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 9 day of 

_________________, 

2014.. 

1-iN H. ARMSTRONG, MD, FACS 

State Surgeon General and 
Secretary of Health 

Assistant General Counsel 
Fla. Bar No. 0091245 
Florida Department of Health 

HEALTH 
Office of the General Counsel 

CLE 
DEPUTY CLERK 4052 Bald Cypress Way, Bin #C65 

Tallahassee, FL 32399-3265 
• 

.. Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: matthew.witters@flhealth.gov 

PCP: January 9, 2014 
PCP Members: Glass and Mikhael 
DOH v. Anthony Carilli, 5 
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n 
NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120369 and 12037, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

DOH v. Anthony R.Ph. - 6 
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Rick Scott Mission: - I 

Governor To protect, promote & improve the health - 

of all people in Florida through inte9rated . John H. Armstrong, MD, FAtS state, county & community efforts. 

I HEALTH 
I 

State Surgeon General & Secretary 

February 6, 2014 

VIA US MAIL 

William Furlow, Esquire 
Grossman, Furlow & Bayó 
2022-2 Raymond Diehi Road 
Tallahassee, Florida 32308 

Re: DOH V. Anthony R. Carilli, R.Ph. 
DOH Case Number: 2010-22564 

Dear Mr. Furlow: 

I am in receipt of the settlement agreement executed by your client on January 17, 2014 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be at thenext meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 
Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Matthew G. Witters - 

Assistant General Counsel 

M GW/crl 

Florida Department of Health 
www.FloridasHealth.com Office of the General Counsel' Prosecilion Services 

TWIUER:HealthyFLA 4052 Bald Cypress Way, Bin S Tallahassee, FL 32399-3265 
FACEBOOK:FLfleparthientofl-lealth Express mail address: 2585 Merchants Row — Suite 105 

YouTuaE: fldoh PHONE: 850/245-4444 FAX 8501245-466X 
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Complaint Cost Summary 
Complaint Number: 201022564 

Subject's Name: CARILLT, ANTHONY R 
***** Cost to Date 

Hours Costs 1 
S242.80j 1 1 

.0011 l 
********t* **********I 

ISub Total: 7.60 

lExpenses to Date: $250.00 

IPrior Amount: $0.00 

ITotal Costs to Date: 1 

http://mqaapps.doh.state.fl.us/IRMOOTIMETRAKJCSDETL.ASP 2/5/2014 



MEMORANDU OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Anthony R. Carilli, R.Ph. (MGW) 
Case No. 20 10-22564 

MEMBERS: Debra Glass and Mark Mikhael 

DATE OF PCP: January 9, 2014 AGENDA ITEM: A-2 
This matter came before the Probable Cause Panel on the above date. flaying reviewed the complete 
investigative file, recommendations of the Department, and ary information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: 

_X_ Probable cause exists and a formal complaint shall be filed for violation of statutes and rules, 
including but not limited to: 

Section 456.072(1)(k), Florida Statutes (2010) by violating Section 465.016(1)(r), 
Florida Statutes (2011), through a violation of Section 465.022(i1)(a), Florida Statutes 
(2011) 

Probable Cause was not found in this case 

In lieu ofprobable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 

J jca yn ?O lndr 
CausØanel ' 

Board of Pharmacy 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 
of all people in Flonda through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Naben 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201022563 

ANTHONY'S DRUGS, 
RESPONDENT. 

NOTICE 

TO: ANTHONY'S DRUGS 
9121 N MILITARY TRAIL STE 106 
PALM BEACH GARDENS, FL 33410 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 
meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 am. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Diredor 

3 BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin dO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 

PHONE: (850) 245-4444 FAX : (850) 245-4791 YOUTUBE: fldoh 



Rick Scott 
Mission: Governor 
To protect, promote & improve The health 

of all people in Flonda through integrated John H Armstrong, MD, FACS 
state, county & community efforts. 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201022563 

ANTHONY'S DRUGS, 
RESPONDENT. 

NOTICE 

TO: WILLIAM FURLOW 
2022 RAYMOND DIEHL ROAD, STE 2 
TALLAHASSEE, FL 32308-3881 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

xecutive Director 
7BOARD OF PHARMACY 

Florida Department of Health 

4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FlorldasHealth.com 
Division of Medical Quality Assurance• Bureau of HCPR TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399-1 701 FACEBOOK:FLDepartrnentofHeafth 

PHONE: 8501245-4292 FAX 8501413-6982 YOUTUBE: fldoh 



HEALTh 
Rick Scott 

Mission: Governor To Qrotect promote & improve •the health 
or an ) Florida tri.rouaJj integrated John H. Armstrong, MD, FACS state, county & community el-Torts. 

Surgeon General & Secretary 
Vision: To be the Healthiest State in the Nation 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General 
RE: Settlement Agreement 
SUBJECT: DOH v. Anthony's Drugs 

DOH Case Number 2010-22563 
DATE: February 5, 2014 

Enclosed you will ind materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 

Subject: Anthony's Drugs 

Subject's Address of 9121 N Military Trail 
Record: Suite 106 

Palm Beach Gardens, FL 33410 

Enforcement Address: 9121 N Military Trail 
Suite 106 
Palm Beach Gardens, FL 33410 

Subject's License No: 24221 Rank: PH 

Licensure File No: 16840 
Initial Licensure Date: 8/19/2009 
Board Certification: No 

Required to Appear: Yes 

Current PRN Contract: No 

Florida Department of Heaith wwwFloridasHeaithcom 
Office of the General Counsel ProsewUon Services Unit TWIUER:HealthyFLA 
4052 B&d Cyprass Way, Bin 0-65' Tallahassee, FL 32399-1 701 FACEBOOK:FLDepartjnentofl-leajm 
Express mail address: 2585 Merchants Row - Suite 105 YOUTIJBE: fldoh 
PHONE: 850/2454444 'FAX 8501245-4684 



Allegations: COUNT : Section 465.023(1)(c), Florida Statutes (2010, 
2011), through a violation of Rule 64B16-28.110, Florida 
Administrative Code, by having expired medication in the 
prescription department's active stock. 
COUNT : Section 465.023(1)(c), Florida Statutes (2010, 
2011), by violating Rule 64B16-28.140(3)(e), Florida 
Administrative Code, by failing to properly maintain a daily 
log as required by Board Rule. 
COUNT : Section 465.023(1)(c), Florida Statutes (2010, 
2011), by violating Rule 64B16-28.108(3), Florida 
Administrative Code, by failing to properly label medication 
found with the Respondent's prescription department. 

Prior Discipline: None 

Probable Cause Panel: January 9, 2014 
Glass and Mikhael 

Subject's Attorney: William Furlow 
2022 Raymond Diehi Road, Ste 2 
Tallahassee, FL 32308-3881 
850-385-1314 

Corn plainant/Address: Department Of Health/Investigative Services 
Unit-Miami 

Materials Submitted: Memorandum to the Board 

Settlement Agreement — signed 

Exhibit A — AdministrativeComplaint 
Notification Letter 

Cost Summary 

Expert Materials — Opinion, Questions 

456 Materials 

PCP Memorandum 

GUIDELINES: 

Count I: From $500 for possession to $1,000 for dispensing up to Revocation. 
Count II: No Guideline 
Count III; From a $250 fine and a twelve hour laws and rules course up to $2,500 and one 
year of probation. 

PRELIMINARY CASE REMARKS: DETERMINATION OF WAIVER 

Florida Department of Health www.FloridasHoalth.com 
Office of the General Counsel• Prosecuion Services Unit TWIUER:HealthyFL.A 
4052 Bald Cypress Way, Bin 0-65. Tallahassee, FL 32399-1 701 FACEBOOK:FLDeparlmentofl-lealfli 
Express mail address: 2585 Merchants Row - Suite 105 YOUTUBE: fldoh 
PHONE: 8501245-4444 FAX 8501245-4684 



This is a three count administrative complaint which alleges that during two separate 
inspections outdated and mislabeled medications were found in the Respondent's active stock. 

Settlement : 
• Appearance 
• $3,000 Administrative Fine 
• Costs limited to $3.000 
• Probation — 2 Years — semi-annual inspections at the Respondent's Cost 

MGW/crl 

Florida Department of Health www.FloridasHoalth.com 
Office or the General Counsel• ProswiUon Services Unit TWI'fl'ER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1 701 FACEBOOK:FLDeparthientofHealth 
Express mail address: 2585 Merchants Row - Suite 105 VOUTUBE: fldoh 
PHONE: 850/245-4444 FAX 850/245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

I CASE NO. 201022563 

ANTHONY'S DRUGS, 

RESPONDENT. 

_/ 
SE1TLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Anthony's Drugs, was a 

licensed pharmacy in the state of Florida, having been issued license 

number PH 24221. Respondent's mailing address of record is 9121 N. 

Military Trail, Suite 106, Palm Beach Gardens, FLorida 33410. 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, aid the jurisdiction of the 

Department. 

2. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSITION 

1. : Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition. 

2. : The Board of Pharmacy shall impose an administrative 

fine of THREE THOUSAND HUNDRED DOLLARS ($3,000) The fine 

shall be paid by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 

DOH v Mthony's Drugs 
Case No.: 2010-22S63 2 



Florida 32314-6320, within 90 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

3. : The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed THREE THOUSAND DOLLARS 

($3,000). Total costs shall be assessed when the Settlement Agreement 

is presented to the Board. The costs shall be paid by Respondent to the 

Department of Health, Compliance Management Unit, Bin C76, 

Post Office Box 6320, Tallahassee, Florida 32314-6320, within 90 

days from the date the Final Order is filed with the Department Clerk. 

4. - Respondent shall be placed on. TWO YEARS of 

probation. During the period of probation, Respondent shall be subject to 

the following terms and conditions: 

a. The Department shall conduct semi-annual inspections to 

ensure compliance with the laws and rules at Respondent's 

physical location at Respondent's cost. 

ll v. Anthony's Drugs 
Case No.: 2010-22563 3 



• b. Respondent shall make a mandatory appearance before the 

• Board of Pharmacy during the last three (3) months of 

probation. 

5. Correction of Allecied : At its sole expense, but 

without admitting any specific deficiency or violation, Respondent shall 

immediately, or at least forthwith, correct and address all deficiencies and 

violations listed or alleged in the Administrative Complaint, to the extent 

necessary to comply with Florida law. 

6. Future : Respondent shall not violate Chapter 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

7. VioLation of : It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board lbr which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

8. No Force or Effect until Final : It is expressly 

understood that this Settlement Agreement is subject to approval by the 

DOll v. Anthony's Drugs 
Case No.: 2010-22563 4 



- Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

9. Purpose of Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings, 

10. Not Preclude Additional : Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

DOH V. 's Drugs 
Case No.: 2010-22563 S 



WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this day of • 2014. 

Anthony's 
CASE NO. 2010-22563 

COUNTY OF ' 
Before me personally appeared whose identity is known to 
me or by type of , 
and who, under oath, acknowledges that his/her signature appears above. 

Sworn to and subscribed before me this day of 2014. 

DCH v. Mthony's Dmgs 
Case No.: 2010-22563 

Notary Public 
My Commission Expires: fYiAtC-ø 2 

rb. 

7 

'1 

MARGAUX IIAYLES 

Poblrc State of 

My Coitrn. Expires Mar 2.2017 
commIssion # l 850231 

Thraufl 

STATE OF 



APPROVED this day of 2014. 

• John H. Armstrong; MD, FACS• 

State Surgeon General and 
Secretary of Health 

Matthew G. Witters 
Assistant General Counsel 

Counsel for Petitioner 
Matthew G. Witters 
Florida Bar No. 0091245 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399 
Tel.: (850) 245-1411 
Fax: (850) 245-4683 

DOH V. Mthcny's Drugs 
Case No.: 20t0-22563 8 



STATE OP FLORIDA 
1 

DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, / 

V. CASE NO. 2010-22563 

ANTHONY'S DRUGS, I 

RESPONDENT. 

_I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitipner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Anthony's Drugs, and in support 

thereof alleges: 

1. Petitioner is the state department charged Ith regulating the 

practice of pharmacy pursuant to Section 20.43, florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

permitted community pharmacy within the state Florida, having been 

issued permit number PH 24221. 

3. Respondent's address of record is 9121 N. Military Trail, Suite 

106, Palm Beach Gardens, Florida 33410. 



4. On or about October 26, 2010, a Department conducted a 

routine ion of Respondent at 9121 N. MiUtary Trail, Suite 106, Palm 

Beach Gardens, Florida 3341Ô. 

H: 5. On or about October 26, 2010, the Department Inspector noted 

the following deficiencies during the cotirse of this insØection: 

a. Outdated medication in the prescription departments active 

stock as prohibited by Rule 64816-28.110, Florida 

Administrative Code; and/or 

b. Certified daily log not properly maintain as required by Rule 

64B16-28. 140(3)(e), Florida Administrative Code. 

6. On or about January 3, 2012, a Department inspector 

conducted a routine Inspection of Respondent at 9121 N. Military Trail, 

Suite 106, Palm Beach Gardens, Ida 33410. 

7. On or about January 3, 2012, the Department inspector noted 

the following deficiencies during the course of this Inspection: 

a. Medication not properly labeled as required by Rule 64316- 

.108(3), Florida Administrative Code; and/or 

00Kv, Anthony's Dnigs 2 
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b. Outdated medication in the prescription department's active 

stock as prohibited by Rule 64316-28.110, Florida 

1 

Administrative Code; and/or 

c. Certified daily log not properly maintained as required by 

Rule 64B16-27.797(3)(e), Florida Admin!stratlve Code. 

COUNTI 

8. Petitioner realleges and incorporates paragraphs one through 

seven, as if fully set forth herein. 

9. Section 465.023(1)(c), Florida Statutes (2010, 2011), provides 

that the board may revoke or suspend the permit of any pharmacy 

permittee and may fine, place on probation, or otherwise discipline any 

pharmacy permittee who has violated any rules of the Board of Pharmacy. 

10. Rule 64B16-28.110, Florida Administrative Code, requires that 

persons qualified to do so shall examine the stock of the prescription 

department of each pharmacy at a minimum interval of four months, and 

shall remove all deteriorated pharmaceuticals, or pharmaceuticals which 

bear upon the container an expiration date which date has been reached. 

OCR v. Anthony's Drugs 3 
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11. On or about October 26, 2010, and on or about January 3, 

2012, during a routine inspection of the Respondent, a Department 

inspector found outdated medications in the Respondent's:.active , 
12. Based on the foregoing, Respondent has violated Section 

465.023(i)(c), Florida Statutes (2010, 2011), through a violation. of Rule 

64516-28.110, Florida Administrative Code, by having expired 

In the prescription department's active stock. 

COUNT x 
13. Petitioner realleges and incorporates paragraphs one through 

seven, as if fully set forth herein. 

14. Section 465.023(1)(c), Florida Statutes (2010), provides that 

the board may revoke or suspend the permit of any pharmacy permittee 

and may fine, place on probation, or otherwise discipline any pharmacy 

permittee who has violated any rules of the Board of Pharmacy. 

15. Rule 64B16-28.140(3)(e), Florida Administrative Code, requires 

that a community pharmacy maintain a log book in which each individual 

pharmacist using the data processing system shall sign a statement each 

day, attesting to the fact that the information entered into the data 

DON v, Anthony's Drugs 4 
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processing system that day has been reviewed by him or her and is correct, 

as entered. 

16.. On or about Octàber. 26, 2010, durIng a routine kispection, a 

Department Inspector noted that the Respondent failed to properly 

maintain a daily log. 

17. Based on the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2010), by violating Rule 64B16- 

28. 140(3)(e), Florida Administrative Code, by failing to property maintain a 

daily log as required by Board Rule, 

COUNT II 
18. Petitioner realleges and incorporates paragraphs one through 

seven, as if fully set forth herein. 

19. Section 465.023(1)(c), Florida Statutes (2011), provides that 

the board may revoke or suspend the permit of any pharmacy permittee 

and may fine, place on probation, or otherwise discipline any pharmacy 

permittee who has violated any rules of the Board of Pharmacy. 

20. Rule 64816-28.108(3), Florida Administrative Code, sets for the 

requirements for the label on the Immediate container of a repackaged 

product or a multiple unit prepackaged drug product. 

Doll v. Anthony's Drugs $ 
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21. On or about January 3, 2012, during a routine inspection of the 

Respondent, a Department inspector noted that medication found within 

the. Respondent% ion department was not properly labeled. 

22. Based on the foregoing, Respondent has violated Section 

.023(1)(c), Florida Statutes (2011), by violating Rule 64B16-28.108(3), 

Florida Administrative Code, by failing to properly label medication found 

with the Respondent's prescription department. 

OCH , Anthony's Drugs 6 
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• WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's Iicehse, restriction of 

practice, imposition of an administrative fine, Issuance of a reprimand, 

placement of Respondent on probation, corrective refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 

______ 

day of , 2014. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

Mafthev/G Witters 
Assistant General Counsel 
Fla. Bar No. 0091245 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: matthew.wlfters@flheajth.gov 

PCP: January 9, 2014 
PCP Members: Glass and Mikhaei 
DOH v. Mthorfl Drugs 
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Rick Scott 

To protect, promote & improve the health 
I 

Mission: 
I Governor 

of all people in Flodda through inte9rated 1t1& I John H. Armstrong, MD, FACS state, county & community efforts. 

H EALTH I 

State Surgeon General & Secrelary 

February 6, 2014 

VIA US MAIL 

William Furlow, Esquire 
Grossman, Furlow & Bayó 
2022-2 Raymond l Road 
Tallahassee, Florida 32308 

Re: DOH v. Anthony's Drugs 
DOH Case Number: 2010-22563 

Dear Mr. Furlow: 

I am in receipt of the settlement agreement executed by your client on January 17, 2014 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 
Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Matthew G. Witters 
Assistant General Counsel 

MGW/crl 

Florida Department of Health www.FlorjdasHealth.com 
of the General counsel• Prosecution SeMces Unit 

TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-3265 lealth Express mail address: 2585 Merchants Row— Suite 105 

YOUTIJBE: fldch PHONE: 850/245-4444 FP3( 850/245-466X 



Complaint Cost Summary 
Complaint Number: 201022563 

Page 1 of 1 

Subject's Name: 'S DRUGS 

( 
Cost to Date ***** 

[ 
Hours Costs 

F 

Complaint: 
[ 

1 
Investigation: 

[ 1 

01 S0.0& 

Sub Total: [ 52,563.751 

Expenses to Date: 
[ ! 

Prior Amount: 
[ 

,001 
Total Costs to Date: 

[ 
¶2,938.751 

http://mqaapps.doh.state.fl.us/IRMOOTIMFTRAK/CSDETL.ASP 2/5/2014 
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SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


Rick Scott Steven L. Harris, M.D., M.Sc. 
Governor Interim State Surgeon General 

April 19, 2012 

William Furlow, Esquire 
Grossman, Furlow & Bayo, LLC 
2202-2 Raymond Diehi Road 
Tallahassee, Florida 32308 

Re: Complaint No. 2010-22563 Anthony's Drugs 

Dear Mr. Furlow: 

Pursuant to section 456.073(10), Florida Statutes, enclosed a CD 
Department's complete investigative file in Complaint 
,073(10), Florida Statutes provides in part: 

Upon completion of the investigation and a recommendation by the department to find probable cause, and 
pursuant to a written request by the subject or the subject's attorney, the department shall provide the subject 
an opportunity to inspect the investigative file or, at the subject's expense, forward to the subject a copy of the 
investigative file. Notwithstanding s. 456.057, the subject may inspect or receive a copy of any expert witness 
report or patient record connected with the investigation if the subject agrees in writing to maintain the 
confidentiality of any information received under this subsection until 10 days after probable cause is found and 
to maintain the confidentiality of patient records pursuant to s. 456.057. The subject may file a written 
response to the information contained in the investigative file. Such response must be filed within 20 days of 
mailing by the department, unless an extension of time has been granted by the department. 

Pursuant to the provisions of section 456.073(10), Florida Statutes, your written 
response must be received by no later than twenty (20) days from the date of this letter. 
Any requests for an extension of time must be made to my office prior to the expiration 
of the original twenty (20) days. 

The password for the D is: 456. Please call with any . 850-245-4640. ext. . 
Respe tfully, 

atthew G. Witters 
Assistant General Counsel 

Enclosures: Investigative File 2010-22563 
Invoice #: MQPR12-665 

cc: file 

Prosecution Services Unit 
4052 Bald Cypress Way, Bin C65 'Tallahassee, florida 32399-3265 

Phone: (850) 245-4640 

containing a 
No. 2010-22563 

copy the 
Section 
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Lillich, Christine 

From: Barber Lucy l.barber©gfblawfirm.comj 

Sent: Wednesday, April 18, 2012 4:41 PM 

To: Lillich, Christine 

Subject: Anthony Carilli, DOH Case No. 201022564 and Anthony Drugs, DOH Case No. 201 0.22563 
Attachments: Executed CA.201 0.22563.04181 2.pdf; Executed CA.201 022564.041 812.pdf 

Christine, 

Attached please find the executed confidentiality agreements in the above referenced cases. When the 
investigative files are ready let me know and I will come and pick up the CDs. Thanks. 

Lucyj. 
FRP # 249891 
Assistant to William M. Furlow 
Grossman, Furlow & Bayo', LLC 
2022-2 Raymond Diehi Road 
Tallahassee, Florida 32308 
Phone: -385-1314x 1006 
Fax: 850-385.3953 
Cell: 850.510.1554 

Spam 
Not spam 
Forget previous vote 

4/18/2012 



84/18/2612 18:16 ANTHONYS PHARMACy PAGE @2/84 

CKatlie cst Ansi M. Viamontc Ros, M.P.T t 
Gcvcnot Statt GeneS 

Acknowledgement of and 
Agreement tO Maintain Patient Confidentiality 

Case # 2010-22563 

x am the Subject of an by the Department 

of Health. As such an Investigation, I am eridtled to inspect or receive a copy of 

the investigative report, Including any expert withess report or patient records connected with 

the Investigation pursuant to Section 456.073(10), FlorIda Statutes, If I agree in ung to 

maintain the confidentiality of any information received under this provision, untIl 10 days after 

probable cause Is found and to maintain The confidentiality of patient records pursuant to 

section 456.057, F.S. I was provided with a copy of section 456.057, F.S. and understand my 

duty to maintain the confidentiality of the patient's records that I received and or inspected. 

I understand the cost associated with duplicating x-rays and I want 43 do not want 

Qth a copy of any x-rays that are contained within the investigative file. 

SIGNED this jg day of - $ 2en. 

Before S personally appeared whose identity Is known to be 

by sr I '1 (typJoMdentlffcauon), and who under oath, acimowledges 

that his/her signature appears above. A 
Sworn to and subscribed by Respondent before me this 

____ 

day of 

Notary Public Patricia Caswell 
My _ 

I 
COMMISSION t EE128136 

I EXPIRPS Septembe ,2015 

Dcpaztncttt of 
4052 &Jd Way, l3in C-65 Tcuihhancc, 32399 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Anthony's Pharmacy (MGW) 
Case Number: 2010-22563 

MEMBERS: Debra Glass and Mark Mikhael 

DATE OF PCP: January )4 AGENDA ITEM: A-I .... ................. 
This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 

being otherwise fully advised in the premises, the panel finds that: 

_x__ Probable cause exists and a formal complaint shall be fled for violation of 
statutes and rules, including but not limited to: 

Count 1: Section 465.023(1)(c), Florida Statutes (2010, 2011), through a violation of 
Rule 64B16-28.110, Florida Administrative Code 

Count LI: Section 465.023(l)(c), Florida Statutes (2010), by violating 
Rule 64B16-28.i.40(3(e), Florida Administrative Code 

Count Ill: Section .023(1 )(c), Florida Statutes (2011), by violating 
Rule 64816-28.108(3), Florida Administrative Code 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 

5hL 
— Chair, Pr able CauselPanel Date 

Board of karmacy 
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SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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AEA1FI Rick Scott 

Mission: 
Governor 

To protect promote & irnprove the health 

of all people in Florida through integrated John H. Armstrong, MD, FACS 

state, county & community efforth. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201307523 

SETON PHARMACY, INC, 
RESPONDENT. 

NOTICE 

TO: SETON PHARMACY, INC 
I SHIRCLIFF WAY 
JACKSONVILLE, FL 32204 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 
CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

%ard Executive Director 
/BOARD OF PHARMACY 
" Florida Department of Health 

4052 Batd Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health lth.cOm 
Division of Medical Quality Assurance 

ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO . Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmefltOfHealth 

PHONE: (850) 2454444' FAX : (850) 245-4791 
YOUTIJBE: fldoh 
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Rick Scott 

Mission: Governor 

To protect, promote & iniprove the health 

of all people in Flodda thrnugh integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Naton 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201307523 

SETON PHARMACY, INC, 
RESPONDENT. 

NOTICE 

TO: SETON PHARMACY, INC 
3 SHIRCLIFF WAY 
JACKSONVILLE, FL 32204 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 am. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. / 

oard Executive Director 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 
4052 Bald Cyprass Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 

PHONE: (850) 245-4444 • FAX: (850) 245-4791 YOUTUBE: fldoh 



Rick Scott 
Mission: Governor 
To protect, promote & improve the health —. 
of all people in Flonda through integrated John H Armstrong, MD, FAGS 
state, county & community efforts. 

AEALTH' State Surgeon General & Secretary 

Vision: To be the Healthiest State in The Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201307523 

SETON PHARMACY, INC, 
RESPONDENT. 

NOTICE 

AND: MARTIN DIX 
106 EAST COLLEGE AVE SUITE 1200 
TALLAHASSEE, FL 32301 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 
this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Direct r 

VBOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FioridasHealth.com 
Division of Medical Quality Assurance' Bureau of HCPR ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-04 'Tallahassee, FL 32399-1 701 FACEBOOK:FLDepartmentolHealth 

PHONE: 850/245-4292 • FAX 850/413-6982 YOUTUBE: fldoh 
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Frorra 
HEALTh 

Rick Scott 
Mission: Governor 

To protect promote & improve the health 

of all people in Flodda through integrated John I. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nalion 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General Counsel 
RE: Settlement Agreement 
SUBJECT: DOH v. Seton Pharmacy, Inc. 

DOH Case Number 2013-07523 

DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case to. be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 
Subject: Seton Pharmacy, Inc. 
Subjects Address of 1 Shircliff Way 
Record: Jacksonville, FL 32204 
Enforcement Address: 3 llif Way 

Jacksonville, FL 32204 

Subjects License No: 17629 Rank: PH 

Licensure File No: 9711 

Initial Licensure Date: 12/19/2000 

Board Certification: No 

Required to Appear: Yes 

Current PRN Contract: No 

Allegation(s): Section 456.072(1)(k), Florida Statutes (2009-2012), 
by violating Section 465.023(1)(c), Florida Statutes 
(2009-2012), through a violation of Section 499.005(15), 
Florida Statues (2009-2012), which prohibits the sale or 
transfer of a prescription drug to a person that is not 
authorized under the law of the jurisdiction in which the 
person receives the drug to purchase or possess prescription 
drugs from the person selling or transferring the prescription 
drug. 

Florida Department of Health www.FloridasHealth.co,n 
Office of the General Counsal• ProseQition Services Unit TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1 701 FACEBOOK'FLDepartmentot}lealth 
Express mail address: 2585 Merchants Row- Suite 105 YOUTUBE: tldoh 

PHONE: 850/245-4444 FAX 850/245-4684 



Prior Discipline: None 

Probable Cause Panel: December 12, 2013 

Mikhael and Mesaros 

Subject's Attorney: Martin Dix 
106 East College Ave Suite 1200 
Tallahassee, FL 32301 

Complainant/Address: DOH/ISU - Jacksonville 

Materials Submitted: Memorandum to the Board 
Settlement Agreement — signed 

Exhibit A — Administrative Complaint 
Election of Rights 
Notification Letter 
Cost Summary 
Defense Attorney Document dated 01-08-14 
PCP Memorandum 
Final Investigative Report 

Exhibits 1 thru 9 

GUIDELINES: 

From a $2,000 fine up to Revocation. 

PREUMINARY CASE REMARKS: SETILEMENT AGREEMENT 

This is a one count administrative complaint which alleges that the Respondent entered into 
an agreement with an organization to provide medication in exchange for advertising. It was 
discovered that the Respondent was shipping prescription medications to an individual 
affiliated with this organization who was notlicensed to receive prescription medications. 

Settlement : 
• Appearance 
• Costs not to exceed $2,139.00. 
• CEs — Respondent's PDM to complete Laws and Rules within one year of Final Order. 

Florida Department of Health .FlortdasHealth.com 
Office of the General Counsel • Proseaithn Services Unit TWIrFER:HealthyFLA 
4052 Bali Cypess Way. Bin C-85 Tallahassee, FL 32399-1701 lealth 
Express imil address: 2585 Merdiarils Row- Suite 105 YOUTIJBE: tldoh 
PHONE:850/245-4444' FAX ,245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

CASE NO. 2013-07523 

SETON PHARMAcY, XNCI, 

RESPONDENT.. 

SETTLEMENT AGREEMENT 

Pursuant to Section , Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as. disposition of 

Complaint, atthched as Ext ibit, A, in lieu of furthe.r 

administrative proceedings.. 

STIPULATED FACTS 

1. At all, times material to this matter.; SETON PAAA.MACY, 

., was a licensed pharmacy in the state of Plortda, having been issued 

license.number Pk41324. Respondent's record. j$3 

Sliirctiff Way, , Florida 32204. 



Respondent was an Administrative complaint, filed 

by the Department of lth (Department) and properly served upon 

Respondent, with violattons of Chapters 456 and 465, Florida SteMs. 

STIPULATED LAW 

, admits that, it Is subject to the Ørovlsions of 

chapters 456 and 465, Ida Statutes, and the jurlsdlc€Ion of the 

Department. 

2; Respondent admits.: that the allegations in the Administrative 

If proven trüé, constitute violations of law and cause the 

Respondent to be. subject to discipline by the Board.of Pharmacy.. 

PRO:POSED D1.SPOSITZON 

1. Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall. 

answer all questions asked by the Board concerning this case and its 

disposition. 

2. : The Board of Pharmacy shall imØose the total, 

administrative costs associated with the ion and prosecution of 

this matter an amoUnt. n& to exceed TWO THOUSAND ONE 

HUNDRED THIRTY-NINE DOLLARS ($2,139.00), Total 

DUH V. Inc. 
Csse Z013-07523 2 



Assissed when the Settlement Agreement is presented to the Board. The l be paid by Respondent to the Department of Health, 

CompLiance Management Unit, Bin••• C76; Post Office Box: 6320, 

Tallahassee, Florida 32314-6320, wfthin 90 days from the date the 

Final Order Is filed with the DepartthentClerk; 

3; g : The prescription 

:departmént rnanãgér of record shall successfully complete a Continwng. 

:E4tjcatton Course:on the subject of LAWS AND iLES OF PHARMACY 

of TWELVE HOURS of credIç Which has approved bV the 

Ftorida:Board.of Pharmacy, within one (1) year of the fifing of a Final Order 

áccéptlng ahd this.•.:SettlemeAt Within tahi 1 
days of completion Of the course and/or receipt of the cettificats. øf 

tomplebon Respondent shall ñmil a copy of the éduçation 

certificate of cbmpledon to the Pharmacy Compliahce Officer at the address 

listed In paragraph two above. 

4. Correction of Alleged At.lts..sole expense, but 

withOut admittIng any specific deficiency or Violation, Respondent Shah 

Immediately, orat least forthwith, correct and address all iencIes and 

v. SetonPhain,ac )iic. 
3 



violations listed or alleged in the Administrative 1 to the exteflt 

necessary to comply with Florida. law. 

.5. Future . ent shaH not violate Chapter 456, 

465,, 49.9, cr893, Florida Statutes; the rules promulgated pursuant thereto;. 

:or any. other state brfederaliaw, rule, Qr regulation relatingtothe practice 

or to the ability to practice 

6. Violation, of : It Is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated lit the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for whith . disciplinary action may be 

initiated agairist Respondent to ChaØter 465, Ftortda Sthtutes, 

L or.. Effect. l Final : :It is expressly 

understbod that thls.Séttle.ment Aóreement. Is. subject to approwat by the 

Board and has no force or effect.untll..the Board incorporates, the terms of 

this Setttemeht Agreement nto Its Final Order. 

8. PurpOse of : This Settlement. Agreènient is 

executed by Respondent fdr the purpose of avoiding further 

action with respect to this particular case; In this regard, Respondent 

authoriSs the Board to review and.examlAe Investigative file materials 

COFI v. tnc, 
No.: 13-OThfl 4. 



corcemirig Respondent prior tO, or in conjUnction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated factor conclusion of law. Furthermore, should 

this Seitlement Agreemertnot be acceptedl by the Board, Itis agreed that 

presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board not unfairly or prejudice 

the Boardor any of its members from further participation, consideration, 

or resolution of these proceedings. 

9. Not Preclude Additional Reeóndéntahø the 

bepartmept fURy; understand that this Settlement Agreementas approved 

and Encorporat*d. into the Rhal Order not preclude adthtlonal 

proceedings by or Department against Respondent for acts or 

•omissionsnotspecfflcailysetforth in the Administrative Complaint. 

10. tver ofAttornefl Fees and : 
the right to seek any attorne/s fees and costs from the Department:in 

connethon with this disciplinary proceeding. 

DVN v. Setai macy, Inc 13 5 



, Iver of Procedural : Respondent waives all rights 

th.further administrative procedure and to appeal arid further review of this. 

tementAgreernent and the Final Order. 

12. Current : Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the compliance Officer and shall notify the Board of Pharmacy and the 

Officer of any change of mailing dr practice addrSs 

wIthin 10 days of.the change. 

13. time of the : Time Is Of the In aB respects 

coricernin.g this :agreernent 

parties reqUest that the Board enter a Anal Order 

approving andincorporating this .ln resolution ofthls 

SIGNED this day of . 
CASE NO. 2013-07523 

OH 
2013-O7sz3 



STATE OF 

Befôrerne personally peared ftvx�14 s krwhoàe 
.me or by (type of identiflcation), 
and who, under oath, acknowledges that his/.her.stgnatureappearsSbove. 

Sworn to and subscribed before me this 

Notary 
My 

Co day a 201,, 

John H:. MD, FACS 
State.$urgeon;Gcneral and 

Health 

Witters 
Assistant General counsel 

Counsel for Petitioner 
Matthew C. Witters 
florida Bar No. Q091245 
Assistant General Counsel 

• Department of Health 
Prosecution Unit 
4052 Bald Cypress Way, Bln.C-65 
Tallahassee, Flodda 32399 
Tel. (850) 

(850) 245-4683 
.v. Sstcn Phamiacy, 

Casi*Nv.: .7 



. •1 
STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITION ER, 

v. CASE NO. 2013-07523 

SETON PHARMACY, INC., 

RESPONDENT. 

ADMINISTRATIVE COMPLAINT 

Petitioner Department of Health flies this Administrative Complaint 

before the Board of Pharmacy against Respondent Seton Pharmacy, Inc. 

and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

permitted community pharmacy within the state of Florida, having been 

issued permit number PH 17629. 



. . 
3. Respondent's address of record is 1 llif Way, Jacksonville, 

Florida 32204. 

4. Respondent's address may be 3 llif Way, Jacksonville, 

Florida 32204. 

5. From in or about April 2010 through in or about June 2012, 

Respondent had an agreement to provide medications to the JS, a 

professional sports team located Jacksonville, Florida through Dr. M.H., the 

team physician for the JS. 

6. As a part of this agreement, D.K., the director of sports 

medicine for the JS would order and receive prescription medications from 

Respondent. 

7. D.K. is not authorized to purchase or possesses prescription 

drugs in the state of Florida. 

8. From in or about April 2010 through in or about June 2012, 

DK. ordered and received prescription medications from Respondent 

without a corresponding valid prescription and were not authorized by Dr. 

I. 

DOH v. Seton Pharmacy, Inc. 
Case No. 2013-07523 
AC—499 



. . 
9. Section 456.072(1)(k), Florida Statues (2009-2012), provides 

that failing to perform any statutory or legal obligation placed upon a 

licensee is grounds for disciplinary action. 

10. Section .023(1)(c), Florida Statues (2009-2012), provides 

that a pharmacy permittee may be subject to discipline for a violation of 

any of the requirements of this chapter or any of the rules of the Board of 

Pharmacy; of chapter 499, known as the "Florida Drug and Cosmetic Act"; 

of 21 U.S.C. ss. 301-392, known as the "Federal Food, Drug, and Cosmetic 

Act"; of 21 U.S.C. ss. 821 et seq., known as the Comprehensive Drug 

Abuse Prevention and Control Act; or of chapter 893. 

11. Section 499.005(15), Florida Statues (2009-2012), prohibits the 

sale or transfer of a prescription drug to a person that is not authorized 

under the law of the jurisdiction in which the person receives the drug to 

purchase or possess prescription drugs from the person selling or 

transferring the prescription drug. 

12. Respondent failed to perform a statutory or legal obligation by 

in or about April 2010 through in or about June 2012, transferring 

prescription drugs to D.K., an individual not authorized under the law of the 

jurisdiction to possess prescription drugs. 

DOH V. Seton Pharmacy, inc. 
Case No. 2013-07523 
AC — 499 



. . 
13. Based on the foregoing, Respondent violated Section 

456.072(1)(k), Florida Statutes (2009-2012), by violating Section 

465.023(1)(c), Florida Statutes (2009-2012), through a violation of Section 

499.005(15), Florida Statues (2009-2012), which prohibits the sale or 

transfer of a prescription drug to a person that is not authorized under the 

law of the jurisdiction in which the person receives the drug to purchase or 

possess prescription drugs from the person selling or transferring the 

prescription drug. 

DOH V. SeWn Pharmacy, Inc. 
Case No. 2013-07523 
AC — 499 



. . 
WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of RespDndent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this — day of 2013. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

Witters 
Assistant General Counsel 

FILED Fla. Bar No. 0091245 
DEPARTMENT OF HEALTH Florida Department of Health 

CLERK nge(Santers Office of the General Counsel 
DATE DEC 1 2 2013 4052 Bald Cypress Way, Bin #C65 

- . - Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
FacsImile: (850) 245-4683 
Email: matthew.wifters@flheaith.gov 

PCP: December 12, 20.13 

DON V. Seton Pharmacy, Inc. 
Case No. 2013-07523 09 



. . 
PCP Members: Dr. Mesaros and Dr Mikhael 

NOTICE OF RIGHTS 
I 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and -examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

DOH v. Seton Inc. 
Case No. 2013-07523 
AC — 499 
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Rick Scott 

To protect promote & improve the health 

______________ 

of all people in Florida through integrated John H. Armstrong, , FAtS 

Mission: 
I Governor 

state, county & community efforts. 

H EALTH I 

State Sumeon General & 

February 7, 2014 

VIA US MAIL 

Martin R. Dix 
Akerman LLP 
106 East College Avenue 
Suite 1200 
Tallahassee, Florida 32301 

Re: DOH V. Seton Pharmacy, Inc. 
DOll Case Number: 2013-07523 

Dear Mr. Dix: 

I am in receipt of the settlement agreement executed by your blient on January 7, 2014 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 
Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Matthew 0. Witters 
Assistant General Counsel 

MOW/en 

Florida Department of Health www.FloridasHeatth.com 
Offico of the General CounselS Prosecuflon Services Unit 

TWITTER:HealthyFLA 
4052 Bald Cypress Way. Bin C-65 Tallahassee, FL 32399-3265 lealth 
Express mail address: 2585 Merchants Row — Suite 105 

YOUTUBE: fldoh 
PHONE: 8601245-4444 • FAX 850/245-466X 



Complaint Cost Summary 
Complaint Number: 201307523 

Page 1 of I 

Subject's Name: SETON PHARMACY, NC 

[ 
Cost to Date ***** 

Hours Costs 

fcompiaint: 0.601 S32.941 

Investigation: Oui ] l: 1 $805.82] 

jCompliance: 
1 L II so.oo] 

___________ 
Sub Total: 15.20 $i,176.181 

lExpenses to Date: OMOI 

IPrior Amount: 
1 I 
l l Costs to Date: 1 

http://mqaapps.doh.state.fl.us/IRMOOTIMETRAKICSDETL.ASP 2/5/2014 



Akerman 

Marlin R. Dix 

Akerrnan LLP 
Suite 1200 

106 East College Avenue 
Taflahassee, FL 32301 

Tel: 850.224.9634 
Fax: ,0103 

martin.dix@akerman.com 

VIA E-MAIL AND U.S. MAIL 

January 8,2014 

Matthew (3. Witters, Assistant General Counsel 
Florida Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, FL 32399 

Re: DOff Case 2013-07523 — Seton Pharmacy, Inc. 
Settlement Agreement 

Dear Man: 

Enclosed is the Settlement Agreement (the 'Agreement") for the above-referenced case. The 

Agreement is signed by Moody Christian, President of Seton Pharmacy, Inc. Also enclosed is a 

completed Election of Rights form. Note that we have included language preserving our client's 

right to challenge the Administrative Complaint should the Settlement Agreement not be 

accepted by the Board, 

Please forward a copy of the fully executed Settlement Agreement to me and let me know when 

it is scheduled before the Board. 

Thank you for your assistance in this matter. 

MRD/pld 

Enclosures 

cc: Jon Debardeleben 
Hugh Middlebrooks 
Charzetta James 

akerman.com 

{27750225;1) 



MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Seton Pharmacy, Inc. (MGW) 
Case Number: 2013-07523 

MEMBERS: Mark Mikhael and Jeffrey Mesaros 

DATE OF PCP: December 12, 2013 AGENDA ITEM: A-03 
U U P B• UPU UUPPU PU UPI This matter came before the Probable Cause Pane! on the above date. Having reviewed the complete 

investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: 

X Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 456.072(1)(k), Florida Statutes (2009-2012), by violating 
Section 465.023(1)(c), Florida Statutes (2009-2012.) through a 
violation of Section 499.005(15), Florida Statutes (2009-2012) 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other, 

A / /1. 
1't Chair, 1) / Date 

Board of' Pharmacy 
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456.057 - Ownership and control of patient records; report or copies of records to be 
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10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
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records shall not be available to the public as part of the record of investigation for and 
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appropriate board. 
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maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
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records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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HEJH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida through integrated 
John H Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Naben 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201307522 

RYAN MATTHEW SOEHLIG, 
RESPONDENT. 

NOTICE 

TO: RYAN MATTHEW SOEHLIG 
716 CASTLEDALE CT 
JACKSONVILLE, FL 32259 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at this 

meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and coriect copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director 
I' BOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 

Division of Medical Quality Assurance ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin dO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 

PHONE: (850) 245-4444 • FAX: (850) 245-4791 YOUTUBE: fidoh 



Rick Scott 
Mission: Governor 
To pratect, promote & improve the health 

_____________ 

of all people in Flonda through integrated John H Armstrong, MD, FACS 
state, county & community efforts. 

State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201307522 

RYAN MATTHEW SOEHLIG, 
RESPONDENT. 

NOTICE 

AND: MARTIN DIX 
106 EAST COLLEGE AVE SUITE 1200 
TALLAHASSEE, FL 32301 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director 
OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance• Bureau of HCPR TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399-1701 FACEBOOK:FLDepartmentofHealth 

PHONE: 850/245-4292 FAX 850/413-6982 YOUTUBE: fldoh 



HEALTh 
Rick Scott 

Mission: Governor 
To Qyotect & improve •the health 
or people irj Florida trkrouaJ) integrated John H. Armstrong, MD, FACS 
state, county & community ettorts. 

Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General Counsel 
RE: Settlement Agreement 
SUBJECT: DOH v. Ryan Matthew Soehlig, R.Ph. 

DOH Case Number 2013-07522 

DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 
Subject: Ryan Matthew Soehlig, R.Ph. 
Subject's Address of 716 Castledale Court 
Record: Jacksonville, FL 32259 

Enforcement Address: 716 Castledale Court 
Jacksonville, FL 32259 

Subject's License No: 41324 Rank: PS 

Licensure File No: 32841 

Initial Licensure Date: 7/17/2006 
Board Certification: No 

Required to Appear: Yes 

Current PRN Contract: No 
Allegation: Section 456.072(1)(k), Florida Statutes (2011, 2012), by 

violating by violating Section 465.022(11)(a), Florida 
(2011, 2012), by failing to ensure the permittee's 
Compliance with all rules under those chapters as they 
Relate to the practice of the profession of pharmacy and 
the sale of prescription drugs 

Prior Discipline: None 

Florida Department of Health www.FloridasHealth.com 
Office of the General Counsel Prosecuuon Services Unit TWIUER:HeaithyFLA 
4052 Bald Cypress Way, Bin C-65 . Tallahassee, FL 32399-1701 FACEBOOK:FLDeparftiientofHealth 
Express mail address: 2585 Merchants Row- Suite 105 VOUTUBE: fldoh 
PHONE: 850/245-4444 • FAX 850/2454684 



Probable Cause Panel: December 12, 2013 

Dr. Mesaros & Dr. Mikhael 

Subject's Attorney: Martin Dix 

Akerman LLP 

106 East College Ave Suite 1200 
Tallahassee, FL 32301 

Complainant/Address: ISU - Jacksonville 

Materials Submitted: Memorandum to the Board 
Settlement Agreement — signed 

Exhibit A — Administrative Complaint 
Election of Rights 
Notification Letter 
Cost Summary 
Defense Attorney Document dated 01-08-14 
PCP Memorandum 
456 Materials 
Final Investigative Report 

Exhibits 1 thru 9 

GUIDELINES: 

From a $2,000 fine up to Revocation. 

PRELIMINARY CASE REMARKS: SETrLEMENT AGREEMENT 

This is a one count administrative complaint which alleges that the Respondent was the PDM 
of a permitted pharmacy which was found to be shipping prescriØtion medications to an 
individual that was not licensed to receive prescription medications. 

Settlement : 
• Appearance 
• Costs notto exceed $1,000 
• CEs- Laws and Rules within one year of Final Order 

Florida Department of Health lth.com 
Office of the General Counsel • Proseaiflon Services Unit TWITTER:HealthyFLA 
4052 Bald Cypress Way, Sin Tallahassee, FL 32399-1701 FACEBOOK:FLDepart-nentoft-lealth 
Express mail address: 2585 Merchants Row- Suite 105 VOUTUBE: fldoh 
PHONE: 850/245-4444 • FAX 850/245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTh 

DEPARTMENT OF , 
v. CASE NO. 2013-07522 

RYAN MATTHEW SOEHUG, RIPIt, 

RESPONDENT. 

_I 
St i LEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, RYAN MATTHEW 

SOEHLIG, R.Ph.., was a licensed pharmacist in the state of Florida, having 

been issued license number PS 41324. Respondent's mailing address of 

record is 716 Castledale Court, Jacksonville, Florida 32259. 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

2. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations Of law and cause the 

Respondent to be subject to discip'ine by the Board of Pharmacy. 

PROPOSED DISPOSITION 

1. : Respondent shall be present when this 

Settiement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition. 

2. : The Board of Pharmacy shall im$se the tothl, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND DOLLARS 

($1,000.00). Total costs shall be assessed when the Settlement 

DDI-$ v. Ryan Matthew Soeblig, R.Ph. 
Case 2013-07522 2 



Agreement is presented to the Board, The costs shall be paid by 

Respondent to the Department of Health, Compliance Management 

Unit, Bin C76, Post Office Box 6320, Tallahassee, Florida 32314- 

6320, within ONE YEAR from the date the Final Order is filed with the 

Department Clerk. 

3. Continuing : The Respondent's prescription 

department manager of record shall successfully complete a Continuing 

Education Course on the subject of LAWS AND RULES OF PHARMACY 

consisting of TWELVE HOURS of credit, which has approved by the 

Florida Board of Pharmacy, within one (1) year of the filing of a Final Order 

accepting and incorporating, this Settlement Agreement. Within ten (10) 

days of completion of the certificate of 

completion, Respondent shall, mail a copy of the continuing education 

certificate of completion to the Pharmacy Compliance Officer at the address 

listed in paragraph two (2) above. 

4. Future : Respondent shall not violate Chapter 456, 

465, 499, or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

DQH v. Ryan Matthew Soehlig, ,Ph. 
Case No.: 2013-07522 

3 



5. Violation of : It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disdplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

6. No Force or Effect until Final : It Is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Anal Order. 

7. Purpose of Agreement Is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

DOH v. Ryan Matthew Scehflg, R.Ph. 
Case No.: 2013-07522 4 



the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

8. Not Preclude Additional : Respondent and the 

Department ftilly understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

9. Waiver of Attorney's Fees and : Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

10. Waiver of Procedural : Respondent waives all rights 

to further administrative procedureand to appeal and fUrther review of this 

Settlement Agreement and the Final Order. 

11. Current : Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Doll v. Ryan Soddig, RPh. 
Case No.: 20t3-07522 





APPROVED this 

_____ 

clay of____________________ 201_. 

John H. Armstrong, MD, FACS 
State Surgeon General and 
Secretary of Health 

Assistant General Counsel 

Counsel for Petitioner 
Matthew G. Witters 
Florida Bar No. 0091245 
Assistant General Counsel 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way, BIn C-65 
Tallahassee, Florida 32399 
TeL: (850) 245-4444 
Fax: (850) 245-4683 

00Kv. Ryan Matthew Sodilig, R.Ph. 
Case No.: 2013-07522 7 
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. 
STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2013-07522 

RYAN MATTHEW SOEIILIG, R.Ph., 

RESPONDENT. 

/ 

ADMINISTRATIVE COM PLAINT 

Petitioner Department of Health files this Administrative Complaint 

before the Board of Pharmacy against Respondent Ryan Matthew Soehlig, 

R.Ph. and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist within the state of Florida, having been issued permit 

number PS 41324. 

I 
z 



. . 
3. Respondent's address of record is 716 Castledafe Court, 

Jacksonville, Florida 32259. 

4. From on or about July 12, 2010 through on or about July 23, 

2013, Respondent was the prescription department manager ("PDM") of 

Seton Pharmacy CSeton") located in Jacksonville, Florida. 

5. Section 5.022(11)(a), Florida Statutes (2011, 2012), states 

t]he prescription department manager must ensure the permittee's 

compliance with all rules adopted under those chapters as they relate to 

the practice of the profession of pharmacy and the sale of prescription 

drugs." 

6. Section 499.005(15), Florida Statues (2011-2012), prohibits the 

sale or transfer of a prescription drug to a person that is not authorized 

under the law of the jurisdiction in which the person receives the drug to 

purchase or possess prescription drugs from the person selling or 

transferring the prescription drug. 

7. As the PDM, Respondent was responsible for ensuring the 

Permittee complied with Chapter 4991 Florida Statutes 

8. From on or about July 1, 2011 through in or about June 2012, 

Seton had an agreement to provide medications to the JS, a professional 
DOH v. Ryan Matthew lig, R.Ph. 
Case No. 2013-07522 
Ac — 499 



. . 
sports team located , Florida through Dr. i, the team 

physician for the iS. 

9. As a part of this agreement, D.K., the director of sports 

medicine for the IS would order and receive prescription medications from 

Seton. 

10. D.K. is not authorized to purchase or possesses prescription 

drugs in the state of Florida. 

11. From in or about July 1, 2011 through in or about June 2012, 

D.K. ordered and received prescription medications from Seton that were 

not authorized by Dr. M.H. 

12. Section 456.072(1)(k), Florida Statues (2011, 2012), provides 

that failing to perform any statutory or legal obligation placed upon a 

licensee is grounds for disciplinary action. 

13. Section 65.022(11)(a), Florida Statutes (2011, 2012), provides 

that the prescription department manager must ensure the permittee's 

compliance with all rules adopted under those chapters as they relate to 

the practice of the profession of pharmacy and the sale of prescription 

drugs. 

I v. Ryan Matthew Soehlig, R.Ph. 
Case No. 
AC — 499 





-9 . . 
they relate to the practice of the profession of pharmacy and the sale of 

prescription drugs. 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this - day of , 2013. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

G. Witters 
Assistant General Counsel 
Fla. Bar No. 0091245 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: matthew.witters@flhealth.gov 

PCP: December 12, 2013 

OCH v. Ryan Matthew Soehhg, R.Ph. 
Case No. 2013-07522 
AC — 499 



. . 
FILED 

DEPARTMENT OF HEAL 
CLERK 

DEPUTY CLERK 
PCP Members: Dr. Mesaros and Dr. Mikhael 4TE 

NOTICEOFRIGHTS :3 
Respondent has the right to request a hearing to be conducted 

in accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested; 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other dIscipline Imposed. 

l v. Ryan Matthew Soehlig, R.Ph. 
Case No. 2013-07522 
AC —499 
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Governor 
To protect promote & improve The health 

______________ 

I 

Mission: I 
Rick Scott 

of all people in ida through integrated 
I John H. Armstrong, MD, FACS state, & community efforts. 

HEALTH I 
State General & Secretary 

February 7, 2014 

VIA US MAIL 

Martin R. Dix 
Akerman LLP 

106 East College Avenue 
Suite 1200 
Tallahassee, !lorida 32301 

Re: l v. Ryan Matthew Soehlig, R.Ph. l Case Number: 2013-07522 

Dear Mr. Dix: 

I am in receipt of the settlement agreement executed by your client on January 7, 2014 
concerning the above referenced case. 

Our office is now making preparation for this settlement to be presented at the next meeting of 
the Florida Board of Pharmacy, scheduled for April 2, 2014 at the Marriott Westshore, 1001 N. 
Westshore Boulevard, Tampa, Florida 33607. Please be advised your case will be set at the 
convenience of the Department and/or the Florida Board of Pharmacy and you will be notified of 
the date and time approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

Sincerely, 

Assistant General Counsel 

MOW/on 

Florida Department of Health www.FloridasHealth.com 
Office of the General Counsel . ProseqjOon Services Unit 

TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin 0-85 'Tallahassee, FL 32399-3265 weparUiientoft-iealth 
Express mail address: 2585 Merchants Row — Suite 105 

YOUTUBE: fidoh 
PHONE: 850/245-4444 'FAX 850/245-466X 



Complaint Cost Summary 
Complaint Number: 201307522 

Page 1 of 1 

Subject's Name: SOEHEIG. RYAN MATTHEW 

Cost to Date ***** 

Hours 
( 

Costs 

Complaint: 0.60 1 
Investigation: j 1 
Legal: ) $122.35 I $0.00 

I 

**lc******* ********** 

Sub Total: 7.70 .04j 
lenses to Date: ____________ 

so.ool 

Total Costs to Date: 1 

ICSDETL.ASP 2/5/2014 
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appropriate board. 
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MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Ryan Matthew Soehlig, R.Ph. (MGW) 
Case Number: 2013-07522 

MEMBERS: Mark Mikhael and Jeffrey Mesaros 

DATE OF PCP: December 12, 2013 AGENDA ITEM: A-04 

This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: _ Probable cause exists and a formal complaint shall be filed for violation of 

statutes and rules, including but not limited to: 

Section 456.072(1)(k), Florida Statutes (2011, 2012), by violating 
Section 465.022(11)(a), Florida Statutes (2011, 2012) 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 
other, 

/ I-, 
/ 

A j 
Chair,/Probable Date 
Board of Pharmacy 



Rick Scott Mission: 
- Governor To protect, promote & improve the health 

______________ 

of at in Hodda through 
kitegrated FItiflda John H. Armstrong, MD, FACS 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nabon 

September 20, 2013 

Martin Dix, Esquire 
Akerman Senterfltt 
106 East College Avenue 
Tallahassee, Florida 32301 

Re: Complaint No. 201 3-07522 Ryan Matthew Soehlig, R.Ph. 

Dear Mr. Dix: 

Pursuant to Section 456.073(10), Florida Statutes, enclosed a CD containing a copy the Department's 
complete investigative file in Complaint No. 201 3-07522 Section 456.073(10), Florida Statutes provides 
in part: 

Upon completion of the investigation and a recommendation by the department to 
find probable cause, and pursuant to a written request by the subject or the subject's 
attorney, the department shall provide the subject an opportunity to inspect the 
investigative file or, at the subject's expense, forward to the subject a copy of the 
investigative file. Notwithstanding s. 456.057, the subject may inspect or receive a copy 
of any expert witness report or patient record connected with the investigation if the 
subject agrees in writing to maintain the confidentiality of any information received under 
this subsection until 10 days after probable cause is found and to maintain the 
confidentiality of patient records pursuant to s. 456.057. The subject may file a written 
response to the information contained in the investigative file. Such response must be 
filed within 20 days of mailing by the department, unless an extension of time has been 
granted by the department. 

Pursuant to the provisions of section 456.073(10), Florida Statutes, your written response must be 
received by no later than twenty (20) days from the date of this letter. Any requests for an extension of 
time must be made to my office prior to the expiration of the original twenty (20) days. 

Florida Department of Health lth.copn Office of the General Counsel- Prosecution Services Unit -H lii FLA 4052 Bald Cypress Way, Bin 0-65' Tallahassee, FL 32399-1701 
oOKFLDepaitnentoflZaith Express mail address: 2585 Merthants Row — Suite 105 

VOUTUBE- fldoh PHONE: 8501245-4444 • FAX 850/245.4683 



The password for the CD is: 466. Please call with any questions, 860-245-4444. ext. 8172. 

MGW/crl 

Enclosures: CD Investigative File (201 3-07522) 
Invoice #: MQPR14-136 

i 
Assistant General Counsel 

Respectfully, 

G. Witters 

-J 



Rick Scott Mission: 
Governor To protect promote & improve the health 

_____________ 

of at people in Flodda through integrated iL John IL Armstrong, MD, FACS state, & efforts. 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

DATE: SEPTEMBER 9, 2013 INvoicE NUMBER: MQPR14-138 

To: 
Martin Dix Esquire 
Akerman Senterfitt 
106 East College Avenue 
Suite 1200 
Tallahassee Florida 32301 

SERVICE RENDERED AMOUNT 

(copy) — Pages @$.15 Per Page $ 

— Pages .75 Per Page (Color Copied) $ 

1 CD @ $8.00 Each $ 8.00 
Charge to Certify Above Copies $ 

X-Ray Duplication Charge 

Research Charge (if over one half hour) $ 

At $_per hour x hours $ 
Postage & Handling Fees: 

TOTAL AMOUNT DUE UPON RECEIPT $ 5.00 

Payment Options: Cashier Check or Money Order made payable to: 

Florida DOK, Division of MQA 

Please reference the INVOICE NUMBER on your Payment—Mail to the below address. 

Organization Code: 64-75-10-01-022 

EC Code: E& 

Expense Code: 497000 

Profession: Pharmacy 

Case Name: Ryan lig Case Number: 

Florida Department of Health 
www.Floridasfleafth.com Office of the General Counsel' Prosecution Services Unit 

TWI'TTER:HeaIthyFLA 4052 Bald Cypress Way, Bin , EL 32399-3665 , Express mail address: 2585 Merchants Row— Suite 105 
YOUTUBE: fldoh PHONE: 850-245-4444 • FAX 850-245-4684 



DOH vs. Soehllg, R.Ph. 
Case Number 201 3-07522 
Page 3 

Acknowledgement of and 
Agreement to Maintain Patient Confidentiality 

___________________________ 

Subjeof of an investigation by the 

Department of Health, As the Subject of such an investigation, I am entitled to inspect or 

receive a copy of the investigative report, including any expert witness report or patient 

records connected with the investigation pursuant to Section 456.073(10), Florida 

Statutes, if I agree In writing to maintain the confidentiality of any information received 

under this provision, until 10 days after probable cause is found and to maintain the 

confidentiality of patient records pursuant to Section 456.057, Florida Statutes. 

I understand the cost associated with duplicating x-rays and I want ( ) do not want 
()to receive a copy of any x-rays that are contained within the investigative file. 

SIGNED this 

____ 

day of 

____________________, 

2013. 

Ryan Matthew Soehlig, ,Ph. 
2013-07522 

SIGNED this day of___________________ 2013 on behalf of Ryan 

Matthew Soehlig, R.Ph. 

Martin R. Dix, Esquire 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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Rick Scott 
Governor 

Mission: 
To protect promote & improve the health 

of afl people in Flodda through integrated 
John H. Armstrong, MD, FACS 

sthte, & 

General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 

BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 

PETITIONER, 
CASE NO. 201216088 

JOHN T READING, 
RESPONDENT. 

NOTICE — 
TO: JOHN T READING 

3407 RIVER GARDEN CIRCLE 

PENSACOLA, FL 32514-8113 

PLEASE TAKE NOTICE that a disciplinarY hearing will be heard before the BOARD OF PHARMACY 

on WednesdaY, April 2, 2014, commencing at 9 a.m. The Respondent is required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 
CERTIFICATE OF 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(eS) this 26th day of February, 2014. 

Executive 
OF PHARMACY 

Florida Department of i-ieaitfl 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health 
Division of Assurance 

4052 Bald Cyprass Way, Bin ClO Tallahassee, FL 32399-3260 

PHONE: (850) 245M44 • FAX: (850) 
YOUTUBE: fldoh 



Rick Scott Mission: 
Governor 

To protect, promote & improve the health 

of all people In Florida through integrated John H. Annstrong, MD, FACS 
state, county & communIty efforts. 

H EALTI-I State Surgeon Generol & Secretary 

Vision: To be the Healthiest State in the Nation 

TO: 
FROM: 
RE: 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Phajmacy 
Ana Gargollo-McDonald, Assistant General 
Settlement Agreement 13: 

SUBJECT: DOH v. John T. Reading, R. Ph. 

DOH case Number 2012-16088 

DATE: February 12. 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following 
infOrmation is provided in this regard. 

Subject: John T. Reading 

Subject's Address of 3407 River Garden Circle 
Record: Pensacola, FL 32514-8113 

Enforcement Address: 3407 River Garden 
Pensacola, FL 32514-8113 

Subject's License No: 10065 Rank: PS 

Licensure File No: 2099 

Initial Licensure Date: Fifty (50) Year Pharmacist 

Board Certification: No 

Required to Appear: Yes 

Current IPN/PRN contract: No 

Allegation(s): 456.072(1 )(k), F.S. (2012) 
465.022(11)(a), F.S. (2012) 
465.0 15(2)(c), F.S. (2012) 

P. 

Prior Discipline: 4075, 02/09/1993 

Probable Cause Panel: September 5, 2013; Mesaros & Glass 

Florida Dopartmsnt of IMaIth 
Office qf the General Counsel • Prosecution Services Unit 

ITTER:HealthyFLA 
405k Bald Cypress Way, Bin C-85 • Tallahassee, FL 32399-1 101 

FACEBOOKFLDepartrnentofl-Iealth 
Express mall address: 2585 Merchants Row— Suite 105 

YOUTUBE: fldoh 
PHONE: 8501245-4444 • FAX 850/245-4683 



Subject's Attorney: Pro Se 

Complainant/Address: Preston E McDonald 
5740 Westmont Road 
Milton, FL 32583 

Materials Submitted: Memorandum to the Board 
Settlement Agreement 
Exhibit A - Administrative Complaint 
Election of Rights 
Board Notification 
Cost Summary Report 
Probable Cause Memóràndüm 
Final Investigative Report with Exhibits 

DISCIPLINARY : 
456.072(1)(k), F.S. (2012): From $2,500 fine and two years of probation, to revocation. 

465.0 15(2)(c), FS (2012): From $1,500 fine to revocation. 

PRELIMINARY CASE REMARKS: SECTION 120.57(2') HEARING ) 
This is the hearing in the matter of taking disciplinary action against the licensee and 

case number referenced above. 

TERMS OF : 
1. Appearance 
2. Administrative Fine in the amount of $2,000.00 payable within 90 dayS 
3. Costs not to exceed $2,063.00 payable within 90 days 



STATE. OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 
v. . CASE NO. 2012-16088 

JOHN T. READING, R.PH., 

RESPONDENT. 

______________I 

StTTLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all.times material to this matter, John T. Reading, Sr., R.Ph., 

was a licensed pharmacist the state of Florida, having, been issued. 

license number PS 10065. Respondent's mailing address of record is 

3407 River Garden Circle, Pensacola, Florida 32514. 

boH v. JOHN 1. READING, R.PH. 
Case Number: 2012-16088 

1 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations 'of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW . 

3. Respondent. admits that he is subject to the, provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

4. Respondent admits that the allegations in the Administrative 

Complaint,. if proven true, constitute violations of . law and cause the 

Respondent to be subject to discipline by the 'Board 'of Pharmacy. 

ISpOSmON 
5. - Respondent shall be . present .when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its -- . . 

6. ' The Board of Pharmacy shall impose an administrative 

fine of TWO THOUSAND DOLLARS (-$2,000.QO). The fine shailbe paid 

by Respondent to 'the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 

DOH V. JOHN T. READING, RPH. 
Case Number: 2012-16088 

" 2 



Florida 32314-6320, within 90 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

7. - The Board of. Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed TWO THOUSAND AND SIXTY- 

THREE ($2,063.00). Total costs shall be assessed when the 

Settlement Agreement is presented to the Board. The costs shall be paid 

by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 632O, Tallahassee, 

Florida 32314-6320, within 90 days from the date the Final Order is filed 

with the Department Clerk. 

8. Future - Respondent shall not violate Chapter 456, 

465, 499 or 893, Florida Statutes; the les promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the 

or to the ability to practice pharmacy. 

9. Violation of - It is expressly understood that a On 
of the provisions of this Settlement Agreement as approved and 

ihcorporated into the Final Order of the Board of Pharmacy shall constitute 

DOH v. 1-IN T. READING, R.PH. 
Case Number: 2012-16088 

3 



a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

10. No Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

11. PurDose of Agreement is 

executed by Respondent for the purpose àf avoiding further administrative 

action with respect to this particular case. In this regard,.. Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent. prior to, or in. conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law; Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

DOH v. JOHN T. READING, R.PN. 
Case Number: 2012-16088 

4 



the Board 9r any of its members from further participation, consideration, 

or resolution of these proceedings. 

12. Not Preclude Addition3l - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Anal Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

13. Waiverof Aftorney's Fees and - waives 

the right to seek any attorney's fees and costs from the :.Depaament in 

connection with this disciplinary proceeding. 

14. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

15. Current - Respondent shall keep current his 

mailing address and..his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

l v. JOHN T. READING, R.PI-i. 
Case Number; 2012-16088 

. 



WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this 28th day of 2013. 

d 

STATE OF lORIDA 

COUNTY OF ESCN4RTA 

Before me personally appeared T, PIThJDfljr,Sr.RPh 
identity is known to me or by , 
(type of identification), and who, under oath, acknowledges 
signature appears above. 

that his 

Sworn to and subscribed before me this 2Bthday of 

SE 855468 
March 31,2017 

tSdW&mV.M SnaBW.38S70l9. 

,- 
r.a 

0 tth o - 
— 

DOH JOHN 1. READING, R.PH. 
Case Number: 2012-16088 6 

JQHNJt. READING, R.PH. 
2012-16088 

R.Ph., whose 

Notary Public 
My Commission number: 
My Commission Expires: 



day of , 2013. 

Counsel for Petitioner 
Ana M. Gargollo-McDonald 
Assistant General Counsel 
DON Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Fla. Bar No. 0085907 
Telephone: (850) 245-4444 Ext. 8133 
Facsimile: (850) 245-4683 s 

JOHN ft ARMSTRONG, MD,FACS 
State Surgeon General and 

of Health 

Ana M. G 
Assistant General Counsel 

DOH v. JOHN T. READING, R.PH. 
Case Number: 2012-16088 

7 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETIflONER, 

CASE NO. 2012-16088 

JOHN T. READING, ., RPh, 

RESPONDENT. 

_I 
ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner,: Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, John 1. Reading, Sr., RPh, and in 

support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist within the State of Florida, having been issued license 

number PS 10065. 

Department of Health v. John T. Reading, Sr., RPh I 

Case No. 2012-16088 



3. Respondent's address of record is 3407 River Garden• Circle, 

Pensacola, Florida 32514. 

4. At all times material to this complaint, Respondent was the 

prescription department manager (PDM) of Cantonment Pharmacy (the 

Permittee), located at 433 Highway 29 South, Cantonment, Florida 32533. 

5. Section 465.022(11)(a), Florida Statutes, provides that the 

prescription department manager must ensure the permittee's compliance 

with all rules adopted under Chapter 465, Chapter 499, or Chapter 893, 

Florida Statutes, as they relate to the practice of the profession of 

pharmacy and the sale of prescription drugs. 

6. Section 465.015(2), Florida Statutes (2012), to sell or dispense 

drugs as defined in Section 465.003(8), Florida Statutes, without first 

being furnished with a prescription. 

7. As the PDM, Respondent was responsible for ensuring the 

Permittee complied with Sections 465.015(2), Florida Statutes (2012). 

8. On or about February 4, 2013, the DeØartment of Health 

Investigator went to Cantonment Pharmacy,. and obtained six (6) 

azlthromycin 250 mg tablets, a prescription only medication, without a valid 

prescription. 

Department of Heafth v. John t Reading, Sr., RPh 
2 
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9; Azithromycin is an antibiotic that fights bacteria and is a 

prescription drug. 

10. Section 456.072(1)(k), Florida Statutes (2012), that 

violating any provision of this chapter or chapter 456, or any rules adopted 

pursuant thereto, constitutes grounds for disciplinary action by the Board 

of Pharmacy. 

11. Section 465.022(11)(a), Florida Statutes (2012), provides that 

the prescription department manager must ensure the permittee's 

compliance with all rules adopted under Chapter 465, Chapter 499, or 

Chapter 893, Florida Statutes, as they relate to the practice of the 

profession of pharmacy and the sale of prescription drugs. 

12. Section 465.015(2)(c), Florida Statutes (2012), it is unlawful for 

any person to sell or dispense drugs as defined in Section 465.003(8), 

• Florida Statutes, without first being furnished with a prescription. 

13. As set forth above in paragraph 8, on or about February 4, 

2013, Respondent failed to ensure the Permittee's compliance with Section 

465.O15(2)(c), Florida Statutes. 

14. Based on the foregoing, Respondent has violated Section 

456.072(1)(k), and Section (1)(r), Florida Statutes (2012), by 

Department of Health v. John 1. Ing, Sr., 1 
3 
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violating Section Florida Statutes, by failing to ensure the 

permittee's compliance with all rules adopted under those chapters as they 

relate to the practice of the profession of pharmacy and the sale of 

prescription drugs. 

Department of Health v. John 1. Reading, Sr., RPh 
4 
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• 

JOHN H. ARMSTRONG, MDrFACS 
State Surgeon General and 
Secretary of Health 

Ana M. Gargollo-Mc onald 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Ha. Bar No. 0085907 
Telephone: (850) 245-4444 Ext. 8133 
Facsimile: (850) 245-4683 

/AGM. 

PCP: Q/43 
PCP 41 
Department or health v. John t Reading, Sr., RPh 5 

Case No. 2012-16088 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an. order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 

______ 

2013. 

FILED 
or 

DEPUTY CLEpjç 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted in 
accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, té 
present evidence and argument, to call and cross-examine 
witnesses and to have subpoena and subpoena duces tecum 
issued on his or her behalf if a hea ring is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 
Respondent is placed on notice that Petitioner has incurred 

costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456M72(4)., Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

Department or Health v. John T. Reading, Sr., RPh 6 
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CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


Minion: 
To protect, prornote& improve the health 
of all people in Flodda through integrated 

state, county & efforts. 

November 6, 2013 

John Reading 
3407 River Garden Circle 
Pensacola, FL 32514-8113 

Vision: To be the Healthiest State in the Nab on 

Re: DOH vs. John T. Reading, R.Ph. 
DOH Case Number: 

Dear Mr. Reading: 

am in receipt of the settlement agreement 
above referenced case. 

executed by you on September 28, 2013, concerning the 

Our office is now making preparation for this áettlement to be presented at the next regularly 
scheduled meeting of the Florida Board of Pharmacy. Please be advised your case will be set at the 
convenience of the Department and/or the Board and you will be notified of the date and time 
approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please feel 
free to contact this office. 

A 
Assistant General Counsel 

AM/ab 

Florida Department of Health 
Office of the General Counsel' Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 -Tallahassee, FL -1701 
PHONE: 850/245-4444 'FAX 850/2454683 

TWITTER:HealthyFLA 

YOUTUBE: tdoh 

HEALTH 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 
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TO: 

FROM: 

MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

Department of Health, Prosecution Services Unit 

Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: 

MEMBERS: 

John T. Reading, Sr., R.Ph. (AMM) 
Case Number: 2012-16088 

CyfiThiiGil?fin, PharuiD and Jeffrey Mesaros 

DATE OF PCP: September 5,2013 - AGENDA ITEM: A-16 
I•e•I•UNI 111111 IIII••NN • • • • UINNU •• I • • N I W INN N NI I•US• u U U IN I 
This matter came before the Probable Cause Panel -on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 

being otherwise fully advised in the premises, the panel finds that: 

x Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 456.072(1)(k), and Section 465.016(1)(r), Florida Statutes (2012), 
Section 465.022(1 1)(a), Florida Statutes; 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 

by violating 

Upon reconsideration, dismiss 

other 

Date 



STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 
Office: Area I, Pensacola Date of Case: 4/8/13 Case Number: PS 2012-16088 
Subject: 
JOHN T. READING SR, RPH 
3407 River Garden Circle 
Pensacola, FL 32514 
(850) 477-2499 

Source: 
PRESTON MCDONALD, RPH 
5740 Westmont Road 
Milton, FL 32583 
(850) 983-0916 

Prefix: License #: Profession: 
PS 10065 PHARMACIST 

Board: Report Date: 
PHARMACY 7/8/13 

Period of Investigation: 4/17/13-7/8/13 Type of Report: FINAL 
Alleged Violation: FS 456.072(1)(k) Failing to perform any statutory or legal obligation placed upon a licensee. (n) 
Exercising influence on the or blient for the purpose of financial gain of the licensee or a third party. (dd) 
Violating any provision of this chapter FS 465.015(2) It is unlawful for any person: (c) To sell or dispense drugs without 
first being furnished with a prescription. FS 465.016(1)0) Compounding, dispensing, or distributing a legend drug, 
including any controlled substance, other than in the course of the professional practice of pharmacy. (r) Violating any 
provision of this chapter ... and FS 465.023(1) The department or the board may revoke or suspend the permit of any 
pharmacy permittee, and may fine, place on probation, or otherwise discipline (c) Violated any of the requirements of 
this chapter 
Synopsis: This investigation is predicated upon receipt of a complaint (Case Summary and Attachments) 
EXHIBIT ) submitted by MCDONALD in regard to READING. MCDONALD, a former pharmacist at 
Cantonment Pharmacy, alleged staff there are dispensing prescription medications without a prescription 
including antibiotics, erectile dysfunction oral tablets (Viagra), albuterol inhalers, and possibly non-controlled 
medications. Allegedly customers come to the pharmacy on a daily basis to purchase Penicillin, Amoxicillin, 
Flagyl, Dif!ucan, and cough syrup with codeine without a prescription from a physician. READING is 
allegedly dispensing these medications without a prescription. On 2/4/13, a Pensacola investigator went to 
the pharmacy and purchased a "Z-Pak" (six Azithromycin 250mg tablets, prescription only medication) and 
24 Aprodine (Pseudoephedrine Hydrochloride 6Omg/ Tripolidine Hydrochloride 2.5mg) tablets. On 03/28/13, 
another Pensacola ISU staff member went to the pharmacy and purchased loraseptic with Lidocaine 
added (which requires a prescription) and 24 Aprodine (Pseudoephedrine Hydrochloride GOmg/ Tripolidine 
Hydrochloride 2.5mg) tablets. The pharmacist was not identified on 2/4/13 or 3/28/13. 

READING was notified of the investigation by letter dated 4/17/13 EXHIBIT ) and was provided a copy of 
the Case Summary and originating documents from Exhibit 1. 

A check of boii computer Iicensure records revealed READING is currently licensed asa PHARMACIST. 
READING earned his Bachelor of Science in Pharmacy from Sanford University in Birmingham, AL (year not 
indicated) per the resume included with his response EXHIBIT . 
No patients were identified; therefore, patient notification was not required. 

READING SR. is not known to be represented by an attorney in this matter 

On 5/7/13 by US mail, Investigator LANIER received READING statement dated 5/4/13 EXHIBIT . 
READING denied the allegations. 

Related Case: RPT 2012-16092, RPT 2012-16089, PH 2012-16087, PS 2012-16091, PS 2012-16090, PS 
Investi ator/Date: 1 

4bc 
Ben Lanier, 21-35, Investigator Supervisor 
Distribution: HQ/ISU JIJI. 0 9 ?fl3 1 

,— C) 
F') . 
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DOH INVESTIGATIVE REPORT CASE NUMBER: PS 2012-16088 

INVESTIGATIVE DETAILS 

On 2/4/13, Investigator LANIER drove to Cantonment Pharmacy. Upon entering the pharmacy, "EMILY" the 
cashier asked how she could help. Investigator LANIER stated he had a sinus infection and EMILY told 
Investigator LAMER to go to the pharmacy consultation window. Investigator LANIER walked to the 
consultation window and a man, without a name tag, presumably the pharmacist, with short brown hair and a 
goatee asked how he could help. Investigator LANIER told him that he had a sinus infection and a swollen 
throat. Investigator LAMER told him that a friend of his had the same thing recently and a Z-pak seemed to 
help. The pharmacist asked if Investigator LANIER wanted a Z-pak and Investigator LANIER told him yes. 
The pharmacist asked if Investigator LANIER was taking any kind of Antihistamine and Investigator LAMER 
told him no. The pharmacist told Investigator LANIER to also purchase an Antihistamine to clear up his 
sinuses. Investigator LANIER told him that funds were limited and the man said it would be roughly $31.00 in 
total. There was no counseling offered on how to take either the Z-pak or Antihistamine. EMILY assisted 
Investigator LANJIER check out and asked for Investigator LANIER's driver's lidense. EMILY wrote down 
Investigator LANIER's name, address, and driver's license number in a book. Then Investigator LANIER 
signed the log and left the pharmacy. While in the pharmacy Investigator LANJIER did not see a sign offering 
the sale of Viagra. A "Z-pak" (six Azithromycin 250mg tablets, prescription only medication) and 24 Aprodine 
(Pseudoephedrine Hydrochloride 6Omg/Triprolidine Hydrochloride 2.5mg) tablets were provided• by the 
pharmacist. 

On 3/28/1 3, Investigator Supervisor CATHY MARTIN presented to Cantonment Pharmacy with complaints of 
lingering cough and sore throat. The cashier immediately instructed Investigator Supervisor MARTIN to go the 
pharmacy window. A man with short brown hair and a goatee, presumably the pharmacist but with no name 
tag, asked what symptoms were present. The symptoms were repeated to the pharmacist, and he instructed 
Investigator Supervisor MARTIN to select a bottle of Chloraseptic. He stated, with a wink, that he would add 
an ingredient to relieve the symptoms. He asked if Investigator Supervisor MARTIN was taking any 
decongestants, and Investigator Supervisor MARTIN responded no. He asked no other questions. A 
selection of the orange flavored Chioraseptic was made and.lnvestigator MARTIN returned to the pharmacy 
window. The pharmacist stated that tha orange flavor was not very good and to go back and get the red 
bottle. Investigator MARTIN did so. The pharmacist took the bottle, and a few minutes later he passed a 
white paper bag with contents to the cashier. The pharmacist stated that he added Lidocaine to the 
loraseptic. The cashier instructed Investigator MARTIN to approach the counter and provide a driver 
license. Investigator Supervisor MARTIN did so, and the cashier copied information from the driver license to 
a worn green ledger. The cashier then instructed Investigator Supervisor MARTIN to enter 
information in the log and sign where indicated. Investigator MARTIN did so. During this process, Investigator 
MARTIN asked what the purpose of the log was, and the cashier stated it was for the Sudafed pills being 
provided. Investigator MARTIN also asked for the pharmacist's name, and the cashier provided a first name 
of "Gene." She informed the total was $11.10, and Investigator Supervisor MARTINI provided the cashier a 
$50 bill. Change of $38.90 was provided, and Investigator Supervisor MARTIN thanked the cashier and the 
pharmacist and left. The cost of the loraseptic was $5.12, and a blue bottle with 24 small white pills was 
also provided for a cost of $5.98. No prescriptions were presented to the pharmacy, and no instructions for 
taking the medications were provided. loraseptic with Lidocaine added (which requires a prescription) and 
24 Aprodine (Pseudoephedrine Hydrochloride 6Omg/Triprolidine Hydrochloride 2:5mg) tablets were provided 
by the pharmacist. The pharmacist was not identified on 2/4/13 or 3/28/13. 

Thirteen pictures of these medications and receipts from both purchases are provided on CD and included as 
EXHIBIT 6. 

FORM 300 7/02 
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DOH INVESTIGATIVE REPORT CASE NUMBER: PS 201 2-16088 

SUMMARY OF EXHIBITS/RECORDS/DOCUMENTS 

EXHIBIT I is information forwarded by the Consumer Services Unit (CSU) with the complaint. This information 
consists of a Case Summary, corrected Case Summary, complaint form by MCDONALD, and the following: 

Complaint narrative by MCDONALD noting he was previously employed at Winn-Dixie pharmacy 
locafed nearby Cantonment Pharmacy. While at work on many occasions, he would have customers 
ask if he could sell them antibiotics. It was explained to them that a prescription was required, and 
their response was always that they could obtain them from Cantonment Pharmacy. MCDONALD did 
not believe the customers for the most part, contributing it to Cantonment Pharmacy selling something 
to the customers and telling them it worked almost as good as antibiotics. Through: diverging 
circumstances, MCDONALD became employed at Cantonment Pharmacy as a pharmacist. The 
first day at work not long alter they opened, a customer came up and asked him: for, antibiotics. 
MCDONALD told the customer that they had to have a prescription for antibiotics. Throughout theday 
about six different customers asked him for antibiotics and without fail, every day to this date, he had 
customers telling him they had purchased antibiotics in the past from one registered pharmacy 
technician (RPT1) or sometimes another registered pharmacy technician (RPT2) was mentioned, and 
that they would like to purchase some more. MCDONALD refused and always told the customers that 
a prescription was required. Antibiotics mentioned to MCDONALD that customers had purchased in 
the past included Penicillin, Amoxicillin, Z-Pak, Keflex, Flagyl, and Diflucan. As corroborating evidence 
of this practice of selling antibiotics without a prescription to customers, there are large bottles of 1 Amoxicillin, and SMZ-TMP on a counter near the counseling window, which is outside of the 
area of stock of all other medications, and separate from its normal location (for filling prescriptions). 

MCDONALD also had several male customers ask to purchase Viagra tablets, stating that they had 
bought them in the past from RPT1 or sometimes RPT2 .and wanted some more. MCDONALD refused 
and always told the customers a prescription was required. MCDONALD stated there are handwritten 
signs above/below the Viagra tablets on the prescription stpck area of "$24" which indicated that 
customers are charged $24.00 for each Viagra tablet (sold without a prescription). MCDONALD also 
had a customer come to the counseling window and ask him for an Albuterol inhaler. After 
MCDONALD explained that a prescription was needed, the customer stated that he had purchased 
them before from RPT1 and RPT2, and he became irate that MCDONALD would not sell him an 
Albuterol inhaler. 

Finally, MCDONALD alleged there is a well-known practice in the community that Cantonment 
Pharmacy sells a "cough syrup" that is mixed at the pharmacy which contains codeine. This is a C-V 
medication that can be legally sold without a prescription, but it can only be sold by a pharmacist. 
MCDONALD had several customers tell him they wanted that special "cough syruØ" they got from 
RPT1 or RPT2 in the past. MCDONALD witnessed it being sold to customers by a clerk without 
consultation of the pharmacist on duty. MCDONALD stated it was a common practice for RPTI to give 
medical advice to customers and otherwise infer to customers that he was a licensed pharmacist, and 
to also sell them prescription medications without a prescription. This was also the case for RPT2, 
although to a lesser extent. 

MCDONALD listed the licensed employees of the pharmacy who were allegedly guilty of dispensing 
medications without a prescription. These employees allowed RPT1 to portray himself as a licensed 
practitioner prescriber or pharmacist. This technician was allowed to perform duties only allowed by 
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DOH INVESTIGATIVE REPORT CASE NUMBER: PS 2012-1 6088 

law'to be performed by a licensed practitioner prescriber or pharmacist such as 1) diagnosing patients 
and prescribing prescription medications by virtue of selling the prescription medications to customers 
without a valid prescription, 2)' giving medical advice to customers without consultation of a licensed 
pharmacist, 3) holding himself as a pharmacist, 4) acting/speaking as a pharmacist over the telephone 
to other pharmacists in the transfer of prescriptions, without identifying himself as a pharmacy 
technician, 5) individually selling C-V medications (i.e., cough syrup with codeine) to customers without 
involvement, consultation, and approval of a pharmacist. MCDONALD noted that the primary principal 
or violator was RPT1, who had for many years acted as a pharmacist and performed pharmacist-only 
duties. The owner of the pharmacy is listed as the pharmacist-in-charge, who has a legal responsibility 
in developing and enforcing policies and procedures for the pharmacy. It is extremely difficult to 
believe that the owner, although absent from the day to day operations of the pharmacy, is not aware 
of the, violations occurring on a daily basis. The two most recent. pharmacists employed by the 
pharmacy are also participants in these violations by virtue of allowing them to occur while on duty and 
failing to report them. MCDONALD did not know if those two pharmacists were guilty of selling 
medications that require a prescription without one, or just knowingly allowed such. MCDONALD 
stated the pharmacy technicians were not identifying themselves when answering or speaking on the 
phone and did not regularly wear name tags/badges that readily identify themselves as pharmacy 
technicians. MCDONALD stated the pharmacy is also in violation by not having an easily accessible 
sink near the prescription counter. 

EXHIBIT 3 is a copy of a letter dated 4/17/13 to MCDONALD informing him of the status of the case. 

EXHIBIT 4 is a copy of a letter dated 5/16/13 to READING providing a corrected Case Summary. The original 
Case Summary made two references to Hydrocodone which should have read Hydrochloride. 

EXHIBIT 5 is copies of three previous inspection forms dated 9/22/09, 10/18/10, and 1/23/12 for inspections 
conducted 'at Cantonment Pharmacy printed by Investigator LANIER on 4/18/13. The three previous 
inspections indicate passing results; however, the inspection form dated 9/22/09 indicated there were some 
improperly labeled medications found. 

EXHIBIT 6 is a copy of thirteen pictures placed on CD by Investigator LANIER. The pictures are of 
prescription medications purchased from Cantonment Pharmacy by Pensacola ISU staff on 2/4/13 and 
3/28/1 3, and the respective receipts, dispensed without providing a prescription. The medications consist of a 
"Z-pak" (six Azithromycin 250mg tablets, prescription. medication), 24 Aprodine (Pseudoephedrine 
Hydrochloride 6Orrig/Triprolidine Hydrochloride 2.5mg) tablets, loraseptic with Lidocaine added (which 
requires a prescription), and 24 Aprodine (Pseudoephedrine Hydrochloride 6Omg/Triprolidine Hydrochloride 
2.5mg) tablets. 

EXHIBIT 7 is a copy of the formula for the 'Cantonment Wine" provided by BENJAMIN FENN, RPH, on 
4/26/13 to Investigator LANIER at the Pensacola ISU office. 

IMV FORM 102 . . ...5. 



DOH INVESTIGATIVE REPORT CASE NUMBER: PS 2012-16088 

INTERVIEW OF PRESTON MCDONALD, RPH (PS : 
Address of Record: 
5740 Westmont Road 
Milton, FL 32583 
(850) 983-0916 

On 11/26/12, Investigator LANIER interviewed MCDONALD by telephone. MCDONALD stated he quit 
working at the pharmacy close to a month prior. MCDONALD stated the pharmacy did not keep a record of 
the medications that customers were buying. MCDONALD statedthe cough syrup did not contain full strength 
codeine and it did not require a prescription, but a pharmacist had to be involved. MCDONALD state 
Registered Pharmacy Technicians were also providing the cough syrup to customers. MCDONALD stated he 
could not specifically remember any patient names. 

INTERVIEW OF BENJAMIN FENN, RPH (PS : 
• Address of Record: 
6212 Kristen Dr. 
Pensacola, FL 3250k 
(850) 476-7132 

Employment: Cantonment Pharmacy 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

FENN stated he worked full time at Cantonment Pharmacy on Mondays, Tuesdays, Thursdays, and Fridays. 
FENN stated he talked the owner into hiring MCDONALD because he was retiring and FENN was only going 
to be the on call/relief pharmacist. FENN stated that he was now completely retired; however, if anyone from 
Cantonment Pharmacy called and asked for him to work a shift that he would. FENN stated Cantonment 
Pharmacy was the only community pharmacy in Cantonment for about 30 years. FENN stated he was guilty 
of all of it." FENN stated he did provide customers with prescription medications without a prescription. FENN 
stated he helped a lot of sweet black people who would come in mainly with toothaches and ask him for 
Penicillin. FENN stated he would sell them about a dozen Penicillin tablets to help them. FENN stated he 
wanted to help people who did not have insurance or who did not havea lot of money. FENN stated he never 
diagnosed people. FENN would also sell Diflucan to women who were experiencing vaginal problems. FENN 
stated that during his time there, READING did this for a lot of customers. FENN stated Cantonment 
Pharmacy was a family pharmacy that helped out the community. FENJN stated this behavior -had to stop 
because the times have changed. FENN stated the pharmacy did keep a price right below the Viagra which 
noted that each pill was $28.00. FENN stated that was also done for the Cialis and Levitra, FENN stated the 
pharmacy was not making any money off the Viagra because they sold it at cost. FENN stated he also sold 
Amoxicillin without a prescription. FENN stated he had seen every employee that worked there do it as well, 
even the pharmacy techs. FENN stated he had seen PH2, READING, RPT1, and RPT2, all do it. FENN 
stated RPT2 was READING's grandson. FENN stated there was a new pharmacist PH3 that was working 
there. FENN stated he could not recall PH3s last name, but that he had it written down and he would call 
Investigator LANIER with the last name. FENN stated Investigator LANIER would not believe how many 
marriages he thought he saved by selling the Viagra. FENN stated Viagra could be purchased online 
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and provided Investigator LAN IER with a number of (800) 530-6596 to verify it. FENN stated he also thought 
he had wiped out Syphilis with the antibiotics he sold. FENN stated customers would also come in and ask for 
extra tablets of what they were already taking and staff, mainly RPTI, would check to see if they had already 
been previously prescribed the medication before providing it to them. FENN stated he felt taken advantage 
of by the customers as well becausehe would help someone ut one time and they would keep coming back 
after that. FENN stated he did not want to make people mad. FENN stated they also sell "Cantonment Wine" 
(cough syrup). FENN stated every staff member sold the Cantonment Wine, even the cashiers. FENN stated I and his nieces would premix a large container of the cough syrup. The container was approximately 
480cc. FENN stated the cashiers would sell it to their church friends etc. FENN stated it was legal for them to 
sell it without a prescription. FENN stated he had the formula for the cough syrup written down and he 
provided a copy to Investigator LANIER EXHIBIT . FENN stated that basically the cough syrup contained 
Codeine, Guaifenesin, and Benadryl. FENN stated they did keep a log of who the cough syrup was sold to 
because it contained Codeine. FENN stated the pharmacy techs also sold it and he had to take the blame for 
that as well because they did it under his watch. FENN stated the cough syrup has been sold there for 30 
years. FENN stated RPT1 told him not to worry about it because there was not enough Codeine in it to do 
anything. RPTI told FENN someone could drink the whole bottle and not feel any affects. FENN stated he 
did not trust anyone anymore with Codeine. FENN stated RPTI was also a federal attorney, but FENN did not 
believe he was licensed as such anymore. FENN stated RPT1. told him that he was going to get them all out 
of trouble and that he planned to represent all of them. FENN stated he thought RPT1 wanted to protect him, 
but he did not feel comfortable with that. FENN stated he wanted to confess his sins and get this off of his 
mind. FENN stated he was just trying to help people but that it had to come to an end because the times had 
changed. FENN stated he had spent his whole life trying to help people and that he did not regret it. FENN 
stated he was now retired and glad, but he still did not want to have to go to Tallahassee and lose his license. 
FENN stated he never received any complaints from patients or customers or other pharmacists until now. 

FENN stated this activity could have resulted in adverse problems and that he understood that. FENN stated 
someone could have been allergic to the medication that was dispensed to them. FENN stated he believed 
MCDONALD filed this complaint because READING offered to sell MCDONALD the pharmacy for two million 
dollars, but they withdrew the offer because MCDONALD wanted to turn their pharmacy into a compounding 
pharmacy. FENN stated he did not want to lose his license but that he would be fine with it if it was necessary 
because he was guilty. FENN stated he refused to sell to some customers because he was not familiar with 
them, but he thought some customers were dear friends of READING because the customers would call 
READING and then READING would call FENN at the pharmacy and tell him to sell to them, so he did. FENN 
asked to pray with Investigator LANIER for forgiveness of his sins. FENN stated he never dispensed the 
morning-after pill because he did not want to kill babies. FENN stated the pharmacy had recently gotten in 
trouble with the DEA. FENN stated the pharmacy was filling prescriptions for a doctor had her patients sign a 
contract noting they would only get their prescriptions filled at Cantonment Pharmacy. FENN stated another 
doctor was writing for a lot of tablets on most all of his prescriptions. FENN stated when the DEA came in, 
they told READING Sr. they were selling way too much Oxycontin and READING gave up their DEA license 
without any argument. FENN stated he was just trying to keep READING alive these days and really thinks he 
needs to sell the pharmacy. FENN thanked Investigator LANIER for his time and asked that prayers be said 
for him, 

On the same date, FENN telephoned Investigator LANIER and provided PH3's last name. 

On 5/6113, Investigator LANIER attempted to telephone FENN; however, he was not available and there was no 
voicemail option. On 5/7/1 3, FENN telephoned Investigator LANIER and stated he had seen that he missed the 
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call. Investigator LANIER explained to FENN that a statement was received with his name on it that seemed to 
provide a conflicting response as to what was discussed on 4/26/13. FENN stated he never saw or read the 
statement, but allowed RPT1 to write it for him. Investigator LANIER informed FENN that the statement had his 
name at the bottom of it, as if it was written by him. FENN stated he did not want to tell RPTI that he had 
already talked with Investigator LANIER about this matter. FENN that what he had previously told 
Investigator LANIER at the ISU office was the truth. FENN stated Cantonment Pharmacy was a family pharmacy 
and every employee had sold prescription medications without a prescription, FENN stated RPT2 was spoiled 
and that READING still called him "sugar boy." FENN stated he was not sure where RPT2 had received his 
education but READING trained him. FENN stated Cantonment Pharmacy was the only place RPT2 could get a 
job. FENNt PH2, RPT2, RPT1 and READING had all sold prescription medications without a prescription. 
FENN opined that PH3 had done the same; however, he never worked with or witnessed him do it because PH3 
started after FENN retired. FENN stated this happened with various medications but no controlled substances. 
FENN stated Viagra, Z-paks, and other antibiotics were sold without prescriptions. FENN stated he had even 
sold things in the past to Sheriff's deputies, etc, but Umes were changing. FENN stated he went along with 
everything at the pharmacy but should not have. FENN stated the pharmacy kept hiring older people because 
the young pharmacists did not want to do business the way they did. FENN stated the pharmacy was run by 
incompetents and that FENN had tried to hold everything together. FENN stated that apparently he "could not 
get out of their fast enough before he was caught." FENN stated he knew this was going to happen someday. 
FENN stated the only thing wrong in MCDONALD's complaint was that FENN had always seen the tech's wear 
name tags. 

INTERVIEW OF SUSAN HALFEN, RPH (PS : 
Employment: Winn-Dixie 
1550 Hwy 29 North 
Cantonment, FL 32533 
(850) 968-3318 

On 5/10/13 and 5/14/13, Investigator LANIER attempted to telephone HALFEN; however, she was not 
available and voicemail messages were left requesting a return call. 

On 5/15/13, HALFEN returned the call and left a voicemail message for Investigator LANIER stating she was 
working all day on this date, but that she should be available for Investigator LANIER to call. On the same date, 
Investigator LANIER returned the call. HALFEN stated she had been a pharmacist at Winn-Dixie for about six 
years and that their location was very close to Cantonment Pharmacy. HALFEN stated that since she started 
working at Winn-Dixie pharmacy, one to two customers come in every month or so to try and get prescription 
medications without a prescription. HALFEN stated these customers were mainly seeking antibiotics and told her 
that they had gotten them in the past without a prescription from Cantonment Pharmacy. HALFEN stated she 
also knew Cantonment Pharmacy provided a cough syrup. HALFEN stated she knew pharmacists were allowed 
to sell the cough syrup. HALFEN stated that was all she really knew about Cantonment Pharmacy's operation. 

INTERVIEW/STATEMENT OF JOHN T. READING, SR., : 
Address of Record: 
3407 River Garden Circle 
Pensacola, FL 32514 
(850) 477-2499 
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Employment: Cantonment Pharmacy 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

On 5/7/13 by US mail, Investigator LANIER received READING's statement dated 5/4/1 3. READING earned his 
Bachelor of Science in Pharmacy from Sanford University in Birmingham, AL (year not indicated) per the resume 
included with his response EXHIBIT . 
READING denied the allegations and stated MCDONALD was a serial liar. READING stated the nature of the 
complaint was inappropriate prescribing. READING asked. that his resume be read and to note the details of the 
last few years of medical issues and the fact that he had not been the pharmacist on duty for more than a few 
hours or more for about a dozen times in the last five or more years. READING denied prescribing anything that 
was not permitted under Florida law. 

READING stated he would be happy to face MCDONALD in person in an interview setting now that he.knew 
what a liar he is, 'also an anti-Semitic slug. READING questioned his employees and he apparently never 
left the prescription department except for bathroom breaks and possibly sandwich break. That means that 
anything that he had accused his employees of doing, was done either at his direction, in his presence, or with 
his approval. 

READING stated that he had spent a couple of hours in the pharmacy with MCDONALD showing him around, 
explaining very specifically that everyone is trained that the pharmacist is the boss at all times, no matter how his 
staff might customarily do their job. MCDONALD has a good motivation to try to cause trouble for his business. 
He had worked, until terminated, at Winn-Dixie near them for a few years. MCDONALD knew they had a good 
business. When MCDONALD was terminated (from Winn-Dixie), he inquired if READING would sell him the 
business. At READING's age, it did come to mind once in a while and he told him that he would sell it for $2 
million dollars, but he would be crazy to buy any pharmacy without putting in• some time at the pharmacy. 
MCDONALD was invited to come to work forthem and look things over, for his period of evaluation that he 
recommended. This was certainly not something READING would have done if the pharmacy was operated in 
any degree along the lines that he has alleged, BELATEDLY. 

READING stated he emphasized BELATEDLY, because after accepting his offer to come and work with his staff 
and meet their patients, they arranged for a banker to meet with READING's C.P.A to go over their books. 
MCDONALD came back with an offer to purchase (after having worked at the pharmacy and after having the 
books examined at his expense) that was about one-forth of what READING had asked initially. READING 
expected a significantly lower counter offer but nothing as ridiculous as MCDONALD came back with., - 
MCDONALD has said thét hi would be satisfied if READING's license was revoked and he was fined. 
READING stated there was nothing in the record to justify such a vindictive attitude or request that would make 
sense to a normal person, especially considering his age and acuity. This is just a belly-full of bile that 
MCDONALD has as a result as a frustrated purchaser and an anti-Semite. 

READING also provided the following: 
• Emergency Declaration by Governor RICK SCOTT 
• Memo to employees regarding theft and behavior 
• Stare Policy Manual Procedures Rule Book 
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• .. Memo noting the filling of out of town prescriptions was restricted 
• Letter dated 7/18/12 notingan employee had: tendered their resignation and MCDONALD Would be the 

pharmacist's replacement. 
• Newspaper editoriàlon READING 

On 5/14/13, Investigator LANIER interviewed READING• by telephone. READING stated he did write the 
response that was provided and he was wondering if Investigator LANIER had received it. READING stated he 
could not honestly say what took place in the pharmacy on a daily basis because he had only visited the 
pharmacy a handful of times in the last couple years. READING stated he was a 53 year pharmacist and that he 
still received a paycheck because he was the owner, but that he had been in and out of the Mayo clinic for a 
couple of years. 
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I have read and have bad this inspection report and the laws arid regulations concerned herein explained, and do affirm thai the intormaton given herein Is true and correct to the best of my knowledge, 

PRINT NAME OF RECIPIENT Benjamin Fenn, RPh 

Institutional Representative 
NV 359 RevisedO1/07 Replaces 12/02 

Exhibit 

FUe # 498 

nsp # 86062 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES ITy' PHARMACY 

ROUTINE OltriNot CC NEW CURRENTLY NOT OPeRATING fl CHANGE IIER 
INSPECTION AUTHORITY -CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 
Note: If establishment is engaged in parenteral/enteral compounding, license must so indicate and a separate inspection form should be completed 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
912 2/2009 

DOING BUSINESS AS DEA NUMBER 
AC5573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHNT READING STREETADDRESS 
433 HIGHWAY 29S 

TELEPHONE# I EXT. 
850-968-2469 

I 

CITY I COUNTY 
CANTONMENT 27 

STATE/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE 4 
10085 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE 4 
Monday I Tuesday JWednesdayj Thursday I Friday I Saturday Sunday 

Open 9am 9am 9am 9am 9am 9am closed 
Close 

I 
6pm 6pm 6pm 6pm 6pm 3pm 

1. Benjamin Fenn PS 13028 

2.Johnny Reading PTech 

3. Karen Bonanno PTech 
SATISFACTORY N/A YES NO SATISFACTORY N/A YES NO 

1 Current pharmacy permit displayed. (465.015(1)(a)F5,] 26 All medicinal drug Rx's require dale dispensed. 
16-28.14C(3Xb)2,F.A.C.] 

2 Board of Pharmacy notified in writing of current Rx department 
manager. 465.018.F.S.] 

27 Prescription records identi& the responsible dispensing pharmacists. o 
3 C 28 Complete pharmacy prescription records. 64816-26.140,F.A.C.] Z C 
4 Rx department hours open for business are posted and are a minimum C of 40 hours perweek. 64516-28.404, F.A.C.] 29 Pharmacy maintains patient profile records. 648 16-27.600,F.A.C.] Z C 
5 Interns properly registered and supervised. 465.01 3.F.S.] C 649 16-26.400(4),F.A.C.] 30 Controlled substance records readily retrievable. (893.07.F.S.] C 

Pharmacy technicians properiy Identified and supervised. C 816-27.410,F.A.C.] 
31 Initials ot pharmacist filling controlled substance Hit. 

893.04(lXc)6,F.S.3 Z C 
7 Proper pharmacist technician ralio. If 2:1 or 3:1 Pharmacy Manager has 

Board ofPharmacy approval. 64816-27.410] 64816—27.42C, F,A.C.] 
32 Prescribers name/address/DEA 4 on all controlled substance Pc. 

893.04(lXc)2,F.S.] Z C 
8 Pharmacist license/renewal certificate displayed. 

ICO(1)F.A.Cj 33 Patients name/address on controlled substance Rx. 
893.04(lXc)l,F.S,] C 

9 Pharmacist on dutywhen Pit department open, 64816-2S.109,F.A.C. Z C 34 Date controlled substance Pit was tIled on R,c. 

893.04(lXc)6,F.S.] C 
IC Generic drug sign displayed. 465.025(7),F.S.] Z C 35 All controlled substance prescriptions must have: drug prescribed. C quantity and directions for use (89304(lXc)4,F.5.] 
11 Sign displayed 'Pa Dept CloseC if establishment is open and Pit 

Department closed. 164B16-28.109(1),F.A.C.] 
36 Date of refills written on controlled substance Pit or on computer records. 

893.04(lXc)6F.S.] C 
12 Sign with meal break hours of Pharmacist. (no more than half tour), and 

stating that a pharmacist is available on premises for consultation upon z n C request. 64B16-27.400(6),F.A.C.]' 

Pharmacsfs initrals on controlled substance Pit retlis. z C 893.04(1)( O)6,F.S.] 

13 Sign desIgnating the private patient consultation area z 64916-28.1C35,F.A.C,] 
36 Controlled substance retlis limited s whhin 6 monihs from date 

prescription was signed. Z C 
14 Adequate written and verbal offer to counsel patients. ] 39 Controlled substance inventory taken on a biennial basis and available 

(or Inspection. (893.C7(1)(a),F.S.] 
15 Adequate patient counseling by pharmacist when offer is accepted. 

40 DEA 222 order forms property completed. (893 07(2).F ] C 6481 6-27.820,F.A.C.] 
16 P.s . has sinldrunning water convenient to Pit dept. 41 Controlled substance Pit intormatlon in computer system is retrievable. 

64B16-28.102,F.A.C,] CFR 1306.22] 893.07,F.S] 64Bl6-28.140,F.A.C.y C Z C 
17 Prescription department has drug refrigeration storage. 

64816-28.104,F.A.C.J 
42 Controiled substance records maintained for 2 years, C CFR 1304.04 & 1306.22] 893.07(4)(b),F.S.] 

18 Prescription department clean and safe. 645I6-28.105,F.A.C.] Z fl 43 Schedule V drug records/sales properiy kept. 893.08(3)(a).F.S.] C 
19 Pa balance and weights or electronic balance, counting tray or other 

C Ceriifed daily log OR printout maintained as required by section. suitable counting device; assortment of graduates/spatulas/mortar and 
64816-28.14C(3)(c) OR (e),F.A.C.] pestles. 64816-28,107(2)(a-d),F.A.C.] 

20 Current reference books and current copy of laws and rules in hard copy or in 
45 RegIstered pharmacist properly prescribing 64816-27.21 0.F.A.C.] C C a readily available electronic data format 916-28.107(l), F.A.C.] 

21 Medication properly labeled 64516-27.l01,F.A.C.] fl 46 Compounding records properly maintained 64B16-28.140(4),F.A.C.J * C C 
22 All Ra medication within the Pit department. 64816-28.120(1),F.A.C.] 47 Unitdose records properly maintained 64816-27,410(1), F.A,C.1* C 0 
23 CCI Policy and Procedures and proof of quarterly meetings z 0 (protected under 766101,FS,] 64816-27.300, F.A.C.I 
24 Outdated pharmaceuticals removed from active stock 0 64816-28.110, FA,C,] 

25 Discard 
Quesfions with may be answered ri/a (not applicable). 

Remarks: Missy Shores PTech. #3 DEA expires 8-31-201 1. #5 NA. #7 Tech ratio letter 6-22-i994. #21 Two bottles of OTC drug in pharmacy stock without expiration date. #23 Last 
COl meeting 9-15-2009. #39 CS inventory 5-1-2009. #44 Logbook. Pit drug purchases from Smith Drug, AmerisouroeBergen, Masters, & Top Pit. 

09-22-2009 
Date Investigator/Sr. Pharmacist Signature 
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FLORIDA DEPARTMENT 

WWW.D OH STATE. FL.US 

File # 498 

nsp# 94915 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES iTY PHARMACY 

ROUTINE CHANGE LOG NEW CURRENTLY NOT CHANGE OWNER fl 
INSPECTION AUTHORITY - CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 
Note: If establishment is engaged rI parenleral/enteral compounding, license must so indicate and a separate inspection torn should be completed 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 010 
DOING BUSINESS AS DEA NUMBER 

AC 5 573767 
PRESCRIPTION DEPARTMENT MANAGER 

JOHN T READING STREET ADDRESS 
433 HIGHWAY 29 S 

TELEPHONE # I EXT. 
850-968-2489 

I 

CITY I COUNTY 
CANTONMENT 127 

STATE/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE # 
10065 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE # 
Monday I Tuesday Iwednesdayl Thursday 

J 

Friday I Saturday 
I 

Sunday 1. Beniamin Fenn PS 13028 
Open 

J 

9am 
I 

9am 
I 

gem 9am 
- J 

9am 
I 

9am dosed 
Close 6pm 6pm 6pm 8pm 6pm 3pm 

2.WiItOn Glover PS 7751 

3. Melissa Shores RPT 21008 
SATISFACTORY N/A YES NO SATISFACTORY N/A YES NO 

1 Current pharmacy pernnil displayed. 465.015(lXa),r,S,] 26 All medicinal drug RrCs require date dispensed. 
64616'28.140(3)(b)2,F.A.C.] N 

2 Board of Pharmacy notified In writing of current St department 
manager. 465.018,F.S.] 

27 Prescripllon records identify the responsible dispensing pharmacists, 
64B16-26.140(3Xb)7,F.A.C.] N E 

3 Current DEA registration. 2ICFR 1301.11] ]465.023(lXc),F.S.] N 28 Complete pharmacy prescrIption records. t64B16-28.140,F.A.C.J N E 
4 St departmenl hours open for business sre posted and are a minImum 

N of 40 hours perweek. 64816-28.404, LAO.] 29 Pharmacy maintains patent profile records. 64616-27.800,F.A.C.7 E 
Interns properly registered end supervsad. [ 

30 Controlled substance records readily retrievable. 893.07.F.S.] 6491 6-26.400(4),F.A.C.] 
6 Pharmacy technicians properly identified and supervised. 31 ls of pharmacist filling controlled substance Pt. 

893.o4(lXc)6,F.S.] N E 
7 Proper pharmaoist technician ratio. If 2:1 or 3:1 Pharmacy Manager has 32 Prescriber's name/address/DEe # on all controlled substance St. 

Board of Pharmacy approval. 64316-27.410) 64B16-27.420, F.A.C.3 693.04(lxc)2,F.Si N E 
Pharmacist license/renewal certificate displayed, 33 Pafierits neme/address on controlled substance Rx. 
64B16-27.100(1)F,A,C.} 893.O4(1)(c)1,F.S.] N D 

9 Pharmacist on duty when Rx deparlment open. 64916-28.109,F,A,C. N 34 Date conirolled substance St was filed on Pa. 
893.04(l)(c)6,F.S.) N D 

10 Generic drug sign displayed. 465.025(7),F.S.] N 35 All controlled substance prescriptions must have: drug prescribed. 
quantity and directions for use. 893.D4(lgc)4,F.S.) N D 

11 Sign displayed "Pa Dept Closed' if establishment is open and St 36 Date of refills written on controlled substance Sic or on computer records. 
Department closed. 64B16-25.109(l).F,A.C,] 893.04(tXc)6,F.S.] N E 

12 Sign with meal break hours of Pharmacist, (no more than half hour), and 
stating that a pharmacist is available on premises for consultation upon 
request. 16-27.400(6),F.A.C.r 

37 Pharmacist's initials on controlled substance St refills. 
893.04(1)( c)6,F.S.] N E 

13 SIgn designating the private patent consultation area ] 36 Controlled substance refills limited to 5 within 6 monlhs from dale 
prescription was signed, 693.D4(IXg).F.S.] N D 

14 Adequate written and verbal offer to counsel patents. ] 39 Controlled substance inventory taken on a biennial basis and available 
for Inspection. 893.07(lNa),F.S.] N E 

15 Adequate patient counseling by phannacistwhen offer is accepted. 
40 DEA 222 order forms properly completed. 893.07(2),F.S.] N fl 64616-27.820, F AC.) 

16 Rx dept. has sink/running water convenient to St dept. 
16-28.1C2,F.A.C.] 

41 Controlled substance St information In computer system is retrievable. 
CFR 1306.22] 893.07,F,S] 64B16-28.140,F.A,C.]' E N E 

17 Prescription department has drug refrigeration storage. 
816-28.104,F.A.C.] 

42 Controlled substance records maintained for2 year& 
CFR 1304.04 & 1306.22] t93.07(4)(b),F.S.) N 

18 Prescription department clean and safe. 64316-28.105.F.A.C.] 43 Schedule V drug records/sales property kept. 893.06(3Xa),F.S.1 N E 
19 s balance and weights or electxonic balance; counting bay or other 

suitable counting device; assortment of graduates/spatulas/mortar and E 
pestles. 316-28.107(2)(a-d),F.A.C.) 

44 Certified daily log OR printout maintained as required by section E z n 64B16-28.140(3Xc) OR (e),F.A.C.) 

20 Current reference books and current copy of laws and tiles In hard copy or in E a readily available electronic data format 54316-26.107(1). F,A.C.] 45 Registered pharmacist properly prescribing, 64816-27.210,F A.C.] D 0 
21 Medication properly labeled 64916-27.lol,F.A.C3 46 Compounding records property maintained (64316-28140(4),F.A.C.] * N 0 0 
22 All flx medication within the St department. 16-28.120(1),F.A.Ci N 0 47 Unit dose records propehymaintained 64316-27.410 (1), F.A.C.] 

* N 0 0 
23 Cal PolIcy and Procedures and proof of quarterly meetings 

N o (protected under 766.101.F.S.] 64316-27.300, F.A.C.] 
24 Outdated pharmaceuticals removed from active stock. 

N o , P.A.C.] * Questions with (') may be answered /a (not applicable). 
25 tiscard on P.s label. 64616-28.402(t)(h),F.A.C.] N 0 
Remailcs: Leslie Johnson RPT 21005; John Reading, Jr RPT 21007. #3 DEA expiresa-31-201 1. #5 NA. #7 Tech ratio letter 6-22-1994, #23 Last CQI meeting #39 CS inventory 

#43 Book - OK. #44 Logbook. St drug purchases from Smith Drug-Valdosta.and AmerisourceBergen-Ortando. 

I have read and have had this inspection report and the laws and regulslions coreemed herein explained, and do affirm that the information given herein is te atd correct to the best of my knowledge. 

PRINT NAME OF RECIPIENT Benjamin Fenn, RPh 

10-18-2010 
Date Vnarmacist signature 

a. 
ID ci2O 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 
ROUTINE CHANGE WOO NEW CURRENTLY NOT OPERATING CHANGE OWNER 

INSPECTION AUTHORITY - CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2743 

DATE OF INSPECTION 
1/23/2012 

DOING BUSINESS AS DEA NUMBER 
Ac5 573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHN TREADING STREET ADDRESS 
433 HIGHWAY 29 S 

TELEPHONE 4 EXT. 
850-968-2489 

CITY COUNTY 
CANTONMENT 27 

STATE/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE 4 
10065 

PRESCRIPTION DEPARTMENT HOURS REGISTEREO PHARMACIST/INTERN/TECHNICIAN LICENSE it 
Monday Tuesday Wednesday Thursday Friday Saturday Sunday l.Joseph Gibson PS 26203 

Open 9am 9am 9am 9am 9am 9am closed 2.Benjamin Fenn PS 13028 
Close 6pm 6pm 6pm 6pm 6pm 3pm 3. Melissa Shores RPT 21008 

SATISFACTORY N/A YES NO 
I R.x department hours S days for4o hours perweek. 64B16-28.1081, [ — - 

2 Pharmacy technicians properly identified and supervised. (64816-27.410, F.A.C,1 : - c Pharmacist on duty when Ra department open, (64Bl6-28.109. F.A.C.] — 

4 Proper signs displayed. (465.025(7), F.S.] 64516-26.109(1), F.A.C.] t64B16-28.IOS1, F.A.C.] (64916-28.1035, F.A.C.] 64916-27.1001, F.A.C.] 

— 

- 

5 A verbal and printed offer to counsel is made to the patient orthe patent's agent. 64616-27.820(1), SAC.] — 
- — 

6 Prescription department has Convenient sink/running water. 64616-28.102(1), F,A.C.] — - 

7 Prescription department clean and safe. 64616-28.102(4), F.A.C,] : 
B Proper equipment and references as required. 64BI6-28.102(5)(a), F.A.C.] 

9 Medication properly labeled. (465.0255. F.S.] 64616-28.108, F.A.C.] — 
- 

ID Expired medications removed from the shelves, 64616-28.110, F.A.C.] — 
- < — 

11 COI Policy and Procedures and quarterly meetings. 1766.101, ES.] 64816-27.300, F.A.C.] , 

— 3< — 
12 Board-approved Policy and Procedure implemented to prevent the fraudulent dispensing of controlled substances. 465.022(4), F.S.] >< 

- 

— 
13 Prescriptions have the dale dispensed and dispensing pharmacists. 893.04(lXc) 6. F.S.] 64B16-28.140(3)(b), [ — 

14 Pharmacy maintains patient profile records. 64916-27.800, F.A.C.] : 
- 

15 All controlled substance prescriptions contain information required. 893.04, F.S.] 
— 

— - — 
16 Prescriptions for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the quantity and date 

meet the requirements of 456.42(2), F.S.]. 

17 Prescriptions may not be filled in excessofone yearorsix months forcontrols from the datewritten. 893,04(I)(g), ES.) 64016-27,211, F.A.C.] — 

18 Controlled substance inventory taken on a biennial basis and available for inspection. 893,07(1 )(a), F.S.] : 19 DEA 222 order forms properly Completed. F.S.] 
— 

— 20 Controlled substance records and Rx information in computer system is retrievable. 2ICFR 1306.22] 64616-28.140, F.A.C.] 
. — 

— 

21 Controlled substance records maintained for 4 years. 465.022(12)(b), F.S.] 

. - — 

.x 
22 Certified daily log OR printout maintained. 2ICFR 1306.22(b)(3)] 64016-28.140(3)(b), [ - 

: c 
23 Pharmacy is reporting to law enforcement any instance of fraudulent prescriptions v,itft'n 24 hours or close of business on next business day of leaming of instance, 

Reports include all required InformatIon. (465.01 5(3), F.S.] 

24 Record of theft or signiflcaTt loss of all controlled substances is being maintained and Is being reported to the sheriff within 24 hours of discovery. 893.07(5), ES,] 465015, P.S.] 
25 Pharmacy is reporting to the PDMP within 7 days of dispensing controlled substance. 893.055(4), ES.] 

26 Pharmacy with a retail pharmacy wholesaler permit is reporting sales to the Controlled Substance Reporting system monthly by the 20th ot the following month. 
499.0121(14), ES.] 

27 Registered pharmacist properly prescribing. 64616-27.210, F.A.C.] 

28 Compounding records properly maintained. 64016-27.700, 
29 Unit dose records properlymaintained, ] 64a16-28.1 18, F.A.C.] 

30 Pedigree records retrievable. F.12.012(3)(a)2., (d), F.A.C.] 

- Note: If establishment is engaged in parenteral/enteral compounding, a separate inspection form should be completed. 
Remarks: Adam Bass RPT 21001; John Reading RPT21007; Kahn Bonano IOO6; LeslieJohnson RPT 21005. DEAexpires8-31-2014. #2 Tech rattoletter6-22-19g4, #11 LastCOI meeting 9-1-2011. #12 Future requirement. #18 CS s.l-2011. #22 Logbook. #23'One incident-Escambia CSO. #24None since 7-1-2011. 

CII prescription file survey (60Rxs): Local Practitioner- 97%; Local Patient- 100%; PaIn Therapy - 78%; Non-pain Therapy- 22%. 
No batch compounding.. No compounding for practitioner office stock. 
R.x drug suppliers: Smith Drug-Valdosta; AmerloansourceBergen-Ortando. 

I have read and have had this inspecttat report and the laws and herein explained, art do affirm that the intorniation given herein is due and correct to l of my knowledge. I have received a copy or 
the Licensee Bill of Rights, 

PRINT NAME OF RECIPIENT Joseph Gibson, RPh 

01-23-2012 
Date 

a 
File # 496 

p4 103821 

FLORIDA DEPARTMENT 

WWW.D OH .STATE.FL.US 

Institutional Representative 
INV 359 Revised 12)11, 10/il, 9/Il, 10/IC, 10/09, 5/06,12/02,12/00 

Investigator/sr. Pharmacist Signature 

ID ci2O 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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HEALTH 
Rick Scott 

Mission: Governor 
To protect, promote & improve the health 
of all people in Florida through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201306754 

GENE R LACHNEY, 
RESPONDENT. 

NOTICE 

TO: GENE RLACHNEY 
716 SKY HAWK DR 
PENSACOLA, FL 32506 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 
present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 
Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Determination of Waiver 

Note: Cases shown on the agenda as 'timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director / BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentoll-lealth 
PHONE: (850) 24544.44 • FAX: (850) 245-4791 YOUTUBE: tldoh 



ick Scott Minion 
Governor 

To protect. promote & improve the health 

of people in Flodda through Integrated John H. Armstrong, MD, FACS 
state, county & community efforts. 

H EALTI-( State Surgeon Generar & Secretary 

Vision: To be the Heafthleet Slate In the Nation 

TO: 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Pharmacy 

FROM: Ana Gargollo-McDonald, Assistant General Counse 
RE: Determination of Waiver 
SUBJECT: DOH v. Gene R Lachney, R.Ph. 

DOH Case Number 20 13-06754 

DATE: February 14, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following 
information is provided in this regard. / 

Subject: Gene P. Lachney 
Subject's Address of 716 Sky Hawk Dr 
Record: Pensacola, FL 32506 
Enforcement Address: 716 Sky Hawk Dr 

Pensacola, FL 32506 
Subject's License No: 28290 Rank: p5 

Licensure File No: 17317 

Initial Licensure Date: 3/8/ 1993 

Board Certification: No 

Required to Appear: No 

current IPN/PRN Contract: No 

Allegation(s): 465.015(2)(c), FS (2012) 
Prior Discipline: None 

Probable Cause Panel: September 5, 2013; Mesros & Glass 

Subject's Attorney: Pro Se 

Complainant/Address: Department Of Health/Investigative Services 
Unit-Pensacola 

Materials Submitted: Memorandum to the Board 
Motion For of Waiver 
Exhibit A: Administrative Complaint 
Exhibit B: Copy of Certified Mail Receipt 
Exhibit C: Affidavit of Service 
Exhibit D: Affidavit of NOn-Receipt — Board Office 
Exhibit E: Affidavit of Non-Receipt — Agency Clerk 

Defense Attorney/Respondent Documents 
Motion to Assess Costs with Attachments 

Fiorida D.partmont of Hoalth www.FiorldaiHnith.com 
Oftlthe of the Geherat Counsel • Prosecution Services Unit 

TWITTER:HeaIthyFLA 
4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-170 1 jDepartnientolHealth 
Express address: 2585 Merchants Row — Suite 105 

YQUTUBE: lldoh 
PHONE: 850/245-4444 FAX 850/245-4683 



Exhibit A: Affidavit of Fees and Costs Expended 
Exhibit 1: Complaint Cost Summary 
Exhibit 2: Itemized Cost by Complaint 

Supplemental Investigative Report dated 7/31/2013 
Probable Cause Memorändüm 
Final Investigative Report. with ExhibIts 1-7 

Disciplinary Guidelines: ) Florida Statutes : from $1,500 fine to Revocation 

PRELIMINARY CASE REMARKS: DETERMINATICN OF WAIVER 

This is a one-count administrative complaint alleging Respondent violated Section 
465.O15(2)(c), Florida Statutes (2012), by selling or dispensing drugs as defined in Section 
465.003(8), Florida Statutes, without first being furnished with a prescription. 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2013-06754 

GENE R. LACHNEY, R.PH., 
Respondent. 

/ 
MOTION FOR DETERMINATION OF WAIVER AND FOR 

FINAL ORDER BY HEARING NOT INVOLVING DISPUTED 
ISSUES OF MATERIAL FACT 

Petitioner, Department of Health, by and through counsel, moves the 

Board of Pharmacy to find that Respondent has waived his/her right to elect 

a method of disposition of the pending Administrative Complaint, to 

determine that no material facts are in dispute, to conduct a hearing not 

involving disputed issues of material fact, and to enter a Final Order. As 

grounds therefore, Petitioner states: 

1. An Administrative Complaint was filed against Respondent on 

September 5, 2013. A copy of said Administrative Complaint is attached 

hereto as Petitioner's Exhibit A. 

2. Copies of the Administrative Complaint, Explanation of Rights 

form, and Election of Rights forms were sent to Respondent, via certified US 

mail delivery, on September 18, 2013 (7196 9008 9111 1387 0971). A 



signed green receipt card was not returned. A copy of the certified mail 

receipt is attached as Petitioner's Exhibit B. 

3. Thereafter, the Department requested personal service on 

Respondent, which was successfully completed on October 29, 2013. The 

affidavit of personal service is attached as Petitioner's Exhibit C. 

4. Respondent has not filed with either the Department of Health or 

the Board of Pharmacy, an Election of Rights form or other responsive 

pleading in this case within the twenty-one (21) day period to dispute the 

allegations contained in the Administrative Complaint. Copies of affidavits 

supporting the same are attached hereto as Petitioner's Exhibits D and E. 

5. Rule 28-106.111(2), Florida Administrative Code, provides in 

pertinent part that: 

persons seeking a hearing on an agency 
decision which does or may determine their 
substantial interests shall file a petition for hearing 
with the agency within 21 days of receipt of written 
notice of the decision. 

6. Rule 28.106.111(4), Florida Administrative Code, provides, in 

pertinent part that: 

any person who received written notice of an 
agency decision and who fails to file a written 
request for a hearing within 21 days waives the 
right to request a hearing on such matters. 



7. Respondent has been advised, by a copy of this motion sent to 

his/her address of record, that a copy of the investigative file in this case 

shall be furnished to the Board to establish a prima facie case regarding the 

violations as set forth in the Administrative Complaint. 

8. The Department has determined that there are no material facts 

in dispute and has concluded that Respondent has waived his/her right to 

elect the method of resolution. 

9. The Department requests that this Motion and a hearing be 

placed on the agenda for the next regularly scheduled meeting of the Board 

of Pharmacy. 

-J 



WHEREFORE, Petitioner respectfully requests that the Board find that 

Respondent has wai"ed his/her right to elect a method of resolution of this 

matter, find that there are no material facts in dispute, hold a hearing not 

involving material issues of disputed fact based on the information contained 

in the investigative file, find that Respondent violated Chapters 456 and 465, 

Florida Statutes, as alleged in the Administrative Complaint, impose discipline 

in accordance with the disciplinary guidelines, and enter a Final Order. 

Respectfully submitted, 

Ana M. Gargollo-M'cDonald 
Assistant General Counsel 
Florida Bar No. 85907 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-1111 
Facsimile: (850) 245-4681 
Email: ana.gargollo-mcdonald@flhealth.gov 

A 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing 

Motion for Determination of Waiver and for Final Order by Hearing Not 

Involving Disputed Issues of Material Fact has been furnished via U.S. mail 

this 15th day of January, 2014, to Gene Lachney, 716 Sky Hawk Drive, 

Pensacola, FL 32506. 

Ana M. cDonald 
Assistant General Counsel 



STATE 
OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2013-06754 
GENE R. LACHNEY, RPH, 

RESPONDENT. 

I 

ADMINISTRAnVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Gene R. Lachney, and in support 

thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

4561 Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist within the State of Florida, having been issued license 

number PS 28290. 



3. Respondent's address of record is 716 Sky Hawk Drive, 

Pensacola, Florida 32506. 

4. At all times material to this Administrative Complaint, 

Respondeht was employed by Cantonment Pharmacy, located at 433 

Highway 29 South, Cantonment, Florida 32533. 

5. On or about February 4, 2013, the Department of Health 

Investigator went to Cantonment Pharmacy at 433 Highway 29 South, 

Cantonment, florida 32533, and obtained six (6) azithromycin 250 mg 

tablets, a prescription only medication, without a valid prescription from 

Respondent. 

6. Section 5.015(2)(c), Florida Statutes (2012), it is unlawful for 

any person to self or dispense drugs as d in St 465.003(8) without 

first being furnished with a prescription. 

7. Azithromycin Is an antibiotic that fights bacteria and is a 

prescription drug. 

8. On or about February 4, 2013, Respondent sold or dispensed a 

drug as defined in Section 465.003(8), Florida Statutes, without first being 

furnished with a prescription. 

2 Department of Health v. Gene R. Lathney, RPH 
Case No. 20L3-06754 



9. Based on the foregoing, Respondent violated Section 

.015(2)(c), Florida Statutes (2012), by selling or dispensing drugs as 

defined in Section 465.D03(8), Florida Statutes, without first being 

furnished with a prescription. 

3 Department or Health v. Gene S. Lathney, RPN 
Case No. 2013-06754 

j 



WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties; 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on piobation, corrective action, refund of fees 

biHed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 5 day of . 2013. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

Ana M. 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Fla. Bar No. 0085907 
Telephone: (850) 245-4444 Ext. 8133 
Facsimile: (850) 245-4683 

us 

/AGM 

PCP: 
PCP Members: 

DepartmejQ of Health V. Gene R. Lathney, RPH 
Case No. 2013-06754 

ILED 
DEPARTMENT OP HEALeU 

CLERJ< 

SEP 0 5 2013 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted in 
accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine 
withesses and to have subpoena and subpoena duces tecum 
issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

S 
Department of Health v, Gene R. Lachney, RPM 

Case . 2013-06754 



7196 9008 9111 1387 0971 

TO: 

Gene R. Lachney, R.Ph 
20 13-06754 
AM/ab/Stip Pk 
Sent 9/18/2013 

Gene R. Lachney 
716 Sky Hawk Drive 
Pensacola, FL 32506 

pr 
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Mission: 
To protect, promote & improve the health 

of all people in Flodda through integrated 

slate, county & community efforts. 

. — 

HEALTH 

Rick Scott 
Governor 

John H. Armstrong, , FAGS 
State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

AFFIDAVIT OF SERVICE 

DEPARTMENT OF HEALTH 
Petitioner 

• vs 

GENE R. LACHNEY, RPH 
Respondent 

Case No. PS 2013-06754 

COMES NOW, the affiant, who first being duly sworn, deposes and states: 

1) Affi ant is an Investigator/Inspector employed by the DEPARTMENT OF HEALTH, State of Florida. 

2) That from , Affiant made a diligent effort to locate Respondent, to serve 

XX Administrative Complaint and related papers; 

_____ 

Order compelling examination(s); 

Subpoena(s); 

_________Final 

order; 

___________Notice 

to cease and desist; ESO/ERO and related papers. 

3) Check applicable answer below: 

XX Affiant made personal service on 10/29/13 by serving the AC to GENE R. LACHNEY, RPh at Cantonment 

Pharmacy located at 433 Hwy 29 South, Cantonment, FL 32533. 

________Affiant 

was unable to make service after searching for Respondent at: (a) all addresses for Respondent 

shown in the DOH investigation of the case; (b) all official addresses for Respondent shown in his licensing records on 

the computer terminal or Board office; (c) Local telephone company for the last area Respondent was known to 

frequent; (d) Division of Drivers Licenses; and (e) Utilities (electric, cable, etc.); any others: 

________________________ 

Affiant 

State Of Florida 

County Of Escambia 

Before me, personally appeared Ben Lanier whose identity is known to me by Personally known 

______________________ 

(type of identification) and who, acknowledges that his/her signature appears above. 

Type or Print Name 

4*t.. LORA BOYD - 
S Va CommSion#EE 669098 

Expires Jaiuacy 27, 2017 
FSi ?itnce 

Florida Department of Health 
DMsion of Medical Quality Assurance'Buteau of 

5016 N. Davis . Pensacola, FL 32503 
PHONE: (850) FAX (850) 4755475 Exhibit - www.Florl 

FACEB0OK:jI 

EXHIBIT - 

•Sworn to or affirmed by Affiant before me this 29th day of October, . 
Public-State of My Commission Expires 



To protect, promote & improve the health 

of all people In Florida through integrated 

slate, county & community efforts. 

Governor 

John H. Armstrong, , FACS 
State Sumeon General 8 Secretary 

Vision: To be the Healthiest State in the Naflon 

Affidavit of Non-Receipt 

I, . hereby certiFy in my official capacity as 

custodian for the Board's licensure files that the Board of Pharmacy as of 

ibu Q0i3 has no evidence of an Election of Rights form or other 

responsive pleading requesting a hearing prior to any agency action regarding Gene R. 

Lachney. R.Ph.: , which would affect the Subject's substantial interests or 

Custod/an of Records 
Florid4 Board of Pharmacy 

Before me, personally '—0/ Io'5 -, whose identity is 

known to me personally and who, under, oath, acknowledges that Ms/her signature 

appears above. 

Sworn to and subscribed before me this S day of 

Florida Department of Health 

,2013. 

Office of the General counsel' ProsecuUon Services Unit 
4052 Bald Cypress Way. Bin C-65 •Taltahassee, FL 1 
PHONE: 8501245-4444 • FAX 8501245-4683 

Notary Public 
My commission expires: 

Rick Scott Mission: 

HEALTh 

rights. 'C 

HELAINE ROBISON 
MY t EE 

Thu Noisy LAtWIIIWU 



Rick Scott 
Mission: Governor 

To protect, promote & improve the health 
I 

I 

of all people In Florida through integrated 11 John H. Armstrong, MD, FACS 
state, county & efforts. 

HEALTH 
State Surgeon General & Secretary 

Vision: To be the HealthIest State in the Nation 

AFFIDAVIT 

, 

___________________________, 

Deputy Clerk for the Department Clerk's 

Office, hereby in my official capacity as custodian for the Department Clerk's 

records, that the Department Clerk's Office has not received an Election of Rights form 

or other responsive pleading, which requests a hearing prior to any Department action 

regarding Gene R. Lachnev, R.Ph.; , which would affect the Respondent's 

substantial interests or rights. 

ecord 
Department Clerk's Office 

Before me, personally appeared , whose identity is 

known to me personally and who, under oath, acknowledges that his/her signature 

appears above. 

Sworn to and subscribed before me day of , 2013. 

ANGELA BARTON 

Notary Pubilo . Stite ci Poi Ida Notary Public 
My Comm. expires Sap 1 • 17 

Commission S FF 49339 My Commission Expires: 

___ 

Ma 

Florida Department of Health 

4052 Bald Cypress Way, Bin Tallahassee. FL 32399-1701 FACEBOO 

PHONE: 850/2454444 'FAX 850/245-4683 

Office of the General Counsel • Prosecudon Seriices Unit 
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PRACTITIONER 
REGU 

- STATE OF FLORIDA 
2Q13 DEC -2 9 DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 
v. CASE NO. 2013-06754 

GENE R. LACHNEY, R.PHI, 

RESPONDENT. 

I 

SErrLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of fUrther 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this mailer, Gene R. Lachney, RIPh., 

was a licensed pharmacist in the state of Florida, having been issued 

license number PS 28290. Respondent's mailing address of record is 716 

Sky Hawk Drive, Pensacola, Florida 32506, 

DOH v. GENE R. R.PH, 
CASE NUMBER: 2013-06754 

1 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

3. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

4. Respondent admits that the allegations in the Administrauive 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSITION 

5. - Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition. 

6. - The Board of Pharmacy shall impose an administrative 

fine of TWO THOUSAND DOLLARS ($2,000.00). The fine shalt be paid 

by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 
DOK V. GENE a. LACHNEY, LPH. 
CASE NUMBER: 2013-06754 

2 



Florida 32314r6320, within 90 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

7. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed ONE THOUSAND SEVEN 

HUNDRED AND FORTY-FIVE DOLLARS ($1,745.00). Total costs shall 

be assessed when the Settlement Agreement is presented to the Board. 

The costs shall be paid by Respondent to the Department of Health, 

Compliance Management Unit, Bin C76, Post Office Box 6320, , Florida 32314-6320, within 90 days from the date the 

Final Order is filed With the Department Clerk. 

8. CE - Respondent shall successfully complete a 

Continuing Education Course on the subject of Laws and Rules consisting 

of 3 hours of credit, which has been approved by the Florida Board of 

Pharmacy, within one (1) year of the filing of a Final Order accepting and 

incorporating this Settlement Agreement. These continuing education 

hours shall be in addition to the hours required for license renewal. Within 

ten (10) days of completion of the course and/or receipt of the certificate 

DOH V. R. LACHNEY, R.PH. 
CASE NUMBER: 2013-06754 

3 



of completion, Respondent shall mail a copy of the continuing education 

certificate of completion to the Pharmacy Compliance Officer at the address 

listed in paragraph two (2) above. 

9. Future - Respondent shall not violate Chapter 456, 

465, 499 or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

10. Vio'ation of - Itis expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

11. No Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

12. PurDose of - This Settlement Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

DOH V. GENE a. LkCRNEY, R.PK. 
CASE NUMBER: 2013-06754 

4 



authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and ll offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. FurthS-more, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Seftlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

13. Not Preclude Additional - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Depaftment against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

14. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

DOH V. GENE S. LACI-4NEY, R.PI-C. 
CASE NUMBER: 2013-06754 

5 



15. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

16. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

DON v, GENE R. LACHNEY, RPM. 
CASE NUMBER: 20i3-06754 

6 
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- 
STATE OF - 

COUNTY OF 

Before me personally appeared whose 
identity is known to me or by 
(type of identification), and who/ under oath, (acknowledges that his 
signature apØears above. 

Sworn to and subscribed before me this day of 

_____________ 

2013. 

DOM v. GENE R. LAC-INEY, R.PH. 
CASE NUMBER; 2013-06754 

WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this 

matter. 

SIGNED this of 2013. 

R. Lachney, R.PH. 
CASE NO. 2013-06754 

Notary Public 
• My Commission number: 

My Commission Expires: 
g 



I 

APPROVED this 

_____ 

day of 2013. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

Ana M. GargoIlo-McDonalcj 
Assistant General Counsel 

Counsel for Petitioner 
Ana M. Gargollo-McDoriald 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Fla. Bar No. 0085907 
Telephone: (850) 245-4444 Ext. 8133 
Facsimile: (850) 245-4683 

DOH V. GENE R. LACHNEY, LPH. 
CASE NUMBER: 2013-06754 

s 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

I 
DEPARTMENT OF HEALTH, 

Petitioner, 

v. CASE NO. 2013-06754 

GENE R. LACHNEY, R.PH., 
Respondent. 

MOTION TO ASSESS COSTS IN ACCORDANCE 
WITH SECTION ) 

COMES NOW the Department of Health, by and through 

undersigned counsel, and moves the Board of Pharmacy for the entry 

of a Final Order assessing costs against the Respondent for the 

investigation and prosecution of this case in accordance with Section 

456.072(4), Florida Statutes. As grounds therefore, the Petitioner 

states the following: 

1. At its next regularly scheduled meeting, the Board of 

Pharmacy will take up for consideration the above-styled disciplinary 

action and will enter a Final Order therein. 

2. Section 456.072(4), Florida Statutes, states as follows: 

In addition to any other discipline imposed 
through final order, or citation, entered on or 



after July 1, 2001, pursuant to this section or 
discipline imposed through final order, or 
citation, entered on or after July 1, 2001, for a 
violation of any practice act, the board, or the 
department when there is not board, shall 
assess costs related to the investigation and 
prosecution of the case. Such costs related to 
the investigation and prosecution include, but 
are not limited to. salaries and benefits of 
personnel, costs related to the time spent by 
the attorney and other personnel working on 
the case, and any other expenses incurred by 
the department for the case. The board, or 
the department when there is no board. shall 
determine the amount of costs to be assessed 
after its consideration of an affidavit of 
itemized costs and any written objections . 

3. The investigation and prosecution of this case has 

resulted in costs in the total amount of $961.00, based on 

following itemized statement of costs: 

the 

Cost to Date ***** 
Hours Costs 1 

Complaint: o.so] $27.45 
Investigation: $615.81 
Legal: 

. $317.74 

. o.ooj $0.00 

sub Total: 13.40} $961.00 
Expenses to 
Date: 

Prior H 

00 t 
$0.00 

2 



Amount: _ 
Total Costs 
to Date: $961.00 

Therefore, the Petitioner seeks an assessment of costs against the 

Respondent in the amount of $643.26 as evidenced in the attached 

affidavit. (Exhibit A). 

4. Should the Respondent file written objections to the 

assessment of costs, within ten (10) days of the date of this motion, 

specifying the grounds for the objections and the specific elements of 

the costs to which the objections are made, the Petitioner requests 

that the Board determine the amount of costs to be assessed based 

upon its consideration of the affidavit attached as Exhibit A and any 

timely-filed written objections. 

5. Petitioner requests that the Board grant this motion and 

assess costs in the amount of $643.26 as supported by competent, 

substantial evidence. This assessment of costs is in addition to any 

other discipline imposed by the Board and is in accordance with 

Section 456.072(4), Florida Statutes. 

3 



WHEREFORE, the Department of Health requests that the 

Board of Pharmacy enter a Final Order assessing costs against the 

Respondent in the amount of $643.26. 

DATED this 15th day of January, 2014. 

Ana M. 
Assistant General Counsel 
Fla. Bar No. 85907 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: ana.gargollo-mcdonald@flhealth.gov 

4 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the 

foregoing Motion to Assess Costs has been provided by U.S. Mail this 
th day of January, 2014, to Gene Lachney, 716 Sky Hawk Drive, 

Pensacola, Florida 32506. 

Ana M. 
Assistant General Counsel 

5 



AFFIDAVIT OF FEES AND COSTS EXPENDED 

STATE OF FLORIDA 
COUNTY OF LEON: 

BEFORE ME, the undersigned authority, personally appeared SHANE 
WALTERS who was sworn and states as follows: 

1) My name is Shane Walters. 

2) I am over the age of 18, competent to testify, and make this affidavit 
upon my own personal knowledge and after review of the records at 
the Florida Department of Health (DOH). 

3) I am the Operations and Management Consultant Manager (OMCM) 
for the Consumer Services and Compliance Management Unit for 
DOH. The Consumer Services Unit is where all complaints against 
Florida health care licensees (e.g., medical doctors, dentists, nurses, 
respiratory therapists) are officially filed. I have been in my current job 
position for more than one year. My business address is 4052 Bald 

Cypress Way, Bin C-75 Tallahassee, Florida 32399-3275. 

4) As OMCM of the Consumer Services and Compliance Management 
Unit, my job duties include reviewing data in the Time Tracking System 
and verifying that the amounts correspond. The Time Tracking System 
is a computer program which records and tracks DOH's costs 
regarding the investigation and prosecution of cases against Florida 
health care licensees. 

5) As of today, DOHs total costs for investigating and prosecuting DOH 
case number(s) 2013-06754 (Department of Health v. GENE R. 

LACHNEY) are NINE HUNDRED SIXTY-ONE DOLLARS AND ZERO 
CENTS ($961.00). 

6) The costs for DOH case number(s) 2013-06754 (Department of Health 
v. GENE R. LACHNEY) are summarized in Exhibit 1 (Cost Summary 
Report), which is attached to this document. 

7) The itemized costs and expenses for DOH case number(s) 2013- 
06754 (Department of Health v. GENE R. LACHNEY) are detailed in 

Exhibit 2 (Itemized Cost Report and Itemized Expense Report and 

receipts), which is attached to this document. 

8) The itemized costs as reflected in Exhibit 2 are determined by the 
following method: DOH employees who work on cases daily are to 

keep track of their time in six-minute increments (e.g., investigators 

EXHIBIT 
lof2 L 



and lawyers). A designated DOH employee in the Consumer Services 
Unit, Legal Department, and in each area office, inputs the time 
worked and expenses spent into the Time Tracking System. Time and 
expenses are charged against a state health care Board (e.g., Florida 
Board of Medicine, Florida Board of Dentistry, Florida Board of 
Osteopathic Medicine), and/or a case. If no Board or case can be 
charged, then the time and expenses are charged as administrative 
time. The hourly rate of each employee is calculated by formulas 
established by the Department. (See the Itemized Cost Report) 

9) Shane , first being duly sworn, states that she has read the 
foregoing Affidavit and its attachments and the statements contained 
therein are true and correct to the best of her knowledge and belief. 

FURTHER AFFIANT SAYETH NOT. 

Shane Walters, Affiant 

State of Florida 
County of Leon 

Sworn to and subscribed before me day of 

_____________, 

2013, 
by Shane Walters, who is personally known to me. 

Name of Notary Printed 

Stamp Commissioned Name of Notary Public: 

2 of 2 

TOWP'NOA B. URNETt 
Cornmis sian 4 EE 838342 

Expires September25, 2016 
BorSdThflJ fluy Fan 

• 



Complaint Cost Summary 
Complaint Number: 201396754 

Pa2e I of 1 

Subject's Name: , GENE R 

Cost to Date 

Hours 
II 

Costs 

j&mpiaint: 1 1 
lnvestigation: 11 15.81] 
Legal: 

] fl S31 I l 
********** 

Isub Total: 1 $961 .OOj 

Expenses to 1)atc: 
1 $o.ooI 

Prior Amount: 
I 

l 
Total Costs to l)ate: I .09I 

.ASP 
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CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

Department of Health, Prosecution Services Unit 

Chair, Probable Cause Panel, Florida Board of Pharmacy 

Gene R. Lachney, R.Ph. (AMM) 
Case Number: 2013-06754 

MEMBERS: and Jeffrey Mesaros 

DATE OF PCP: September 5, 2013 AGENDA ITEM: A-17 •u........u.u•••*•••••••••S••••••••• 
This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 

being otherwise fully advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.015(2)(c), Florida Statutes (2012); 

Probable Cause was not found in this case 

____ 

In lieu of probable cause, issue letter of guidance 

_____ 

Case requires expert review 

_____ 

Case needs further investigation 
a) 
b) 

Upon reconsideration, dismiss 

other 

TO: 

FROM: 

RE: 

el Date 
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STATE OF FLORIDA :.': 
- - 

01 
INSPECTION AUTHORITY - CHAPTER 465.017, 893.09 AND PTER 456, FLORIDA STATUTES 
Nate: If establishment is engaged in parenterai/enteral compounding, license must so Indicate and a separate Inspection form should be completed 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
/2009 

DOING BUSINESS AS DEA NUMBER 
AC5573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHN TREADING STREET ADDRESS 
433 HIGHWAY 29 S 

TELEPHONE # EXT. 
850-968-2489 

I 

CITY I COUNTY 
CANTONMENT 127 

STATE/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE # 
10065 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE 4 
I Monday I Tuesday IWednesdayl Thursday I Friday I Saturday Sunday 

Open I 9am 
I 

9am 
I 

9am 
I 

9am 
I 

9am I 9am closed 

Close 6pm 6pm 6pm 6pm 6pm 3pm 

l.Beniamin Fenn PS 13028 

2.Jchnny Reading PTech 

3. Karen Bonanno PTeoh 
SATISFACTORY hUA YES NO SATISFACTORY N/A YES NO 

I Current pharmacy permitdisplayed. 465015(lXa),F.5.I N 0 26 All medicinal drug Ra's require date dispensed. 0 6481 6-28.140(3)(b)2,PAC.] 

2 Board of Pharmacy notified In writing of current Pa department 
manager. (465.018,F.S.] 

27 Prescription records the responsible dIspensing pharmacists. N o 64918-28.14C(3Xb)7.F.A.C.] 

3 Current 00.4 registration. 2ICFR 1301.111 465.023(1)(o),F.S.j N 26 Complete pharmacy prescription records. (64B16-25.140,F.A.C.] 0 
4 Pa department hours open for business are posted and are a minimum 

of 40 hours per week. 64B1 6-28.404, F.A.C.] N 0 29 Pharmacy maintains patent profile records, 64B16-21.800,F.A.C.] 0 
5 Interns properly registered and superviaed. 465.013.F.S.] 

64B16-26.400(4),F.A.C.] . N 0 30 Controlled substance records readily rectevable. ] 0 
6 Pharmacy technicians properly identified and supervised. 0 10.F.A.C.] 31 Initials of pharmacist ElIind controlled substance Pa. 

893.04(lXc)6,F.S.] N 0 
1 Proper pharmacist technician ratio. 1f2:1 or 3:1 Pharmacy Manager has 

Board of Pharmacy approval. (64916-27.410] (64916-27.420. F.A.C.] 
32 nanreladdressl0EA 4 on all controlled substance Pa. 

(893.04(1)(c)2,F.S.] N 0 
8 Pharmacist license/renewal certificate displayed. (l)F.A.C.) 33 Palienfs name/address on controlled substance Pa. 

(893.04(I)(c)l.F.S.] N 0 
9 Pharmacist on duty when Pa department open. 64B16-28.109,F.A.C. N 0 34 Dale controlled substance Pa was filled on mx. 

(893.04{IX0)6,F.S.] N 0 
10 Genevio drug sign displayed. 465.025(7),F.S.] N 0 35 All controlled substance prescriptions must have: drug prescribed, N 0 quantity and directions for use. 893.04(t)(c)4.F.S.] 

11 SIgn displayed Rx Dept Closed if establishment is open and Rx o Departnentclosed. (64B16-28.109(1).F.AC.] 
36 Oste of refills written on controlled substance Pa or on computer records. z 0 

12 SIgn with meal break hours of Pharmacist, (no more than half hour). and 
stating that a pharmacist is available on premises for consultation upon N 0 0 
request._(64B16-27.400(8).F_4.C.] 

37 Pharrnacisfs initials on controlled substance Pa refills. 
(693.04(1 ] N 0 

13 Sign designating the private patient consultation area 0 1035.F.A.C.] 
38 Controlled substance refills limited to 5 within 6 months from date 

prescription was signed. N 0 
14 Adequate written and verbal offer to counsel pafienls. N 0 ] 39 Controlled substance inventory taken on a biennial basis and available N 0 for Inspection. (893.07(l)(a),F.S.] 

15 Adequate patient counseling by pharmacist when offer is accepted. z 0 (54B I 6-27.a20,F.A.Cj 40 DEA 222 order forms properly completed. (893.07(2),P.8.) N 0 
41' Corrtrolled substance Pa lnforrnabon in computer system is rebievable. 

CFR 1306.22] C893.07,F.5] 16-28.140,F.A.C.) 0 N 0 16 mx dept. has sinldrunning water convenient to Pa dept. 0 (64316-28.102,F.A.C.] 

17 Prescription department has drug reffigeraton storage. N 0 (64816-28.104,FAC.] 
42 Controlled substance records maintained for 2 years. N 0 CFR 1304.04 & 1306.22] 893.07(4)(b),F.S.] 

lB Prescription deparbnent clean and safe. (64B16-28.105,F.A.C.] N 0 43 Schedule V drug records/sales properly kept. (893.08(3Xa),F.S.I N 0 
19 Pa balance and weights or electronic balance; counting tray or other 

suitable counting devIce; assortment of graduates/spatulas/mortar and N 0 
pesties. 6481 6-28.I07(2Xa-d),F.A.C.] 

44 Certified daily log OR printout maIntained as required by section. 0 N 0 (64816—28.140(3Xo) OR (e),F.A.C.] 

20 Current reference books and current copy of laws and rules in hard copy or In 

a readilyavailable electronic data format 64916-28.107(1), FAC.] N 0 45 Registered pharmacist lng. (64B16-27.210.FAC.r N 0 0 
21 Medication properly labeled 64816-27.101.F.A.C.] 0 N 46 Compounding records properly maintained 64816-28.14O(4),F.A.C.] N 0 0 
22 All Pa medication within the Pa department 16-28.120(1),F.A.C.] N 0 47 Unit dose records properly maintained 27,410(1). F.A.C.] N 0 0 
23 CCI Policy and Procedures and proof of quarterly meetings i (protected under 766.101.F.5.] 64916-27.300,_F.A.C.] 

24 Outdated pharmaceuticals removed from active stock. N 0 (64B16-28.1 10, F,A.C.J Ions with (') maybe answered n/a (not applicable). 
25 tiscard after daje on Ax label. 64816-28.402(1)(h).FACJ N 0 
Remarks: Missy Shores PTech. #3 DEA expires 8-31-2011. #5 NA. #7 Tech ratio letter 8-22-1994. #21 Two botties of OTCgpig in pharmacy stock without expiration date. #23 Last 

CQI meeting 9-15-2009. #39 CS inventory 5-1-2009. #44 Loçbook. Pa drug purohases from Smith Drug, knerisourcesergen, Masters. & Top Ftc. 

I have read and have had this inspediot report and the laws avid regaiators corcerned herelt explained, and do affirm that Ore lrforrnauoa given herein is tie and correct to the best of ray trowledge. 

PRINT NAME OF RECIPIENT Benjamin Fenn, RPh 

09-22-2009 
Date 

File 4 498 

lnsp# 86062 

DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 
, WWW.DOH.STATE.FL.US 

PWRmA OP 

Institutional Fcepresentalive 
ll'N 359 Revisod 01/01 Replaces 12102 lt3 

ID ci2O 



a 
File # 498 

Insp# 94915 

PRINT NAME OF RECIPIENT Benjamin Fenn, RPh 

aoPlDA DEPART 

5 TATE . FL US 

nsututJonal Nepresenoanve Investigator/Sr. Pharmacist Signature 
11W 359 Revised 01/07 Replaces 12102 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 

ROuI1NE DWlGt NEW CURRENT1.Y NOT CW,NGE OWNER 

INSPECTION AUTHORITY - CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 
Note: If establishn,ent is engaged In parenteral/enteral compounding, license must so Indicate and a separate inspection form should be completed 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
1011812010 

DOING BUSINESS AS DEA NUMBER 
AC 5573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHN TREADING STREET ADDRESS 
433 HIGHWAY 29 S 

TELEPHONE # I EXT. 
850-068-2489 

I 

CITY I COUNTY 
CANTONMENT 127 

/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE # 
10065 

PRESCRIPTION DEPARTMENT HOURS REGISTERED ICIAN LICENSE # 
Monday I Tuesday Iwednesdayl Thursday I Friday 

J 

Saturday 
J 

Sunday 

Open 9am 9am 9am 
I 

9am 
I 

9am 9am 
I 

closed 
Close 6pm 

I 
6pm 6pm 6pm 6pm 

j 
3pm 

I. Benjamin Fenn P313028 
2.WiIton Glover PS 7751 

3. Melissa Shores RPT 21008 
SATISFACTORY WA YES NO SATISFACTORY N/A YES NO 

I Current pharmacy permit displayed, (465.Ol6(IXa),F.S.] 26 Ni medidnal drug require date dispensed. o 6481 6-28.140(3)(b)2,F.A.C.] 
2 Board of Pharmacy notified in Writing of current Ax department 

manager. 465.01BPS.] 
27 Prescription records the responsible dispensing pharmacists. D 816-28.140(SXb)7,F.A.C.] 

3 Current DEA registration. 2ICFR 1301.11] 465.023(1)(c),F.S.I 28 Comptete pharmacy prescription records. 64B16-28.140,F..A.C.] 

4 Ax department hours open for business are posted and area minimum E 29 Pharmacy maintains patient protte records. t646l6-27.800.F.A.C.] E of 40 hours per week. 64816-28.404, FAC.] 
5 Interns properly registered and supervised. 465.013,F.S.] 

64816 -2 6 . 400(4), F . A. C 1 
30 Controlled substance records readily hevabie. 893.07,F.S.] 

6 Pharmacy technicians properly identited and supervised. D 64916-27.410,F.A.C.j 
31 inItials of pharmacist filling controlled substance n. N 3 

7 Proper pharmacist technician ratio. If 2:1 cr3: 1 Pharmacy Manager has 32 Prescriber's 4 on all controlled substance Ax. 
Board of Pharmacy approval. 64916-27.410] t64B16-27.420. F.&C.] B93.04{lxc)2,F.Sj N 3 
Pharmacist license/renewal certificate displayed. N 3 64916-27.100(1)F.A.C.) - 

33 Patients name/address on controlled substance Ax. 
03.04(lXc)1,F.S.] N 3 

9 Pharmacist on duty when Ax department open. 84816-28.109,F..A.C, 3 34 Date controlled substance Rn was filled on Ax. 
(593.04(lXc)8,F.S.] N 3 

10 Generic drug sign dlspiayed. 465.025(7),F.S.] N C 35 All controlled substance prescriptions must have: drug prescribed, 
quantity and directions for use. 893.04(1)(o)4,F.S.] N C 

ii Sign displayed 'Ax Dept Closed' if establishment is open and Ax N 3 Department closed. 64816-28.I09(l),F.A.C.] 
36 Date of refills written on controlled substance Rn or on computer records. 

893.04(1)(c)6,F.S.] N C 
12 Sign with meal break hours of Pharmacist, (no more than half hour), and 

stating that a pharmacist Is available on premises for consultation upon N C C request. 6491 6_27.400(6),F.A.C.]* 

37 Pharmacists Initials on controlled substance Ax refills. 3 (893.04(1)( o)6,F.S.] 

13 SIgn designating the private patient consultation area N C 1 38 Controlled substance refills limited to 5 within 6 months from date 
prescription was signed. N C 

14 Adequate written and verbal offer to counsel patients. N 39 Controlled substance Inventory taken on a biennial basis and available 
(64816-21.820,F.A.Oj for inspection. 893.07(l)(a),F.S.J N 0 

15 Adequate patient counseling by phamiadst when offer is accepted. N 3 (64a1 6-27.820,F.A.C.] 40 DEA 222 order forms properly completed. (893.07(2).F.S.] N 0 
16 Rn dept. has sinidrunning water convenient to As dept. 41 Controlled substance Ax information in computer system is retntevabie. N C 64B18-28.102,F.A.C.] CFR 1306.22] 64915-28.140,F.A.C.]' 
17 Prescription department has drug refrigeration storage. N C 64816-28.104,F.A.C.] 

42 Controlled substance records maintained for 2 years. N o CFR 1304.04 & 1306.22] 893.07(4)(b),F.S.] 

16 Prescription department clean and safe. 649l6-28.l05,F.A.C.] N 3 43 Schedule V drug records/sales properiy kept. 693.08(3)(a),F.S.1 N C 
19 Ax balance and weights or electronic balance; counting tray or other 

suitable counting device; assorbtentofgraduates/spatulas/mortar and N C pestles. (64916-28.107(2)(a-d),F.A.C.] 

44 Certified daily log OR printout maintained as required by ion. o N C 64816'28.140(3)(c) OR (e),F.A C]' 
20 Current reference books and current copy of laws and rules in hard copy Or in N 3 s Registered pharmacistproperiy prescribing. 646l6-27.210,F..A.C.]' N 0 C a readiiy available electronic data format 64816-26.107(1), F.A.C.] 

21 Medication properiy labeled 64918-27.I01,F..&C.] N 0 46 CompoundIng records properly maintained 64816-28.14O(4),F.ACJ 'N 3 0 
22 All Ax medication within the Rn department. 64B16-28.120(1),F.A.C.] N 0 47 Unit dose records properly maintained l). F.A.C.]' N C C 
23 COI Policy and Procedures and proof of quarterly meetings N C (protected 766.101.F.S.] 64916-27.300, F.A.C.] . - 

24 Outdated pharmaceuticals removed from acttve stock N C 64816-28.110, F.ALC.] •Quesuons with fl may be answered /a (not 

. 

25 tlscard after date on Rn label. 64916-26.402(lXh),F.A,C,] N C 
Remarks: Leslie Johnson RPT 21005; John Reading, Jr. APT 21007, #3 DEft expires 8-31-2011. #5 NA. #7Tech ratio latter:6.22-1994. #23 Last COl meeting #39 CSinventor'y 

#43 Book - K #44 Logbook. Ax drug purChases from Smith Dnjg-Vatdosta and AmerlsouroeBergen-Oriando. 

I have mal aad have had Uris Inspection report and the laws and regulations concerned lieraia explafried, and do affirm thai the Inforniatot given herein is true and correct to the best of my Imowledge. 

10- 18-2010 
Dale 

ID C120 



STATE OF FLORIDA - 

ROUTINE CNMGE NEW OPERATING CF{frIOE OWNER flj 
INSPECTION AUTHORITY - CHAPTER 465.0 l, CHAPTER 893.09 M1D CHAPTER 456, FLORIDA STATUTES 

NAME OF ESTABLISHMENT 
CANTONMENT INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
12012 

DOING BUSINESS AS DEA NUMBER 
Ac5573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHN TREADING STREET ADDRESS 
433 HIGHWAY 298 

TELEPHONE U EXT. 
850-968-2489 

CITY COUNTY 
CANTONMENT 27 

STATE/ZIP 1 PRESdRIPTION DEPARTMENT MANAGER LICENSE 
10065 

PRESCRIPTICN DEPARTMENT HOURS REGISTERED PHARSLACIST/INTERN!rECHNICIAN LICENSE 
Monday Tuesday Wednesday Thursday Friday Saturday Sunday 1. Joseph Gibson PS 26203 

Open 9am 9am 9am 9am 9am 9am closed 2.Benjamin Fenn PS 13028 
Close 6pm 6pm 6pm 6pm 6pm 3pm 3. Melissa Shores RPT 21008 

SATISFACTORY WA YES 
I io department hours openS days for4o hours per week. 64816-26.1081, F.A.C,] 

2 Pharmacy technicians properly idenfiffed and Ised. (64816-27.410. F.A.C.] — 

3 PharmacIst on dutywhen Rx department open. (64816-28.109, F.A.C.] 

4 Properslgns displayed. (465.025(7), 1 (64B16-28.109(1), F.A.CJ (64816-28.1081, F.A.C.I (64816—28.1035, 64B16.27,1001, F.A.C.] : Averbal and printed offerto counsel is made to the pafientorthe pattenfs agent. (84816-27.620(1), FAC.] 
— 

6 Prescripton department has convenientsinldrunning water. (64816-28.102(1), F.A.C.] 

- 

— 

7 Prescription department clean and safe. (64816-28.102(4). FAG.] 
- 

— 

8 Proper equipment and references as required. 102(SXa), F.A.C.] 
- 

— 

9 MedIcation properly labeled. (465.0255, ] (64816-28,108, F.A.C.J 
- - 

>( 
10 Expired medications removed from the shelves. (64816-28.110, F.A.C.] : 

- 

2 
11 CCI Policy and Procedures and quarterly meetings. 766.101, F.S.] (64816-27.300, F.A,C.] 

- - 

— 
12 Soard-approved Policy and Procedure implemented to prevent the fraudulent dispensing of controlled substances. (465.022(4), F.S.] 

- 

13 PrescrIptions have the dale dispensed and dispensing pharmacists. (893.04(1 Xc) 6, P.S.] (6481 6-28.140(3)(b), F..A.C.J 

- — 

>( — 

14 Pharmacy maintains patient Se records. (64816-27.800, 
- 

x — 

15 All controlled substance prescriptions contain informafon required. (893.04, F.S.! . 

- 

— 
- 

16 Prescriptions for oonb'olled substances are on counterfeit-proof prescription pads or blanks purchased from a Departmenl.approved vendor and the quantity and date 
meet the requirements of 456.42(2), F.S.]. 

17 Prescriptions may notbefluled in excess ofoneyearorsix monthsfcrcontrols from lhedatewritten. (893.04(1)(g), P.S.] (64916-27.211, F.A.C.] : IS Controlled substance inventory taken on a biertilal basis and available forinspectiorm. 893.07(lXa), F.S.] >( — 

19 DEA 222 order forms properly completed. 893,07, F.S.] 
- — 

— 

20 Controlled substance records and information in computer system is retrievable. (21 CFR 1306.22] 64816-28.140, F.A.C.] 
- 

K 
— 

— 

21 Controlled substance records maintained lbr 4 years. 465.022(12)(b), F.S.] 
- — 

— 

22 Certl9ed daily log OR printout maintained. 21CFR 1306.22(bX3)] (64816-28.140(3)(b), 1 
: 

— 

— — 
23 Pharmacy is reporting to law enforcement any Instance of prescriptions within 24 hours or close of business on next business day of leaming of Instance. 

Reports include eli requlrtd information. 465.015(3), P.S.] 

24 Record of theft or significant loss ofall controlled substances is being maintained and Is being reported to the sheriff'olthin 24 hours cfdiscovery. (893.07(6), F.S.] 465.015. P.S.] 

25 Pharmacy Is reporting to the PDMPwithin ldays of dispensing controlled substance. (893.055(4), P.S.] 

26 Pharmacy with a retail pharmacy wholesaler penilit is reporting sales to the Conbotled Substance Reporting system monthly by the 20th of the following month. 
(499.0121(14), F.S.] 

27 Registered pharmacist property prescribing. (64916-27.210, FAC.] 
28 Ccmpounding records properly maIntained. (64816-27.700, F.A.C.]' 

29 Unit dose records properly maintained. 465.016(l)(l), P.S.] (64616-28.118, FAG.] 
30 Pedigree records retrievable. 64P-12.012(3)(a)2. (d), F.A.C.I 

Note: If establishment is engaged In parenteral/enteral compounding, a separate Inspeduon fons should be completed. 

Remarks: Adam Bass RPT 21001; John Reading RPT 21007; Kerin Bonano RPt 21006; Leslie Johnson RPT 21005. DEA expires 8-31-2014. #2 Tech ratio letter6-22-1994. #11 
Last CCI meeting 9-1-2011. #12 Future requirement. #18 CS inventory 5-1-2011. #22 Logbook. #23 One Incident- Escambia CSO. #24 None since 7-1-2011. 
CII prescription file survey (6ORxs): Local Practitioner - 97%; Local Patient - 100%; PaIn Therapy - 78%; Non-pain Therapy - 22%. 
No batch compounding. No compounding for practitioner office stock. 
Ric drug suppliers: Smith Drug-Valdosta; AmericansourceBergen-Orlando. 

I have read aid have 'ad this inspection report regulations concerned heraie explained, and do affirm that the Informaton given terein is true and correct to tie bestof ray knowledge. I have received a copy of 
The Licensee Bill of 

PRINT NAME OF RECIPIENT Joseph Gibson, RPh 

01-23 20 12 
Date 

ID ci2O 

File # 498 

lnsp# 103821 

DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 

FLORIDA DEPARIItGNT OP 

WW W. D 0 H STAT E. FL. US 

Institutional Representative 
NV 359 Revised 12111, 10/11, 9/11, 10/09, 5/fe, 12/02. 12/00 

Investigator/sr. Pharmacist Signature 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Flodda through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201216087 

CANTONMENT PHARMACY INC, 
RESPONDENT. 

NOTICE 

TO: CANTONMENT PHARMACY INC 
433 HIGHWAY 29 SOUTH 
CANTONMENT, FL 32533 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 
Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Determination of Waiver 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 am.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014 

Executive Director 
OARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 
4052 Bald Cypmss Way, Bin dO . Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 

PHONE: (850) FAX: (850) 245-4791 YOUTUBE: fldoh 



Rick Scoff 
Mission Governor 
To 1 promote & Unprove the health 

__________ 

of all people in Fonda through Integrated John it. Armstrong, MD, FACS 
state, county & community efforts. 

HEALTH State Surgeon General & Seuetary 

Vision: To be the Healthiest State in the Nation 

TO: 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Pharmacy 

FROM; Ana Gargollo-McDonald, Assistant General Counse 
RE: Determination of Waiver 
SUBJECT: DOH v. Cantonment Pharmacy Inc 

DOH Case Number 2012-16087 

DATE: February 12, 2014 

Enclosed you will find materials in the above-referenced case tO be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 

provided in this regard. 

Subject: Cantonment Pharmacy Inc 

Subject's Address of 433 Highway 29 S 

Record: Cantonment, FL 1401 
Enforëement Address: 433 Highway 29 South 

Cantonment, FL 32533 

Subject's License No: 2748 Raflk: PH 

Liçensure File No: 498 

Initial Licensure Date: 
Board Certification: No 

Required to Appear: No 

Current IPN/PRN Contract: No 

Allegation(s): 465.023(1)(c), FS (2012) 
465.015(2)(c), FS 

Prior Discipline: Case #16929, Reprimand 

Probable Cause Panel: September 5, 2013; Mesros & Glass 

Subject's Attorney: Pro Se 

Complainant/Address: Preston E McDonald 
5740 Westmont Road 
Milton, FL 32583 

Florida Department of Health .FioridasHeaith.com 
Office of the General Counsel • Prosecution Services Unit ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 • Tallahassee FL 32399-1701 

FACEBOOK:FLDepartrnentofHeallh 
Expçess mall address: 2585 Merchants Row — Suite 105 

YOUTtJBE: fldoh 
PHONE: FAX 850/245-4683 



Materials Submitted: Memorandum to the Board 
Motion For Determination of Waiver 

Exhibit A - Administrative Complaint 
Exhibit B — Copy of Ce tified Mail Receipt 
Exhibit C — Affidavit ot$ervice 
Exhibit D — Board Affid 
Exhibit E — Clerks Affidavit 
Motion to Assess Costs with Attachments 
Exhibit A — Affidavit of Fees and Costs Expended 
Exhibit 1 — Complaint Cost Summary 
Exhibit 2 — Itemized Cost by Complaint 

Supplemental Investigative Report dated 7/31/13 
Supplemental Investigative Report dated 10/29/13 
Probable Cause Memorandum 
Correspondence 
Final Investigative Report with Exhibits 1-9 

Disciplinary Guidelines: . , Florida Statutes : :. 

From an administrative fine of up $1,500 fine to Revocation i 

PRELIMINARY CASE REMARKS: DETERMINATION OF WAIVER 

This is a one-count administrative complaint alleging Respondent violated Section 
456.023(1)(c), Florida Statutes (2012), by violating Section 465.015(2)(c), Florida Statutes, 
(2012), by selling or dispensing drugs as defined in s. 465.003(8) without first being furnished 
with a prescription. 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2012-16087 

CANTONMENT PHARMACY, INC., 
Respondent. 

MOTION FOR DETERMINATION OF WAIVER AND FOR 
FINAL ORDER BY HEARING NOT INVOLVING DISPUTED 

ISSUES OF MATERIAL FACT 

Petitioner, Department of Health, by and through counsel, moves the 

Board of Pharmacy to find that Respondent has waived his/her right to elect 

a method of disposition of the pending Administrative Complaint, to 

determine that no material facts are in dispute, to conduct a hearing not 

involving disputed issues of material fact, and to enter a Final Order. As 

grounds therefore, Petitioner states: 

1. An Administrative Complaint was filed against Respondent on 

September 5, 2013. A copy of said Administrative Complaint is attached 

hereto as Petitioner's Exhibit A. 

2. Copies of the Administrative Complaint, Explanation of Rights 

form, and Election of Rights forms were sent to Respondent, via certified US 

mail delivery, on September 18,2013 (7196 9008 9111 1387 0964). A signed 





7. Respondent has been advised, by a copy of this motion sent to 

his/her address of record, that a copy of the investigative file in this case 

shall be furnished to the Board to establish a prima facie case regarding the 

violations as set forth in the Administrative Complaint. 

8. The Department has determined that there are no material facts 

in dispute and has concluded that Respondent has waived his/her right to 

elect the method of resolution. 

9. The Department requests that this Motion and a hearing be 

placed on the agenda for the next regularly scheduled meeting of the Board 

of Pharmacy. 



WHEREFORE, Petitioner respectfully requests that the Board find that 

Respondent has waived his/her right to elect a method of resolution of this 

matter, find that there are no material facts in dispute, hold a hearing not 

involving material issues of disputed fact based on the information contained 

in the investigative file, find that Respondent violated Chapters 456 and 465, 

Florida Statutes, as alleged in the Administrative Complaint, impose discipline 

in accordance with the disciplinary guidelines, and enter a Final Order. 

Respectfully submitted, 

Ana M. Gargollo- cDonald 
Assistant General Counsel 
Florida Bar No. 85907 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4681 
Email: ana.gargollo-mcdonald©flhealth.gov 

-4 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing 

Motion for Determination of Waiver and for Final Order by Hearing 

Involving Disputed Issues of Material Fact has been 

(2 A A A .4 
this I day of 

Pharmacy, Inc., 433 Highway 29 South, Cantonment, Florida 32533. 

Assistant General Counsel 

Not 

furnished via U.S. mail 

2013, to Cantonment 

Ana M. [ 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTU, 

PtliI.LONER, 

v. CASE 2012-16087 

CANTONMENT PHARMACY, INC., 

RESPONDENT. 

I IVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Cantonment Pharmacy, Inc., and 

in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

permitted pharmacy within the State of Florida, having been issued license 

number PH 2748. 



3. Respondent's address of record is 433 Highway 29 South, 

Cantonment, Florida 32533. 

4. On or about February 4, 2013, the Department of Health 

Investigator went to Respondents address of record at 433 Highway 29 

South, Cantonment, Florida 32533, and obtained six (6) azithromycjn 250 

mg tablets, a prescription only medication, without a valid prescription. 

5. Section 5.O15(2)(c), Florida Statutes (2012), it is unlawful for 

any person to sell or dispense drugs as defined in S. 465.003(8) without 

first being furnished with a prescription, 

6. Azithromycin is an antibiotic that fights bacteria and is a 

prescription drug. 

7. Section 465.023(Iyc), lorida Statutes (2012), provides that 

the board may revoke or suspend the permit of any pharmacy permittee 

and may fine, place on probation, or otherwise discipline any pharmacy 

littee, if the permittee, or any affiliated person, partner, officer, 

director, or agent of the permittee, violates any of the of 

Chapter 465, Florida Statutes, Chapter 893, Rorida Statutes, or any of the 

rules of the Board of Pharmacy 

Departrnecft i HeaLth v. Canthnmenv Pharmacy, Inc. 
Case ND. 2012-16087 

2 



8. As set forth above in paragraph 4, on or about February 4, 

2013, Respondent, or any affiliated person, partner, officer, director, or 

agent of Respondent violated Section .O15(2)(c), Florida Statutes 

(2012). 

9. Based on the foregoing, Respondent, or any affiliated person, 

partner, officer, director, or agent of Respondent, has violated Section 

.023(1)(c), Florida Statutes (2012), by violating Section 5(2)(c), 
Florida Statutes (2012), by selling or dispensing drugs as defined in S. 

465.003(8) without first being furnished with a prescription, 

Departhiegit of Health v, Cantonment Pharmacy, Inc. 
Case No. 2012-16087 

'p 



WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restricuon of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 
Board deems appropriate. 

SIGNED this 

______ 

day of 2013. 

JOHN ft ARMSTRONG MD, FACS 
State Surgeon General and 
Secretary of Health 

Ana N. 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 FILED Tallahassee, Florida 32399-3255 
Ha. Bar No. 0085907 
Telephone: (850) 245-4444 Ext. 8133 
Facsimile: (850) 245-4683 

bATh SEP 

/AGPv1 

PCP: 9/5/2013 
PCP Members; Mesros & Glass 

4 DeparUnent of Heaith V. Cantonment Pharmacy, Inc. 
Case c 2012-3.6067 



NOTICE OF S 
Respondent has the right to request a hearing to be conducted in accordance with Section 120.569 and 120.57, Florida Statutes, to be by counsel or other representative to present evidence and argument, to caB and withesses and to have subpoena and subpoena duces tecum isSued on his or her behalf if a hearing is 

NOTICE REGARDING ASSESSMENT OF COSTS 
Respondent is placed on notice that Petitioner has incurred costs related to the investigation and prosecution of this matter, Pursuant to Section 456.072(4), Florida Statutes, the Board shall assess costs related to the 

a disciplinary matter, which may include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

S i Heafth v. Canthnment Pharmacy, Inc. Case No. 2012-j5087 
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Mission: 
To protect promote & improve the health 

of all people in Flodda through inte9rated 

state, & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Suigeon General & Secretary 

Vision: To be The Healthiest State in The Nalion 

AFFIDAVIT OF SERVICE 

DEPARTMENT OF HEALTH 
Petitioner 

vs 

CANTON MENT PHARMACY 
Respondent 

Case No. PH 2012-16087 

I 

COMES NOW, the affiant, who first being duly sworn, deposes and states: 

1) Affiant is an Investigator/Inspector employed by the DEPARTMENT OF HEALTH, State of Florida. 

2) That from , Affiant made a diligent effort to locate Respondent, to serve 

XX Administrative Complaint and related papers; 

_____ 

Order compelling examination(s); 

_____ 

Subpoena(s); 

__________Final 

order; 

___________Notice 

to cease and desist; ESO/ERO and related papers. 

3) Check applicable answer below: 

XX Affiant made personal service on 10/29/13 by serving the AC to GENE R. LACHNEY, RPh at Cantonment 
Pharmacy located at 433 Hwy 29 South, Cantonment, FL 32533. 

________Affiant 

was unable to make service after searching for Respondent at: (a) all addresses for Respondent 
shown in the DOH investigation of the case; (b) all official addresses for Respondent shown in his licensing records on 

the computer terminal or Board office; (c) Local telephone company for the last area Respondent was known to 

frequent; (d) Division of Drivers Licenses; and (e) Utilities (electric, cable, etc.); any others: 

________________________ 

Affiant 

State Of Florida 

County Of Escambia 

Before me, personally appeared Ben Lanier whose identity is known to me by Personally known 

______________________ 

(type of identification) and who, acknowledges that his/her signature appears above. 

Swom to or affirmed by Affiant before me this 29th day of October, . 
My Commission Expires 

LORA BOYD 

I 1.? S Vj CommSion # EE 869098 
Expires January .2017 

FS Sw.ce 

Type or Print Name 

Florida Department of Health 
Division of Medicel Quality Assurance- Bureau of Enforcement 
5016 N. Davis - FL 32503 
PHONE: (850)475-5474-FAX (850) 475-5475 bft FACE BC 



Rick Scott 
Mission: 

Governor 
To protect promote & improve the health 
of all people in Florida thrvugh integrated - John H. Annetrong, MD, FACS 
state, eunty & efloris. 

State Surgeon General & Secietaiy 

Vision: To be the Healthiest State in the Nation 

Affidavit of Non-Receipt 

hereby in my official capacity as I, 

__________________________________________ 

custodian for the licensure files that the Board of Pharmacy as of 

,has no evidence of an Election of Rights form or other 

responsive pleading requesting a hearing prior to any agency action regarding 

Cantonment Pharmacy, Inc.; , which would affect the Subject's 

substantial interests or rights. 7) 

Records 
Florida Board of Pharmacy 

Before me, personally 1 s' ,whose identity is 

known to me personally and who, under, oath, acknowledges that his/her signature 

appears above. 

Sworn to and subscribed before me this 

_______ 

day of 

13. S 
EXPIRES: ember 17,2015 12 

BcSeiTIwu No 

Notary Public 
My commission expires: 

Florida Department at Health 
I 

Office olthe General Counl -Prosecution SeMces Unit I U EXHIBIT 
PHONE: 1245-4444 • FAX 850/2454683 
4052 Bald Cypress Way. Bin 0-65 .fl see FL 32399-1701 I FACESJJ 



Mission: 
To protect, promote & improve the health 

of all peopte in Florida through Integrated 

state, & community effo!ts, 

Rick Scott 

John H. Armstrong, MD, FACS 
State Surgeon General & 

Vision: To be the Healthiest State in the NaUon 

AFFIDAVIT 

1, 1. l I , Deputy Clerk for the Department 

Office, hereby certify in my official capacity as custodian for the Department Clerk's 

records, that the Department Clerk's Office has not received an Election of Rights form 

or other responsive pleading, which requests a hearing prior to any Department action 

I 

regarding Cantonment Pharmacy, Inc.t 2012-16087. which would affect the 

Respondent's substantial interests or rights. 

CustodianRf Record 
i 

Department Clerk's Office 

V , whose identity is 

known to me personally and who, under oath, acknowledges that his/her signature 

appears above. 

Sworn to and subscribed before me this day of ,2013. 

C 
Notary Public 

My Commission Expires: 

Florida Department of Hoaith 
Office of the General Counsel Services Unit 

4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1701 

PHONE: 850/245-4444 • FAX 8501245-4683 

WWWJiI 

FACEBI 

HEALTh 

Clerk's 

Before me, personally appeared 

ANGELA BARTON 

Notary Public -slate of Florida 

My Comm. ExpIres Sep 1.2017 

CommissIon # FF49339 

EXHIBIT 
1 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2012-16087 

CANTONMENT PHARMACY, INC., 
Respondent. 

_I 
MOTION TO ASSESS COSTS IN ACCORDANCE 

WITH SECTION ) 
COMES NOW the Department of Health, by and through 

undersigned counsel, and moves the Board of Pharmacy for the entry 

of a Final Order assessing costs against the Respondent for the 

investigation and prosecution of this case in accordance with Section 

456.072(4), Florida Statutes. As grounds therefore, the Petitioner 

states the following: 

1. At its next regularly scheduled meeting, the Board of 

Pharmacy will take up for consideration the above-styled disciplinary 

action and will enter a Final Order therein. 

2. Section 456.072(4), Florida Statutes, states as follows: 

In addition to any other discipline imposed 
through final order, or citation, entered on or 



after July 1, 2001, pursuant to this section or 
discipline imposed through final order, or 
citation, entered on or after July 1, 2001, for a 

violation of any practice act, the board, or the 
department when there is not board, shall 
assess costs related to the investigation and 
prosecution of the case. Such costs related to 
the investiaation and orosecution include, but 
are not limited to, salaries and benefits of 
personnel, costs related to the time spent by 
the attorney and other personnel working on 
the case. and y other expenses incurred by 
the deoartment for the case. The board, or 
the department when there is no board, shall 
determine the amount of costs to be assessed 
after its consideration of an affidavit of 
itemized costs and any written objections . 

3. The investigation and prosecution of this case has 

resulted in costs in the total amount of $1,421.71, based on the 

following itemized statement of costs: 

I 
1 

Cost to Date ***** 
I 

Hours 
] 

Costs 

laint: 1 $846.781 

Legal: 1 
Compliance: l $0.00 

Sub Total: 19.20 $1,421.71] 

Expenses to 
Date: 0 00 

Prior l 
2 



Amount: 
I _ 

jTotal Costs 

Ito Date: $1,421.71 

Therefore, the Petitioner seeks an assessment of costs against the 

Respondent in the amount of $879.72 as evidenced in the attached 

affidavit. (Exhibit A). 

4. Should the Respondent file written objections to the 

assessment of costs, within ten (10) days of the date of this motion, 

specifying the grounds for the objections and the specific elements of 

the costs to which the objections are made, the Petitioner requests 

that the Board determine the amount of costs to be assessed based 

upon its consideration of the affidavit attached as Exhibit A and any 

timely-filed written objections. 

5. Petitioner requests that the Board grant this motion and 

assess costs in the amount of $879.72 as supported by competent, 

substantial evidence. This assessment of costs is in addition to any 

other discipline imposed by the Board and is in accordance with 

Section 456.072(4), Florida Statutes. 

3 



WHEREFORE, the Department of Health requests that the 

Board of Pharmacy enter a Final Order assessing costs against the 

Respondent in the amount of $879.72. 

DATED this of 2013. 

Ana M. cDonald 
Assistant General Counsel 
Fla. Bar No. 85907 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: ana.gargollo-mcdonald©flhealth.gov 

4 



CERTIFICATE OF SERVICE 

CERTIFY that a true and correct copy of the 

to A ess Costs as been provided by U.S. Mail this 

day of - . 2013, to Cantonment 

Pharmacy, Inc., 433 Highway 29 

I HEREBY 

Florida 32533. 

Ana M. Gargollo- 
Assistant General Counsel 

5 

4 



AFFIDAVIT OF FEES AND COSTS EXPENDED 

STATE OF FLORIDA 
COUNTY OF LEON: 

BEFORE ME, the undersigned authority, personally appeared SHANE 
WALTERS who was sworn and states as follows: 

1) My name is Shane Walters. 

2) I am over the age of 18, competent to testify, and make this affidavit 
upon my own personal knowledge and after review of the records at 
the Florida Department of Health (DOH). 

3) I am the Operations and Management Consultant Manager (OMCM) 
for the Consumer Services and Compliance Management Unit for 
DOH. The Consumer Services Unit is where all complaints against 
Florida health care licensees (e.g., medical doctors, dentists, nurses, 
respiratory therapists) are officially filed. I have been in my current job 
position for more than one year. My business address is 4052 Bald 
Cypress Way, Bin C-75 Tallahassee, Florida 32399-3275. 

4) As OMCM of the Consumer Services and Compliance Management 
Unit, my job duties include reviewing data in the Time Tracking System 
and verifying that the amounts correspond. The Time Tracking System 
is a computer program which records and tracks DOH's costs 
regarding the investigation and prosecution of cases against Florida 
health care licensees. 

5) As of today, DOH's total costs for investigating and prosecuting DOH 
case number(s) 2012-1 6087 (Department of Health v. CANTONMENT 
PHARMACY, INC.) are ONE THOUSAND FOUR HUNDRED 
TWENTY-ONE DOLLARS AND SEVENTY-ONE CENTS ($1,421.71). 

6) The costs for DOH case number(s) 2012-1 6087 (Department of Health 
v. CANTONMENT PHARMACY, INC.) are summarized in Exhibit 1 

(Cost Summary Report), which is attached to this document. 

7) The itemized costs and expenses for DOH case number(s) 2012- 
16087 (Department of Health v. CANTONMENT PHARMACY, INC.) 
are detailed in Exhibit 2 (Itemized Cost Report and Itemized Expense 
Report and receipts), which is attached to this document. 

8) The itemized costs as reflected in Exhibit 2 are determined by the 
following method: DOH employees who work on cases daily are to 
keep track of their time in six-minute increments (e.g., investigators 

I of 2 



and lawyers). A designated DOH employee in the Consumer Services 
Unit, Legal Department, and in each area office, inputs the time 
worked and expenses spent into the Time Tracking System. Time and 
expenses are charged against a state health care Board (e.g., Florida 
Board of Medicine, Florida Board of Dentistry, Florida Board of 
Osteopathic Medicine), and/or a case. If no Board or case can be 
charged, then the time and expenses are charged as administrative 
time. The hourly rate of each employee is calculated by formulas 
established by the Department. (See the Itemized Cost Report) 

9) Shane Walters, first being duly sworn, states that she has read the 
foregoing Affidavit and its attachments and the statements contained 
therein are true and correct to the best of her knowledge and belief 

FURTHER AFFIANT SAYETH NOT. 

Shane Walters, Affiant 

State of Florida 
County of Leon 

Sworn to and subscribed before me day orN 2013, 
by Shane Walters, who is personally known to me. 

TOWANDA B. BURNEIr 
Commission # EE 838342 
Expires September 25, 2016 

COO-385.701D 

Name of Notary Printed - 

Stamp Commissioned Name of Notary Public: 

2 of 2 

\(fl C 



Complaint Cost Summary 
Complaint Number: 201216087 

Page 1 of I 

Subject's Name: CANTONMENT PHARMACY INC 
***** Cost to Date 

Hours Costs 
0.60 

I 
$846.78 

Legal: OD 1 1 l 
********** I 

ISub Total: j 19.201 $1,421.71 
Expenses to Date: 

Prior Amount: $0.00 
Total Costs to Date: 

1 

$1,421.71 

http://mqaapps.doh. state.fl.us/IRMOOTIMETRA}CJCSDETL,ASP 
I 
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STATE OF FLORIDA 

• DEPARTMENT OF HEALTI{ 

INVESTIGATIVE REPORT 
Office: Area I, Pensacola Date of Case: 4/8/13 Case Number: PH 201 2-1 6087 
Subject: 
CANTONMENT PHARMACY, INC 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

Source: 
PRESTON MCDONALD, RPH 
5740 Westrnont Road 
Milton, FL 32583 
(850) 983-0916. 

Prefix: License #: Profession: 
PH 274& PHARMACY 

Board: - Report Date: 
PHARMACY 7/31/13 

Period of Investigation: 7/17/13-7/31/13 Type of Report: SUPPLEMENTAL 1 

Alleged Violation: FS 456.072(1)(k) Failing to perform any statutory or legal obligation placed upon a licensee. (n) 
Exercising influence on the patient or client for the purpose of financial gain (dd) Violating any provision of this chapter, 
FS 465.01 5(2) It is unlawful for any person: (c) To sell or dispense drugs as defined in s. ) without first being 
furnished with a prescription: FS 465.016(1)(i) Compounding, dispensing, or distributing a legend drug, including any 
controlled substance, other than in the course of the profeasional practice of pharmacy. (r) Violating any provision of this 
chapter .... and FS 465.023(1) The department or the board may revoke or suspend the permit of any pharmacy 
permittee, and may fine, place on probation, or otherwise discipline (c) Violated any of the requirements of this chapter 
or any of the rules of the Board of Pharmacy; 
Synopsis: This supplemental report is predicated upon receipt of a PSU Request Form on 7/17/13 from 
BLONDELL IINSON for AMA GARGOLLO-MCDONALD, Attorney, requesting the 
loraspetic with Lidocaine added, purchased on 3/28/13 be tested for the drug. EXHIBIT SI-I). 

INTERVIEW OF ED HUDSON, : 
Employment: FDLE 
1301 N. Palafox Street 
Pensacola, FL 32501 
(850) 595-2006 

On 7/15/13, Investigator Supervisor CATHY MARTIN contacted HUDSON by telephone to inquire who to 
speak with about testing the evidence in their lab. HUDSON referred Investigator Supervisor MARTIN to 
the FDLE Chemistry Supervisor, JOEY GRAVES. 

- a C) 
INTERVIEW OF JOEY GRAVES. LAB : 
Employment: FDLE . - — 
1301 N. Palafox Street P 
Pensacola, FL 32501 
(850) 595-2077 

), > 
On 7/15/13, Investigator Supervisor MARTIN attempted to telephone GRAVES; however, his voice mail 
message stated he was out and would not return until the following week. 

CONTINUED 
Related Cases: RPT 2012-16092, RPT 2012-16089, P52012-16091, PS 2012-16058, PS 2012-16090, PS 2013-06754 
Investigator/Date: Approved By/Date: 

7/?i/q 
Ben Lanier, Bl-35, Investigator Cathy Martin, Investigator Supervisor (AUG .0 12013 
Distribution: HO/ISU Page 1 

UUNIMQA 
Tallahassee HQ 



DOH INVESTIGATIVE REPORT NUMBER: PH 2012-1 6087 

On 7/22/13, Investigator Supervisor CATHY MARTIN contacted GRAVES by telephone and asked about the 
possibility of testing for Lidocaine in the bottle of loraseptic. GRAVES stated Lidocaine was not a controlled 
substance and he therefore would only be able to confirm whether Lidocaine was in the loraseptic, but not 
the quantity. He stated he would need an Originating Agency Identifier (ORI) for intake of the Chioraseptic. 
Investigator Supervisor MARTIN explained DOH was not a law enforcement agency and probably did not have 
an ORI. GRAVES stated he would check and call back. He did so shortly after and stated he confirmed DOH 
did not have an ORI and he therefore could not accept and analyze the loraseptic. GRAVES referred 
Investigator Supervisor MARTIN to NMS labs. 

INTERVIEW OF DANIELLE FARINA, : 
Employment: NMS Labs 
2300 Strattford Ave 
Willengrove, PAl 9090 
(866) 522-2216 

On 7/22/13, Investigator LANIER interviewed FARINA by telephone. FARINA stated they could test 
Chioraseptic for Lidocaine, FARINA stated the lab could simply test for the presence of Lidocaine and the 
testing code was 72101L1., FARINA stated the cost would be $369.00 and the turnaround time was about two 
weeks. FARINA stated the lab could also test for the quantity of Lidocaine in the bottle. FARINA stated the 
cost would be $576.00 and the turnaround time was about three weeks. FARINA stated there would also be a 
fee to return the specimen if it was needed. FARINA stated if the loraseptic was going to be sent to them 
then the proper forms would be need to be filled out which could be found at nmslabs.com. 

INVESTIGATOR'S NOTE: On 7/22/13, Investigator LANIER called the local Quest Diagnostics lab and staff 
informed they only test patients and not evidence. On the same date, Investigator LAMER searched for other 
labs that might offer to test the Lidocaine. Investigator LANIER telephoned Avomeen lab at (800) 930-5450 
and staff informed they do not perform those test regularly, but that it could be done for about $2,500.00. On 
the same date, Investigator LANIER telephoned Central Florida Testing Lab and staff informed that test could 
not be performed in their lab. On the same date, Investigator LANIER attempted to speak with staff at OAS 
lab at (800) 695-7222; however, no one answered the call and a voicemail message was left requesting a 
return call. As of the completion of this report the call was not returned. 

On 7/22/13, Investigator LAMER provided the cost information to PSU and was informed the matter would be 
reviewed and a decision made whether to proceed with the testing. 

On 7/30/1 3, Investigator LANIER followed up with PSU and was informed the testing would not be necessary 
at this time due to the cost. : 

51-1. PSU Request Form (p.3) 
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FLORIDA DEPARThffiNT OF 

HEALT 
Department of Heath 

JUL 172013 

• - 
— ISU/Pensacola 

Details: Attorney Ma M. Gargollo-Mcbonald is requesting the Investigator to obtain a requesting for 
the loraseptic that S purchased on March 28, 2013, be tested to find out if any substance, 
chemical, or drug was added. If the investigator has any additional questions concerning this request 
please contact attorney Ana &argollo-Mcbonald at (850) 245-1111 ext. 8133. Thanking you in 
advance, 

Was this case &'jinally worked by CSU or in an area from where this service request is being sent? 
YES Z** No fl NOTE: All process service requests need to be sent to appropriate field office. 
**lF YES. please send a copy of the original Investigative Report without . 
INV FORM 376, Revised I / 12. Il, 6/10, 06/09, /09, 11/08 Created 4/05 

Exhibit. 3 

PSLJ REQUEST FORM 

FROM: Blondell-Heller-Hutchison for 
Ana Gargollo-McDonald, Esq. 

TO: ISU Cathy Martin 

Date: 711712013 TO: CSU 

Phone #: (850) 245-4444 ext 8133 CC: Ben Lanier, Investigator 

Case Number 20 12-16087 
Subject: Cantonment Pharmacy, Inc. 
Requested Completion Date: 811712013 

(PSU) TYPE OF REQUEST: (describe details below) 

Board: Pharmacy 
HLCode: HLLIO6A Status: 67 

fl Process Service* (Activity Code 160) . ., 

Z Additional Information Requested (ActivityCode 145) 

fl Deficiency in Investigative Work (Activity Code I 50) 

*The following additional information is needed for each service request 
Last Known Address: 433 Highway 29 South, Cantonment, Florida 32533 
Last Known Name & Phone Number: (850) 968-2489 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES fl NoZ; If Yes, When? 

(ISU/CSIJ) RESPONSE: 
fl Process Service Completed (Activity Code 161) 0 Process Service NOT Completed 162) 

Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code 157) 
. 
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Heller-Hutchison, BlondêIl 

From: Heller-Hutchison, Blondell 

Se'nt: Wednesday, July 17, 2013 3:24 PM 

To: DL MQA Serv Priority Mail Areal (BI) Pensacola 

Cc: Martin, Cathy 8; Lanier, Ben 0; Gargollo-McDonald, Ana 

Subject: Additional Information Request 

Signed By: Blondell_Heller-Hutchison@doh.state.fl.us 

Attachments: Cantoment Pharmacy, lnc.,.(PH, 12-16087) Additional Information Request.doc 

Cathy, 
Please see the attathed additional information request. If you hove any further questions concerns 
concerning this request please contact Attorney Ma M. Gargollo-Mcbonald at (850) 245-1111 
ext. 8133 or myself at (850) 245-1111 ext 8109. 

Thanking you in advance, 

Blondell Heller-Hutchison, MSW, Regulatory Specialist, II 
to Casey L. Cowan & Lauren A. Leikam 

Off ice of the General Counsel 

Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
(850) 245-1111 ext. 8109 
(850) 245-4683 Fax Number: 
blondell heller—hutchison@doh.state.fl.us 

Please note: Florida has a very broad public records law. Most written communications to or from 
state officials regarding state business are public records available to the public and media upon 
request. Your e-mail communications may therefore be subject to public disclosure. 

However, if this e-mail concerns anticipated or current litigation or adversarial administrative 
proceeding to which the Florida Department of Health is a party, this email is an attorney-client 
communication, and is, therefore, a limited access public document exempt from the provisions of 
Chapter 119, Florida Statutes. See Section 119.071(d)1,, Florida Statutes (2010). 

DOH 

To protect, promote & improve the health of all people in Florida through integrated state, county. & 
community efforts. 

Vision statement: Healthiest State in the Nation. 

DOH Values: . 
Innovation; We search for creative solutions and manageresources wisely. 

7/17/20 13 
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Collaboration:We use teamwork to achieve common goals & solve problems. 

Accountability:We perform integrity & respect. 

Responsiveness:We achieve our mission by serving our customers i engaging our partners. 

Excellence:We promote quality outcomes through learning & continuous performance improvement. 

Please visit www.CEAtRenewal.com to learn more. 

7/17/20 13 



FLORmA DEPARFMENT OF 

HEALT 
PSU REQUEST FORM 

Case Number 2012-16087 
Subject: Cantonment Pharmacy, Inc. 
Requested Completion Date: 8/17/20 13 

Details: Attorney Ana M. &argollo-Mcbonald is requesting the Investigator to obtain a requesting for 
the Chloraseptic that was purchased on March 28, 2013, be tested to find out if any substance, 
chemical, or drug was added. If the investigator has any additional questions concerning this request 
please contact attorney Ana &argollo-Mcbonuld at (850) 245-1411 ext. 8133. Thanking you in 

advance, 

Was this case originally worked by CSU or in an area office different from where this service request is being sent? 

YES Z** No fl NOTE: All process service requests need to be sent to appropriate field office. 
**IF YES. Dlease send a copy of the original Investigative Report without . 
NV FORM 376, Revised 1/12. 10/I I. ,4/09, Il/OS Created 4/05 

FROM: Blondell Heller-Hutchison for 
Ana Gargollo-McDonald, Esq. 

TO: ISU Cathy Martin 

Date: 7/17/2013 TO: CSU 

Phone #: (850) 245-4444 ext 8133 CC: Ben Lanier, Investigator 

Board: Pharmacy 
kL Code: HLLIO6A Status: 67 

(PSU) TYPE OF REQUEST: (describe details below) 

fl Process Service* (Activity Code 160) 

Additional Information Requested (Activity Code 145) 

fl Deficiency in Investigative Work (Activity Code SO) 

*The following additional information is needed for each service request: 
Last Known Address: 433 Highway 29 South, Cantonment, Florida 32533 
Last Known Name & Phone Number (850) 968-2489 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With Individual? YES NoZ; If Yes, When? 

(ISU/CSU) RESPONSE: 

fl Process Completed (Activity Code 161) fl Process Service NOT Completed (Activity Code 162) 

fl Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code 157) 



PLORWA DEPARFMENT OF 

HEALT 
Email to: Miami 
Pensacola Tallahassee Alachua St. Pete Tampa Orlando Ft. Myers West Palm Ft. 

Consumer 
Services L±Ura 
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STATE OF 7 
DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 
Office: Area I, Pensacola Date of Case: 4/8/13 Case Number: PH 2012-16087 
Subject: 
CANTONMENT PHARMACY, INC 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

Source: 
PRESTON MCDONALD, RPH 
5740 Westmont Road 
Milton, FL 32583 
(850) 983-0916 

Prefix: License #: Profession: 
PH 2748 PHARMACY 

Board: Report Date: 
PHARMACY 10/29/13 

Period of 113-10/29/13 Type of Report: SUPPLEMENTAL 2 
Alleged Violation: FS 456.072(1)(k) Failing to perform any statutory or legal obligation placed upon a licensee. (n) 
Exercising influence on the patient or client for the purpose of financial gain (dd) Violating any provision of this chapter, 
FS 465.015(2) It is unlawful for any person: (c) To sell or dispense drugs as defined in a. ) without first being 
furnished with a prescription. FS 465.016(1)(i) Compounding, dispensing, or distributing a legend drug, including any 
controlled substance, other than in the course of the professional practice of pharmacy. (r) Violating any provision of this 
chapter ... and FS 465.023(1) The department or the board may revoke or suspend the permit of any pharmacy 
permittee, and may fine, place on probation, or otherwise discipline (c) Violated any of the requirements of this chapter 
or any of the rules of the Board of Pharmacy; 
Synopsis: This supplemental report is predicated upon receipt of a PSU Request Form on 10/28/13 from 
BLONDELL HELLER-HUTCHINSON for ANA GARGOLLO-MCDONALD, Attorney, requesting hand service 
of the Administrative Complaint (AC) and related documents to CANTONMENT PHARMACY EXHIBIT - i 
INTERVIEW OF GENE R. LACHNEYI : 
Employment: Cantonment Pharmacy 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

On 10/28/13, Investigator LANIER called CANTONMENT PHARMACY and spoke to LACHNEY. 
Investigator LANIER informed LACHNEY that an AC needed to be served to CANTONMENT PHARMACY. 
On the same date, Investigator LANIER provided the AC and related documents for CANTONMENT 
PHARMACY to LACHNEY at CANTONMENT PHARMACY. LACHNEY stated he would provide the 
pharmay's documentation to JOHN READING, Owner, PDM. An Affidavit of Service is included as Exhibit 
52-2. 

o n 
C) : 

52-1. PSU Request Form with AC and related documents (pp.2-23) i 
S2-2. Affidavit of Service (p. 24) ) ) 

-n 
'.0 r- 

Related Cases: RPT 2012-16092, RPT 2012-16089, PS 2012-16091 • PS 2012-16088, PS 2012-16090, PS 201 3-06754 
Investigator/Date: Approved By/Date: 

/ f 
3 

Ben Lanier, BI-35, Investigator Cathy Màftin, Investigator Supervisor 
Distribution: l-IQ/ISU 1 



Department of Health 

IIEAILT i 28 2013 la 
(JESTFORM. 

FROM: Blondell Heller-Hutchison for Ma 
M. Gargollo-McDonald, Esq. 

TO: ISU Cathy Martin 

Date: 10/28/2013 TO: CSU 

Phone #: (850) 245-4444 ext. 81 33 CC: Ben Lanier, Investigator 

Case Number 2012-16087 Board: Pharmacy 
Subject Cantonment Pharmacy, Inc. HL Code: HLLIO6a 
Requested Completion Date: /28/2013 

(PStJ) TYPE OF REQUEST: (describe details below) 

Z Process Service* (Activity Code 160) 

fl Additional Information Requested (Activity Code 145) 

Q Deficiency in Investigative Work (Activity Code I 50) 

Details: Please have the attached Administrative Complaint, Election of Rights and 
Stipulation hand served. The respondent's mail is being returned "attempt not 
known". If the Subject cannot be located, please have a supplemental prepared within 
thirty (30) days of receipt of this memo along with an affidavit of diligent 
service/search. Please check the licensure screen as well for hand service, Please 
complete an Accurint check on this respondent if she cannot be located at the 
address above. Please state in the affidavit the type of method you used to identify 
the respondent. Thanking you in advance 

"<The following additional information is needed for each service request: 
Last Known Address: 433 Highway 29 South, Cantonment, Florida 32533 
Last Known Name & Phone Number: (850) 968-2489 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES 

INV FORM 376, Revised 1/12. 1, 6/ 0, 06/09,4/09, 11/08 Created 4/05 

Exhibit I 

Status: 87 

If Yes, When? 

Additional Info Sent to Legal (Activity Code 156) 

(ISU/CSU) RESPONSE: . 
(3 

Process Service Completed (Activity Code 161) Process Service NOT Completed (Activit5rCod&: 62) 



FLORIDA DEPART MENT OF 

HEALT 
LI Supp. Investigation Request Cancelled (Activity Code 157) 

Email to; 
Pensacola Tallahassee Alachua lacksonville St. Pete Tanioa Orlando Ft. Myers West Palm t. Lauderdale Miami 

Consumer 
Services ULA 
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TO: 

FROM: 

MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

Department of Health, Prosecution Services Unit 

Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: 

MEMBERS: 

Contonment Pharmacy, Inc. (AMM) 
Case Number: 2012-16087 a tffin; PharinD and Jeffrey Mesaros 

DATE OF PCP: September 5, 2013 AGENDA ITEM: A-iS 

This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 

investigative file, recommendations of the Department, and any information submitted by the Subject, and 

being otherwise fully advised in the premises, the panel finds that: 

x Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.023(1)(c), Florida statutes (2012), by violating Section 465.015(1)(c), Florida 
Statutes (2012); 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 

Upon reconsideration, dismiss 

other + 

A 

Date 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITION ER, 
v. CASE NO. 2012-16087 

CANTONMENT PHARMACY, INC., 

RESPONDENT. 

____________________________________________I 

SE1TLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Cantonment Pharmacy, 

Inc., was a permitted pharmacy within the State of Florida, having been 

issued license number PH 2748. Respondent's mailing address of record 

is 433 Highway 29 South, Cantonment, Florida 32533. 

DOH V. CANTONMENT PHRAMACY, INC. 
CASE NUMBER: 2012-16087 1 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

3. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the jurisdiction of the 

Department. 

4. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSiTION 

5. - Respondent shall be present when this 

Settlement Agreement is presented to the Board and under oath shall 

answer all questions asked by the Board concerning this case and its 

disposition. 

6. - The Board of Pharmacy shall impose an administrative 

fine of TWO THOUSAND DOLLARS ($2,000.00). The fine shall be paid 

by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, I V. CANTONMENT PHRAMACY, INC. 
CASE NUMBER: 2012-16087 2 



Florida 32314-6320, within 90 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

7. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed TWO THOUSAND TWO 

HUNDRED AND FORTYPIVE DOLLARS ($2,245.00). Total costs shall 

be assessed when the Settlement Agreement is presented to the Board. 

The costs shall be paid by Respondent to the Department of Health, 

Compliance Management Unit, Bin C76, Post Office Box 6320, 

Tallahassee, Florida 32314-6320, within 90 days from the date the 

Final Order is filed with the Department Clerk. 

8. Future - Respondent shall not violate Chapter 456, 

465, 499 or 893, Florida Statutes; the rules promulgated pursuant thereto; 

or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

9. Violation of - It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

DOH V. CANTONMENT PHR.AMACY, INC. 
CASE NUMBER: 2012-16087 3 



a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

10. No Force or Effect until Final - It is expressly 

understood that this Settlement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final Order. 

11. PurDose of Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

DQH V. CANTONMENT IIRAMACY, INC. 
CASE NUMBER: 2012-16087 4 



the Board or any of its members from further participation, consideration, 

or resolution of these proceedings. 

12. Not Preclude Additional - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

13. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

14. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

15. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

DOH V. CANTONMENT PHRAMACV, INC. 
CASE NUMBER: 2012-16087 



WHEREFORE, the parties request that the Board enter a Final Order 

approving and incorporating this Settlement Agreement in resolution of this I 

matter. 

SIGNED 

V 

NO. 2012-16087 

COUNTY OF 

Before me personally appeared 
or by — 

nd who, under 
appears above. 

.CR , 

(type of 
oath, acknowledges that his signature 

Sworn to and subscribed before me this day of 2013. 

My Commission number: 

My Commission Expires: 

IN V. FENN 

A Commission # EE 855488 
Expires March 31, 2017 
Based tvu Tray Fã' 8W385.7019 

i V. CANTONMENT PHR.AMACY, INC. 
CASE NUMBER: 2012-16087 6 

day of 

7 

2013. S 



APPROVED this day of 

_____________________ 

2013. 

JOHN H. ARMSTRONG, MD, FACS 

State Surgeon General and 
Secretary of Health 

Ana M. Gargollo-McDonald 
Assistant General Counsel 

Counsel for Petitioner 
Ana M. Gargouo-McDonald 
Assistant General Counsel 
DOM Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Fla. Bar No. 0085907 
Telephone: (850) 245-4444 Ext. 8133 
Facsimile: (850) 245-4683 
ana_gargollo-mcdonald©doh.state.fl.us 

DOH V. CANTONMENT PHRAMACV, INC. 
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STATE OF.FLORIDA t 
DEPARTMENT OF HEALTH U J 

INVESTIGATIVE REPORT 
Office: Area I, Pensacola Date of tase: 4/8/13 .1 Case Number: PH 2012-16087 
Subject: 
CANTONMENT PHARMACY, INC . 

433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

Source: 
PRESTON MCDONALD, RPH 
5740 Westmont Road• 
Milton, FL 32583 
(850) 953-0916 

Prefix: License #: Profession: 
PH 2748 PHARMACY 

Board: Report Date: - 

PHARMACY 7/8/13 
Period of Investigation: 4/17/13-7/8/13 Type of Report: FINAL 
Alleged Violation: FS 456.D72(1)(k) Failing to perform any statutory or legal obligation placed upon a licensee. (n) 
Exercising influence on the patient or client for the purpose of financial gain (dd) Violating any provision of this chapter, 
FS 465.015(2) It is unlawful for any person: (c) To sell or dispense drugs as defined in s. ) without first being 
furnished with a prescription. ES 465.016(1)(i) Compounding. dispensing, or distributing a legend drug, including any 
controlled substance, other than in the course of the professional practice of pharmacy. (r) Violating any provision of this 
chapter and FS 465.023(1) The department or the board may revoke or suspend the permit of any pharmacy 
permittee, and may fine, place on probation, or otherwise discipline (c) Violated any of the requirements of this chapter 
or any of the rules of the Board of Pharmacy; 
Synopsis: This investigation is predicated upon receipt of a complaint (Case Summary and Attachments) 
EXHIBIT ) submitted by MCDONALD in regard to CANTONMENT PHARMACY. MCDONALD, a former 
pharmacist at CANTONMENT PHARMACY, alleged staff there are dispensing prescription medications 
without a prescription including antibiotics, erectile dysfunction oral tablets (Viagra), albuterol inhalers, and 
possibly non-controlled medications. Allegedly customers come to the pharmacy on a daily basis to 
purchase Penicillin, Arnoxicillin, lagyl, Diflucan, and cough syrup with codeine without a prescription.from a 
physician. On 2/4/13, a Pensacola investigator went to CANTONMENT PHARMACY and purchased a "Z- 
Pak" (six Azithromycin 250mg tablets, prescription only medication) and 24 Aprodine (Pseudoephedrine 
Hydrochloride 6Omg/Tripolidine Hydrochloride 2.5mg) tablets. On 3/28/13, another Pensacola ISU staff 
member went to the pharmacy and purchased Chloraseptic with Lidocaine added (which requires a 
prescription) and 24 Aprodine (Pseudoephedrine Hydrochloride 6Omg/Tripolidine Hydrochloride 2.5mg) 
tablets. The pharmacist was not identified on 2/4/13 or 3/28/13. 

CANTONMENT PHARMACY was notified of the investigation by letter dated 4/17/13 EXHIBIT ) and was 
provided a copy of the Case Summary and originating documents from Exhibit 1. 

of DOH computer Hcensure records revealed CANTONMENT PHARMACY is currently licensed as 
a PHARMACY. 

No patients were identified; therefore, patient notification was not required. 

CANTONMENT PHARMACY is not known to be represented by an attorney in this matter. 

On 5/21/13 by US mail, Investigator LAMER received a statement from JOHN T. READING JR an behalf of 
CANTONMENT PHARMACY EXHIBIT . On behalf of CANTONMENT PHARMACY, READING denied 
the allegations. 

Related Cases: RPT 2012-16092, RPT 2012-16089, PS 2012-16091, Ps 2012-16088, PS 2012-16090, PS 
Investi tor/Date: Approved By/Date: 

Ben Lanier, 61-35, Investigator 0 9 2013 Martin, Investigator Supervisor 
Distribution: HO/ISU Page 1 
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DOH INVESTIGATIVE REPORT CASE NUMBER: PH 2012-16087 

INVESTIGATIVE DETAILS 

On 2/4/13, Investigator LANIER drove to Cantonment Pharmady. Upon entering the pharmacy, "EMILY" the 
cashier asked how she could help. Investigator LANIER stated he had a sinus infection and EMILY told 
Investigator LANIER to go to the pharmacy consultation window. Investigator LANIER walked to the 
consultation window and a man, without a name tag, presumably the pharmacist, with short brown hair and a 
goatee asked how he could help. Investigator LANIER told him that he héd a sinus infection and a swollen 
throat. Investigator LANIER told him that a friend of his had the same thing recently and a Z-pak seemed to 
help. The pharmacist asked if Investigator LANIER wanted a Z-pak and Investigator LANIER told him yes. 
The pharmacist asked if Investigator LANIER was taking any kind of Antihistamine ahd Investigator LANIER 
told him no. The pharmacist told Investigator LANIER to also purchase an Antihistamine to clear up his 
sinuses. Investigator LAMER told him that funds were limited and the man said it would be roughly $31.00 in 
total. There was no counseling offered on how to take either.the Z-pak or Antihistamine. EMILY assisted 
Investigator LAMER check out and asked for Investigator LANIER's driver's license. EMILY wrote down 
Investigator LANIER's name, address, and driver's license number in a book. Then Investigator LANIER 
signed the log and left the pharmacy. While in the pharmacy Investigator LAMER did not see a sign offering 
the sale of Viagra. A "Z-pak" (six Azithromycin 250mg tablets; prescription only medication) and 24 Aprodine 
(Pseudoephedrine Hydrochloride 6Omg/Triprolidine Hydrochloride 2.5mg) tablets were provided by the 
pharmacist. 

On 3128/13, Investigator Supervisor CATHY MARTIN presented to Cantonment Pharmacy with complaints of 
lingering cough and sore throat. The cashier immediately instructed Investigator Supervisor MARTIN to go the 
pharmacy window. A man with short brown hair and a goatee, presumably the pharmacist but with no name 
tag, asked what symptoms were present. The symptoms were repeated to the pharmacist, and he instructed 
Investigator Supervisor MARTIN to select a bottle of ChEoraseptic. He stated, with a wink, that he would add 
an ingredient to relieve the , He asked if Investigator Supervisor MARTIN was taking any 
decongestants, and Investigator Supervisor MARTIN responded no. He asked no other questions. A 
selection of the orange flavored Chioraseptic was made and Investigator MARTIN returned to the pharmacy 
window. The pharmacist stated that the orange flavor was not very good and to go back and get the red 
bottle, Investigator MARTIN did so. The pharmacist took the bottle, and a few minutes later he passed a 
white paper bag with contents to the cashier. The pharmacist stated that he added Lidocaine to the 
Chloraseptic. The cashier instructed Investigator MARTIN to approach the counter and provide a driver 
license. Investigator Supervisor MARTIN did so, and the cashier copied information from the driver license to 
a worn green ledger. The cashier then instructed Investigator Supervisor MARTIN to enter address 
information in the log and sign where indicated. Investigator MARTIN did so. During this process, Investigator 
MARTIN asked what the purpose of the log was, and the cashier stated it was for the Sudafed pills being 
provided. Investigator MARTIN also asked for the pharmacists name, and the cashier provided a first name 
of"Gene," She informed the total was $11.10, and Investigator Supervisor MARTIN provided the cashier a 
$50 bill. Change of $38.90 was provided, and Investigator Supervisor MARTIN thanked the cashier and the 
pharmacist and left. The cost of the loraseptic was $5.12. and a blue bottle with 24 small white pills was 
also provided for a cost of $5.98. No prescriptions were presented to the pharmacy, and no instructions for 
taking the medications were provided. Chiaraseptic with Lidocaine added (which requires a prescription) and 
24 Aprodine (Pseudoephedrine Hydrochloride 6orng/Triprolidine Hydrochloride 2.5mg) tablets were provided 
by the pharmacist. The pharmacist was not identified on 2/4/13 or 3/28/1 3. 

Thirteen pictures of these medications and receipts from both purchases are provided on CD and included as 
EXHIBIT B. 
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SUMMARY OF EXHIBITS/RECORDS/DOCUMENTS 

EXHIBIT I is information forwarded by the Consumer Services Unit (CSU) with the complaint. This information consists of a Case Summary, corrected Case Summary, complaint form by MCDONALD, and the following: 
Complaint narrative by MCDONALD noting he was previously employed at Winn-Dixie pharmacy located nearby CANTONMENT PHARMACY. While at work on many occasions, he would have customers ask if he could sell them antibiotics. It was explained to them that a prescription was required, and their response was always that they could obtain them from CANTONMENT 
PHARMACY. MCPONALD did not believe the customers for the most part, contributing it to CANTONMENT PHARMACY selling something to the customers and telling them it worked almost as good as antibiotics. Through diverging circumstances, MCDONALD became eniployéd at 
CANTONMENT PHARMACY as a pharmacist, The very first day at work not long after they opened, a customer same up and asked him for antibiotics. MCDONALD told the customer that he had to have a prescription for antibiotics. Throughout the day about six different customers asked him for antibiotics and without fail, every day to this date, they had customers telling him they had purchased antibiotics in the past from one registered pharmacy technician (RPTI) or sometimes another registered pharmacy 
technician (RPT2) was mentioned, and that they would like to purchase some more. MCDONALD 
refused and always told the customers that a prescription was required. Antibiotics mentioned to MCDONALD that customers had purchased in the past included Penicillin, Amoxicillin, Z-Pak, Keflex, Flagyl, and Diflucan. As corroborating evidence of this practice of selling antibiotics without a prescription to customers, there are large bottles of Penicillin, Amoxicillin, and SMZ-TMP on a counter near the counseling window, which is outside of the area of stock of all other medications, and separate from its normal location (for filling prescriptions). 

MCDONALD also had several male customers ask to purchase Viagra tablets, stating that they had bought them in the past from RPT1 or sometimes RPT2 and wanted some more. MCDONALD refused and always told the customers a prescription was required. MCDONALD stated there are handwritten signs above/below the Viagra tablets on the prescription stock area of "$24" which indicated that customers are charged $24.00 for each Viagra tablet (sold without a prescription). MCDONALD also had a customer come to the counseling window and ask him for an Albuterol inhaler. After MCDQNALD explained that a prescriptibri was needed, the customer stated that he had purchased them before from RPT1 and RPT2, and he became irate that MCDONALD would not sell him an Albuterol inhaler. 

Finally, MCDONALD alleged there is a well-known practice in the community that. CANTONMENT 
PHARMACY sells a syrup" that is mixed at the pharmacy which contains codeine. This is a C-V medication that can be legally sold without a prescription, but it can only be sold by a pharmacist. 
MCDONALD had several customers tell him they wanted that special "cough syrup" they got from or RPT2 in the past. MCDONALD witnessed it being sold to customers by a clerk without consultation of the pharmacist on duty. MCDONALD stated it was a common practice for RPT1 to give medical advice to customers and otherwise infer to customers that he was a licensed pharmacist, and to also sell them prescription medications without a prescription. This was also the case for RPT2, although to a lesser extent. 

MCDONALD listed the licensed employees of the pharmacy who were allegedly guilty of dispensing 
medications without a prescription. These employees allowed RPTI to portray himself as a licensed 
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practitioner prescriber or pharmacist. This technician was allowed to perform Øuties only allowed by 
law to be performed by a licensed practitioner prescriber or pharmacist such as 1) diagnosing patients 
and prescribing prescription medications by virtue of selling the prescription medications to customers 
without a valid prescription, 2) giving medical advice to customers without consultation of a licensed 
pharmacist, 3) holding himself as a pharmacist, 4) acting/speaking as a pharmacist over the telephone 
to other pharmacists in the transfer of prescriptions, without identifying himself as a pharmacy 
technician, 5) indMdually selllng C-V medications (i.e., cough syrup with codeine) to customers without 
involvement, consultation, and approval of a pharmacist. MCDONALD noted that the primary principal 
or violator was RPT1, who had for many years acted as a pharmacist and performed pharmacist-only 

The owner of the pharmacy is listed as the pharmacist-in-charge, who has a legal responsibility 
in developing and enforcing policies and procedures for the pharmacy. It is extremely difficult to 
believe that the owner, although absent from the day to day operations of the pharmacy, is not aware 
of the violations occurring on a dafly basis. The two most recent pharmacists employed by the 
pharmacy are also participants in these violations by virtue of allowing them to occur while on duty and 
failing to report them. MCDONALD did not know if those two pharmacists were guilty of selling 
medications that require a prescription without one, or just knowingly allowed such. MCDONALD 
stated the pharmacy technicians were not identifying themselves when answering or speaking on the 
phone and did not regularly wear name tags/badges that readily identify themselves as pharmacy 
technicians. MCDONALD stated the pharmacy is also in violation by not having an easily accessible 
sink near the prescription counter. 

EXHIBIT 3 is a copy of a letter dated 1 13 to MCDONALD informing him of the status of the case. 

EXHIBIT 4 is a copy of a letter dated 5/16/13 to CANTONMENT PHARMACY providing a corrected Case 
Summary. The original Case Summary made two references to Hydrocodone which should have read 
Hydrochloride. 

EXHIBIT 5 is copies of three inspection forms dated 9/22/09, 10118/10, and 1/23/12 for inspections 
conducted at CANTONMENT PHARMACY printed by Investigator LANIER on 4/18/13. The three previous 
inspections indicate passing results; however, the inspection form dated 9/22/09 indicated there were some 
improperly labeled medications found. 

EXHIBIT 6 is a copy of thirteen pictures placed on CD by Investigator LANIER. The pictures are of 
prescription medications purchased from CANTONMENT PHARMACY by Pensacola ISU staff on 2/4/13 and 
3/28/13, and the respective receipts, dispensed without providing a prescription. The medications consist of a 
"Z-pak" (six Azithromycin 250mg 1 prescription only medication), 24 Aprodine (Pseudoephedrine 
Hydrochloride 6omglTriprolidine Hydrochloride 2.5mg) tablets, Chioraseptic with Lidocaine added (which 
requires a prescription), and 24 Aprodine (Pseudoephedrine Hydrochloride lidine Hydrochloride 
2.5mg) tablets. 

EXHIBIT 7 is a copy of the formula for the "Cantonment Wine' provided by 
126/13 to Investigator LANIER at the Pensacola ISU office. 
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INTERVIEW OF PRESTON MCDONALD. RPH (PS : 
Address of Record: 
5740 Westmont Road 
Milton, FL 32583 
(850) 983-0916 

On 11/26/12, Investigator LANIER interviewed MCDONALD by telephone. MCDONIALD state6 he quit 
working at CANTONMENT PHARMACY close to a month prior. MCDONALD stated the pharmacy did not 
keep a record of the medications that customers were buying. MCDONALQ stated the cough syrup did not 
contain full strength codeine and it did not require a prescription, but a pharmacist had to be involved. 
MCDONALD stated Registered Pharmacy Technicians were also providing the cough syrup to customers. 
MCDONALD stated h,e could not specifically remember any patient names to whom prescription medications 
were sold. 

INTERVIEW OF - - - 
Address of Record: 

Employment: Cantonment Pharmacy 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 
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INTERVIEW OF SUSAN HALFEN. RPH (PS : 
Employment: Winn-Dixie 
1550 Hwy 29 North 
Cantonment, FL 32533 
(850) 968-3318 

On 5110113 and 5/14113, Investigator LAMER attempted to telephone HALFEN; however, she was not 
available and voicemail messages were left requesting a return call. 

On 5/15/13, HALFEN returned the call and left a voicemail message for Investigator LAMER stating she was 
working all day on this date, but that she should be available for Investigator LAMER to calL On the same date, 
Investigator LANIER returned the call. HALFEN stated she had been a pharmacist at Winn-Dixie for about six 
years and that their location was very close to CANTONMENT PHARMACY. HALFEN stated that since she 
started working at Winn-Dixie pharmacy, one to two customers come in every month or so to try and get 
prescription medications without a prescription. HALFEN stated these customers were mainly seeking antibiotics 
and told her that they had gotten them In the past without a prescription from CANTONMENT PHARMACY. 
HALFEN stated she also knew CANTONMENT PHARMACY provided.a cough syrup. HALFEN stated she knew 
pharmacists were allowed to sell the cough syrup. HALFEN stated that was all she really knew about 
CANTONMENT PHARMACY's operation. - 
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INTERVIEW/STATEMENT OF JOHN T. READING. JR., ON BEHALF OF CANTONMENT PHARMACY, . : 
Address of Record: 
433 Highway 29 South 
Cantonment, FL 32533 
(850) 968-2489 

On 5/17113, Investigator LAMER interviewed JOHN T. READING by telephone. Investigator LANIER asked 
READING who would be responding on behalf of the pharmacy and READING stated he would provide a 
response for the pharrnady in the near 

On 5/21/13 by US mail, Investigator LANIER received READING statement on behalf of CANTONMENt 
PHARMACY. READING stated this letter came as a result of the telephone conversation last week. READING 
stated he would go through the complaint in the same order that MCDONALD had written it. 

FS (dd), FS 465.016 (1)(i)(r), and FS 465.023 (1)(c) all pertain to dispensing without a legitimate 
prescription. The allegations were denied to each with the exception that for 45 years they have sold many 
antibiotics for animals (almost exclusively Penicillin injections) and generic Septra DS tablets for horses. 
CANTONMENT PHARMACY carries a fairly extensive line of almost everything one would need for animals and 
there is a veterinarian across the street that calls in prescriptions to them (INVESTIGATOR'S NOTE: On 7/2/13, 
investigator LANIER spoke with Senior Pharmacist JOHN TAYLOR, who informed that a pharmacist could fill a 
prescription for an animal if they wanted to, but that a prescription was still required. Any medication that would 
be required for a human would still be required for an animal.] 

READING stated that on 2/4/13, he did not believe he was working at the pharmacy and therefore must claim 
that he is without knowledge of what went on. On 3/28113, READING was able to establish that he was definitely 
not working as that was a long weekend off for him. READING typically works every day until 1:00pm and he is 
off every other Thursday through Sunday. READING could not say what happened on that date. One of the 
allegations is that 24 Aprodine were sold to an ISU Investigator and the allegation is that the formula is 
Pseudoephedrine Hydrocodone 60 mgm and Triprolidine Hydrochloride 2.5 mgm. For sinus decongestant, 
CANTONMENT PHARMACY sells almost exclusively Aprodine; however, it is always signed for and it has 
absolutely no Hydrocodone in it. READING stated that if someone wanted to examine their signature log, they 
would find that the ISU investigator did sign for it as the law required. READING stated the Hydrocodone listed 
as an ingredient was probably a typographical error in the Case Summary. Everyone at CANTONMENT 
PHARMACY is periodically tested on the amountof Pseudoephedrine that could be sold at a time and they have 
never exceeded that quantity. 

If a Z-Pak was sold, READING had no knowledge of it, and after questioning, he was no further to answering the 
question. In regard to the purchase of loraseptic with Lidocaine, loraseptic is one of theft most 
recommended products. They do not suggest adding anything to it, but frequently suggest getting an item from 
the grocery store to reduce any swelling that is apparent in their throat. That item is artificial lemon juice and is a 
standard, well known in the "home remedies" book of most pharmacies. Variations of that theme also include a 
shot of whiskey and/or a shot of honey. The pharmacy recommends neither of them as they lieve that the 
benefits accrued from the astringent quality of the juice and anything else would dilute that quality. Digging in to 
the matter, READING was more successful as noted in the answer of another response. Apparently 
MCDONALD was present that day and their Lidocaine viscous is stored appropriately in the back and at the 
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bottom of their antibiotic section. READING stated that he had already determined that he was not there on the 
particular date and perhaps his answer should have just been a simple denial, or without knowledge." 

READING stated no pharmacist ever worked directly with MCDONALD; however, both pharmacy technicians 
worked quite a bit with MCDONALD, and both deny his allegations. If something as alleged had occurred, it 
would have been in relatively tight quarters with MCDONALD and so MCDONALD should have stopped anything 
like he said. When MCDONALD was working for CANTONMENT PHARMACY and people came to the 
counseling window, MCDONALD 'as almost always called over to be introduced to the patient and be invplved 
with any discussions. 

Every employee, not just technicians and pharmacists, is checked for name tags every day that READING is 
present. READING stated that over the past inspections, they have never been citied for fadure to wear a name 
tag and only on one occasion have they been asked to do something additional to the prescription files. No 
inspector has ever said anything about the location of the sink in the prescription department. Leading to it is a 
doorway that is always open and they have a large opening that the data entry person can look through and see 
the sink. 

Allegations of selling Viagra are probably confused with other pills that they sell a great number of that do not 
require a prescription. They are not reØtesented as Viagra but they are blue capsules. The name is Orexis and 
they order them from Amazon.com. They are very popular and are more expensive each time the pharmacy 
buys them. The pharmacy has other tablets that are generally referred to as "nature pills, for men." They sell a 
great deal more of them than the Orexis. They have two versions, one is called Bomba and the other is called 
Bomba-365. None of them require a prescription, but they keep them behind the counter as the men coming to 
the counseling window do not generally wish for the ladies in the store to know what they are purchasing. The 
product is placed in a sack with the price on it and the customer takes it to the cash register. 

Antibiotic bottles that are kept near the ordering computer and not in the regular section are usually items that 
they are shopping their suppliers on prices for and usually contain only a few tablets. Two examples are 
Penicillin and Doxycycline, which have had huge price increases this year. Controlling inventory is key to 
correct market pricing of prescriptions. 

MCDONALD made one allegation of a single request from a customer for an Albuterol inhaler saying that he 
bought it from the pharmacy in the past without a prescription. Albuterol inhalers were taken off the market 
about two years ago and replaced with three much more expensive alternatives. Because older generic 
albuterol was taken off the market, READING did not know what to say other than it was likely that someone 
might have asked for an Albuterol inhaler. Many if not most of their customers come in and ask for their 
medications by narrie and if they know their Rx numbers they usually call them in so that the medications will 
be ready when they come into the pharmacy. 

The pharmacy does have a cough syrup that they make up and have sold for years which does contain 
codeine and every sale is recorded, It is a combination of generic Robitussin AC mixed with plain over the 
counter generic Benadryl. When they mix this they are diluting the legal codeine concentration of the cough 
syrup. The cough syrup is labeled appropriately and they do not make it more than one or two liters at a time 
depending on whether it is cold and allergy season. The pharmacy had a manufacturing license and found 
that they did not sell enough of anything to justify the license and so they do not make more than one or two 
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days' supply at a time. The lot number and expiration date is put on the label according to which ingredient 
has the Oodaine in IL 

MCDONALD stated that he did not know if the other pharmacists violated any statutes but he had thrown 
in for good measure. MCDONALD focused on I and RPT2 because almost everyone knows their names 
and calls them by name, as they call their customers by name. RFT 1 has been at CANTONMENT 
PHARMACY for over 40 years. - 

(INVESTIGATOR'S NOTE: On 6/26/13, Investigator LANIER interviewed READING by , READIN.G 
he was closing CANTONMENT PHARMACY on 7/8113, fot good] 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 
P0./TINE 1WIGE O NEW OJPRENTLY 101 fl CIWIGE OMIER 

INSPECTION AUTHORITY- CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 
Note: If establishment is engaged in parenleratrenterel compounding, license must so indicate and a separate inspection form should be completed 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
/2009 

DOING BUSINESS AS OEA NUMBER 
AC5573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHN TREADING STREET ADDRESS 
433 HIGHWAY 29 5 

TELEPHONE *1 EXT. 
850-968-2489 

CITY COUNTY 
CANTONMENT 27 

STATE/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE *1 

10065 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIMJ LICENSE *1 

Monday I Tuesday Wednesdayl Thursday I Friday Saturday I Sunday 
Open 

I 
9am 9am 9am 9am 9am 9am closed 

1. BenjamIn Fenn PS 13028 

2.Johnny Reading PTech 
Close 

I 
6pm 6pm 6pm 6pm 6pm 3pm 3. Karen Bonanno PTech 

SATISFACTORY N/A YES NO SATISFACTORY N/A YES NO 
1 Current pharmacy permit displayed. (465.01 5(lXa),F.S.] 26 All medIcinal drug Rx's require date dispensed. ] Z U 
2 Board of Pharmacy notified in writing of current Ax department U manager. (465.018,F.S.] 

27 Prescription records identfy the responsible dispensing pharmacists. U .A.C.] 
3 Current DEA registration. (2ICFR 1301.11] (465.023(lXc),F.S.] 28 Complete pharmacyprescription records. 64816-28.14D,F.A.C4 U 
4 Ri department hours open for business are posted and are a minimum C of 40 hours per week. (64516-28.404, F.A.C.] 29 Pharmacy maintains patient profile records. (6491 6-27.800.F.A.C.) 

5 Interns properly registered and supervised. (465.013,F.S.] .C.) 30 Controlled substance records readily retrievable. (893.07.F.5j Ej 
6 Pharmacy technidans property Identified and supervised. 10F.A.C.] 31 Initials of pharmacist filling controlled substance ftc. 

893.04fl)(c)6,F.S.3 
7 Proper pharmadst technician ratio. If 2:1 or 3:1 Pharmacy Manager has 

Board of Pharmacy approval. (64B16-27.4103 (64816-27.420, F.A.C.] 
32 Prescriber's nan,e/address/DEA *1 on all controlled substance ftc. C 

8 Pharmadst license/renewal certificate displayed. C 64816-27.100(1)F.A.C.) 
Patents name/address on controlled substance i. 
(893.04(1)(c)1,F.S.] C 

9 Pharmscistondutywhen Pidepaitmentopen, 16-28.109,F.A.C. Z C 34 Date controlled substance ftc was filled on Ax, 
(893.04(1)(c)6,F.S.] Z C 

10 Generic drug aign displayed. (465.025(7).F.S.] Z C 35 All controlled substance prescriptions must have: drug prescribed, z i quantity and directions for use. (893.04(lgc)4,F.S.] 
11 Sign dtrptayed 'Rx Dept Closed" If establishment is open and Ax C Department closed, (64B16-28.109(1),F.A.C.] 

36 Date of refills written on controlled substance ftc or on computer reccrds. 
(893.04(1)(c)6F.S.] C 

12 Sign with meal break hours of Pharmacist, (no more than half hour), and 
stating that a pharmacist Is available on premises for consultation upon C C request. (84916-27.400(6),F.A.C.]' 

37 PharmacIst's initals on controlled substance Ri refills. 
(d93.04(1 c)6,F,Sj Z C 

13 Sign designating the private patient consultation area 
16-2B.1035,F.A.Cj 

38 Controlled substance refills Itmited to 5 within 6 months from date 
prescription was signed, 893.04(IXg).F.S.I Z C 

14 Adequate written end verbal cffer to counsel patients. 
(64B16-27.82O,FAC,] 

39 Controlled substance inventory taken on a biennial basis and available z C for Inspection. B93.07(lXa),F.S.] 
15 Adequate patient counseling by pharmacist when offer is accepted. C 6481 6-27.820,F.A.C.] 40 DEA 222 order forms property completed. (693.D7(2),F.S3 Z C 

41' Controlled substance ftc information in computer system is retrievable. z C (CFR 13c6.22] (693.07,F.S] (64B16-28.140,F.&C.] 

16 Ri dept. has sinldrunntng water convenient to Rx dept C (64616-28.102,F.A.C.] 
17 Presmiplion department has drug refrigeration storage. 

64B16-25.104.F.A.C.] 
42 Controlled substance records maintained for 2 years. z C (CFR 1304.04 81306.22] (893.07(4Xb).F.S.1 

16 Prescription department clean and safe. 64B16-28.105.F.A.C.] 43 Schedule V drug records/sales property kept. 693.08(3)(a),F.S.] Z C 
19 Ax balance and weights or electronic balance; counting tray or other 

suitable counting device; assorenenc of gmduates/spatutas/mo,tar and C pestles. (6481 6-28.107(2)(a-d),F.&C.] 

44 Certified daily log OR printout maintained as required by section. C Z C (84916-29140(3)(c) OR (e).F.A.C.] 

20 Current reference books and current copy of laws and rules in hard copy or in C a readily available electronic data format (64816-28.107(1), F.A.C.] 45 Registered pharmadst property prescribing. 64B16-27.21D,F.A,C.] Z C C 
21 MedIcation property labeled 64B16-27.IDI,F.A.C.] 46 Compounding records property maintained 64516-28.140(4),F.A.Cj C Ci 
22 All Rxmedtcalion within the i department. (64916-28.120(1).F.A.C.j Z C 47 Unit dose records properly maIntaIned (64816-27,410 (1), F.A.C.] * El 
23 COl Policy and Procedures and proof of quarterly meetings 

(protected under (766.1O1,F.S.] (64916-27.300. F.A.C.] 
24 Outdated pharmaceuticals removed from active Z C (64816-28.110, F.A.C.] . Questions with may bo answered n/a (not applicable). 
25 Discard on Rx label, (64B16-28.402(t)(h).FAC.] Z C 
Remarks: MissyShores PTech. *3 DEAexpires8-31-2O11. #5NA. #lTech ratioletter6-22-1994. #21 Two bottlesof OTCdnJgin pharmacystookwithoutexpirationdate, #23Last 

CQI meeting 9-15-2009. #39 CS inventory 5-1-2009. #44 Logbook. ftc drug purchases from Smith Drug, AmerisouroeBergen, Masters, & Top i. 
I have read and have had this inspection repcrt and the laws and regutafions conremed herein explained, and do affinii that the information hereia '5 true and cotrect to the best of my knotviedge. 

PRINT NAME OF RECIPIENT Benjamin Fenn, RPh 

Exhib I 

File 1* 498 

Insp# 86062 

PL.ORIDA 

Institutional Representative 
11W 359 Revised 01/07 Replaces 12/02 

09-22-2009 
Date /Sr. Pharmacist Signature 

ID' ci2tJ 



STATE OF FLORIDA 
OF HEALTH 

INVESTIGATIVE SERVICES 
COMMUNITY PHARMACY 

ROUTINE CIWIGE LCC NEW El CURRENTLY NOT OPERAnNG CEtWICE OWNER El I 

WWW. DOH STATE. PLUS 

INSPECTION AUTHORITY - CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 
NOte: I establishment is engaged in parenteral/enteral compounding, license must so indicate and a separate inspection form should be completed 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
1011812010 

DOING BUSINESS AS DEA NUMBER 
AC5573767 / 

PRESCRIPTION DEPARTMENT MANAGER 
. 

JOHN T READING STREET ADDRESS 
433 HIGHWAY 295 

TELEPHONE 4 I EXT. 
850-968-2489 

I 

CITY COUNTY 
CANTONMENT 27 

STATEJZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE 4 
10065 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE 4 

I 
Monday I Tuesday Wednesdayl Thursday Friday 

I 
Saturday 

J 

Sunday 
Open 9am 9am 9am 9am 9am 9am closed 
Close 6pm 6pm 

I 
6pm 6pm 6pm 3pm 

1. Benjamin Fenn PS 13028 

2.WiItOn Glover PS 7751 

3. MelIssa Shores RPT 21008 
SATISFACTORY N/A YES NO 

1 Current pharmacy permit displayed. 465.015(lXa).F.S.] 26 All medicinal drug Ric's require date dispensed. 
El 

2 Board of Pharmacy notified In writing of current department 
manager. 465.O18F.5.) 

27 Prescription records identity the responsible dispensing pharmacists. 
-28.140(3gb)7,F.A,C.] 

3 Current DEA registration. 2ICFR 1301.11] 465.023(1)(c).F.S.] 28 Complete pharn,acyprescjipton records. (64916-28.t4D,F,A.C.] El 
4 dePartment hours open for business are posted and are a minimum 

of 40 hours per week. 64Bl6-28.404. /IC.) 29 Pharmacy maintains patient profile records. t64Bl6-27.800,F.A.C.] El 
5 Intems properly registered and supervIsed. (4650l3,F.S,] 

El (6461 6-26.400(4),F.A.C.] 30 Controlled substance records readily reMovable. 893.07,F.S.] El 
6 Pharnracy technicians property identified and supervised. ,] 31 Initials of pharmacist filling controlled substance tc. 

(893.04(l)(c)6.FS.] El 
7 Proper pharmacist technician ratio. If :1 or 3:1 Pharmacy Manager has 

Board of Pharmacy approval. 54816-27.410] (64916-27.420, F/IC.] 
32 Prescrlbers l 4 on all controlled substance Pa. 

El 
8 Pharmacist license/renewal certificate displayed. 

64B16-27.l00(1)F.A.C.) 
33 PatIents name/address on controlled substance Pa. 

893.04(lXc)1,F.S,] Z El 
9 Pharmacist on duty when Rxdepartmentopen. (64B16-28.109F.A.C. El 34 Date controlled substance Pa was filled on Pa. 

(893.04(lXc)6.F.S.] Z El 
10 Generic drug sign displayed. (465.025(7),F.SJ Z El 35 All controlled substance prescriptions must have; drug prescribed. 

quantity and directions for use. 893.O4(1)(c)4F.Sj El 
11 Sign displayed 'Pa Dept ' if establishment is open and Pt 

Department ciosed. (64B16-28.109(1).F.A.C.3 
36 Date of retlis written on controlled substance Pa or on computer records. 

(893.04(1Xc)6,F,S,] Z El 
12 Sign with meat break hours of Pharmacist, (no more than half hour). and 

stating that a pharmacist is available on premises for consultation upon Z El 0 request. (64B16-27.400(6),F.A.C.r 

37 Pham,acists initials on controlled substance Pa refills. 
(693.04(1 X c)6.F.S ] Z El 

13 SIgn designating the private patient consutaton area 
(64B16-28.1035,F.A.C.] 

38 Controlled substance refills limited to 5 within 6 months from date 
prescription wassigned. (893.04(lXg),F.S.] El 

14 Adequate written and verbal offer to counsel patients. 
64B16-27.820,F.A.C.] 

39 Controlled substance inventory taken on a biennial basis and avaIlable 
for Inspection, (893.07(lXa),F.S.] El 

15 Adequate patient counseling by pharmacist when offer Is accepted. Z 6461 6-27.820,F.A.C.] 40 DEA 222 order forms property completed. (693.07(2),F.S.] El 
16 Pa dept. has sink/running water convenient to Ps dept. 

64B16-28.102.F.A.C.] 
41 Controlled substance Pa information in computer system is rethevable. 

El z o (CFR 1306.22] 893.O7,F.S] 64616-28.140,F.A.C.]' 
17 Prescription department has drug refrtgeraton storage. z ,F.A.Cj 42 Controlled substance records maintained for 2 years. 

(CFR 1304,04 & 1306.22) 893.07(4Xb),F.S.] Z El 
18 Prescrtption department clean and safe. 64616-26.105,F.A.C.] Z El 43 Schedule V drug records/sales property kept. Z El 
19 Pa balance and weights or electronic balance; couning tray or other 

suflable counting device; assortment of graduates/spatulas/mortar and 
pestles. (64816-28.1O7(2Xa-d),F.A.C.] 

44 Certified daily log OR printout maintained as required by section. o z El (6491 6'26.140(3](c) OR (e),F.A.C.]' 

20 Current reference books and current copy of laws and rules in hard copy or in J a readily available electronicdats format 816-28.107(1), F.A.C.] 45 Registered pharmacist properly prescribing. 54816-27.210,F.A.C.}' El El 
21 Medication properly labeled (64616-27.lOl.F.A.C.] 46 Compounding records properly maintained 64B16-28.140(4),F.A.Cj Z El El 
22 All i medication within the Pa departrnenL (64B16.28.120(l),F.A.C.J Z El 47 Unit dose records properly maintained 64B16-27,410 (1), F.A.c.]' Z El El 
23 CDI Policy and Procedures and proof of quarterly meetings Z El (protected under 766.101 P.S.] 64816-27.300. F/IC.] . 

24 Outdated pharmaceuticals removed from active stock. 
El 64816-28.110, F.A.C.] 'Questions with fl maybe answered n/a (not le), 

25 tiscard on Pa label. 164B16-28.402(lXh),F.A.Cj El 
Remarks; Leslie Johnson RPT 21005; John Reading, Jr. RPT 21007. #3 DEA expires 8-31-2011. #5 NA. #7 Tech ratio letter 6-22-1994. 423 Last CDI meeting #39 CS inventory 

#43 Book - OK. #44 Logbook. Pit drug purchases from Smith Dnag-Valdosta and AmerisourceBergen-Orlando. 

a. 
ID 

Investigator/Sr. Pharmacist Signature 

File 4 498 

Insp# 94915 

OP 

HEALT 

Institutional Representative 
W 359 Revised 01/07 Replaces 12/02 

I have read and have had this inspection rtport and the laws and regulathrrs concerned hereia explained. sat do affirm that lie infarmaton given herein is true and correct to the best 01 my tulowledge. 

PRINT NAME OF RECIPIENT Benjamin Fenn, RPh 

10 

Date 



File # 498 

Insp# 103821 

PRINT NAME OF RECIPIENT Joseph Gibson, RPh 

01-23-20 12 
Date Investigator/Sr. Pharmacist Signature 

to ci2O 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 
INE IGE NEW CURRENTLY NOT J CIWICE OWNER fl 

INSPECTION AUTHORITY - CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 

DEPART},mNT 

DON STAT E. FL. US 

NAME OF ESTABLISHMENT 
CANTONMENT PHARMACY INC 

PERMIT NUMBER 
2748 

DATE OF INSPECTION 
112312012 

DOING BUSINESS AS DEA NUMBER 
Ac5573767 

PRESCRIPTION DEPARTMENT MANAGER 

JOHN TREADING STREET ADDRESS 
433 HIGHWAY 29 5 

TELEPHONE # EXT. 
850-965-2489 

CITY COUNTY 
CANTONMENT 27 

STATE/ZIP 
32533-1401 

PRESCRIPTION DEPARTMENT MANAGER LICENSE # 
10065 

PRESCRIPTION DEPARTMENT HOURS - REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE 
Monday Tuesday Wednesday Thursday Friday Saturday Sunday 1. Joseph Gibson PS 26203 

Open 9am 9am 9am 9am 9am 9am closed 2. Benjamin Fenn PS 13028 
Close . 6pm 6pm 6pm 6pm 6pm 3pm . 3. Melissa Shores RPT 21008 

SATISFACTORY F-tEA YES 
I Re department hours open 5 days for4O hours perweek. 64016-28.1081, F.A.C.] 

: 
2 Pharmacy technicians properly identIfied and supeMsed. 64316-27.410, F.A.C.] 

S Pharmacist on dutywhen Re departrnentopen. 64B16-28.109. F.A.C.] 

— 
- 

4 465.025(7), F.S.] 64816-26.109(1), F.A.C.](64916-26.1081, F.A.C.] 54516-28.1035, 64B16-27.1001, F.A.C.) 

— 

>< 
5 A verbal and printed offerto counsel is made to the patient or the patient's agent. ). F.A.C.] 

- 

: E 
6 Prescriplon department has convenient sink/nanning water. 64516-28.102(1), F.A,C.] 

7 Prescription department clean and safe. 64816-28.102(4), F.A.C.] : : 

)< 
& Proper eguipmeni and references as required. 64816-28.102(5)(a), F.A.C.J 

9 MedIcation properly labeled. 465.0255, F.S.] 108, F.A.C.] 

— 

10 Expired medications removed horn the shelves. 64816-28.110. F.A.C.I 
- 

: i Cal Policy and Proceduresandquarterly meetings. 768.101, F.S.] 64016-27.300 r.A.C.] 
: 

12 Board-approved Policy and Procedure implemented to prevent tha fraudulent dispensing of controlled substances. (485.022(4), F,S.] 
— 

1< 

13 Prescriptions have the date dispensed and dispensing pharmacists. 893.04(l)(c) 6, F.S.] 64B16-28.140(3)(b), F.A.CI )< 
14 Pharmacy maintains patient profile records. (64816-27.800, F.A.C.J 

— 
- 

)( 
15 All controlled substance prescriptions contain information requIred. 893.04, 1 — 

>( — — 
16 Prescriptions for conhoiled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the quantity and date 

meet the requirements of 456.42(2), F.S.]. 

17 Prescriptions may not be filled In excess ofone year orsix months for controls from the date written. P.S.] 64816-27.211, F.A.C.3 
- >< — 

18 Controlled substance inventory taken on a biennial basis end available lorinspecton. (893.OT(lXa), 1 
: 

19 DEA 222 order forms property conipleted. 893.07, F.S.] 
— 

20 Controlled substance records and Re information in computer system is retrievable. 21CFR 1306.22) (64316-28.140, F.A.C.] 

— 
- 

21 Controlled substance records maintained for 4 years. 465.o22(12)(b), F.S.] 

— - 

K 
22 Cerlified daily log OR prinloul maintained. ICFR 1306.22(b)(3)] 84916-28.140(3)(b), F..A.C.] 

— 
- — 

)< 
— 

- — 
23 Pharmacy is reporting to law enforcement any instance of fraudulent prescriptions within 24 hours or close of business on next business day of teaming of instance. 

Reports include all required information. 465.01 5(3), P.S.] 

24 Record of theft or significant loss of all controlled substances is being maintaIned and is being reported to ti-ic sheriff within 24 hours of discovery. 893.07(5), F.S.] 465.015, P.S.) 
25 Pharmacy is reporting to the POMP within 7 days of dispensing controlled substance. 893.055(4), F.S.J 

26 Pharmacy with a retail pharmacy wholesaler permit is reporting sales to the Controlled Substance Reporting system monthly by the 20th of the following month. 
499.0121(14), F.S.] 

27 Reg'stered pharmacist properly prescribing. (64616-27.210. F.A.C.] 

28 Compounding records properly maintained, 64816-27.700, F.A.C.] 

29 Unft dose records properly maintained. 465.016(1)Q), F.S.] (64816-28.118, FAC.] - 

30 Pedigree records retrievable. 64F-12.ot2(3Xa)2.. (d). F,A.C.] 

- Note: If establistmient is engaged in parenterat/enteral compounding, a separale inspection form should be completed. 
Remarks: Adam Bass RPT 21001; John Reading RPT 21007; ln Bonano RPT 21006; Leslie Johnson RPT 21005. DEA expires 8-31-2014. #2 Tech ratio letter6-22-1994. #11 

Last Cal meeting 9-1-2011. #12 Future requirement. #18 CS inventory 5-1-2011. #22 Logbook. #23 One incident- Escambia CSO. #24 None since 7-1-2011. 
CII prescripUon file survey(60Rxs): Local Practitioner- 97%; Local Patient- 100%; Pain Therapy - 78%; Non-pain Therapy - 22%. 
No batch compounding. No compounding for practitioner oftico stock. 
io drug suppliers: Smith Drug-Valdosta; AmericansourceBergen-Orlando. 

Institutional Representative 
NV 359 Revised 12/11,10/11, 9f11, 10/10.10/09.8/0612102,12/00 

I have reed and have had this inspection report and the awe and regulations herein eaplained, and do affirm that the information given herein is bua and correct to lie best of my knowledge. I have received a copy of 
the Ucensee Bill cl 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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HEth1 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida through integrated 
John Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Visiom To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201212130 

BRUCE ROBERT KLINE, 
RESPONDENT. 

NOTICE 

TO: BRUCE ROBERT KLINE 
P0 BOX 1197 
MANSFIELD, MA 02048 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 

Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Determination Of Waivers 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Diredtor 
OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHealth 

PNONE: (850) 245-4444 • FAX : (850) 245-4791 VOUTUBE tldoh 



HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & irnprove the health 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS 

state, county & cornmunity effort. 
General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201212130 

BRUCE ROBERT KLINE, 
RESPONDENT. 

NOTICE 

TO: BRUCE ROBERT KLINE 
P0 BOX 1197 
12 GILES PL 
MANSFIELD, MA 02048 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 

Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Settlement Agreement 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 am.; therefore, it is imperative 
that you arrive promptly at 9 am. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

'/atny Lv/iri 
Moard Executive Diredtor 

BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.floridasHealth.com 
Division of Medical Quality Assurance TWIUER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 

PHONE: (850) 245-4444 • FAX: (850) 245-4791 YOUTUBE: fldoh 



HEALTH Rick Scott 

Mission: 
Governor 

To protect, promote & improve the heath 

of all people in Florida thraugh integrated John H. Armstrong, MD, FACS 

state, county & community efforta. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Naben 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201212130 

BRUCE ROBERT KLINE, 
RESPONDENT. 

NOTICE 

TO: BRUCE ROBERT KLINE 
P0 BOX 231098 
207 MASS AVE 
BOSTON, MA 02123 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 am. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 

Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Determination Of Waivers 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 
CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

7 /%oa Executive Direct r 
7/BOARD OF PHARMACY 
V Florida Department of Health 

4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health loridasHealth.com 
Division of Medical Quality Assurance 

ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartlTlefltotHealth 

PHONE: (850) 245-4444 FAX: (850) 245-4791 
VOUTUBE: fldoh 



MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Pharmacy 
Casey Cowan, Assistant General Counsel 
Determination of Waiver 
DOH v. Bruce Robert Kline, R.PH. 

DOH Case Number: 2012-12130 L 

DATE: January 8, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 

Suect: 
Subject's Address of 
Record: 

Bruce Robert Kline, R.PH. 
P.O. Box 1197 
Mansfield, MA 

12 Giles PL 

Mansfield, MA 02048 

Count : Violated sectiàn 456.072(1)(c), F. S. (2012) 
Count : Violated Section 456.072(1)(x), F. 5. (2012 

None 

Probable Cause Panel: January 31, 2013 
Fallon & Risch 

Subject's Attorney: Pro Se 

Florida Department of Health 
Office of the General Counsel • Proseajtjon Services Unit 

4052 Bald Cypress Way, Bin • Tallahassee, FL 32399-1701 

Express mail address: 2585 Merchants Row- Suite 105 

PHONE: 850/2454444 • FAX /245-4663 

ldasHealth.com 
11TER:HeatthyFLA ,enlofHealth 

YOUTIJBE: fldoh 

I 
A 

Mission: 
To protect promote & improve the health 

of all people in through integrated 

slate, county & community efforts. 

HEALTh 

Vision: To be The Healthiest State In the NaOon 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 

Surgeon General & Seottaty 

TO: 
FROM: 
RE: 
SUBJECT: 

I 

Enforcement Address: 
02048 

's License No: 46053 

Licensure File No: 37952 

Initial Licensure Date: 4/8/2010 

Board Certification: No 

Required to Appear: No 

Current IPN/PRN Contract: No 

Rank: PS 

Allegation(s): 

Prior Discipline: 



Complainant/Address: Massachusetts Department Of Public Health Board Of 
Pharmacy 
239 Causeway Street 
Suite 500 5th Floor 
Boston, MA 02114 

Materials Submitted: Memorandum to the Board 
Motion for Determination of Waiver 

Exhibit A - Administrative Complaint 
Exhibit B - Copy of Certified Mail Receipt 
Exhibit C - Board Affidavit 
Exhibit D - Clerk Affidavit 

Defense Attorney/Respondent Documents 
Motion to Assess Costs with Attachments 

Exhibit A — Affidavit of Fees and Costs Expended 
Exhibit 1 — Complaint Cost Summary 
Exhibit 2 — Itemized Cost by Complaint 

PCP Memo 
Final Investigative Report 

Exhibits 1-2 

CLC/bhh 

Disciplinary Guidelines: 
Count : Section 456.072(1)(x), Florida Statutes (2012)- 1 year suspension, 2 years probation 
& $5000 Fine to revocation. 
Count : Section 456.072(1)(c), Florida Statutes (2012)- 1 year suspension, 2 years 
probation & $5000 Fine to revocation. 

PRELIMINARY CASE REMARKS: DETERMINATION OF WAIVER 

Two count AC alleging violations of Section 456.072(1)(x), Florida Statutes (2012) and Section 
456.072( 1)(c), Florida Statutes (2012). 

On or about September 6, 2012, in the trial Court of Massachusetts, District Court 
Department, Respondent entered a plea of guilty to Operating Under the Influence, Third 
Offense, a felony in violation of ch.90,gl and One count of the crime of Drug 
Possession, a misdemeanor violation of M.G.L. ch.94c,g31. 

Florida Department of Health ldasHoalth.com 
Office of the General CounselS ProseajOon Services Unit TWITrER:HealthyffLk 
4052 Bald Cypress Way. Bin C-65 Tallahassee, FL 32399-1701 IOIHeaITh 
Express mail address: 2585 Merdiants Row - Suite 105 VOUTUBE: fldoh 
PHONE: 850/2454444 FAX 850/2454683 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

Petitioner, 

v. CASE NO. 2012-12130 

BRUCE ROBERT KLINE, R.PH., 

Respondent. 

_______________________________________________I 

MOTION FOR DETERMINATION OF WAIVER AND FOR 
FINAL ORDER BY HEARING NOT INVOLVING DISPUTED 

ISSUES OF MATERIAL FACT 

Petitioner, Department of Health, by and through counsel, moves the 

Board of Pharmacy to find that Respondent has waived his right to elect a 

method of disposition of the pending Administrative Complaint, to determine that 

no material, facts are in dispute, to conduct a hearing not involving disputed 

issues of material fact, and to enter a Final Order. As grounds therefore, 

Petitioner states: 

1. An Administrative Complaint was filed against Respondent on 

January 21, 2013. A copy of said Administrative Complaint is attached hereto as s Exhibit A. 



2. Copies of the Administrative Complaint, Explanation of Rights form, 

and Election of Rights forms were delivered successfully to Respondent at his 

address of record, via certified US mail, on February 26, 2013, article number 

7196-9008-9111-3566-3568. A copy of the certified mail receipt is attached as 

Petitioner's Exhibit B. 

3. Respondent has not filed with either the Department of Health or the 

Board of Pharmacy, an Election of Rights form or other responsive pleading in 

this case within the twenty-one (21) day period to dispute the allegations 

contained in the Administrative Complaint. Copies of affidavits supporting the 

same are attached hereto as Petitioner's Exhibits C and D. 

4. Rule 28-106.111(2), Florida Administrative Code, provides in 

pertinent part that: 

• persons seeking a hearing on an agency decision 
which does or may determine their substantial interests 
shall file a petition for hearing with the agency within 
21 days of receipt of written notice of the decision. 

5. Rule 28.106.111(4), Florida Administrative Code, provides in 

pertinent part that: 

any person who received written notice of an 
agency decision and who fails to file a written request 
for a hearing within 21 days waives the right to request 
a hearing on such matters. 



6. Respondent has been advised, by a copy of this motion sent to his 

address of record that a copy of the investigative file in this case shall be 

furnished to the Board to establish a prima fade case regarding the violations as 

set forth in the Administrative Complaint. 

7. The Department has determined that there are no material facts in 

dispute and has concluded that Respondent has waived his right to elect the 

method of resolution. 

8. The Department requests that this Motion and a hearing be placed 

on the agenda for the next meeting of the Board of Pharmacy to be held on 

June 5, 2013, at the Doubletree Miami Airport Convention Center, 711 N. W. 

72nd Avenue, Miami, Florida 33126. 

WHEREFORE, Petitioner respectfully requests that the Board find that 

Respondent has waived his right to elect a method of resolution of this matter, 

find that there are no material facts in dispute, hold a hearing not involving 

material issues of disputed fact based on the information contained in the 

investigative file, find that Respondent violated Chapters 456 and 464, Florida 

Statutes, as alleged in the Administrative Complaint, impose discipline in 

accordance with the disciplinary guidelines, and enter a Final Order. 



Respectfully submitted, 

John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

CASEY COWAN 
Assistant General Counsel 
Florida Bar No.: 0035536 
Department of Health 
Prosecution Services Unit 
4052 Bald Cypress Way Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing Motion 

for Determination of Waiver and for Final Order by Hearing Not Involving 

Disputed Issues of Material Fact has been furnished via U.S. mail to: BRUCE 

ROBERT KLINE, R.PH., at P.O. BOX 1197, 12 GILES P1, MANSFIELD, 

MASSACHUSETrS, 02048, on, this day of , 2014. 

CASEY Li COWAN• 
Assistant General Counsel 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

I 
DEPARTMENT OF HEALTH, 

IZONER, 
v. CASE NO. 2012-12130 

BRUCE ROBERT KLINE, R.PH., 

RESPONDENT. 

I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health (Department), by and 

through its undersigned counsel, and files This Adminisu-ative Complaint 

before the Board of Pharmacy against Respondent, Bruce Robert Kline, 

R.Ph., and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 2CL43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Roiida Statutes 

• 2. At all times material to this Administrative Complaint, 

Respondent was a registered pharmacist within the state of Florida, having 

been issued license number PS 46053. 



3. Respondent's address of record is Post Office Box 1197, 12 

Giles Place, Mansfield, Massachusetts. 

4. On or about September 6, 2012, in the Trial Court of 

Massachusetts, District Court Departrrient, in case number 1289CR00 1230, 

Respondent entered a plea of guilty to the following: 

a. Operating Under the Influence, Third Offense, a 

felony in violation of M.G.L. and 

b. One count of the crime of Drug Possession, a 

misdemeanor violation of MIG.L. 

5. Respondent failed to report his entry of a plea to the 

Board, or the Department if there is no Board, within thirty days of 

entering the plea. 

6. Operating Under the Influence, Third Offense and Drug 

Possession are crimes that relate to the practiceof the licensee's profession 

as a registered pharmacist. 

COUNTONE 

7. Petitioner realleges and incorporates paragraphs one (1) 

through six (6) as if fully set forth herein. 

l v. Bruce Robert Kline, RPh 
2 

Case No. 2012-12130 





COUNT TWO 

11. Petitioner realleges and incorporates paragraphs one (1) 

through six(6) as if fully set forth herein. 

12. Section 456.072(1)(x), Florida Statutes (2012), provides 

failing to report to the board, or the department if there is no board, in 

writing within 30 days after the licensee has been convicted or found guilty 

of, or entered a plea of nob contendere to, regardless of adjudication, a 

crime in any jurisdiction, constitutes grounds for discipline. 

13. Respondent failed to timely report to the board in writing the 

plea in the above-referenced criminal case in paragraph four within thirty 

(30) days after his pleas were entered by the court. 

14. Based on the foregoing, Respondent violated Section 

456.072(1)(x), Florida Statutes (2012), failing to report to the board, or the 

department if there is no board, in writing within 30 days after the licensee 

has been convicted or found guilty of;, or entered a plea of nob contendere 

to, regardless of adjudication, a crime in any jurisdiction. 

DOH v. Bruce Robert Kline, RPh 4 

Case , 2012-12130 



WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this / day of . 2013. 

John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

CASEY LQCOWAN 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 

DEPARTMENT OF HEALTH 
Tallahassee, Florida 32399-3265 

• 

DEPUTY CLERK Florida Bar Number: 0035536 
CLERK Angel Sanders (850) 245 - 4640 Telephone DATE JAN31 (850) 245 — 4683 Facsimile 

casey_cowan©doh .state.fl. us 

/CLC 
PCP: 

PCP MeàtheS: *R15c'h 

DOH v. Bruce Robert Kline, , 
Case No. 2012-12130 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a disciplinary matter, which may indude attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

0GM v. Bruce Robert line, RPh 
6 Case No. 2012-12130 
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Heller-Hutchison, Blondell 

From: U.S._Postal_Service_ IU.S.._PostaI_Service©usps.coml 
Sent: Thursday, April 18, 2013 1:55 PM 
To: Heller-Hutchison, Blondell 
Subject: U.S. Postal Service Track & Confirm email Restoration -719690089111 3566 3568 

I 
This is a post-only message. Please do not respond. 

BLONbELL l-IELLER-l-IIJTCHISON has requested that you receive this restoration information for Track & 
Confirm as listed below. 

Current Track & Confirm e-mail information provided by the U.S. Postal Service. 

Label Number; 7196 9008 9111 3566 3568 

Service Type: Certified Mail(TM) 

Shipment Activity Location bate & Time 

belivered MANSFIELb MA 02048 02/26/13 1:52pm 

Arrival at Unit MANSFIELb MA 02048 02/15/13 8:29am 

USPS has not verified the validity of any email addresses submitted via its online Track & Confirm tool. 

For more information, or if you have additional questions on Track & Confirm services and features, please 
visit the Frequently Asked Questions (FAQs) section of our Track & Confirm site at 
http://www.usps.com/shipping/trackandconfirmfaqs.htm 

BEGIN-A NTISPAM -VOTING-UNKS 

Teach lt if this mail (lb O7JptSyHS) is spam: 
$pam: blips ://antispam .doh . ad. state .f I .us/canit/b . php?i=O7JptSyl-IS&m=ae8a8 1448bfc&t401 30418 

5 

Not spam: https: //antispam . doh .ad.state .fl . us/canit/b . php?i=OYJptSyHS&m=ae8aBl448bfc&t=201 30418 
= n 

Forget vote: https ://antispam. doh . ad .state .fI. us/canit/b. php?i=O7JptSyHS&mrae8a8l44Sbfc&t 20130418 
&c =f 

END-ANTISPAM-VOTING-UNKS 

1 



7196 9008 9111 3566 3568 

TO: 
Stip pack 
Cassandra/Cowan 
Date Mailed 2/11/2013 
2012-12130 

Bruce Robert Kline, R.Ph. 

P.O. Box i197 
Mansfield, 

02048 

I II 

7196 9006 9111 3566 3566 

Bruce Robcrt fine, R..Ph. 

P.O. Box 1197, 12 Giles Place 

Mansfield, Massachusetts 02048 

Stip pack 2012-12130 
Cassandra/Cowan 

SENDER: 

REFERENCE: 

PS Form 3800. January 2005 

RETURN 
RECEIPT 
SERVICE 

Postage 

Certified Foe 

Return Receipt Fee 

Restricted Delivery 

Total Postage & Fees 

POSTMARK OR DATE US Postal Servicee 

Receipt for 
Certified M 
No Insurance Coverage Provided 
Do Not Use for International Mail 

2. ArtIcle Number COMPLETE THIS SECTION ON DELIVERY 

A. Rec&wd by (Please PrtrEt Clesily) B. Date of DelIvery 

C. Signatire 

PJAfl 
3. Service Type CERnFIED MAIL'" 

4. Restricted Delivery? Fee) flves 
I. Article Addressed te: 

Is delivery address dIfferent from Item 1? 

If YES, enter detivery a4dress below: C No 

Reference Information 

PS Form 3811, January 2005 mestic Return Receipt 
EXHIBIT 



Mission: 
To pro mote & improve the health 
of all people in Florida through 
state, & efforts. 

HEALTH 
Vision: To be the Healthiest State in the Nation 

Rick Scott 
Governor 

John H. Armstrong, 1 FACS 
Slate Surgeon General & Secretary 

I, lZrk ) , hereby certify in my official 

capacity as custodian for the Board of Pharmacy, licensure files that the 

Board of Pharmacy as of / 2 o13 has no evidence of an 

Election of Rights form or other responsive pleading requesting a hearing 

prior to any agency action regarding CASE NAME: BRUCE ROBERT 

KLINE: R.PH.. CASE NUMBER: 2012-12130, which would affect the 

Subject's substantial interests or rights. 

,Øusto'dian of Records 
Florida Board of Pharmacy 

Before me, personally appeared 

identity is known to me 

and who, under, oath, acknowledges that his/her 

Sworn to and subscribed this /8 day of 

Public 

?XPIAES: May 26,2015 
wo 

.com 
FACE BOOK: Oe pa ms ntoff lea Ith 

VOUTUBE: fldoh 

whose 

(type of identification) 

signature appears above. 

, 2013. 

Florida Dopartmont of Hoslth 
Ofilce ol the General Counsel- Prosecution Servines Unit 
4052 Bald Cypress Way, Bin 0-65 . Tallahassee, FL 32399-1701 
Express mail address: 2585 Merchants Row — Suite 105 
PHONE: .4444 • FAX 8501245-4683 

I 

EXHIBIT 

— 



Vision: To be the State ii the 

Governor 

John H. Armstrong, MD, FACS 
Slate &jrgeorl Gorwal & 

Clerk's Office, hereby certify 

AFFIDAVIT 

Deputy Clerk for the Department 

in my official capacity as custodian for the 

Department Clerk's records, that the Department Clerk's Office has not received 

an Election of Rights form or other responsive pleading, which requests a 

hearing prior to any Department action regarding CASE NAME:BRLJCE 

ROBERT KLINE. R.PH., CASE NUMBER . which would affect 

the Respondent's substantial interests or 

Custodian of Record 
Department Clerk's Office 

Before me, personally appeared BcjQD Sa.tdtc4s, whose identity is 

known to me by personally known (type of identification) and who, under oath, 

acknowledges that his/her 

2013. 

signature appears above. 

me this U day 

Notary Public 

My Commission Expires: 

Flodda Department of Health 
aithe Geieal Counsel • Prosaajfiei SeMces Und 

4052 Bald Cypress Way, Bin Tallahassee, FL 32399-1101 

Express mail address: 2585 Methane Row - &Jile 105 

PHONE: &50f245.4444 • FAX 850)245-4883 

ANGELA BARTON 
NOTARY PUSUG - lATE c+ 
COMMISSION # 00fl2t54 

EXPIRES 
SON0E0TIIRU 11-#4OTARYI .com FLA 

FACE800K:FLfleparbneilotHaalth 
YOUTIJBE: ftdX 

To protect, promote & the health 

oiallpec,le in Florida thrwgh 
slate, iunly & community efForts. 

I 
Rick Scott 

HEALTH 

Sworn to and subscribed before of 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 

Petitioner, 

v CASE NO. 2012-12130 

BRUCE ROBERT KLINE, R.PH., 

Respondent. 

___________________________________I 

MOTION TO ASSESS COSTS IN ACCORDANCE 
WITH SECTION ) 

COMES NOW the Department of Health, by and through undersigned 

counsel, and moves the Board of Pharmacy for the entry of a Final Order 

assessing costs against the Respondent for the investigation and prosecution of 

this case in accordance with Section 456.072(4), Florida Statutes. As grounds 

therefore, the Petitioner states the following: 

1. At its next regularly scheduled meeting, the Board of Pharmacy will 

take up for consideration the above-styled disciplinary action and will enter a 

Final Order therein. 

2. Section 456.072(4), Florida Statutes, states as follows: 

In addition to any other discipline imposed through final 
order, or citation, entered on or after July 1, 2001, 
pursuant to this section or discipline imposed through 



final order, or citation, entered on or after July 1, 2001, 
for a violation of any practice act, the board, or the 
department when there is not board, shall assess costs 
related to the investigation and prosecution of the case. 
Such costs related to the investigation and prosecution 
include, but are not limited to, salaries and benefits of 
personnel, costs related to the time spent by the attorney 
and other personnel working on the case, and any other 
expenses incurred by the department for the case. The 
board. or the department when there is no board. shall 
determine the amount of costs to be assessed after its 
consideration of an affidavit of itemized costs and any 
written objections . 

3. The investigation and prosecution of this case has resulted in costs in 

the total amount of $207.36, based on the following itemized statement of costs: 

I 

*****CosttoDate***** 

I 
.20J $11.52] 

Investigation: 
] 1 $89.48 

I 

[ 0.00 

jSub Total: [ $207.36 

Expenses to Date: 
[ 

$0.00] 

IPrior Amount: 
[ 

j 
ITotal Costs to Date: 

[ 1 
Therefore, the Petitioner seeks an assessment of costs against the Respondent in 

the amount of $207.36 as evidenced in the attached affidavit. (Exhibit A). 

4. Should the Respondent file written objections to the assessment of 

costs, within ten (10) days of the date of this motion, specifying the grounds for 

2 



the objections and the specific elements of the costs to which the objections are 

made, the Petitioner requests that the Board determine the amount of costs to 

be assessed based upon its consideration of the affidavflt attached as Exhibit A 

and any timely-filed written objections. 

5. Petitioner requests that the Board grant this motion and assess costs 

in the amount of $207.36 as supported by competent, substantial evidence. This 

assessment of costs is in addition to any other discipline imposed by the Board 

and is in accordance with Section 456.072(4), Florida. Statutes. 

WHEREFORE, the Department of Health requests that the Board of 

Pharmacy enter a Final Order assessing costs against the Respondent in the 

amount of $207.36. 

DATED this ' day of . 2014. 

Respectfully submitted, 

John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

C SEY COWAN 
Assistanf General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Fla. Bar No. 0035536 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 

3 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing Motion to 

Assess Cost has been furnished via U.S. mail to: BRUCE ROBERT KLINE, 

RIPH., of P.O. BOX 1197, 12 GILES PL, MANSFIELD, MASSACHUSETTS, 

02048, on, this day of . 2014. 

EY LI COWAN 
Assistant General Counsel 

4 
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AFFIDAVIT OF FEES AND COSTS EXPENDED 

STATE OF FLORIDA 
COUNTY OF LEON: 

BEFORE ME, the undersigned authority, personally appeared SHANE 
WALTERS who was sworn and states as follows: 

1) My name is Shane Walters. 

2) I am over the age of 18, competent to testify, and make this affidavit 
upon my own personal knowledge and after review of the records at 
the Florida Dapartment of Health (DOH). 

3) I am the Operations and Management Consultant Manager (OMCM) 
for the Consumer Services and Compliance Management Unit for 
DOH. The Consumer Services Unit is where all complaints against 
Florida health care licensees (e.g., medical doctors, dentists, nurses, 
respiratory therapists) are officially filed. I have been in my current job 
position for more than one year. My business address is 4052 Bald 
Cypress Way, Bin 0-75 Tallahassee, Florida 32399-3275. 

4) As OMCM of the Consumer Services and Compliance Management 
Unit, my fob duties include reviewing data in the Time Tracking System 
and verifying that the amounts correspond. The Time Tracking System 
is a computer program which records and tracks DOH's costs 
regarding the investigation and prosecution of cases against Florida 
health care licensees. 

5) As of today, DOH's total costs for investigating and prosecuting DOH 
case number(s) 2012-12130 (Department of Health v. BRUCE 
ROBERT KLINE, R.PH.) are TWO HUNDRED SEVEN DOLLARS 
AND THIRTY-SIX CENTS ($207.36). 

6) The costs for DOH case numbers 201 2-1 21 30 (Department of Health 
v. BRUCE ROBERT KLINE, R.PH.) are summarized in Exhibit 1 (Cost 
Summary Report), which is attached to this document. 

7) The itemized costs and expenses for DOH case numbers 2012-12130 
(Department of Health v. BRUCE ROBERT KLINE, R.PH.) are. 
detailed in Exhibit 2 (Itemized Cost Report and Itemized Expense 
Report and receipts), which is attached to this document. 

8) The itemized costs as reflected in Exhibit 2 are determined by the 
following method: DOH employees who work on cases daily are to 
keep track of their time in six-minute increments (e.g., investigators 

I 12 



— 

and lawyers). A designated DOH employee in the Consumer Services Unit, Legal Department and in each area office, inputs the time worked and expenses spent into the Time Tracking System. Time and expenses are charged against a state health care Board (e.g., Florida Board of Medicine, Florida Board of Dentistry, Florida Board of Osteopathic Medicine), and/or a case, If no Board or case can be charged then the time and expenses are charged as administrative time. The hourly rate of each employee is calculated by formulas 
established by the Department. (See the Itemized Cost Report) 

9) Shane Walters, first being duly sworn, states that she has read the foregoing Affidavit and its attachments and the statements contained therein are true and correct to the best of her knowledge and belief 

FURTHER AFFIANT SAYETH NOT. 

Shane Walters, Affiant 

State of Florida 
County of Leon 

2 of2 

Sworn to and subscribed before me this day of A-çn'i t , 2013, by Shane Walters, who is person! 

Name of Notary Printed 

Stamp Commissioned Name of Notary Public: 



Complaint Cost Summary 
Complaint Number: 201212131) 

Subject's Name: KLINE, BRUCE ROBERT 
*;.*** Cost to Date fl — Hours 

} 
Costs 

0.201 fl $11321 
Jinvestigation: 11 589.48] 
Legal: ____________ 

o.oo) l 
Sub Total: 2.80 $207361 
Expenses to Date: 

[ 
so.ooj 

SO.OQI Prior Amount: 
I 

Tota! Costs to 1)atc: $207361 

EXH 
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MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Bruce Robert Kline, ltPh. 
Case Number: 2012-12130 

MEMBERS: Leo Fallon and Lorena Risch 

DATE OF PC?: January 31,2013 AGENDA ITEM: b .s*flu..t.......... 
This matter came before the Probable Cause Panel on the above date, Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fisHy advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 456.072(1 Xci. Florida Statutes (2012), by being convicted or found guilty ot or enterinz 
a plea of guilty or nob coritendere to. re2ardless of adiudication, a crime in any jurisdiction 
which relates to the practice oC or the ability to practice, a licensee's profession. 

Section 456.072(1 ). Florida Statutes (2010). failing to reoort to the board, or the department if 
there is no board. in writing within 30 days after the licensee has been convicted or found 
of, or entered a plea of b coritendere to, regardless of adjudication, a crime in any , 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 

7 /z 
Chair, Probable Cause Panel Date 
Board of Pharmacy 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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Rick Scott 
Mission: Governor 

To protect, promote & improve the health 

of all people in Fledda through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Natlen 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201313813 

ANNE COLYN MILEY, 
RESPONDENT. 

NOTICE 

TO: ANNE COLYN MILEY 
1505 HIGHFIELD DRIVE 
JACKSONVILLE, FL 32259 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 
Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Determination of Waivers 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive 

// BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FlorldasHealth.com 
Division of Medical Quality Assurance ITTER:HeaIthyFLA 
4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofHeatth 

PHONE: (850)245.4444. FAX: (850) 245.4791 YOUT1JBE: fldoh 



AEAth 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201313813 

ANNE COLYN MILEY, 
RESPONDENT. 

NOTICE 

TO: ANNE COLYN MILEY 
615 FRUIT COVE ROAD 
JACKSONVILLE, FL 32259 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 am. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 
Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Determination of Waivers 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Dirtctor 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.floridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin ClO Taltshassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 

PHONE: (850) 245.4444 • FAX: (850) 245-4791 YOUTUBE: fldoh 



Rick Scott Mission; 
Governor To protect, promote & improve the health 

nut turn John H. Armstrong, MD, FACS 

HEALTH State Sur9eon Generai & Seaetary 

Vision; To be the Healthiest State in the Naflon 

MEMORANDUM 

TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Louise Wilhite-St. Laurent, Assistant General Counsel 
RE: Determination of Waiver 
SUBJECT: DOH v. Anne Colyn Miley, R. P.T. 

DOH Case Number 2013-13813 
DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the April 2, 2014, 
agenda for final agency action for the meeting of the board. The following information is provided 
in this regard. 

Subject: Anne Colyn Miley, R.P.T. 
Subject's Address of Record: 1505 Highfield Drive 

Jacksonville, FL 32259 
904-465-2602 Telephone 

Enforcement Address: 615 Fruit Cove Road 
Jacksonville, FL 32259 

Subject's License No: 4163 Rank: RPT 
Licensure File No: 6967 
Initial Licensure Date: 10/27/2009 
Board Certification: None 
Required to Appear: No 
Current IPN/PRN Contract: None 

Allegation(s): 465.016(1)(e), Florida Statutes (2012-2013), by violating 
Section 893.13, Florida Statutes (2012-2013). 

Prior Discipline: None 

Probable Cause Panel: Lee Fallon, BPharm, Ph.D. and Debra Glass, BPharm 
PCP: October 10, 2013 

Subject's Attorney: Pro Se 

Complainant/Address: Department of Health/Investigative Services Unit-Jacksonville 

Materials Submitted: Memorandum to the Board 
Motion for Determination of Waiver 



DON v. Anne Colyn Miley, R.P.T. 
DOH Case 201 3-1 3813 
Page 2 

Exhibit A - Administrative Complaint 
Exhibit B - Copy of Certified Mail Receipt 
Exhibit C — Affidavit of Non-Receipt — Board 
Exhibit D — Affidavit of Non-Receipt — Clerk 

Motion to Assess Costs with Attachments 
Exhibit A — Affidavit of Fees & Costs Expended 
Exhibit 1 — Complaint Cost Summary 
Exhibit 2 — Itemized Cost by Complaint 

Probable Cause Panel Memorandum 
Emergency Suspension Order 

Affidavit of Diligent Search (from investigator) 
Certified mail receipt 
Administrative weekly 

Supplemental Investigative Report dated 10/03/2013 
Exhibits S-i through S-2 
Final Investigative Report dated 9/18/2013 with Exhibits 1-4 

DISCIPLINARY : 
• Unlawful Possession of Controlled Substance in violation of Section 893.13, Florida Statutes: 

Minimum of $5,000 fine and 2 years probation; Maximum of Revocation. 

PRELIMINARY CASE REMARKS: DETERMINATION OF WAIVER 

• The Respondent in this case was a registered pharmacy technician working for CVS 
Pharmacy in Jacksonville, Florida. Medication counts performed between April and June 2013 
indicated that hydrocodone tablets were being stolen. The pharmacy was short 304 tablets of 
hydrocodone/APAP, 10/325mg on June 11, 2013; and short 155 tablets of the same medication on 
June 14, 2013. On June 23, 2013, Respondent was working at CVS. A medication count was 
performed prior to the opening of the pharmacy and the pharmacy was short 100 tablets of 
hydrocodone/APAP after the pharmacist used the restroom. On June 25, 2013, Respondent was 
confronted about the missing medications and admitted that she stole Paxil and Lortab from the 
pharmacy. A JSO detective found 26 Paxil tablets and 99 hydrocodone tablets in Respondent's 
possession and an additional 100 tablets in Respondent's vehicle. Respondent admitted to selling 
the tablets for $5.00 per pill. 

• The Department issued an Emergency Suspension Order on October 1, 2013. 
• The Department filed an Administrative Complaint on October 10, 2013. 

The Administrative Complaint was served on respondent on October 24, 2013, via certified mail as 
evidenced by the green card received by the Department. 



DOH v. Anne Colyn Miley, R.P.T. 
DOH Case 2013-1 3813 
Page 3 

RECOMMENDATION OF THE DEPARTMENT 
• The Department recommends that the Respondent's registration be permanently 
revoked and that the Board require the Respondent to pay all Department costs 
incurred in the investigation and prosecution of this case. 

CONSIDERATIONS SUPPORTING THE DEPARTMENT'S RECOMMENDATION 

The Respondent stole at least 200 hydrocodone/APAP tablets from her employer, possibly 
even more. Respondent further admitted to selling them to acquaintances for money. 
Respondent is well aware that medications should not be administered or given out without 
an appropriate prescription. She should also be aware of the harmful effects that 
prescription drug addiction causes, especially in people obtaining the drugs without a 
prescription. The Respondent failed to return an Election of Rights to the Department within 
the required period and is appearing to take no responsibility for her actions in this case. 

• The Department recommends revocation because, based on the Respondent's actions, she 
cannot be trusted in any pharmacy where she will have access to controlled substances. The 
egregiousness of the thefts in the quantity of the pills stolen, the number of occasions 
stolen, and her sale of the drugs for personal profit demonstrate that the Respondent should 
not be permitted to practice in a pharmacy in the future. 

Florida Department of Health 
www.FlorldasHealth.com Office of the General CounselS Prosecuton Services Unit 

4052 Bald Cypress Way, Bin 0-65. Tallahassee, FL 32399-3256 
FACEBCOKFLDearUnentolHealth Express mail address: 2585 Merchants Row— Suite 105 

YOUTUBE: fldoh PHONE: 850/245-4444 FAX 8501245-4662 

A 



STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
I 

Petitioner, 

v. CASE NO. 2013-13813 
Anne Colyn Miley, R.P.T., 

Respondent. 

__________________________________________I 

MOTION FOR DETERMINATION OF WAIVER AND FOR 
FINAL ORDER BY HEARING NOT INVOLVING 

DISPUTED ISSUES OF MATERIAL FACT 

Petitioner, Department of Health, by and through counsel, moves the 

Board of Pharmacy to find that Respondent has waived her right to elect a 

method of disposition of the pending Administrative Complaint, to determine 

that no material facts are in dispute, to conduct a hearing not involving 

disputed issues of material face, and to enter a Final Order. As grounds 

therefore, Petitioner states: 

1. An Administrative Complaint was filed against Respondent on 

October 10, 2013. A copy of said Administrative Complaint is attached 

hereto as Petitioner's Exhibit A. 

DOH v. Anne Colyn PliIey, R.P.T. 
DOH Case Number 2013-138 13 



2. Copies of the Administrative Complaint, Election of Rights form, 

and Explanation of Rights form were sent to Respondent, via certified US 

mail delivery, on October 15, 2013, (article number 7196 9008 9111 5773 

9432). A copy of the green card receipt are attached hereto as Petitioner's 

Exhibit B. 

3. Respondent has not filed with either the Department of Health or 

the Board of Pharmacy, an Election of Rights form or other responsive 

pleading in this case within the required twenty-one (21) day period to 

dispute the allegations contained in the Administrative Complaint. Copies of 

affidavits supporting same are attached hereto as Petitioner's Exhibits C and 

D. 

4. Respondent has been advised, by a copy of this motion sent to 

her address of record that a copy of the investigative file in this case shall 

be furnished to the Board to establish a prima facie case regarding the 

violations as set forth in the Administrative Complaint. 

5. The Department requests that this Motion and a hearing be 

placed on the agenda for the next meeting of the Board of Pharmacy to be 

held on April 2, 2014, in Tampa, Florida. 

2 I v. Mrie Colyri Miley, R.P.T. I Case Number 2013-13813 



WHEREFORE, Petitioner respectfully requests that the Board find that 

Respondent has waived her right to elect a method of resolution of this 

matter, find that there are no material facts in dispute, hold a hearing not 

involving material issues of disputed fact based on the information contained 

in the investigative file, find that Respondent violated Chapters 456 and 465, 

Florida Statutes, as alleged in the Administrative Complaint, impose discipline 

in accordance with the disciplinary guidelines, and enter a Final Order. 

DATED this 

_______ 

day of 2014. 

Louise Wilhite-St' Laurent, Esq. 
Florida Bar No. 0091244 
Assistant General Counsel 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, FL 32399-3265 
(P) 850-245-4444, extension 8331 
(F) 850-245-4662 
(E) @doh.state.fl.us 

3 
DQH v. Anne Colyn Miley, R.P.T. 
0011 Case Number 2013-13813 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the 

foregoing Motion for Determination of Waiver and for Final Order by 

Hearing not Involving Disputed Issues of Material Fact has been 

provided by U.S. certified Mail to Respondent, Anne Colyn Miley, R.P.T, 

1505 Highfield Drive, Jacksonville, Florida 32259, this 

______ 

day of 

, 2014. 

LSL/ m Ia 

0 

001 v. Anne Colyn Miley, R.P.T. II Case Number 2013-13813 

4 

Wilhite-St. Laurent 
Assistant General Counsel 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTh, 

Pti ITIONER, 

V. 
CASE NO.,: 2013-13á13 

ANNE COLYN MILEY, R.P.T., 

RESPONDENT. 

/ 
ADMIFIISTMTIVE COMPLAINT 

Petitioner, Department of Health, by and through the undersigned 

counsel, flies this Administrative Complaint before the Board of Pharmacy 

against Respondent, Anne Colyn Miley, R.P.T., and in support thereof 
alleges: 

1. Petitioner is the state agency charged with regulating the. 

practice of pharmacy and registers pharmacy technicians, pursuant to 
Chapters 20.43, Florida Statutes (2012-2013), Chapter 456, Florida 
Statutes (2012-2013) and Chapter 465, Florida Statutes (2012-2013). 

2. At all times material to this Administrative Complaint, 

Respondent was a registered pharmacy technician, Pursuant to Chapter 

EXHIBIT 

— . 



465, Florida Statutes (2012-2013), having been issued license number RPT 

.4163. 

3. Respondent's address of record is 615 Fruit Cove Road, 

Jacksonville, Florida 32259. Respondent's current address is 1505 Highfield 

Drive, Jacksonville, Florida 32259. 

4. Respondent worked at CVS Pharmacy located at 9962 

Baymeadows Road, Jacksonville, Florida. 

5. On or about June 11, 2013, Respondent stole approximately 

304 tablets of hydrocodone/ApAp 10/325mg from CVS Pharmacy. 

6. On or about June 14, 2013, Respondent stole approximately 

155 tablets of hydrocodone/ApAp 10/325mg from CVS Pharmacy. 

7. On or about June 23, 2013, Respondent stole approximately 

100 tablets of IO/325mg from cvs Pharmaw 

8. On or about June 25, 2013, Respondent.stole approximately 26 

tablets of Paxil and approximately gg tablets of hydrocodone/ApAp from 

CVS Pharmacy. 

9. Hydmcodone/ApAp, commonly known by the brand name 

Lortab, is an oploid-class medication that contains hydrocodone and 

acetaminophen, or Tylenol. According to Section 893.03(3), Florida 

DON v. Anne Colyn MIley, 
2 DON Case Numba- 2013-12813 



Statutes (2012-2013), hydrocodone, in the dosages found in , is a Schedule I controlled substance. 

10. Paxil is an antidepressant drug. It is a legend drug, but riot a 

controlled substance. 

11. On or about June 25, 2013, Respondent had 26 Paxil tablets 

and 99 P tablets in her possession. Respondent also had 

100 Ap tablets in her vehicle. 

12. Respondent obtained and possessed the stolen medication 

without a valid prescription and outside the course of her professional 

practice as a registered pharmacy technician. 

13. Respondent sold some of the stolen medication to one or more 

acquaintances. Respondent was aware that the acquaintances to whom 

she sold the medication did not possess a valid prescription. 

14. Section 5.016(1)(e), Florida Statutes (2012-2013), subjects 

registered pharmacy technicians to discipline for violating Chapter 893, 

Florida Statutes (2012-2013). 

15. Chapter 893.13, Florida Statutes - (2012-2013), states in 

pertinent part: 

(6)(a) It is unlawful for any person to be in actual 
or constructive possession of a controlled substance 

DOH v. Anne Cofyri , tpx. 
3 DON Case Number 2013-13913 



unless such controlled substance was lawfully 
obtained from a practitioner or pursuant to a valid 
prescription or order of a practitioner while acting in 
the course of his or her professional practice or to 
be in actual or constructive possession of a 
controlled substance except as authorized by this 
chapter.... 

(7)(a) A person may not: 
1. Distribute or dispense a controlled substance in 
violation of this chapter.... 

or) 
9. Acquire or obtain, or attempt to acquire or 
obtain, possession of a controlled substance by 
misrepresentation, fraud, forgery, deception or 
subterfuge. 

16. Respondent violated Section 5.016(1)(e), Florida Statutes 

(2012-2013), in one or more of the fbllowing ways: 

a. By possessing hydrocodone and/or hydrocodone/ApAp in 

violation of Chapter 893.13(6)(a), Florida Statutes (2012-2013); 

b. By distributing or dispensing hydrocodorie and/or 

hydrocodone/ApAp, in violation of Chapter 893.13(7)(a)(1), 

Florida Statutes (2012-2013); and/or 

c. By acquiring possession of hydrocodone aid/or 

hydrocodone/APAp by misrepresentation, fraud, forgery, 

deception or subterfuge in violation of Chapter 893.13(7)(a)(9), 

Florida Statutes (2012-2013). 
OCH v. Anne Colyn Muley, apt. 4 
DOH Case Number 2013-13813 



17, Based on the foregoing, Respondent violated Section 

465.016(1)(e), Florida Statutes (2012-2013), by violating Chapter 893, 

Florida Statutes (2012-20 13). 

WHEREFORE, the Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing One or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restridion of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of the Respondent on probation, dorrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board of Pharmacy deems appropriate. 

SIGNED this jt day of October, 2013. 

John H. Armstrong, MD, FACS 
State Surgeon General and 

Assistant General Counsel 
Florida Bar Number 0091244 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4444 x 8331 
FacsimIle: (850) 245-4662 
Email: @doh.state.fl.us y. Mne Colyn Miley, LP.T. 5 DOH Case Number 2013-i3313 
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FILED 
DEPARTMENT OF HEALTH 

DEPUTY CLERK 
CLERK AngeCSafltErS 
DATE I 10 ZUI3 

PCP: October 10, 2013 

PCP Members: Leo 3. "Lee" Fallon, BPharm, PhD & Debra Glass, BPharm 

DON v. Anne Colyn Miley, R,P.t 6 DON Case Number 2013-13813 



: 

NOTICE OF RIGHTS 
Respondent has the right to request a hearing to be 

conducted in accordance with Section 120.569 and 120.57, 
Florida Statutes, to be represented by counsel or other qualified 
representative, to present evidence and argument, to call and 
cross-examine witnesses and to have subpoena and subpoena 
duces tecum Issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a disciplinary matter, which may Include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

00Kv. Anne Cclyn Mtley, QP.t 
7 DOH Case Number 2013-13813 





Rick Scott Mission: 
Governor 

To protect, promote & improve the health 

______ 

of all people in Florida through integrated John . Armstrong, MO, FACS 
state, county & communay efforts. 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

Affidavit of Non-Receipt 

, hereby in my official capacity as 

custodian for the Board of Nursing's licensure files that the Board, as of 

has no evidence of an Election of Rights form or other 

responsive pleading requesting a hearing prior to any agency action regarding Anne 

Colyn Miley, R.P.T.; , which would affect the Subject's substantial interests 

•1 •// 

(I 
of Records 

Florid oard of Pharmacy 

Before me, personally appeared , whose identity is 

known to me personally and who, under, oath, acknowledges that his/her signature 

appears above. 

Sworn to and subscribed before me this day of 

________________,2013. 

Signature 0 
My commission expires: 

Florida Department of Health www.FloridasHealth.com 
Office of the General Counsel Prosecution Services Unt ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-170 1 FACEBOOK:FLDepartrnentofHealth 
PHONE: 850/245-4444 . FAX 850/245-4683 YOUTUBE: fldoh 

GAIL CURRY 
MY COMMISSION N EE 97887 

EXPIRES: May26, 2015 
Bonded Thnr Notary Pubäc Llndeiwiiters 



Mission: 
To protect & improve the health 
of all people in Florida Itrough integrated 
state, efforts. 

HEALTh 

Rick Scott 
Governor 

John H. Annstrong, 1 FACS 
State Surgeon Geiwal & Secretary 

Vision: To be the Ilsaithiasi Stats in the Nafion 

AFFIDAVIT 

records, that the Department Clerk's Office has not received an Election of Rights form 

or other responsive pleading, which requests a hearing prior to any Department action 

regarding Ann Colyn Miley. R.P.T.: , which would affect the Respondent's 

substantial interests or rights. 

Custodian ot'kecord 
Department Clerk's Office 

Before me, personally appeared 13 A 4.1 , whose identity is 

known to me personally and who, under oath, acknowledges that his/her signature 

appears above. 

Sworn to and subscribed before me day of .2014. 

Notary Public 

My Commission Expires: 

M BELL 
fzLM.. MY 

EE7s7081 
2078 

EXHIBIT 

Florida Dspartinnt of ii•aftli 
Offce of the General Counsel • Prosecuton SeMces Unit 

4052 Bali Cypress Way, Bin Tallahassee. FL 32399-1701 
PHONE 85 0/2454444 • FAX /245-4682 

.com 
TWFTTEftHeaIthyFIA cepflienbflleath 

rwoh 

, Deputy Clerk for the Department 

Office, hereby certify in my official capacity as custodian for the Department 

Clerk's 

Clerk's 

I 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

Petitioner, 

v. CASE NO. 2013-13813 

Anne Colyn Miley, R.P.T., 

Respondent. 

______________________________________I 

MOTION TO ASSESS COSTS 
IN ACCORDANCE WITH SECTION ) 

COMES NOW the Department of Health, by and through undersigned 

counsel, and moves the Board of Pharmacy for the entry of a Final Order 

assessing costs against the Respondent for the investigation and 

prosecution of this case in accordance with Section 456.072(4), Florida 

Statutes (2012). As grounds therefore, the Petitioner states the following: 

1. At its next regularly scheduled meeting, the Board of Pharmacy 

will take up for consideration the above-styled disciplinary action and will 

enter a Final Order therein. 

2. Section 456.072(4), Florida Statutes (2012), states, in pertinent 

part, as follows: 

In addition to any other discipline imposed through 
final order, or citation, entered on or after July 1, 

DON v. Anne Ccilyn Miley, R.P.T. 1 Case Number 2013-13813 



2001, under this section or discipline imposed 
through final order, or citation, entered on or after 
July 1, 2001, for a violation of any practice act, the 
board, or the department when there is no board, 
shall assess costs related to the investigation and 
prosecution of the case. The costs related to the 
investigation and prosecution include, but are not 
limited to, salaries and benefits of personnel, costs 
related to the time spent by the attorney and other 
personnel working on the case, and any other 
expenses incurred by the department for the case. 
The board, or the department when there is no 
board, shall determine the amount of costs to be 
assessed after its consideration of an affidavit of 
itemized costs and any written objections thereto.... 

3. As evidenced in the attached affidavit (Exhibit A), the 

investigation and prosecution of this case has resulted in costs in the total 

amount of $1,821.90, based on the following itemized statement of costs: 

Complaint Cost Summary 
Complaint Number: 201313813 

Subject's Name: , ANNE COLYN 
***** Cost to Date ***** 

Hours Costs 

Complaint: 1.00 $54.90 

Investigation: 21.80 .75 
Legal: 3.50 1S372.25 J 
Compliance: o.io jso.oo 

********** 
I 

Sub Total: 26.40 .90 
lExpenses to Date: Iso.oo 

Prior Amount: 
I IIso.oo 

I 

Total Costs to Date: 90 
ll v. Anne Colyn Miley, R.P.T. 2 l Case Number 2013-13813 





) day of 

Respectfully submitted 

Louise Wilhite-St. urent 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, FL 32399-3265 
Florida Bar # 0091244 
Phone (850) 245-4444 x 8331 
Fax (850) 245-4662 
Louise_StLaurent@doh.state.fl .us 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing 

Motion to Assess Costs has been provided by U.S. Mail this day of 

, 2014 to Anne Colyn Miley, R.P.T., 1505 Highfield 

Drive, Jacksonville, Florida 32259. 

LS L/m Ia 

Assistant General Counsel 

DCH V. Anne Colyn Miley, R.P.T. 4 
DOll Case Number 2013-13813 

DATED this 2014. 
) 

Louise Wilhite- St. Laurent 



AFFIDAVIT OF FEES AND COSTS EXPENDED 

STATE OF FLORIDA 
COUNTY OF LEON: 

BEFORE ME, the undersigned authority, personally appeared SHANE 
WALTERS who was sworn and states as follows: 

1) My name is Shane Walters. 

2) I am over the age of 18, competent to testify, and make this affidavit 
upon my own personal knowledge and after review of the records at 
the Florida Department of Health (DOH). 

3) I am the Operations and Management Consultant Manager (OMCM) 
for the Consumer Services and Compliance Management Unit for 
DOH. The Consumer Services Unit is where all complaints against 
Florida health care licensees (e.g., medical doctors, dentists, nurses, 
respiratory therapists) are officially filed. I have been in my current job 
position for more than one year. My business address is 4052 Bald 
Cypress Way, Bin C-75 Tallahassee, Florida 32399-3275. 

4) As OMCM of the Consumer Services and Compliance Management 
Unit, my job duties include reviewing data in the Time Tracking System 
and verifying that the amounts correspond. The Time Tracking System 
is a computer program which records and tracks DOH's costs 
regarding the investigation and prosecution of cases against Florida 
health care licensees. 

5) As of today, DOH's total costs for investigating and prosecuting DOH 
case number(s) 2013-13813(Department of Health v Anne Colyn 
Miley, R.P.T.) are ONE THOUSAND EIGHT HUNDRED TWENTY 
ONE DOLLARS AND NINETY CENTS ($1,821.90). 

6) The costs for DOH case 2013-13813 (Department of Health v Anne 
Colyn Miley, R.P.T) are summarized in Exhibit I (Cost Summary 
Report), which is attached to this document. 

7) The itemized costs and expenses for DOH case numbers 2013- 
13813(Department of Health v. Anne Colyn Miley, R.P.T.) are 
detailed in Exhibit 2 (Itemized Cost Report and Itemized Expense 
Report and receipts), which is attached to this document. 

8) The itemized costs as reflected in Exhibit 2 are determined by the 
following method: DOH employees who work on cases daily are to 
keep track of their time in six-minute increments (e.g., investigators 

EXHIBIT 

I of 2 



and lawyers). A designated DOH employee in the Consumer Services 
Unit, Legal Department, and in each area office, inputs the time 
worked and expenses spent into the Time Tracking System. Time and 
expenses are charged against a state health care Board (e.g., Florida 
Board of Medicine, Florida Board of Dentistry, Florida Board of 
Osteopathic Medicine), and/or a case. If no Board or case can be 
charged, then the time and expenses are charged as administrative 
time. The hourly rate of each employee is calculated by formulas 
established by the Department. (See the Itemized Cost Report) 

9) Shane Walters, first being duly sworn, states that she has read the 
foregoing Affidavit and its attachments and the statements contained 
therein are true and correct to the best of her knowledge and belief. 

FURTHER AFFIANT SAYETH NOT. S 
Shane Walters, Affiant 

State of Florida 
County of Leon 

Sworn to and subscribed before me this day of .j, 
by Shane Walters, who is personally known to me. 

ignature 

Name of Notary Printed 

Stamp Commissioned Name of Notary Public: 

2 of2 

j 



Complaint Cost Summary 
Complaint Number: 201313813 

Page 1 of 1 

Subject's Name: MILEY, ANNE COLYN 

T 
SDETL.Asp 2/5/20 14 

***** Cost to Date 
Hours Costs 

Complaint: 01 $54.90] 

Investigation: $1,394.75] 

Legal: 
J 

$372.25] 

Compliance: 
I 

I l 
I 

********** 
jSub Total: 26A0 1 
lExpenses to Date: so.ooI 
Prior Amount: 

Total Costs to Date: 1.90j 
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MEMORANDUM OF FINDING OF PROBABLE CAUSE 

TO: DEPARTMENT OF HEALTH 

ADMINISTRATION, GENERAL COUNSEL, PHARMACY SECTION 

FROM: CHAIRMAN, PROBABLE CAUSE PANEL 

RE: Anne Colyn Miley, . CASE NO. 2013-13813 

DATE OF PROBABLE CAUSE PANEL MEETING: October 10, 2013 

THIS MATTER WAS BROUGHT BEFORE THE PROBABLE CAUSE PANEL 

MEMBERSHIP COMPOSED OF Leo J. "Lee" Fallon, BPharm, PhD & Debra 

Glass, BPharm ON THE DATE SET FORTH ABOVE. THE PANEL, HAVING 

RECEIVED THE COMPLETE INVESTIGATIVE REPORT, HAVING CAREFULLY 

REVIEWED THAT REPORT, HAVING REVIEWED THE RECOMMENDATION OF 

THE AGENCY, AND HAVING HAD THE OPPORTUNITY TO INQUIRE OF 

COUNSEL AND BEING OTHERWISE DULY ADVISED IN THE PREMISES 

THEREOF, FIND THAT: 

PROBABLE CAUSE WAS NOT FOUND IN THIS CASE. 

X PROBABLE CAUSE WAS FOUND ON THE FOLLOWING STATUTORY 

AND REGULATORY GROUNDS, INCLUDING BUT NOT LIMITED TO 

SECTION(S): 

Section 465.016(1 (e). Florida Statutes ) 
CHA CAUSE PANEL 
BO*D OF 
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FILEDDATLOCI 1 2Q13 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH Agency Ciçrk 

In Re: Emergency Suspension of the Registration of 
Anne Colyn Miley, R.P.T. 
Registration Number RPT 4163 
Case Number 2013-13813 

ORDER OF EMERGENCY SUSPENSION OF LICENSE 

John H. Armstrong, MD, FACS, State Surgeon General and Secretary 

of Health, ORDERS the emergency suspension of the registration of Anne 

Colyn Miley, R.P.T., ("Ms. Miley") to practice as a registered pharmacy 

technician in the State of Florida. Ms. Miley holds registration number RPT 

4153. Her address of record is 615 Fruit Cove Road, Jacksonville, FL 

32259. Ms. Miley's current address is unknown. The following Findings of 

Fact and Conclusions of Law support the emergency suspension of Ms. 

Miley's registration to practice as a pharmacy' technician in the State of 

lorida. 

FINDINGS OFFACI 

1. The Department of Health ('Department") is the state agency 

charged with regulating the practice of pharmacy pursuant to Chapters 20, 

456, and 465, Florida Statutes (2012-2013). Section 456.073(8), Florida. 

Statutes (2012-2013), authorizes the State Surgeon General to summarily. 
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suspend Ms. Miley's registration to practice as a registered pharmacy 

technician in the State of Florida in accordance with Section 120.60(6), 

Florida Statutes (2012-2013). 

2. At all times material to this order, Ms. Miley was a registered 

pharmacy technician in the State of Florida, pursuant to Chapter 465, 

Florida Statutes (2012-2013), and worked as -a registered pharmacy 

technician at CVS Pharmacy located at 9962 Baymeadows Road, 

Jacksonville, Florida. 

3. Pharmacists at CVS Pharmacy routinely perform medication 

counts in the pharmacy. According to the medication audits performed 

between the approximate dates of June 2012, and June 2013, CVS could 

not account for over 2,000 tablets of hydrocodone. 

4. Hydrocodone is an opioid-class medication, commonly 

prescribed to treat pain. According to Section 893.03(2), Florida Statutes 

(2012-2013), hydrocodone is a Schedule II controlled substance that has 

a currently accepted but severely 

restricted medical use in treatment in the United States. Abuse of 

hydrocodone may lead to severe psychological or physical dependence. 

5. A CVS loss-prevention officer, Mr. D.C., began conducting pill 
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counts at the pharmacy after the hydrocodone losses were detected. Mr. 

D.C. noted that several incidents of apparent theft occurred between April 

and June, 2013. Mr. D.C. also noted that the thefts occurred on days 

when Ms. Miley was working. 

6. Specifically, Mr. D.C. found that on or about June 11, 2013, the 

pharmacy was short 304 tablets of hydrocodone/APAp, 10/325mg and on 

June 14, 2013, the pharmacy was short 155 tablets of hydrocodone/ApAp 

/325mg. 

7. Hydrocodone/ApAp, commonly known by the brand name 

Lortab, is an oploid-class medication that contains hydrocodone and 

acetaminophen, or Tylenol. It is prescribed to treat pain. According to 

Section 893.03(3), Florida Statutes (2012), hydrococione, in the dosages 

found in hydrocodone/ApAp, is a Schedule III controlled substance that 

has a potential for abuse less than the substances 

8. On or about June 23, 2013, Ms. Miley was working at CVS as a 

cashier and Ms. S. was the pharmacist on duty. Mr. D.C. directed Ms. 

MS. to perform a medication count that morning before Ms. M.B.'s shift. 

Later in the day, Ms. M.B. left the pharmacy area to go to the restroom. 

Ms. Miley entered the pharmacy area for a few moments. Upon Ms. M.B.'s 
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return to the pharmacy, Ms. M.B. noticed that a bottle containing 100 

tablets of hydrocodone/APAp 10/325mg was missing. 

9. On or about June 25, 2013, Mr. D.C. went to CVS to speak with 

Ms. Miley regarding the missing medications. Mr. D.C. observed that Ms. 

Miley became nervous and requested to be permitted a break for lunch. 

Ms. Miley also tried several times to leave the store. Ms. Miley told Mr. 

D.C. that she stole Paxil and Lortab from the pharmacy. 

10. Paxil is an antidepressant that belongs to a class of drugs 

called selective serotonin reuptake inhibitors (SSRIs). It is used to treat 

depression, anxiety disorders and other mental health disorders. Paxii is a 

legend drug, but not a controlled substance. 

11. Mr. D.C. contacted the Jacksonville Sheriff's Office. Detective 

D.V. and Detective S. responded to the pharmacy to gather evidence. 

12. Detective D.V. found 26 Paxil tablets and 99 hydrocodone 

tablets in Ms. Miley's possession. Detectives also found 100 tablets of 

hydrocodone in Ms. Miley's vehicle. 

13. Ms. Miley told Detective S. that she stole the pills because she 

needs money and she sells the Lot-tab to acquaintances for $5.00 per pill. 

14. Mr. D.C. received a written statement from Ms. Miley on June 
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25, 2013. Ms. Miley wrote that she first started taking Lortab and Paxil 

from the pharmacy two months prior. She admitted that she took the 

Lortab and Paxil pills from the pharmacy on June 25, 2013, by pouring 

them out of the bottle, placing them in her pocket and she planned to put 

them into her car. Ms. Miley wrote that she sells the pills to someone 

named "Scotty." Ms. Miley admitted that she did not have a valid 

prescription for the pills that she took and that she took at least 200 pills 

from the pharmacy. Ms. Miley stated that she regretted taking the pills 

and that she "will never do it again." 

15. Ms. Miley was arrested and charged with two felony counts of 

Trafficking in Controlled Substances and Theft of Controlled Substances in 

Duval County Case Number 2013CF5980. The charges are currently 

pending resolution. 

16. Registered pharmacy technicians assist pharmacists in data 

entry, and the counting, weighing, measuring, pouring and mixing of 

prescription medication or stock legend drugs and controlled substances, 

among various other tasks. Because registered pharmacy technicians are 

entrusted with such important tasks which include the handling, counting, 

and reporting of the drugs in the pharmacy, it is imperative that a 
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registered pharmacy technician have good judgment and moral character 

while working in a pharmacy 

17. Ms. Miley's behavior in stealing at least 200 prescription 

hydrocodone tablets over a period of two months in order to sell them for 

profit clearly demonstrates that she is lacking the judgment and moral 

character needed to practice as a registered pharmacy technician. 

18. As a result of her employment as a registered pharmacy 

technician, Mr. Miley was. aware that prescription medications and 

controlled substances may only be dispensed to patients who have valid 

prescriptions need the medications for a legitimate health reason. 

Despite this, Ms. Miley illegally diverted controlled substances for selling to 

at least one person whom she knew did not have a valid prescription for 

the drugs. 

19. Mr. Miley's lack of good judgment and moral character, her 

theft of large quantities of controlled substances from her employer, her 

sale of the controlled substances for personal gain to people who did not 

have valid prescriptions and her disregard for the laws and rules governing 

the practice of pharmacy in the State of Florida represent a significant 

likelihood that Ms. Miley will continue her illegal behavior. This probability 
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constitutes an immediate serious danger to the health, 1 and welfare 

of the citizens of the State of Florida. Restricting Ms. Miley's registration 

would not adequately protect the public because the very nature of 

practicing as a registered pharmacy technician puts Ms. Miley in contact 

with legend drugs and controlled substances, which creates the risk for 

further theft and sale of the controlled substances. As a result, nothing 

short of the immediate suspension of Ms. Miley's registration to practice as 

a registered pharmacy technician will protect the public from this danger. 

CONCLUSIONS OF LAW 

Based on the foregoing Findings of Fact, the State Surgeon General 

concludes as follows: 

1. The State Surgeon General of the Department of Health has 

jurisdiction over this matter pursuant to Sections 20.43 and 456.073(8), 

Florida Statutes (2012-2013), and Chapter 465, Florida Statutes (2012- 

2013), as set forth above. 

2. Section 65.016(1)(e), Florida Statutes (2012-2013), subjects 

registered pharmacy technicians to discipline, including suspension, for 

violating Chapter 893, Florida Statutes (2012-2013). 

3. Chapter 893.13, Florida Statutes (2012-2013), states in 
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pertinent part: 

(6)(a) It is unlawful for any person to be in actual or 
constructive possession of a controlled substance unless 
such controlled substance was lawfully obtained from a 
practitioner or pursuant to a valid prescription or order 
of a practitioner while acting in the course of his or her 
professional practice or to be in actual or constructive 
possession of a controlled substance except as 
authorized by this chapter.... 

(7)(a) A person may not: 
1. Distribute or dispense a controlled substance in 
violation of this 

or] 
9. Acquire or obtain, or attempt to acquire or obtain, 
possession of a controlled substance by 
misrepresentation, fraud, forgery, deception or 
subtei-fuge. 

4. Ms. Miley violated Section 465.016(1)(e), Florida Statutes 

(2012-2013), in one or more of the following ways: 

a. By possessing hydrocodone and/or hydrocodone/APAP in 

violation of Chapter 893.13(6)(a), Florida Statutes (2012-2013); 

b. By distributing or dispensing hydrocodone and/or 

hydrocodoné/ApAp, in violation of Chapter 893.13(7)(a)(i), 

Florida Statutes (2012-2013); and/or 

c. By acquiring possession of hydrocodone and/or 
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hydrocodone/APAP by misrepresentation, fraud, forgery, 

deception or subterfuge in violation of Chapter 8930 13(7)(a)(9), 

Florida Statutes (2012-2013). 

5. Section 120.60(6), Florida Statutes (2013), authorizes the 

Department to suspend a registered pharmacy technician's registration 

upon a finding that the registered pharmacy technician presents an 

immediate, serious danger to the public health, safety or welfare. 

6. Ms. Miley's continued ability to practice as a registered 

pharmacy technician constitutes an immediate serious danger to the 

health, safety, or welfare of the public and this summary procedure is fair 

under the circumstances to adequately protect the public. 

In accordance with Section 120.60(6), Florida Statutes (2012-2013), 

it is ORDERED THAT: 

1. The registration of Anne Coiyn Miley, registration number RPT 

4163, is immediately suspended. 

2. A proceeding seeking formal discipline of the registration of Ms. 

Miley to practice as a registered pharmacy technician will be promptly 

instituted and acted upon in compliance with Sections 120.569 and 

120.60(6), Florida Statues (2012-2013). 
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DONE and ORDERED this of 2013. 

Johr/yI. Armstrong, 
Stat Surgeon General and 
Secretary of Health 

PREPARED BY: 
Louise Wilhite-St Laurent 
Assistant General Counsel 
Fla. Bar No. 0091244 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4411 x8331 
Facsimile: (850) 245-4662 
Email: Louise_StLaurent©doh.state.fLus 
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Anne Colyn Miley, LP.T. 
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NOTICE OF RIGHT TO JUDICIAL REVIEW 

Pursuant to Sections 120.60(6) and 120.68, Florida Statutes, this 

Order is judicially reviewable. Review proceedings are governed by the 

Florida Rules of Appellate Procedure. Review proceedings are commenced 

by filing a Petition for Review, in accordance with Florida Rule of Appellate 

Procedure 9.100, with the District Court of Appeal, accompanied by a filing 

fee prescribed by law, and a copy of the Petition with the Agency Clerk of 

the Department within 30 days of the date this Order is filed. 
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Vision: To be the Healthiest State in the Nation 

MEMORANDUM 

TO: Florida Administrative Registry 

FROM: Tamia Christopher, Regulatory Specialist I 

RE: Anne Colyn Miley, R.P.T, RPT# 4163 (FAW #13626965) 

CASE NO: 2013-1 3813 

DATE: October 1,2013 

Attached please find notice of the issuance of an Emergency Suspension Order for notice in the next issue of the 
Florida Administrative Register. 

Oü October , 2013, the State Surgeon General issued an Order of Emergency Suspension Order with regard to the license of Anne Colyn 
Miley, R.P.T., RPT# 4163. This Emergency Suspension Order was predicated upon the State Surgeon General's findings of an immediate 
and serious danger to the public health, safety and welfare pursuant to Sections 456.073(8) and 120.60(6) Florida Statutes (2011). The 
State Surgeon General determined that this summary procedure was fair under the circumstances, in that there was no other method 
available to adequately protect the public. 

Florida Dopartmont of Hosith .fioridasHoaith.com 
Prosecution Unit TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399 FACEBOOKFLDeparthientofl-leaith 
PHONE:850-245-4444' FAX 850-245-4662 YOUTUBE: fldoh 



INVESTIGATIVE REPORT 
Office: Jacksonville Date of Case: 08/29/13 Case Number: RPT2O13-13813 
Subject: ANNE COLYN MILEY, RPT Source: DOH / JACKSONVILLE ISU 

615 Fruit Cove Road 
Jacksonville, FL 32259 
(8) (904) 465-2602 

Prefix: License #: Profession: Board: Report Date: 

RPT 4163 Registered Pharmacy 10/03/13 
Pharmacy 
Technician 

Period of Investigation: 10/01/13—10/03/13 Type of Report: SUPPLEMENTAL 
Alleged Violation: F.S. 456.072 "Grounds for discipline; penalties; enforcement.— (1) The following... (k) Failing to 
perform... (dd) Violating..." and F.S. 465.016 "Disciplinary actions.— (1) The following acts... (d) Being unfit or 
incompetent to practice pharmacy... (i) Compounding, dispensing, or distributing... (m) Being unable to practice... (r) 
Violating..." 

Synopsis: 
This supplemental report is predicated upon the receipt of a request from PSU for this office to hand serve the 
Emergency Suspension Order and attachments, (Exhibit S-i). 

On 10/02/13, this Investigator presented to 1505 Highland Forest Drive, Jacksonville, FL 32259 in attempt of 
service. A woman who did not identify herself other than as MILEY's twin sister, stated that MILEY did not 
live there, but was currently in a rehabilitation center. She stated she would be visiting MILEY on iO/03/13, 
and would provide the ESO to her at that time. She further agreed to have MILEY contact this Investigator to 
verify receipt, but outside communication is limited, so she did not know how or when LEY would be able 
to contact this Investigator. 

If MILEY contacts this Investigator, any information obtained will be forwarded to Legal upon receipt. 

(0 o n o 0 
.—4 n 
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STATE OF 
DEPARTMENT 

FLORIDA 
OF HEALTH 

: 
S-i. 
S-2. 

Supplemental Request and attachments 2-13 
Affidavit of Service 14 

Ryan F. Heal 
MQA Investigator 

Related Complaint: None 
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District Manager (JI-1 5) 
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Mission: 
Governor 

To protect, promote & improve the health 

of all people in Florida through integrated John Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nalion 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201213103 

AVALON PARK PHARMACY, 
RESPONDENT. 

NOTI CE 

TO: AVALON PARK PHARMACY 
457 AVALON PARK SOUTH BLVD STE 300 
ORLANDO, FL 32828 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive DirectOr 
OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.cOm 

Division of Medical Quality Assurance 
TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin 010 'Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmefltOtHealth 

PHONE: (850) 2454444' FAX: (850) 245-4791 
YOUTUBE: fldoli 
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STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201213103 

AVALON PARK PHARMACY, 
RESPONDENT. 

NOTICE 

TO: MARTY R. DIX 
106 EAST COLLEGE AVENUE 
12TH FLOOR 
TALLAHASSSEE, FL 32301 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

/B6ard Executive Director' 
OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHeaith.com 
Division of Medical Quality Assurance Bureau of HCPR T\NITTER:HealthyFL.A 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399-1 701 lHealth 
PHONE: 850/245-4292 • FAX 850/413-6982 

YOUTUBE: fldoh 
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MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Mary Miller, Assistant General Counsel 
RE: Voluntary Relinquishment 
SUBJECT: DON v. Avalon Park Pharmacy 

DOH Case Number 2012-13103 

DATE: y 13. 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following 
information is provided in this regard, 
Subject: Avalon Park Pharmacy 
Subject's Address of 457 Avalon Park South Blvd, Ste 300 
Record: Orlando, FL 32828 
Enforcement Address: 457 Avalon Park South Blvd, Ste 300 

Orlando, FL 32828 
Subject's License No: 24071 Rank: PH 

Licensure File No: 16591 

Initial Licensure Date: 5/15/2009 

Board Certification: No 

Required to Appear: No 

Current IPN/PRN Contract: No 

Allegation(s): Ct 1: 465.023(1)(h), FS (2009)(2010)(201 1) 
Ct 2: 465.023(1)(c), S (2009)(2010)(2011) 

64816-27.813, :AC 

Ct 3: 465.023(1)(c), FS (2009)(2010)(2011) 
465.016(1)(i), FS (2009)(2010)(2011) 

Ct 4: 465.023(1)(c), FS (2012) 
499.005(18), FS (2012) 
61N-1.012(1)(a), FAC 

Ct 5: 465.023(1)(c), FS (2012) 
499.005(22), FS (2012) 

Ct 6: 465.023(1)(c), FS (2012) 
499.005(3), FS (2012) 

Prior Discipline: None 

Probable Cause Panel: July 30, 2013; Weizer & Meshad 

Subject's Attorney: Marty R. Dix 



106 East College Avenue, th floor 
Tallahasssee, FL 32301 

Complainant/Address: .Orlando 
Materials Submitted: Memorandum to the Board 

Voluntary Relinquishment 

Administrative Complaint 

Notification Letter 

Expert Report 

Election of Rights with Attachments 

456 Packet 

Letter of Representation 

Probable Cause Panel Memorandum 

Final Investigative Report with Exhibits 1-14 
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FILED 
DEPARTMENT OF HEALTH 

DEPUTY CLERK 
CLERK 
DATE JAN L 

DEPARTMENT OF HEALTh 
BOARD OF PHARMACY 

DEPARTh4ENTOF.HEALTH, 

V. -tz$103 

—I 

OF 

.AVA%,,ON PARK PHARMACY, Permit No. PH 24071 

hereby voluncarily reflnquishes Responderil:% pharmacy permit and 

states as follows; 

1. purpose in executing Voluntary Relinquishment 

to avoid further administrabve action respect to this cause. 

Respondent understands that accepthnce by the. Board of Pharmacy 

(her&nafter the of this Relinqt4shrneflt shall be construed 

as against Respondent's pursuant to Section 

456.072(1)(Or Florida Statutes. 

, agrees to voluntarily cease practicing pharmacy 

immediately upon executing this Voluntary Respondent 
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further agrees to refrain from the practice of pharmacy pursuant to its 

permit until such as this Relinquishment is presented to the 

Board and the Board issues a written final order in this matterc 

3. Upon the Board's acceptance of this Voluntary Relinquishment, 

Respondent agrees to waive all right to seek judicial review of, or W 

otherwise chaHenge cohtest the validity of, this Voluntary Relinquishment 

and... of. ,.Order of. the Board inçqrporathig this Voluntary 

Relinquishment, 

4, Petitioner and Respondent hereby that uoon the Boards 

acceptance of yolunlary ReliMuishment, party shall its own 

fees and a. Sated th the,prosecutiori or defense of this matter 

S. Rasppndent the Uoard tq and examine all 

materials cQncerning Resporiøent in aonnethon with the 

Board's consideration this Voluntary Respondent agrees 

that consideration of this Voluntary and other related 

materials by the Sqard shall not prejudice or preclude the Board, or any of 

its members, from thrther participation, consideration, or resolution of 

these proceedings if the terms of this Voluntary Relinquishment are not 

accepted by the Board. 

2 
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DATED this 77 day $ year of 

c Avalqn. 

STATE OF 

COUNTY OF c 

is person" own to me 

who nec appears 
Sworn to or affirmed by R.esppndent 

2014. 

I 
My Commission Ekpires. 

NOTARY PUBLIC - STATE OF i 

Before• me. appeared whose 
or by producing 

of identiflcaVon) as identification and 

before me this 

______ 

day of 

Type or Prtiit 

MARY L. SHERJDAR 

IJoMry P.etiLfc a: Rqrla 
ILy bpiin Nov12. 20:4 

C.mwui.Ion* EE'm35 
Ieoa$ Thm0h N.IIfl tw: Anit 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2012-13103 

AVALON PARK PHARMAcY; 

RESPONDENT. 

I 

IVE COMPLAINT 

COMES NOW, Petitioner, Department of Health (Department), by and 

through its undersigned counsel, and files this Administrative Complaint 

before the Board of Pharmacy against Respondent, Avalon Park Pharmacy, 

and in support thereof alleges: 

1. Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent held a 

permit tO operate as community pharmacy pursuant to Chapter 465, 

Florida Statutes (2012), being issued license number PH 24071. 

DOll V. Avalan Pa,1 Pharmacy 
Case No.: 2012-121Q3 



3. Respondent's address of record is 457 Avalon Park South 

Boulevard, Suite 300, Orlando, Florida 32828. 

4. At all times material to this Complaint, Respondent did not hold 

a permit to operate as a prescription drug distributor. 

5. At all times material to this Complaint, Respondent did not hold 

a permit to operate as a retail pharmacy wholesale distributor. 

6. At all times material to this Complaint, Respondent was owned 

by Valentine Chike Okonkwo (Mr. Okonkwo), a licensed pharmacist in the 

State of Florida, having been issued license number PS 40496. 

7. Mr. Okonkwo also owns Quality Care Pharmacy Corporation 

(Quality Care). Quality Care held a permit to operate as a community 

pharmaq,ç being issued license number PH 25478. 

8. At all times material to this Complaint, Mr. Okonkwo was 

Respondent's Prescription Department Manager (PDM) and only pharmacist 

employed by Respondent. 

9. Section 465.022(11), Florida Statutes (2012), provides:• 

The prescription department manager of a pharmacy] must 
obtain and maintain all drug records required by any state or 
federal law to be obtained by a pharmacy . . . t]he 
prescription department manager must ensure the pharmacy] 
permittee's compliance with all rules adopted under those 
chapters as they relate to the practice of the profession of 
pharmacy and the sale of prescription drugs. 

2 00Ff v. Avalort Park Pharmacy 
Case No.: 2012-12103 



10. From on or about February 3, 2012 until on or about November 

29, 2012, Jen-Chen Ho, R.Ph (Mr. Ho), was Quality Care's Prescription 

Department Manager (PDM) and Quality Care's agent. Mr. Ho is a licensed 

pharmacist in the State of Florida, having been issued license number PS 

42218. 

Facts SDecific to . 
11. At all times material to this Complaint, N.C. was not a Florida 

licensed health care professional. 

12. On or about March 2, 2010, N.C. presented two prescriptions to 

Mr. Okonkwo at Respondent. Both prescriptions were purportedly written 

by Dr. F.J., a licensed physician in the State of Florida. However, tC. 

prepared and signed the prescriptions using Dr. F.J?s name. The 

prescriptions were for 220 oxycodone 30 milligrarri (mg) tablets and 30 

Xanax two mg tablets. Dr. ). did not write or authorize the oxycodone 

and Xanax prescriptionsN.C. presented to Mr. Okonkwo on. or about March 

2, 2010. Mr. Okonkwo dispensed the medications pursuant to each 

prescription without attempting to verify the prescriptions. 

13. Oxycodone is commonly prescribed to treat pain. According to 

Section 893.03(2), Florida Statutes, oxycodone is a Schedule II controlled 

3 
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substance that has a high potential for abuse and has a currently 

accepted but severely restricted medical use in treatment in the United 

States. Abuse of oxycodone may lead to severe psychological or physical 

dependence. 

14. Xanax is the brand name for alprazolam and is prescribed to 

treat anxiety. According to Section 893.03(4), Florida Statutes, aiprazolam 

is a Schedule IV controlled substance that has a low potential for abuse 

relative to the substances in Schedule III and has a currently 

medical use in treatment in the United States. Abuse of lprazolam may• 

lead to limited physical or psychological dependence relative to the 

substances in Schedule III. 

15. On or about May 12, 2010, N.C. presented three prescriptions 

to Mr Okonkwo at Avaton. All three prescriptions were purportedly written 

by Dr. P.M., a licensed physician in the State of Florida. However, N.C. 

prepared and signed the prescriptions using Dr. P.M.'S name. The 

prescriptions were for 220 oxycodone 30 mg tablets, 120 Sorna 350 mg 

tablets, and 30 Xanax two mg tablets. Dr. P.M. did not write or authorize 

the oxycodone, Soma, and Xanax prescriptions NC. presented to Mr. 

Okonkwo on or about May 12, 2010. Mr. Okonkwo dispensed the 

4 OCH v. Avalon Park Pharmacy 
Case No.: 103 



medications pursuant to each prescription without attempting to verify the 

prescriptions. 

16. Soma is the brand name for carisoprodol, a muscle relaxant 

commonly prescribed to treat muscular pain. According to Section 

893.03(4), Florida Statutes, carisoprodol is a Schedule IV controlled 

substance that has a tow potential abuse relative to the substances in 

Schedule I and has a currently accepted medical use in treatment in the 

United States. Abuse of carisoprodol may lead to limited physical or 

psychological dependence relative to the substances in Schedule ilL 

17. tC. and Mr. Okonkwo agreed Mr. Okonkwo would fill the. 

prescription N.C. wrote using Dr. FJ?s name and presented to Mr. Okonkwo 

at Respondent on or about March 2, 2010. 

18. N.C. and Mr Okonkwo agreed Mr. Okonkwo would fill 

prescription N.C. wrote using Dr. P.W.'s name and presented to 

Okonkwo at Respondent on or about May 12, 2010. 

19. N.C. only presented prescriptions for controlled substances to 

Mr. Okonkwo at Respondent. 

20. Mr. Okonkwo knew or had reason to believe the prescriptions 

presented by Nt. to him at Respondent on or about March 2, 2010 and 

May 12, 2010 were not based upon a valid practitioner-patient relationship. 
5 DON v. Avalort Park Pharmacy 
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Facts SDeCIf Ic to liE 

24. On or about April 19, 2010, T.F. presented a prescription to Mr. 

Okonkwo at Respondent The prescription was purportedly written by Dr. 

P.M., a licensed physician in the State of Florida. However, N.C. prepared 

and signed the prescription using Dr. RM.'s name. The prescription was for 

30 Xanax, two mg tablets. Dr. P.M. did not write or authorize the Xanax 

prescription I.E presented to Mr. Okonkwo on or about April 19, 2010. Mr. 

Okonkwo dispensed the medication pursuant to the prescription without 

verifying the prescription. 

25. On or about May 12, 2010, iF. presented a prescription to Mr. 

Okonkwo at Respondent. The prescription was purportedly written by Dr. 

P.M., a licensed physician in the State of Florida. However, N.C. prepared 

and signed the prescription using Dr. P.M.'s name. The prescription was for 

30 Xanax two mg tablets. Dr. P.M. did not write or authorize the Xanax 

prescription T.F. presented to Mr. bkonkwo on or about May 12, 2012. Mr. 

Okonkwo dispensed the medication pursuant to the prescription without 

attempting to verify the prescription. 

26. tF. only presented prescriptions for controlled substances to 

Mr. Okonkwo at Respondent 

7 DOR v. Avalan Park Pharmacy 
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27. Mr. Okonkwo knew or had reason to believe the prescriptions 

TF. presented to him at Respondent on or about April 19, 2010 and May 

12, 2010 were not based upon a valid practitioner-patient relationship. 

Facts Soeçif Ic to . 
28. On or about June 3, 2010, K.H. presented a prescription for 

240 oxycodone 30 mg tablets to Mr. Okonkwo at Respondent. The 

prescription was purportedly written by Dr. C.Y., a licensed physician in the 

State of Florida. However, N.C. prepared and signed the prescription using 

Dr. C.Y.'s name. Dr. C.Y. did not write or authorize the oxycodone 

prescription K.H. presented to Mr. Okonkwo on or about June 3, 2010. Mr. 

Okonkwo dispensed the medication pursuant to the prescription. 

29. On or about September 30, 2011, K.H. presented three 

prescriptions to Mr. Okonkwo at Respondent. The prescriptions were 

purportedly written by Dr. J.R., a licensed physician in the State of Florida. 

However, N.C. prepared and signed the prescriptions using Dr. J.R.'s name. 

The prescriptions were for 60 Xanax two mg tablets, 30 ibuprofen 800 mg 

tablets, and 180 oxycodone 30 mg tablets. Dr. J.R. did not write or 

authorize the Xanax, ibuprofen, and oxycodone prescriptions K.H. 

presented to Mr. Okonkwo on or about September 30, 2011. Mr. Okonkwo 

dispensed the medication pursuant to the prescriptions. 

& DOH V. Avalon Park Phamiacy 
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30. Dr. J.R.'s name on the prescriptions K.H. presented to Mr. 

Okonkwo at Respondent on or about September 30, 2011 was misspelled. , Mr Okonkwo knew or had reason to believe the prescriptions 

K.H. presented to him at Respondent on or about June 3, 2010 and 

September 30, 2011 were not based on a valid -patient 
relationship. 

Facts Specific to . 
32. On or about June 27, 2011, H.D. presented two prescriptions to 

Mr. Okonkwo at Respondent. The prescriptions were purportedly written by 

Dr. A.W., a licensed physician in the State of Florida. However, tC. 
prepared and signed the prescriptions using Dr. A.W.'S name. The 

prescriptions were for180 oxycodone 30 mg tablets and 60 Xanax two mg 

tablets. Dr A.W. did not write or authorize the oxycodone and Xanax 

prescriptions H.D. presented to Mr. Okonkwo on or about June 27, 2011. 

Mr. Okonkwo dispensed the medications pursuant to the prescriptions. 

33. On or about July 28, 2011, RD. presented three prescriptions 

to Mr. Okonkwo at Respondent. The prescriptions were purportedly written 

by Dr. J.R., a licensed physician in the State of Florida. However, ftC. 

prepared and signed the prescriptions using Dr J.R.'s name. The 

prescriptions were for 90 Soma 350 mg tablets, 60 Xanax two mg tablets, 
9 DOll V. Avalon Park Pharmacy 
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and 180 oxycodone 30 mg tablets. Dr. J.R. did not write or authorize the 

Soma and Xanax prescriptions M.D. presented to Mr. Okonkwo on or about 

July 28, 2011. Mr. Okonkwo dispensed the medications pursuant to the 

prescriptions without attempting to verify, the prescriptions. 

34. Dr. J.R.'s name on the prescriptions M.D. presented to Mr. 

Okonkwo on or about ly 28, 2011 was misspelled. 

35. Patient M.D. only presented prescriptions for 

substances to Mr. Okonkwo at Respondent. 

36. Mr. Okonkwo knew or had reason to believe the prescriptions 

Patient H.D. presented to him at Respondent on or about June 27 and July 

28, 2011 were not based upon a valid practitioner-patient relationship. 

Facts Specific to . 
37. On or about July 14, 2011, AR. presented three prescriptions 

to Mr. Okonkwo at Respondent The prescriptions were purportedly written 

by Dr. A.W., a licensed physician in the State of Florida. However, N.C. 

prepared and signed the prescriptions using Dr. A.W.'s name. The 

prescriptions were for 30 ibuprofen 800 mg tablets, 180 oxycodone 30 mg 

tablets, and 60 Xanax two mg tablets. Dr. A.W. did not write or authorize 

the ibuprofen, oxycodone, and Xanax prescriptions A.R. presented to Mr. 

10 00Kv. Avalon Park Pharmacy 
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Okonkwo on or about July 14, 2011. Mr. Okonkwo dispensed the 

medications pursuant to the prescriptions. 

38. Ibuprofen is a anti-inflammatory drug used to 

reduce fever or inflammation. Some forms and dosages of ibuprofen may 

be obtained over-the-counter, while other forms and dosages require a 

prescription. 

39. On or about August 10, 2011, A.R. presented three 

prescriptions to Mr. Okonkwo at Respondent. The prescriptions were 

purportedly written by Dr. J.R., a licensed physician in the State of Florida. 

However, N.C. prepared and signed the prescriptions using Dr. J.R.'S name. 

The prescriptions were for 180 oxycodone 30 mg tablets, 90 Soma 350 mg 

tablets, and 60 Xanax two mg tablets. Dr. J.R. did not write or authorize 

the oxycàdone, Soma, and Xanax prescriptions A.R. presented to Mr. 

Okorikwo on or about August 10, 2011. Mr. Okonkwo dispensed the 

medications pursuant to the prescriptions. 

40. Dr. J.P..'S name on the prescriptions A.R. presented to Mr. 

Okonkwo on or about August 10, 2011 was misspelled. 

41. Mr. Okonkwo knew or had reason to believe the prescriptions 

A.R. presented to him at Respondent on or about July 14 and August 10, 

2011 were not based upon a valid practitioner-patient relationship. 

i DOH v. Avalon Park Pharmacy 
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Facts SDecjfjc to . 
42. on or about August 1, 2011, B.D. presented three prescriptions 

to Mr. Okonkwo at Respondent. The prescriptions were purportedly written 

by Dr. .J.R., a licensed physician in the State of Florida. However, N.C. 

prepared and signed the prescriptions using Dr. i.R.s name. The 

prescriptions were for 180 oxycodone 30 mg tablets, 60 Xanax two mg 

tablets, and 30 ibuprofen 800 mg tablets. Dr. JR. did not write or authorize 

the oxycodone, Xanax, and ibuprofen prescriptions B.D. presented to Mr. 

Okonkwo on or about August 1, 2011. Mr. Okonkwo dispensed the 

medications pursuant to the prescriptions. 

43. Dr. J.R.'s name on the prescriptions B.D. presented to Mr. 

Okonkwo at Respondent on or about August 1, 2011 was misspelled. 

44. Mr. Okonkwo knew or had reason to believe the prescriptions 

B.D. presented to Mr. Okonkwo at Respondent on or about August 1, 2011 

were not based upon a valid practitioner-patient relationship. 

Facts Specific to Oualfty Care 

45. On or about November 29, 2012, a Department inspector 

conducted a routine inspection of Quality Care. 

12 OOH v, Avalozi Park Pharmacy 
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46. The Department inspector found Quality Care's inventory to be 

low and some bottles on Quality shelves were bearing Respondent's 

labels. 

47. From in or about August 2012 until in or about October 2012, 

Mr. Okonkwo delivered legend drugs from Respondent for use at Quality 

Care when Quaflty Care's inventory was low. 

48. From, in br about August 2012 until iii or about October 2012, 

Mr. Okonkwo and Respondent were not authorized to transfer legend drugs. 

from Respondent to Quality Care. 

49. From in or about August 2012 until in or about October 2012, 

Mr. Okonwko failed 'to deliver appropriate documentation, such as pedigree 

papers, to• Quality Care documenting the transfer of legend drugs from 

Respondent to Quality Care. 

50. From in or about August 2012 until in or about October 2012, 

Mr.' Okonkwo delivered legend drugs from Respondent to Quality Care so 

Quality Care could further distribute these legend drugs to Internet 

pharmacies. , On or about November 16, 2012, Mr. Okonkwo delivered 

legend drugs from Respondent for use at Quaflty Care because Quality 

Care's inventory was low. 

13 Doll v. Avalon Park Phazmacy 
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52. On or about November 16, 2012, Mr. Okonkwo and Respondent 

were not authorized to transfer legend drugs from Respondent to Quality 

Care. 

53. On or about November 16, 2012, Mr. Okonkwo failed to deliver 

appropriate documentation, such as pedigree papers, to Quahty Care 

documenting the transfer of legend drugs from Respondent to Quality 

Care. 

54. On or about November 16, 2012, Mr. Okonkwo delivered 

legend drugs from Respondent to Quality Care so Quality Care could 

further distribute these legend drugs to Internet pharmacies. 

55. On or about November 20, 2012, Mr. Okonkwo 

legend drugs from Respondent for use at Quality Care because Quality 

Care's inventory was low. 

56. On or about November 20, 2012, Mr. Okonkwo and Respondent 

were not authorized to transfer legend drugs from Respondent to Quality 

Ca re. 

57. On or about November 20, 2012, Mr. Okonkwo failed to deliver 

appropriate documentation, such as pedigree papers, to QUality Care 

documenting the transfer of legend drugs from Respondent to Quality 

Care. 

14 I v. Avalon Park 
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58. On or about November 20, 2012, Mr. Okorikwo delivered 

legend drugs from Respondent to Quality Care so Quality Care could 

further distribute these legend drugs to Internet pharmacies. 

59. On or about November 22, 2012, Mr. Okonkwo delivered 

legend drugs fivm Respondent for use at Quality Care because Quality 

Care's inventory was low. 

60. On or about November 22, 2012, Mr. Okonkwo and Respondent 

were not authorized to transfer legend drugs from Respondent to Quality 

Care. 

61. On or about November 22, 2012, Mr. Okonkwo failed to deliver 

appropriate documentation, such as pedigree papers, to Quality Care 

documenting the transfer of legend drugs from Respondent to Quality 

Care. 

62. On or about November 22, 2012, Mr. Okbnkwo delivered 

legend drugs from Respondent to Quality Care so Quality Care could 

further distribute these legend drugs to internet pharmacies. 

63. On or about November 29, 2012, in Orange County, Florida, Mr. 

Okonkwo was arrested by Florida Highway Patrol troopers on 16 counts of 

Trafficking in Opium, Four Grams to Under 30 Kilograms, a felony, in 

violation of Section 893.135(1)(c), Florida Statutes (2009 — 2011) and 17 
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counts of Conspiring to Deliver or Traffic Opium, a felony, in violation of 

Section 893.0135(5), florida Statutes (2009 — 2011). 

64. on or about November 30, 2012, in the Circuit Court for the 

Ninth Judicial Circuit, in and for Orange County, Florida, Mr. Okonkwo was 

charged with two counts of Trafficking in Illegal Drugs/Controlled 

Substances, a first degree felony, in violation of Section 93.135(1)(c)j..c., 

Florida Statutes (2009 — 2011), 14 counts of Controlled Substance Offense; 

a third degree felony, in violation of Section 893..13(6)(a), Florida Statutes 

(2009 — 2011), and 15 counts of Conspiracy to Commit a Controlled 

Substance Offense, a felony, in violation of Section 893. 13(6)(a), florida 

Statutes (2009 — 2011). 

COUNT ONE 

65. Petitioner realleges and incorporates paragraphs one (1) 

through sixty-four (64) as If fully set forth herein. 

66. Section 465.023(1)(h), ida Statutes (2009)(2010)(zojj), 

subjects a permittee to discipline for dispensing any medicinal drug based 

upon a communication that purports to be a prescription as defined by 

Section 465.003(14), Florida Statutes 0)(2olfl, or Section 

892.02, Florida Statutes (2009)(2010)(2011), when the pharmacist knows 
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or has reason to believe that the purported prescription is not based upon 

a valid practitioner-patient relationship. 

67. Respondent dispensed medicinal drugs based upon a 

communication that purports to be a prescription as defined by Sections 

465.003(14) or 893.02, Florida Statutes when Respondent's agent, Mr. 

Okonkwo, knew or had reason to believe that the purported prescriptions 

were not based upon a valid patient-practitioner relationship in one or 

more of the following ways: 

a) by dispensing medicinal 

prescriptions Mr. Okonkwo knew 

drugs to N.C. based on 

or had reason to believe were 

not based upon. a valid practitioner-patient relationship; and/or 

b) by dispensing medicinal drugs to JD. based on 

prescriptions Mr. Okcrikwo knew ad reason to believe were 

not based upon a valid practitioner-patient relationship; and/or 

c) by dispensing medicinal drugs to tF. based on 

prescriptions Mr. Okonkwo knew or had reason to believe were 

not based upon a valid practitioner-patient relationship; and/or 

drugs to K.F-I. based on 

or had reason to believe were 

not based upon a valid practitioner-patient relationship; and/or 
17 Doll v. Avalon Park Ptwrnacy 
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e) by dispensing medicinal drugs to H.D. based on 

prescriptions Mr. Okonkwo knew or had reason to believe were 

not based upon a valid practitioner-patient relationship; and/or 

f) by dispensing medicinal drugs to A.R. based on 

prescriptions Mr. Okonkwo knew or had reason to believe were 

not .based upon a valid practitioner-patient relationship; and/or 

g) by dispensing medicinal drugs to B.D. based on 

prescriptions Mr. Okonkwo knew or had reason to believer were 

not based upon a valid practitioner-patient relationship. 

68. Based on the foregoing, Respondent violated Section 

465.023(1)(h), Florida Statutes (2009)(2010)(201j3, by dispensing 

medicinal drugs based upon communications that pUrport to be 

prescriptions as defined by Section 465.003(14), Florida Statutes 

(2009)(2010)(2011), or Section 892.02, Florida Statutes 

(2009)(2010)(2011), when the pharmacist knows or has reason to believe 

the purported prescriptions are not based upon valid practitioner-patient 

relationships. 

COUNT TWO 

69. Petitioner realleges and inwrporates paragraphs one (1) 

through sixty-four (64) as if fUlly set forth herein. 
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70. Section 465.023(1)(c), Florida Statutes (2009)(2O1O)(2011), 

subjects a permittee to discipline if the permittee, or agent of the 

permittee, violates any of the requirements of Chapter 465; Chapter 499; 

21 U.S.C. ss. 301-392, known as the Federal Food, Drug, and Cosmetic 

Act; 21 U.S.C. ss. 821 et seq., known as the Comprehensive Drug Abuse 

Prevention and Control Act; or Chapter 893. 

71. Rule 64B16-27.831, Florida Administrative Code sets forth the 

standards for dispensing controlled substances for the treatment of pain, 

provides in pertinent part: 

An order purporting to be a prescription that is not issued 
for a legitimate medical purpose is not a prescription and the 
pharmacist knowingly filling such a purported prescription shall 
be subject to penalties for violations of the law. 

(2) The following criteria shall cause a pharmacist to question 
whether a prescription was a legitimate medical 
purpose: 

(a) Frequén€ loss of controlled substance medications; 

(b) Only controlled substance medications are 
prescribed for a patient; 

(c) One person presents controlled substance 
prescriptions with different patient names; 

(d) Same or similar controlled substance medication is 
prescribed by two or more prescribers at the same time; 
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COUNT THREE 

74. Petitioner realleges and incorporates paragraphs one (1) 

through sixty-four (64) as if fully set forth herein. 

75. Section 465.023(1)(c), Florida Statutes lfl, 
subjects a permittee to discipline if the permittee, or agent of the 

permittee, violates any of the requirements of Chapter 465; Chapter 499; 

21 U.S.C. ss. 301-392, known as the Federal Food, Drug, and Cosmetic 

Act; 21 U.S.C. 5$. 821 et seq., known as the Comprehensive Drug Abuse 

Prevention and Control Act; or Chapter 893. 

76. Section 465.016(1)(i), Florida Statutes (2009)(201o)(2o11), 

provides that compounding, dispensing, or distributing a legend drug, 

including any controlled substance, other than in the course of the 

professional practice of pharmacy, constitutes grounds for discipline. 

77. From on or about February 24, 2010 until on or about 

September 30, 2011, Respondent's agent, Mr. Qkonkwo, dispensed legend 

drugs, including controlled substances, other than in the course of the 

professional practice of pharmacy, in one or more of the following ways: 

a) by failing to verify the purported prescriptions for 

controlled substances for N.C., T.F., and/or M.D. with the 

purported prescriber; and/or 
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b) by dispensing prescriptions to NLC., K.D., T.F., K.H., H.D., ., and/or B.D. which were not based on valid physician — 

patient relationships; and/or 

c) by distributing legend drugs to another pharmacy without 

an appropriate permit; and/or 

d) by transferring legend drugs to another pharmacy 

without appropriate documentation such as pedigree papers 

documenting the transfer; and/or 

e) by providing controlled substances to tC., K.D., TF.,K.R., 

H.D., AR., and/or B.D. without valid prescriptions. 

78. Respondent violated Section 465.023(fl(c), Florida Statutes 

(2009)(2010)(201 1), when Respondent's agent, Mr. violated 

Section 465.016(I)(i), Florida Statutes 11), by 

compounding, dispensing,, or distributing, a legend drug, including any 

controlled substance, other than in the course of the professional practice 

of pharmacy by dispensing controlled substances to patients based upon 

fraudulent prescriptions. 

COUNT FOUR 

79. Petitioner realleges and incorporates paragraphs one (1) 

through sixty-four (64) as if fully set forth herein. 
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80. Section 465.023(1)(c), Florida Statutes (2012), subjects a 

permittee to discipline if the permittee, or agent of the permittee, violates 

any of the requirements of Chapter 465; Chapter 4g9; 21 1 ss. 301- 

392, known as the Federal Food, Drug, and Cosmetic Act; 21 U.S.C ss. 

821 et seq., known as the Comprehensive Drug Abuse Prevention and 

Control Act; or Chapter 893. 

81. Section 499.005(18), Florida Statutes (2012), states that it is 

unlawful if there is a failure to maintain records as required by this part 

and rules adopted under this part. 

82. Rule 61N-1.012(1)(a), Florida Administrative Code, (formerly 

Rule 64F-12.012(1)(a), Florida Administrative Code), provides that records 

to document the movement of drugs, devices or cosmetics must provide a 

complete audit trail from a pérson% receipt or acquisition to sale or other 

disposition of the product or component. 

83. As set forth above, Respondent cannot provide documentation 

to account for delivery of multiple boxes of medications from Respondent 

to Quality Care between in or about August 2012 and in or about 

November 2012, by Respondent's agent, Mr. Okonkwo. 

84. Based on the foregoing, Respondent violated Section 

465.023(1)(c), Florida Statutes (2012), by violating Section 499.005(18), 
23 
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Florida Statutes (2012), by violating Rule 61N-1.012(1)(a), Florida 

Administrative Code, which requires that records to document the 

movement of drugs, devices or cosmetics must provide a complete audit 

trail from a person's receipt or acquisition to sale or other disposition of the 

product or component 

COUNT FIVE 

85. Petitioner realleges and incorporates paragraphs one (1) 

through sixty-four (64) as if fUlly set forth herein. 

86. Section 465.023(1)(c), Florida Statutes (2012), subjects a 

permittee to discipline if the permittee, or agent of the permittee, violates 

any of the requirements of Chapter 465; Chapter 499; 21 U.S.C. ss. 301- 

392, known as the Federal Food, Drug, and Cosmetic Act; 21 U.S.C. ss. 

821 et seq., known as the Comprehensive Drug Abuse Prevention and 

Control Act; or Chapter 893. 

87. Section 499.005(22), Florida Statutes (2012), provides St 
failure to obtain a permit or registration, or operating without a permit 

when a permit or registration is required by this part for that activity, 

constitutes grounds for disdpline. 

88. Section 499.01, Florida Statutes (2012), provides in pertinent 

pa it: 

24 )1 v. Avalon Park Pharmacy 
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(1) Prior to operating, a permit is required for each person 
and establishment that intends to operate as: 

Cd) A prescription drug wholesale distributor; 

(f) A retail pharmacy drug wholesale distributor; . . 

89. Section 499.003(54), Florida Statutes (2012), provides in 

pertinent part; 

"Wholesale distribution" means distribution of prescription 
drugs to persons other than a consumer of patient. . 

90. Section 499.003(17), Florida Statutes (2012), provides in 

pertinent part: 

"Distribute" or "distribution" means to sell; offer to sell; give 
away; transfer, whether by passage of title, physical movement, 
or both; deliver, or offer to deliver. 

91. Mr. Okonkwo, as Respondeflt's ent, failed to obtain 

appropriate permits for Respondent to operate in one or more :of the 

following ways: 

a) by failing to failing to obtain a permit for Respondent to 

operate as a prescription drug wholesale distributor before 

transferring medicinal drugs from Respondent to Quality Care; 

and/or 
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b) by failing to obtain a permit for Respondent to operate as 

a retail pharmacy drug distributor before transferring medicinal 

drugs from Respondent to Quality Care. 

92. Respondent violated Section 465.023(1)(c), Florida Statutes 

(2012), by violating Section 499.005(22), Florida Statutes (2012), by failing 

to obtain appropriate permits for Respondent to operate as a prescription 

drug wholesale distributor and/or as a retail pharmacy drug distributor. 

COUNT SIX 

93. Petitioner realleges and incorporates paragraphs one (1) 

through sixty-four (64) as If fully set forth herein. 

94. Section 465.023(1)(c), Florida Statutes (2012), subjects a 

pernhittee to discipline if the permittee, or agent of the permittee, violatEs 

any of the requirements of Chapter 465; Chapter 499; 21 U.S.C. ss. 301- 

392, known as the Federal Food, Drug, and Cosmetic Act; 21 U.S.C. ss. 

821 et seq., known as the Comprehensive Drug Abuse Prevention and 

Control Act; or Chapter 893. 

95. Section 499.005(3), Florida Statutes (2012), provides it is 

unlawful for any person to receive any drug, device, or cosmetic that is 

adulterated or misbranded, 
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96. Section 499.006(10), Florida Statutes (2012), provides that a 

drug is adulterated if it has been purchased, held, said, or distributed at 

any time by a person not authorized under federal or state law to do so. 

97. Respondent did not have or obtain appropriate permits to 

transfer and distribute drugs to or from Quality Care from in about August 

2012 until in or about November 2012. 

98. Based on the foregoing, Respondent violated Section 

465.023(1)(c), Florida Statutes (2012), by violating Section 499.005(3), 

Florida Statutes (2012), by receiving adulterated dwgs, as defined by 

Section 499.006(10), Florida Statutes , 
WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revOcation or suspension of Rspondent's license, resfriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/Or any other relief that the 

Board deems appropriate. 
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SIGNED this ' day of , 2013. 

John H. Armstrong, MD 
Surgeon General and Secretary of Health 

Mary S. MilIer(J 
Assistant General Counsel 
Ha. Bar No. 0780420 

FILED Office of the General Counsel 
DEPA:TMENT OF HEALTH 4052 Bald Cypress Way, Bin c-65 

CLERK Tallahassee, Florida 32399-3265 
- DATE JUL 3 0 1J Telephone (850) 245 — , ext. 8104 

Facsimile (850) 245 — 4683 
E-mail: .us 

PCP: 2.otS 
PCP MèhbeFs: 
MSM/mm 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120.589 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine withesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF CQSTS 

Respondent is ptaced on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

29 

DON v. Avalon Park Pharmacy 
Case No.: 2012-12103 



Mission: I 
Rick Scott 

- 
Governor 

To protect, promote & improve the health 
I 

______________ 

of all people in ida through integrated 
I John H. Armstrong, MD, FACS state, county & community efforts. 

I H EALTH I 

State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Naflon 

January 17, 2014 

Martin R. Dix, Esquire 
106 E. College Ave., #1 200 
Tallahassee, FL 32301 

Re: DOH vs. Avalon Park Pharmacy 
DOE! Case Number: 2012-13103 

Dear Mr. Dix: 

We are in receipt of your client's executed Voluntary Relinquishment form. As you are aware by 
signing the Voluntary Relinquishment of License form your client agreed to the following: 

• the Voluntary Relinquishment would be considered disciplinary action against his/her license, 
pursuant to Section 456.072(1 )(f), Florida Statutes; 

• Voluntarily relinquishing his/her Florida pharmacy license may have an effect on pharmacy 
licenses they may hold in other states. 

If this is not what you understood, please contact me as soon as possible to discuss, at 850-245- 
4444. Otherwise, this case will proceed as planned, and the Florida Board of Pharmacy will take up your 
client's request for Voluntary Relinquishment of License at their next regularly scheduled meeting. You 
are not required to attend the meeting. 

Sincerely, 

Mary 
Assistant General Counsel 

MM/ab 

Florida Department of Health www.FlorldasHealth.com 
Office or the General Counsel . Prosecuffon Services Unit 

TWITTER:HeaIthyFLA 4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399-1701 
FACEBOOK:FLDeparUuentofl-lealth Express mail address: 2585 Merchanls Row — Suite 105 

YOUTUBE: fldoh PRONE: 8501245-4444 'FAX 850)245-4683 
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One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


flick Scott 
Mission: I Govema 
Toprolad.promote&ImprovetheheaYth 

I 

I 

John it. Annstiong, MD, 
state, & effoils. 
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March 6, 2013 Certified Article Number 
7196 9006 9111 6826 2985 

SENDERS RECORD 

Re: Complaint No. 2012-1 31 03 
Respondent: Avalon Park Pharmacy 

Dear Mr. Brown: 

Pursuant to section 456.073(10), Florida Statutes, you 
investigative file prior to the submission of this matter 
456.073(10), Florida Statutes, provides in part: 

requested a copy of the Department's 
to the probable cause panel. Section 

The complaint and all information obtained pursuant to the investigation by the 
department are confidential and exempt from s. 119.07(1) until 10 days after 
probable cause has been found to exist by the probable cause panel or by the 
department, or until the regulated professional or subject of the investigation 
waives his or her privilege of confidentiality, whichever occurs first. Upon 
completion of the investigation and a recommendation by the department to find 
probable cause, and pursuant to a written request by the subject or the subject's 
attomey, the department shall provide the subject an opportunity to inspect the 
investigative file or, at the subjects expense, forward to the subject a copy of the 
investigative file. Notwithstanding s. 456.057, the subject may inspect or receive a 
copy of any expert witness report or patient record connected with the 
investigation if the subject agrees in writing to maintain the confidentiality of any 
information received under this subsection until 10 days after probable cause is 
found and to maintain the confidentiality of patient records pursuant to s. 456.057. 

Attached for your review is an Acknowledgement of and Agreement to Maintain Patient 
Confidentiality. Please sign and return the enclosed form to my office as soon as possible. 
The signed confidentiality agreement will be placed in our file. 

Upon receipt of this form, and a determination by the Department to recommend that an 
Administrative Complaint be filed, a copy of the investigative file, including any expert witness 
report or patient record, will be forwarded to you for review. Our office will not make duplicates 
of any x-rays contained within the investigative file unless specifically requested to do so. You 
will have twenty (20) days from the date of mailing to file your response with the Department, 
unless an extension is granted by the attorney handling this matter. 

However, please note that the Department is only required to provide a copy of the investigative 
file after the investigation has been completed and only if the Department is recommending an 
Administrative Complaint. A copy of the file will not be provided if the Department recommends 
closure of the complaint. 

Flodda Department of Health .com 
Office of the General Counsel' Proseastion Unit 
4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399-1701 jth 
PHONE: 85032454444' FPJ( 850/2454683 VOUTUBE: fldeh 

Christopher E. Brown, J.D. 
The Health Law Firm 
1101 Douglas Avenue 
Altamonte Springs, FL 32714 
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tf you have any questions, please give me a call at (850) 245-4444 ext. 8104. 

Enclosure: Confidentiality Agreement 

MSM/cmn 

Mary S. Mill 
Assistant 

/ 
ral Counsel 
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Acknowledgement of and 
Agreement to Maintain Patient Confidentiality 

i, 'C the Subject of an investigation by the 

Department of Health. As the Subject of such an investigation, I am entitled to inspect or 

receive a copy of the investigative report, including any expert witness report or patient 

records connected with the investigation pursuant to Section 456.073(10), Florida 

Statutes, if I agree in writing to maintain the confidentiality of any information received 

under this provision, until 10 days after probable cause is found and to maintain the 

confidentiality of patient records pursuant to Section 456.057, Florida Statutes, 

I understand the cost associated with duplicating x-rays and I want ( ) do not want 

(jto receive a copy of any x-rays that are contained within the Investigative file. 

SIGNED this of CAA ,2013. 

SIGNED this 

____ 

day of 2013 On behalf of Avalon 

Park Pharmacy. 

Christopher E. Brown, J.D. 

Avalon Park Pharmacy 
2012-1 31 03 
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1101 Douglas Avenue 
Altamonte Springs, FL 32714 
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PS Form 3800. January 2005 
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Altamonte Springs, FL 32714 

March 6, 2013 
Certified Article Number 

H 

7196 9008 9111 6826 2985 

SENDERS RECORD 

Re: Complaint No. 201 2-13103 
Respondent: Avalon Park Pharmacy 

Dear Mr. Brown: 

Pursuant to section 456.073(10), Florida 
investigative file prior to the submission 
456.073(10), Florida Statutes, provides in 

Statutes, you 
of this matter 
part: 

requested a copy of the Department's 
to the probable cause panel. Section 

The complaint and all information obtained pursuant to the investigation by the 
department are confidential and exempt from s. 119.07(1) until 10 days after 
probable cause has been found to exist by the probable cause panel or by the 
department, or until the regulated professional or subject of the investigation 
waives his or her privilege of confidentiality, whichever occurs first. Upon 
completion of the investigation and a recommendation by the department to find 
probable cause, and pursuant to a written request by the subject or the subject's 
attorney, the department shall provide the subject an opportunity to inspect the 
investigative file or, at the subject's expense, forward to the subject a copy of the 
investigative file. Notwithstanding s. 456.057, the subject may inspect or receive a 

copy of any expert witness report or patient record connected with the 
investigation if the subject agrees in writing to maintain the confidentiality of any 
information received under this subsection until 10 days after probable cause is 

found and to maintain the confidentiality of patient records pursuant to s. 456.057. 

Attached for your review is an Acknowledgement of and Agreement to Maintain Patient 
Confidentiality. Please sign and return the enclosed form to my office as soon as possible. 
The signed confidentiality agreement will be placed in our file. 

Upon receipt of this form, and a determination by the Department to recommend that an 
Administrative Cortiplaint be filed, a copy of the investigative file, including any expert witness 
report or patient record, will be forwarded to you for review. Our office will not make duplicates 
of any x-rays contained within the investigative file unless specifically requested to do so. You 
will have twenty (20) days from the date of mailinQ to file your response with the Department, 
unless an extension is granted by the attorney handling this matter. 

However, please note that the Department is only required to provide a copy of the investigative 
file after the investigation has been completed and only if the Department is recommending an 

Administrative Complaint. A copy of the file will not be provided if the Department recommends 
closure of the complaint. .com 

8IthyFLA 
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Florida Department of Health 
Office of the General Counsel 'Prosecution Services Unit 

4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399-1701 

PHONE: 850/245-4444 'FAX 8501245-4683 
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If you have any questions, please give me a call at (850) 245-4444 ext. 8104. 
4 

Respectfully, 

Mary S. Mil& 
Assistant General Counsel 

MSM/cmn 

Enclosure: Confidentiality Agreement 
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Acknowledgement of and 
Agreement to Maintain Patient Confidentiality 

_____________________________ 

am the Subject of an investigation by the 

Department of Health. As the Subject of such an investigation, I am entitled to inspect or 

receive a copy of the investigative report, including any expert witness report or patient 

records connected with the investigation pursuant to Section 456.073(10), Florida 

Statutes, if I agree in writing to maintain the confidentiality of any information received 

under this provision, until 10 days after probable cause is found and to maintain the 

confidentiality of patient records pursuant to Section 456.057, Florida Statutes. 

I understand the cost associated with duplicating x-rays and I want ( ) do not want 

()to receive a copy of any x-rays that are contained within the investigative file. 

SIGNED this 

____ 

day of 

____________________, 

2013. 

Avalon Park Pharmacy 
2012-131 03 

SIGNED this 

____ 

day of 

_____________________, 

201.3. on behalf of Avalon 

Park Pharmacy. 

Christopher E. Brown, J.D. 
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CONFIDENTIAL 

Ms. Shelly Simon 
Medical Malpractice Investigator 
Division of Medical Quality Assurance 
Investigative Services Unit - Orlando 
400 West Robinson Street, S-827 
Orlando, FlQrida 32801 

DEL 22012 

Re: Department of Health vs. Valentine C. Okonkwo. . 
Dear Ms. Simon: 

DOll Case No.: 2012-13130 
Our File No.: 1441/003 
NOTICE OF REPRESENTATION/REQUEST FOR COPY OF 
DOH INVESTIGATION FILE 

— 

We have the honor and privilege of having been retained to represent Valentine C. 

Okonkwo, R.P1L, in the above-referenced matter. 

Please do not attempt to contact Mr. Okonkwo, his pharmacy, Avalon Park Pharmacy, or 

any of its employees except through our office. 

In accordance with Chapter 456, Florida Statutes, and the applicable 
Administrative Code (F.A.C.) rules, we are specifically requesting a copy of the report of 

investigation and the entire investigation file for this matter. The copy of the file should include, 

but not be limited to: medical records, maries of interviews with witnesses, witness 

statements, receipts, investigator's notes, internal correspondence and memoranda, all notes, 

THE HEALTH LAw FIRM IS CERTIFIED AS A SERVICE-DISABLED VETERAN OWNED BUSINESS AND A CERTIFIED BUSINESS ENTERPRISE BY THE FLORIDA OFFICE OF SUPPLIER lv lit 
THE lTH FIRM IS - - 

HEALTH LAW 

l 

Florida 

EXHIsrr 



Ms. Shelly Simon 
Medical Malpractice Investigator 
Division of Medical Quality Assurance 
Investigative Services Unit - Orlando 
CONFIDENTIAL 
December 11, 2012 
- Page 2 - 

expert reviews, external correspondence sent or received, and anything and everything else that 

may be included in the file. We will, of course, agree to keep the matters contained therein 
confidential as required by law. 

A release/authorization form executed by our client authorizing us to receive information 

and documents from the Department of Health on this matter is attached. We are also enclosing 

a DOH Acknowledgment of and Agreement to Maintain Patient Confidentiality signed by our 
client. 

It is Mr. Okonkwo's intention to exercise his statutory right to receive and review a copy 

of the investigation report and file in this matter after the investigation is complete but before it 

is forwarded to the Probable Cause Panel. 

In addition, Mr. Okonkwo may desire, after he reviews the investigation to provide 
additional documents and information, if considered necessary, before this matter is considered 
by the Probable Cause Panel. This is his right under Florida law. He desires to exercise his right. 

After we have had an opportunity to consult with our client and review his/her documents, 
we will decide whether or not he/she will submit a written response to you for inclusion in the 

investigation. 

Again, since you are now aware that the health care provider is reprcsented by counsel, 

please do not attempt to contact or communicate with the health care provider or any of his 

employees except through this firm. 

Should you desire to discuss this matter further, you may reach me at the numbers 

indicated above. If I am not available, please feel free to speak with George F. Indest, II, another 

attorney with this firm, who is also familiar with this case. 

Also, once you have completed the investigation and forwarded it to DOH in Tallahassee, 
could you please call my office and let me know? This way, we will not bother you with further 

requests. You may leave word with anyone in my office who answers. 

Thank you very much for your cooperation in this matter. 



Ms. Shelly Simon 
Medical Malpractice Investigator 
Division of Medical Quality Assurance 
Investigative Services Unit - Orlando 
CONFIDENTIAL 
December 11, 2012 
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Sincerely, 

THE HEALTH LAW FIRM, by: 

CHRISTOPHER E. BROWN 

ends: (1) DOH Agreement to Maintain Confidentiality 
(2) Authorization to Represent and For Release of Documents and Information 

cc: Valentine C. Okonkwo, R.Ph., Owner (w/out ends) 
Avalon Park Pharmacy 

Simon-i.wpd 
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pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 
FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 
RE: Avalon Park Pharmacy (MSM) 

Case Number: 2012-13103 
MEMBERS: u'$O Michele Wetter, PharmD and Gavin Meshad 
DATE OF 30, 2013 AGENDA ITEM: A-6 •....s...l..... . ...................................................... 
This matter came before the Probable Cause Panel on the above date, Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise illy advised in the premises, the panel finds that: 

x Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.023(1)(h), Florida Statutes (2009)(2010)(2011), by dispensing medicinal drugs 
based upon communications that purport to be prescriptions as defined by Section 
465.003(14), Florida Statutes (2009)(2010)(2011), or Section 892.02, Florida Statutes 
(2009)(2010)201 1); 

Section 465.023(1)(c), Florida Statutes (2009)(2010)(2011), when Respondent's agent, Mr. 
Okonkwo, violated Section 465.016(1)(i), Florida Statutes (2009)(2010)(2011); 

Section 465.023(1)(c), Florida Statutes (2012), by violating Section 499.005(18), Florida 
Statutes (2012) by violating Rule 61N-1.012(1)(a), Florida Administrative Code; 

Section 465.023(1)(c), Florida Statutes (2012), by violating Section 499.005(22), Florida 
Statutes (2012), 

Section 465.023(1)(r), Florida Statutes by violating Section 3465.023(1)(r), Florida Statutes 
(2012), by violating Section 499.005(3), Florida Statutes (2012), by receiving adulterated 
drugs, as defined by Section 499.006(10), Florida Statutes (2012) 

Probable Cause was not found in this case 

____ 

In lieu of probable cause, issue letter of guidance 

____ 

Case requires expert review 

____ 

Case needs further investigation 
a) 
b) 

Upon reconsideration, dismiss 
other L 2 3 

Chair, Probable Cfluse Panel Date 
Board of Pharmacy 
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Rick Scott 
Mission: Governor 

To protect, promote & improve the heaith 

of afi people in Florida through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201211172 

MEGAN ELIZABETH CRANE, 
RESPONDENT. 

NOTICE 

TO: MEGAN ELIZABETH CRANE 
378 W ROSEWOOD LANE 
TAVARES, FL 32778 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present 

at this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627.-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 am; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

/ oard Executive Direchr 
/ BOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Honda Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance TWITTER:HealthyFLA 

4052 Bald Cyprass Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentolHealth 

PHONE: (850) 245-4444 • FAX: (850) 245-4791 VOUTUBE: fldoh 
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Mission: Governor 
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Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201211172 

MEGAN ELIZABETH CRANE, 
RESPONDENT. 

NOTICE 

TO: MEGAN CRANE - LOWELL CORRECTIONAL INSTITUTE 
3700 NW 111 PLACE 
OCALA, FL 34482 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present 

at this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

1 
OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.floridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 
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HEALTH 
Vision: To be the Healthiest State in the Nathn 

Rick Scott 
Governor 

John H. *zmstrong, , FACS 
State Surgeon GeneM & Seaetary 

Subjects License No: 
Licensure File No: 
Initial Licensure Date: 
Board Certification: 
Required to Appear: 
Current IPN/PRN Contract: 
Allegation(s): 

Prior Discipline: 
Probable Cause Panel: 
Subject's Attorney: 
Complainant/Address: 

Megan Elizabeth Crane 
378 W Rosewood Lane 
Tavares, ft 32778 
378 W Rosewood Lane 
Tavares, ft 32778 
Lowell Correctional InstitUte 
3700 NW 111 Place 
Ocala, FL 34482 
11423 Lake Euths Drive 
Leesburg, FL 34788 
13859 
15501 

12/1/2009 

No 

No 

No 

Ct 1: 456.072(1)(x), FS (2012) 
Ct 2: 456.072(1)(c), FS (2012) 
None 

July 30, 2013; Weizer & Meshad 

ProSe 
Wal-Mart Stores East, Lib 

702 SW 8th Street, Dept 8719 
Bentonvilie, AR 72716-0230 
Memorandum to the Board 

Florida Department of Health 
Offlce of the General Counsel• Prosecuton Services Unit 

4052 Bald Cypress Way. Bin C$5 • Tallahassee, ft 32399-1701 

Express mail address: 2585 Merchants Row - Suite 105 

PHONE: 8501245-4444- FAX 245-4683 

www.Florldagfloalth.com leaith 
YOURJBE: tldoh 

MissIon 
To proted. piomote & hiprtve the heawi 
of all pecØe In Flodda through Integrated 

state, cainty & conirnunity t. 

TO: 

MEMORANDUM 
of Pharmacy • Tammy Collins, Acting Executive Director, Board 

FROM: Mary Miller, Assistant General Counsel 
RE: Voluntary Relinquishment 
SUBJECT: DOll v. Megan Elizabeth Crane, R.P.T. . 

DATE: 

DOll Case Number 2012-11172 y 3. 2014 . 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following 
information is provided in this regard. 
Subject: 
Subject's Address of 
Record: 
Enforcement Address: 

Subject's Additional 
Addresses: 

Rank: RPT 

Materials Submitted: 



Voluntary Relinquishment 

Administrative Complaint 

Supplemental Investigative Report dated 7/2/2013 

Election of Rights 

Probable Cause Panel Memorandum 
Emergency Suspension Order 

Order to Compel Evaluation 

Anal Investigative Report with Exhibits 1-11 



FILED 
DEPARTMENT OF HEALTH 

DEPUTY CLERK 
CLERK ANGEL SANDEP$ 
DATE B 0 3 2014 

DEPARTMENT OF HEALTH 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 

Petitioner, 

CASE NO.: 2012-11172 

MEGAN ELIZABETH CRANE, R.P.T., 

Respondent. 
/ 

VOLUNTARY REUNOUISHMENT OF LICENSE 

Respondent, Megan Elizabeth Crane, R.P.T., License No. RPT 

13859 hereby voluntarily relinquishes Respondent's license to practice 

nursing in the State of Florida and states as follows: 

1. Respondent's purpose in executing this Voluntary Relinquishment 

is to avoid further administrative action with respect to this cause. 

Respondent understands that acceptance by the BOard of Pharmacy 

(hereinafter the Board) of this Voluntary Relinquishment shall be construed 

as disciplinary action against Respondent's license to Section 

456.072(1)(f), Florida Statutes. 

2. Respondent agrees to voluntarily cease practicing pharmacy 

immediately upon executing this Voluntary Relinquishment. Respondent 



further agrees to refrain from the practice of until such time as 

this Voluntary Relinquishment is presented to the Board and the Board 

issues a written final order in this mater. 

3. In order to expedite consideration and resolution of this action 

by the Board in a public meeting, Respondent, being fully advised of the 

consequences of so doing, hereby waives the statutory privilege of 

confidentiality of Section 456.073(10), Florida Statutes, and waives a 

determination of probable cause, by the Probable Cause Panel, or the 

Department when appropriate, pursuant to Section 456.073(4), Florida 

Statutes, regarding the complaint, the investigative report of the 

Department of Health, and all other information obtained pursuant to the 

Department's investigation in the above-styled action. By signing this 

waiver, Respondent understands that the record and complaint become 

public record and remain public record and that information is immediately 

accessible to the public. Section 456.073(10) Florida Statutes. 

4. Upon the Board's acceptance of this Voluntary Relinquishment, 

Respondent agrEes to waive all rights to seek judicial review ot or to 

otherwise challenge or contest the validity of, this Voluntary 

2 



and of the Final Order of the Board incorporating this Voluntary 

Relinquishment 

5. Petitioner and Respondent hereby agree that upon the Board's 

acceptance of this Voluntary Relinquishment, each party shalt bear its own 

attorneys fees and costs related to the prosecution or defense of this matter. 

6. Respondent authorizes the Board to review and examine all 

investigative file materials concerning Respondent in connection with the 

Board's consideration of this Voluntary Relinquishment. Respondent agrees 

that consideration of this Voluntary Relinquishment and other related 

materials by the Board shall not prejudice or preclude the Board, or any of 

its members, from further participation, consideration, or resolution of 

these proceedings if the Board does not accept the of thIs Voluntary 

Relinquishment. 
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DATED this c97 day of , year of 2013. 

MEGAkELIZABETH CRANE, R.P.T. 

STATE OF 

Before me, personally appeared rc\r\'p 
, whose identLty is personally known to me or by pr.Qducing 9 (type of identification) as ication and who acknowledges that her signature appears above. 

Sworn to or affirmed by Respondent before me this day of 
2013. 

M'/toi'nmission Expires 

NOTARY PUBLIC- STATE OF 9+3 

or Print Notary 

IA D,WPILACE:, 
MYCOMM!SSION 

3,2017 

audslIrv 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITION ER, 

v. CASE NO. 2012-11172 

MEGAN ELIZABETH CRANE, , 
RESPONDENT. 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and tHés this Administrative Complaint before the 

Board of Pharmacy against Respondent, Megan Elizabeth Crane, R P T, 
and in suppbt-Cthéreof allEges; 

1. Petitioner is the state charged with regulating the 

practice of pharmacy pursuant b Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, florida Statutes. 

2. At all times material to this Administrative lSint, 
Respondent was a registered pharmacy technician (R.P.T.) within the state 

of Florida, having been issued license number RPT 13859. 



• 3. Respondent's address of record is 378 West R.osewood Lane, 

Tavares, Florida 32778. 

4. During the course of the investigation, the Department 

developed another address for Respondent at Lowell Correctional Institute, 

11120 N.W. Gainesville Road, Ocala, Florida 34482-1479. 

5. On July 6, 2012, in Leesburg, Florida, Fruitland Park Police 

Department police officers arrested Respondent on one count of Obtaining 

a Prescription by Fraud, a third degree felony, in violation of Section 

831.30(1), Florida Statutes (2012); one count of Grand Theft, a third 

degree felony, in violation of .Setion 812.014(3), Florida Statutes (2012);. 

two counts of Possession of a Schedule Three Controlled Substance, a 

degree felony, in violation of Section 893.13, Florida Statutes, (2012); and 

Counts of Possession of a Schedule Four Controlled Substance, a third 

degree felony, in violation of Section 893.13, Florida Statutes (2012). 

6. On May 13, 2013, in the Circuit Court of the Fifth Judicial 

Circuit, in and for Lake couflty, Florida, in case no. 2012-CF-oo1751, 

Respondent entered pleas of nob contendere to, and was adjudicated 

guilty of, one count of Trafficking Nydrocodone, a first degree felony, in 

violation of Section 893.135(1)(c), Florida Statutes (2012); one count of 

Deparfrrtent of Health v. Megan Crane, R.P.T. 
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Possession of Aiprazolarn, a third degree felony, in violation of Section 

893.13(5)(a), florida Statutes (2012); one count of Possession of 

Carisoprodol, a third degree felony, in violation of Section 1 
Florida Statutes (2012); one count of Unlawful Acquisition or Attempt to 

Acquire Possession of a Controlled Substance by Fraud, a third degree 

misdemeanor, in violation of Section 3.13(7)(a)g, Florida Statutes 

(2012); and one count of Grand Theft, a third degree felony, in violation of 

Section 12.014(2)(c)1, Florida Statutes (2012). 

7. The crimes of Trafficking Hydrocodone, Possession of , Possession of Carisoprodol, Unlawful Acquisition or Attempt to 

Acquire Possession of a Controlled Substance by Fraud; and Grand Theft; 

are crimes that relate to the Øractice Of, or the ability to bce 
Respondent's profession. 

8. Respondent failed to report her pleas to the Board, in writing, 

in a timely manner. 

COUNT ONE 

9. Petitioner realleges and incorporates paragraphs one (1) 

through eight (8) as if fully set forth herein. 

Deparbnent of Health v. Megan Crane, R.P.T. 
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10. Section 2(1)(x), Florida Statutes (2012), provides that 
failure to report to the board, or department, in writing within 30 days after 
the has been convicted or found guifty of, or entered a plea of b contençjere to, regardless of adjudication, a crime in any Jurisdiction, e_s grounds for disciplinary action by the Board of Pharmacy. 

11. Respondent failed to report her pleas of nob contendere to the 
Board of Pharmacy, in writing, in a timely manner. 

12. Based on the foregoing, Respondent violated Section (1)(x), Florida Statutes (2012), by failing to report to the board, or 
departirient, in writing within 30 days after the licensee had been 
or found guilty of, or entered a plea of b contendere to, of 
adjudication, a örirne in any jurisdiction,. 

: 

COUNT TWO 

13. Petitioner realleges and incorporates paragraphs one (1) 
through eight (8) as if fully set forth herein. 

14. Section 72(1)(c), Florida Statutes (2012), provides that 
being convicted or found guilty of, orentering a plea of nob contendere to, 
regaFdless of adjudication, a crime in any jurisdiction which relates to the 

or Health V. Megan Crane, R.P.T. 
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practice of a licensee's profession, or to the ability to practice a licensee's 

profession, constitutes grounds for disdplinary action. 

15. On May 13, 2013, in the Circuit Court of the Fifth Judidal 
Circuit, in and for Lake County, Florida, Respondent entered pleas of b 
contendere to one count of Trafficking Hydrocodone, one count of 
Possession of Aiprazolam, one count of Possession of Carisoprodol, one 
count of Unlawful Acquisition or Attempt to Acquire Possession of a 

Controlled Substance by Fraud, and one count of Grand Theft, crimes 
which relate to the practice of, or the ability to practice 

Respondent Violatea Sectián: 
H 2(i)(c); Fhrida Statutes (2012), by being or fOund. guilty. 

of, or entering a plea of guilty nOb contendere to, regardless of 
adjudication, a crime in any jurisdiction which relates to the practice of, or 
the ability In practice, a licensee's 

WHEREFORE, the Petitioner respectfully requests that the Board of 
Pharmacy enter an order imposing one or more of the following 

permanent revocation or suspension of Respondent's license, restriction 

of 
a reprimand, 

of Health v. Megan Cnne, R.P.t 
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placement of the Respondent on probation, corrective action, refund of 

fees billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 
1 . 

JOHN ft ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

MARY S. 

Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way; Bin #C65 FILED Tallahassee, FL 32399-3265 DEPARTMENT OF HEALTH 
na. Bar No. 0780420 

CLERK JkngeCSantCrs (850) 245-4114 phone, ext. 8104 
DATE JUL 3 0 7013 - (8.50)245-4633. fax 

PCP: 
PCP Mèmb&s: 

Departrent of Health v. Megan Crane, R..P.T, 
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NOTICEOFRIGHTS 
Respondent has the right to• request a hearing to be conducted in accordance with Section 120.569 and 12037, Florida Statutes, to be represented by counsel or other qualified representative, to present evidence and argument, to call and cross-examine witnesses and to have subpoena and subpoena duces tecum issued on his or her behalf if a hcaring is requested. 

NOTICE REGARDING A.SSESSP4EPCT OF CoSTs 

Respondent is placed on notice that Petitioner has incurred costs related to the investigation and prosecution ófthis matter. Pursuant to Section 456.072(4), Florida Statutes, the Board shalt assess costs related to the investigation and prosecution of a disciplinary matter, which may include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

Departhient of Hearth v. Megan Qane, RM.T. 
Case No. 2012-11172 
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Mission: 
To protect promote & improve the health 

oF all people in Flodda through integrated 

state, county & community efforts. 

February 3, 2014 

Rick Scott 
Governor 

John H. Armstrong, 1 FACS 
State Surgeon General & Secretary 

Megan Crane, DC#156149 
Lowell Correctional Institute 
3700 NW ill Place 
Ocala, FL 34482 

Re: DOH vs. Megan Elizabeth Crane, R.P.T. 
DOH Case Number: 2012-11172 

Dear. Ms. Crane: 

We are in receipt of your executed Voluntary Relinquishment form. 
Voluntary Relinquishment of License form you agreed to the following: 

As you are aware by signing the 

the Voluntary Relinquishment would be considered disciplinary action 
pursuant to Section 456.072(1 )(f), Florida Statutes; 

against your license, 

• Voluntarily relinquishing your Florida pharmacy license may have an effect on pharmacy licenses 
you may hold in other states. 

If this is not what you understood, please contact me as soon as possible to discuss, at 850-245-44.44. 
Otherwise, this case will proceed as planned, and the Florida Board of Pharmacy will take up your 
request for Voluntary Relinquishment of License at their next regularly scheduled meeting. You are not 
required to attend the meeting. 

Sincerely 

Mary S. Uiller 
Assistant General Counsel 

MM/ab 

Florida Department of Health 
Office of the General Counsel • Prosecubon Services Unit 

4052 Bald Cypress Way, Bin 0-65• Tallahassee, FL 32399-1701 

Express mail address: 2585 Merthants Row— Suite 105 

PHONE: 8501245-4444 'FAX 8501245-4683 

www.FiorldasHealth.com 
TWITTER:HeaIthyFLA 

FAcEBOOK:FLDepartmentofflealm 
VOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest state in the Nathn 



STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 

Office: Alachua Date of Case: 08/01/2012 Case Number: RPT 2012-11172 
Subject: MEGAN ELIZABETH CRANE, RPT 
11423 Lake Eustis Drive 
Leesburg, FL 34788 * 

352-406-5042 

Source: WAL-MART STORES EAST, LLP 
ATTN: HEATHER GREGORY 
702 SW th Street, Dept. 8719 
Bentonville, AR 72716-0230 
479-277-7032 

Prefix: License #: Profession: Board: Report Date: 
RPT (2208) 13859 Registered Pharmacy Technician Pharmacy 08/15/2013 
Period of Investigation: 
08/0712012 to 08/15/2013 

Type of Report: 
SUPPLEMENTAL 3 

Alleged Violation: F.S. 456.072(1)(z): Being unable to practice with reasonable skill and safety to patients by reason of 
illness or use of alcohol, drugs, narcotics, chemicals, or any other type of material or as a result of any mental or 
physical condition; (dd): Violating any provision of this chapter, the applicable practice act, or any rules adopted 
pursuant thereto; 465.016(1)(d): Being unfit or incompetent to practice pharmacy by reason of: 2. The misuse or abuse 
of any medicinal drug appearing in any schedule set forth in chapter 893; 3. Any abnormal physical or mental condition 
which threatens the safety of persons to whom she or he might sell or dispense prescriptions, drugs, or medical 
supplies or for whom she or he might manufacture, prepare, or package, or supervise the manufacturing, preparation, 
or packaging of, prescriptions, drugs, or medical supplies; (in): Being unable to practice pharmacy with reasonable skill 
and safety by reason of illness, use of drugs, narcotics, chemicals, or any other type of material or as a result of any 
mental or physical condition; (r): Violating any provision of this chapter or chapter 456, or any rules adopted pursuant 
thereto. 
Synopsis: This investigation is predicated upon the receipt of a request from the Florida Department of 
Health Prosecution Services Unit to serve Megan Elizabeth CRANE, RPT with an Emergency Suspension 
Order. 

On 07/19/2013, the Alachua ISU office received a request from the Prosecution Services Unit to serve 
CRANE with an Emergency Suspension Order. On 08/13/2013, at 1300 hours, I met with the 
Florida Women's Reception Center in Ocala, Florida, where she is currently incarcerated. 
wearing her Florida Department of Corrections photo identification card and I recognized 
previous meeting. I gave CRANE a copy of the ESO and explained to her that her 
technician license has been suspended and it would be a violation of Florida law to work as a 
pharmacy technician until her license is reinstated. CRANE stated that she understood. I if 
she had any questions about the ESO, and she stated that she did not. 

— r 
I completed an Affidavit of Service on 08/15/2013. No further investigative action taken. 

*CRANE is currently incarcerated in DOC until . 
Related Case: N/A 

Approved By/Date: 

William Schauer, Investigation Manager 'ward Legall, Gl-31 

lnvesticiato&ate. 

Distribution: HQ/ISU Page 1 



DOH INVESTIGATIVE I-ORT CASE NUMBER: RPT 2012-11172 

TABLE OF CONTENTS 

I. INVESTIGATIVE REPORT COVER 1 

II. TABLE OF CONTENTS 2 

III. EXHIBITS 

* S3-1. Copy of PSU request form 

* S3-2. Copy of emergency suspension order -9 
* 53-3. Affidavit of Service 10 

*EXHIBITS CONTAIN INFORMATION WHICH IDENTIFIES PATIENT(S) BY NAME AND 
ARE SEALED PURSUANT TO SECTION 456.057(1O)(a), FLORIDA STATUTES 

INV PORN 300, Revised 02/08, created 07/02 
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Minion: 
To protect promote & improve the health 

of all people in Flodda through integrated 
state, & emmunity efforts. a 

HEALTH 

mcli Scott 
Governor 

Jofln H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Vision: To be the Heafthiest State in the Nalion 

PSU REQUEST FORM 
FROM: Tamia Christopher For Mary 

S. Miller, Esq. 

TO: William Schauer, Investigative Supervisor 
ISU Alachua 

Date: 7119113 TO: CSU 

Phone #: 850/245/4444 Ext. 8200 CC: 

Case Number: 2012-11172 Board: Pharmacy 

Subject: Megan Elizabeth Crane HL Code: HLL70A Status: 90 
Requested Completion Date: A.S.A.P. 

(PSU) TYPE OF REQUEST: (describe details below) 

Z Process Service* (Activity Code 160) 

fl Additional Information Requested (Activity Code 145) 

fl Deficiency in Investigative Work (Activity Code I 50) 
Details: For Hand Service of ESO 
Last Known Address: 11423 Lake Eustis Drive, Leesburg, Florida 34788 
Last Known Name & Phone Number: Megan Elizabeth Crane (352) 406-5042 
Last Known Place of Employment & Address if Known: 

Has Contact Been Made With This Individual? YES fl NoN; If Yes, When? 

Was this case originally worked by CSU or in an area office different from where this service request 
is being sent? YES fln No fl NOTE: All process service requests need to be sent to appropriate 
field office. 
MIF YES, please send a CODY of the original Investigative ReDort without . 
Florida Department of Heaith 
DMsion of Prosecution Services Unit 

4052 Bald Cypress Way! Bin C-65 'Tallahassee, FL 32399- 
PHONE: 850-245.4444 • FAX 850-245-4662 

EXHIBIT I www.FiorldasHeaith.com 
TWITTER:HealthyFLA ,entofl-lealth 

YOUTUBE: fidoh 

3 

(ISU/CSU) RESPONSE: 
Process Service Completed (Activity Code 161) fl Process Service NOT Completed 

(Activity Code 162) 

Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code 157) 
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FIlED IWI}; 
lkpartme,ut or Ijesuiji 

STATE OF FLORIDA Ihputy Age 

DEPARTMENT OF HEALTH 

In Re: Emergency Suspension of the License of 
Megan Elizabeth Crane, R.P.T. 
License No.: RPT 13859 
Case No.: 2012-11172 

ORDER OF EMERGENCY SUSPENSION OF LICENSE 

John H. Armstrong, MD, FAGS, Surgeon General and Secretary of 

Health, ORDERS the emergency suspension of the license of Megan 

Elizabeth Crane, R.P.T., to practice as a registered pharmacy technician in 

the State of Flprida. Ms. Crane holds license number RPT 13859. Her 

address of record is 378 West Rosewood Lane, Tavares, Florida 32778. 

Another address for Ms. Crane is Lowell Correctional Institute, 11120 N.W. 

Gainesville Road, Ocala, Florida 34482-1479. The following Findings of Fact 

and Conclusions of Law support the emergency suspension of Ms. Crane's 

license to practice as a registered pharmacy technidan. 

FINDINGS OF FACT 

The Department of Health 

with regulating the practice of 

465, Florida Statutes. 

At all tImes material to thIs Order, Ms. Crane was licensed to 

EXHIBIT #33- — 

1. 

charged 

456, and 

2. 

(Department) is the state agency 

pharmacy pursuant to Chapters 20, 



In re: the Emergency of the Uce,se of 
Megan Elizabeth Crane, R.P.T. 
Uceise No.: Rfl 13859 
Case No.: -11.172 

practice as a registered pharmacy technician in the State of Florida 

pursuant to Chapter 465, Florida Statutes (2012). 

3. On July 6, 2012, in Leesburg, Florida, Fruitland Park Police 

Department police officers arrested Ms. Crane on one count of Obtaining a 

Prescription by Fraud, a third degree felony, in violation of Section 

831.30(1), Florida Statutes (2012); one count of Grand Theft, a third 

degree felony, in violation of Section 812.0 14(3), Florida Statutes (2012); 

two counts of Possession of a Schedule Three Controlled Substance, a third 

degree felony, in violation of Section 893.13, Florida Statutes, (2012); and 

two Counts of Possession of a Schedule Four Controlled Substance, a third 

degree felony, in violation of Section 893.13, Florida Statutes (2012). 

4. On May 13, 2013, in the arcuit Court of the Fifth Judicial 

arcuit, in and for Lake County, Florida, in case no. 2012-CF-001751, Ms. 

Crane entered pleas of nob contendere to, and was adjudicated guilty of, 

one count of Trafficking Hydrocodone, a first degree felony, in violation of 

Section 893.135(1)(c), Florida Statutes (2012); one count of Possession of 

Alprazolam, a third degree felony, in violation of Section 893.13(6)(a), 

Florida Statutes (2012); one count of Possession of Carisoprodol, a third 

degree felony, in violation of Section 893. 13(6)(a), Florida Statutes (2012); 
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In re: the Emergency Suspension of the Ucense of 
Megan Elizabeth Crane, R.P.T. 
Ucense No.: Rfl 13859 
Case No.: 2012-11172 

one count of Unlawful Acquisition or Attempt to Acquire Possession of a 

Controlled Substance by Fraud, a third degree misdemeanor, in violation of 

Section 893.13(7)(a)9, Florida Statutes (2012); and one count of Grand 

Theft, a third degree felony, in violation of Section 812.014(2)(c)1, Florida 

Statutes (2012). 

5. The Department did not learn of Ms. Crane's nob contendere 

pleas until on or about June 11, 2013. 

6. Section .074(1), Florida Statutes (2012), provides that the 

Department shall issue an emergency order suspending the license of any 

person licensed under Chapter 465, Florida Statutes, who enters a plea of 

nob contendere to a felony under Chapter 893, Florida Statutes, regardless 

of adjudication. 

CONCLUSIONS OF LAW 

Based on the foregoing Findings of Fact, the State Surgeon General 

and Secretary of Health concludes as follows: 

1. The Department has jurisdiction pursuant to Sections 20.43 and 

456.074(1), Florida Statutes, and Chapter 465, Florida Statutes (2012). 

3 



In re: the Emergency Suspension of the Ucense of 
Megan Elizabeth Crane, R.P.t 
LJcense No.: RPT 13859 
Case No.: 2012-11172 

2. The Department is mandated to summarily suspend Ms. Crane's 

license to practice as a registered pharmacy technician in accordance with 

Section 456.074(1), Florida Statutes (2012). 

WHEREFORE, in accordance with Section 456.074(1), Florida Statutes 

(2012), it is ORDERED THAT: 

1. The license of Megan Elizabeth Crane, R.P.T., license number 

RPT 13859, is immediately suspended. 

2. A proceeding seeking format suspension or discipline of the 

license of Megan Elizabeth Crane, R.P.T., to practice as a registered 

pharmacy technician wilt be promptly instituted and acted upon in 

compliance with Sections 120.569, Florida Statutes (2012). 

DONE and ORDERED this 

____________ 

day of July, 2013. 

John MD, FACS 
Surgeon General and Secretary of Health 

4 
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In re: the Emergency Suspension of the Liceise of 
Megan Elizabeth Cane, R.P.T. 
License No.: Rfl 13859 
Case No.: 2012-11172 

PREPARED BY: 

Mary S. Miller 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
(850)245-1111 Telephone ext. 8104 
(850)245-4683 Facsimile 
Florida Bar No. 0780420 
•Mary_Miller2©doh.state.fl.us 

S 
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In re: the Emergency Suspension of the Ucense of 
Megan izabeth Crane, R.P.T 
Ucerise No.; RifT 13859 
Case No.; 2012-11172 

NOTICE OF RIGHT TO JUDICIAL REVIEW 

Pursuant to Section 120.68, Florida Statutes, this Order is judicially 

reviewable. Review proceedings are governed by the Florida Rules of 

Appellate Procedure. Proceedings are commenced by filing a Petition for 

Review, in accordance with Florida Rule of Appellate Procedure , with 

the District Court of Appeal, accompanied by a filing fee prescribed by law, 

and a copy of the petition with the Agency Clerk of the Department within 

30 days of the date this Order is filed. 

6 

9 



Mission: 
To protect, promote & improve the health 
of all people in Flodda through 
state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & 

Vision: To be the Healthiest State in the Nation 

AFFIDAVIT OF SERVICE OR DILIGENT SEARCH 

FLORIDA DEPARTMENT OF HEALTH 

vs 
Petitioner 

Case No.2012-11172 

MEGAN ELIZABETH CRANE, . 
Respondent 

COMES NOW, the affiant, who first being duly sworn, deposes and states: 

1) Affiant is an Investigator/Inspector employed by the DEPARTMENT OF HEALTH, State of Florida. 

2) That on 08/13/2013, Affiant made a diligent effort to locate Respondent, to serve 

______ 

Administrative Complaint and related papers; 

________ 

Order compelling examination(s); 
Subpoena(s); 

__________Final 

order; 

____________Notice 

to cease and desist; 
XX ESOIERO and related papers. 

3) Check applicable answer below: 

XX Affiant made personal service on MEGAN ELIZABETH CRANE. R.P.T. at the Florida Women's 
Reception Center located at 3700 NW th Place, Ocala, , or on some person at Respondent's usual 
place of abode over the age of 15 residing there, on 08/13/2013 at 1300 . Crane was identified by her 
Florida Department of Corrections identification card and she is known to me by previous contact. 

_______Affiant 

was unable to make service after searching for Respondent at: (a) all addresses for 
Respondent shown in the DOH investigation of the case; (b) all official addresses for Respondent shown in 
his licensing the computer terminal or Board office; (c) Local telephone company for the last area 

to frequent; (d) Division of Drivers Licenses; and (e) Utilities (electric, cable, etc.); any 

State of Florida 
County of Alachua 

Before me, personally appeared Edward Legall whose identity is known to me by Dersonal knowledge 
(type of identification) and who, acknowledges that his/her signature appears above 

Sw ntooraffirmed byAffiantbeforemethis 15°' ol3. 
Public-State of My Commission Expi res 4 

Type or Print Name 

PAtviELASHARKEY I 78424 I 16 
Thi Tmy Thifle !] 

NV FORM 321 Created 9/05 

EXHIBIT it 53—3 (0 

1&1& 
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STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 
Office: Alachua Date of Case: 08/01/2012 Case Number: RPT 2012-11172 
Subject: MEGAN ELIZABETH CRANE, RPT 
11423 Lake Eustis Drive 
Leesburg, FL 34788 * 

352-406-5042 

Source: WAL-MART STORES EAST, LLP 
ATTN: HEATHER GREGORY 
702 SW th Street, Dept. 8719 
Bentonville, AR 72716-0230 
479-277-7032 

Prefix: License #: Profession: Board: Report Date: 
RPT (2208) 13859 Registered Pharmacy Technician Pharmacy 07/02/2013 
Period of Investigation: 
08/07/2012 to 07/02/2013 

Type of Report: 
SUPPLEMENTAL 2 

Alleged Violation: F.S. 456.072(1)(z): Being unable to practice with reasonable skill and safety to patients by reason of 
illness or use of alcohol, drugs, narcotics, chemicals, or any other type of material or as a result of any mental or 
physical condition; (dd): Violating any provision of this chapter, the applicable practice act, or any rules adopted 
pursuant thereto; 465.01 6(1)(d): Being unfit or incompetent to practice pharmacy by reason of: 2. The misuse or abuse 
of any medicinal drug appearing in any schedule set forth in chapter 893; 3. Any abnormal physical or mental condition 
which threatens the safety of persons to whom she or he might sell or dispense prescriptions, drugs, or medical 
supplies or for whom she or he might manufacture, prepare, or package, or supervise the manufacturing preparation, 
or packaging of, prescriptions, drugs, or medical supplies; (m): Being unable to practice pharmacy with reasonable skill 
and safety by reason of illness, use of drugs, narcotics, chemicals, or any other type of material or as a result of any 
mental or physical condition; (r): Violating any provision of this chapter or chapter 456, or any rules adopted pursuant 
thereto. 
Synopsis: This investigation is predicated upon the receipt of a request from the Florida Department of 
Health Prosecution Services Unit for additional information. 

On 06/24/2013, at 1440 hours, the Alachua ISU office received a request from the Prosecution Services 
Unit to obtain additional information concerning CRANE's criminal conviction. CRANE was convicted in 
Lake County on 05/13/2013 for trafficking in hydrocodone, possession of lprazolam, possession of 
carisoprodol, unlawful acquisition/attempt to acquire possession of a controlled substance by fraud, and 
grand theft ($300 or more but less than $20,000.) Crane was sentenced to three years in prison and 
$25,000 fine. 

On 07/02/2013, I obtained the following documents from CCIS: 

• A copy of CRANE'S judgment and sentencing; 
• A copy of the arrest affidavit; 
• A copy of the charging documents/information. 

The documents are attached to this supplemental report. No further investigative action , *CR4NE is currently incarcerated in DOC until 05/05/2016. 
Related Case: N/A 

p r 

E ward Le all, Gl-31 

Distribution: HQ/ISU 

Approved By/Date: (t3' 

William Schauer, Investigation Manager L U 
Page 1 
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Mission: 
To proteci. promote & improve the heat 
of all people in Floñda through Integrated 

state, county & community efftrts. 

HEALTH 

Rick Scott 
Goventor 

John H. Annstrony, MD, FAcS 
Slate Swgeon General & Seaetary 

Vision: To be the Healthiest State in the Nation 

PSU REQUEST FORM 

FROM: Mary S. Miller, Esq. TO: ISU William Schauer, Investigation Manager 

Date: 6/19/2013 TO: CSU 

Phone #: 850-245-4444, Ext. 8104 CC: Edward Legal II, MMI 

Case Number 12-I 1172 

Subject: Megan E. Crane, RPT 
Requested Completion Date: ASAP 

Was 

No NOTE requests h&edFsó 

IF senda conv.of 

Florida Department of Health 
of the General Counsel • Prosecubon SeMcas Unit 

4052 Bald Cypress Way, Sin C-65 'Tatahassee, FL 32399-1701 
Express mail address: 2585 Merchants Row — Suite 105 
PHONE: 850/245.4444 FAX 850/245-4663 

.Florldaslfealth.com 
TWflTEftHeafthyFtA 

OK:FLDeparnentofi-lealth 
YOtJTIJBE: ldoh '1 3 

Board: Pharmacy 
HI Code:HLL7OA Status: 67 

(PSU) TYPE OF REQUEST: (describe details below) 

fl Process Service* (Activity Code (60) 
Additional Information Requested (Activity Code 145) 

U Deficiency in Investigative Work (Activity Code ISO) 

Details: Mary Miller is requesting the following information be obtained: (1) A copy of 
Megan E. Crane's judgment and sentencing; (2) the arrest report and (3) the charging 
documents/information. 

The following additional information is needed for each service request 
Last Known Address I l423 Lake Eustis Drive, Leesburg, FL 34788 Last Known Name & Phone Number: 352. 
406-5042 

Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES If Yes, When? 

(ISUICSU) RESPONSE: 
Process Service Completed (Activity Code 161) Process Service NOT Completed (Activity Code 162) 
Additional k Sent to Legal (Activity Code 156) 

Supp. Investigation Request Cancelled (Activity Code 157) 

Email 
Pensacola Tallahassee Alachua jacksonville 

Pete 
hmng Orlando Ft. Myers Ft. Lauderdale tilami 

Consumer 

Services ULA 



INSTRUMENT#: 2013059164 OR BK 4328 PG 1277 PAGES: 2 5/24/2013 9:57:06 AN 
NEIL KELLY, LAKE COUNTY CLERK OF THE CIRCUIT COURT 
REC FEES: $0.00 

a 

IN THE CIRCUIT COURT OF THE FIrm JUDICIAL CIRCUET 
IN AND FOR LAKE COUNTY. FLORIDA 

FELONY DIVISION 

JUDGMENT 

C PROBATION VIOLATOR CASE ! 2012 CF 001751 
C RETRIAL 
o COMMUNITY CONTROL VIOLATOR THE STATE OF FLORIDA o RESENTENCE VS 

MEGAN ELIZABETH CRANE 
DEFENDANT 

ThE DEFENDANT, MEGAN ELIZABETH CRANE BEING PERSONALLY BEFORE This COURT REPRESENTED BY JOHN SF! VEY, 
ESQUIRE. ATTORNEY OF RECORD, AND THE STATE BEING REPRESENTED BY IZABETH B. PURDY, ASA, AND HAVING 

o Been tried and found guilty 0 Entered a plea of guilty 0 Entered a plea of not guilty 

Entered a plea of b contendere 0 Admitted Violation 

as to the following crime(s): 

OFFENSE DEGREE OBTS IS CASE 
IS OF CRIME 

1. TRAFFICKING IN HYDROCODONE 893.135(k) iF 3501136184 2012 CF 001751 
2 POSSESSION OF ALPR.AZOLAM 893.13(6a) 3P 3501136184 2012 CF 001751 
3 POSSESSION OF CARISOPR000L 893.13(6a) 3F 3501136184 2012 CF 001751 
4 UNLAWFUL ACQUISITION/ATTEMPT TO ACQUIRE 893.13(7a9) 3F 3501136184 2012 CF 001751 

POSSESSION OF A CONTROLLED SUBSTANCE BY FRAUD 
5 GRAND Tl-lErr-$300 OR MORE BUT LESS ThAN $20 000 812.014(2c1) SF 3501136184 2Q12 CF 001751 

0 and no cause being shown why the defendant should not be adjudicated guilty, 11' IS ORDERED THAT the 
defendant is hereby ADJUDICATED GUILTY of the above crime(s); 

Q and with good cause being shown, IT IS ORDERED THAT ADJUDICATION OF GUILT BE WITHHELD; 

0 and having been convicted or found guilty of, or having entered a plea of nob conteridere or guilty, regardless of 
adjudication, pursuant to section . Florida Statutes, effective July 1,2005, any person who is convicted or 
was previously convicted in this state of any felony offense shall be required to submit two biological specimens 
to a Florida Department of Law Enforcement designated testing facility for inclusion in the DNA database, the 
defendant shall submit to the collection of two biological specimens (oral swabs) for DNA testing. 

DONE AND ORDERED in open court in LAKE County, Florida this date May 13, 2013. 

a IUDGE:HONORABLEW 

EXHIBIT 4' 



INSTRLIMENT# 2013059164 OR BOOK 4328/PAGE 1278 PAGE 2 of 2 

1. R.THUMB 

I. LTHUMB 

K. INDEX 

2. •L. INDEX 

2. 3. R.MIDDLE I 
L. MIDDLE 

SHERIFF 

3. 

RING 4.. R. 

4. L. RING 

DONE AND ORqERED IN OPEN COURT AT TAVARES, LAKE . FLORIDA THIS 

DAY OF_________________________ I HEREBY CERTIFY THAT 
THE ABOVE AND FOREGOING FR'PGERPRINTS ARE THE FINGERPRINTS OF THE DEFENDANT 

MEGAN ELIZABETH CRANE 

BY SAID DEFENDANT IN MY PRESENCE IN OPEN COURT THIS DATE. 

BY 

1 

'3 

STATE OF-FLORIDA 

VS 
MEGANELIZABETH 
DEFENDANT 

CRANE 

.JNTHE CIRCUIT COURT OF 

THE FIFTH SUD1CIALCIRCUIT 

LAKE FLORIDA 

FELQNY DIVISION 

CASE NO. 

FINGERPRINTS OF DEFENDANT. 

2012 CF 001751 

5. R. LITTLE 

5. L. LITTLE 

FILED IN OPEN COURT 

,.;. ,z 

AND THAT THEY WERE PLACED THEREON 

NEICACELLY 
CLERK OF CIRCUIT COURT 

CLERK 



OSTS Number 3501136184 Case Number 2012 CF001751 
Defendant MEGAN ELIZABETH CRANE r 

As to Count(s) I 

The defendant, being personally before this court, accompanied by the defendant's attorney of record, JOHN SPIVEY, and 
having been adjudicated guilty herein or having adjudication withheld, and the court having given the defendant an opportunity to 
be heard and to offer matters in mitigation of sentence, and to show cause why the defendant should not be sentenced as provided by 
law, and no cause being shown 

(Check one if applicable.) 

C and the Court having on deferred imposition of sentence until this date 

o and the Court having previously entered a judgment in this case now resentences the defendant 

o and the Court having placed the defendant on probation/community control and having subsequently revoked the 
defendant's probation/community control. 

It Is The Sentence of The Court that: 

The defendant pay a fine of 5250,00, pursuant to section 775.083, Florida Statutes, plus $12.50 as the 5% 
surcharge required by section 938.04, Florida Statues. 

The defendant is hereby committed to the custody of the Department of Corrections. 

o The defendant is hereby committed to the custody of the Sheriff of Lake County, Florida. 

o The defendant is sentenced as a youthful offender in accordance with section 958.04, Florida Statutes, — .., 

p r 'a 
S C) To Be Imprisoned (Check one; unmarked sections are inapplicable.): t 
- o For a term of natural life. 2 9 

,-, 
Foratermof 3YEARS. U jJfl 

C o Said SENTENCE SUSPENDED for a period of subject to conditions set forth in this order. > —",,' — 

If "split" sentence, complete the appropriate paragraph, 

C Followed by a period of on probation/community control under the supervision of the 
Department of Corrections according to the terms and conditions of supervision set forth in a separate order entered herein. 

o However, after serving a period of imprisonment in , the balance 
of the sentence shall be suspended and the defendant shall beplaced on probation/community control for a period of 
under supervision of the Department of Correction according to the terms and conditions of probation/community control set 
forth in a separate order entered herein. 

In the event the defendant is ordered to serve additional split sentence, all incarceration portions shall be satisfied before the 
defendant begins service of the supervision terms. 



CaseNumber 2012 CFOOI7SI d 
-, 

As to Count(s) I 

By appropriate notation, the following provisions apply to the sentence imposed: 

Mandatory/Minimum : 
Firearm 0 It is urther ordered that the 3-year minimum imprisonment provision of section 

775.087(2), Florida Statutes, is hereby imposed for the sentence specified in this count. 

Drug Trafficking It is further ordered that the3 YEAR mandatory minimum imprisonment provision of section 1), Florida Statues, is hereby imposed for the sentence specified in this count. 

Controlled Substance 0 It is further ordered that the 3-year minimum imprisonment provisions of section 
Within 1,000 Feet of School 893.1 3(l)(c)1, Florida Statues, is hereby imposed for the sentence specified in this count 

Habitual Felony Offender 0 The defendant is adjudicated a habitual felony offender and has been sentenced to an extended 
term in accordance with the provisions of section 775.084(4)(a), Florida Statutes. The 
requisite findings by the court are set forth in a separate order or stated on the record in 
open court. 

Habitual Violent 0 The defendant is adjudicated a habitual violent felony offender and has been sentenced to an 
Felony Offender extended term in accordance with the provisions of section 775.084(4)(b), Florida Statutes. A 

minimum term of year(s) must be served prior to release. The requisite 
findings of the court are set forth in a separate order or stated on the record in open court. 

Law Enforcement 0 It is further ordered that the defendant shall served a minimum of years before 
Protection Act release in accordance with section 775.0823, Florida Statutes. (Offenses committed before 

January I, 1994). 

Capital Offense Q It is further ordered that the defendant shall serve no less than 25 years in accordance with the 
provisions of section 775.082(1), Florida Statutes. (Offenses committed before October I, 1995). 

Short-Barreled Rifle, It is further ordered that the 5-year minimum provisions of section 790.221(2), Florida 
Shotgun, Machine Gun Statutes, are hereby imposed for the sentence specified in this count. (Offenses committed before 

January 1, 1994). 

Continuing It is fUrther ordered that the 25-year minimum sentence provisions of section 893.20, Florida 
Criminal Enterprise Statutes, are hereby imposed for the sentence specified in this count. (Offenses committed before 

January I, 1994). 

Taking a Law Enforcement 
Officer's Firearm 0 It is further ordered that the 3 year mandatory minimum imprisonment provision of section 

775.0857(1), Florida Statutes, is hereby imposed for the sentence specified in this court. 
(Offenses committed before January 1, 1994). 

7 



Case Number 2012 CF 001751 
Defendant MEGAN ELIZABETH CRANE 

Sexual Offender/Sexual Predator Determinations: 

Sexual Predator 0 The defendant is adjudicated a sexual predator as set forth in section 775.21, Florida Statutes. 

Sexual Offender The defendant meets the criteria for a sexual offender as set forth in section 
943.0435(1)(a)la.,b.,c., or d. 

Age of Victim The victim was years of age at the time of the offense. 

Age of Defendant The defendant was years of age at the time of the offense. 

Relationship to Victim 0 The defendant is not the victim's parent or guardian 

Sexual Activity The offense 0 did 0 did not involve sexual activity. 
KS. 1 
Use of Force or Coercion The sexual activity described herein 0 did 0 did not involve the use of force or coercion. 
F.S. 800.04(4)1 

Use of Force or Coercion/ The molestation 0 did Q did not involve unclothed genitals or genital area. 
unclothed Genitals The molestation did Q did not involve the use of force or coercion. 
(F.S. 800.04(5)J 

Other : 
Criminal Gang Activity 0 The felony conviction is for an offense that was found, pursuant to section 874.04, Florida 

Statutes, to have been committed for the purpose of benefiting, promoting, or furthering the 
interests of a criminal gang. 

Retention of Jurisdiction 0 The court retains jurisdiction over the defendant pursuant to section 947.16(4), Florida 
Statutes (1983). 

Jail Credit It is fkirther ordered that the defendant shall be allowed a total of 0003 
days as credit for time incarcerated before imposition of this sentence. 



0813 Number 3501136184 Case Number 2012 CF 001751 
Defendant MEGAN ELIZABETH CRANE 

- :; - - 
.. 

As to Count(s) 2 THROUGH 5 

The defendant, being personally before this court, accompanied by the defendant's attorney of record, JOHN SPIVEY, and 
having been adjudicated guilty herein or having adjudication withheld, and the court having given the defendant an opportunity to 
be heard and to offer matters in mitigation of sentence, and to show cause why the defendant should not be sentenced as provided by 
law, and no cause being shown 

(Check one if applicable.) 

o and the Court having on deferred imposition of sentence until this date 

o and the Court having previously entered ajudgment in this case now resentences the defendant 

0 and the Court having placed the defendant on probation/community control and having subsequently revoked the 
defendant's probationfcommunity control. 

It Is The Sentence of The Court that: 

0 The defendant pay a fine of . pursuant to section 775.083, Florida Statutes, plus S as the 5% 
surcharge required by section 938.04, Florida Statues. 

The defendant is hereby committed to the custody of the Department of Corrections. 

o The defendant is hereby committed to the custody of the Sheriff of Lake County, Florida. 

o The defendant is sentenced as a youthful offender in accordance with section 958.04, Florida Statutes. 

To Be Imprisoned (Check one; unmarked sections are inapplicable.): 

0 For a term of natural life. 

0 For a term of 3 YEARS - AS TO EACH COUNT - TO RUN CONCURRENT WITH EACH OTHER. 

o Said SENTENCE SUSPENDED for a period of subject to conditions set forth in this order. 

If "split" sentence, complete the appropriate paragraph. 

C Followed by a period of on probation/community control under the supervision of the 
Department of Corrections according to the terms and conditions of supervision set forth in a separate order entered herein. 

0 However, after serving a period of imprisonment in , the balance 
of the sentence shall be suspended and the defendant shall be placed on probation/community control for a period of 
under supervision of the Department of Correction according to the terms and conditions of probationlconimunity control set 
forth in a separate order entered herein. 

In the event the defendant is ordered to serve additional split sentence, all incarceration portions shall be satisfied before the 
defendant begins service of the supervision terms. 

9 



Case Number 2012 CF 001751 
- - - , - ... Defendant MaGAN ELIZABETH CRANE . i... - 

As to Count(s) 2 THROUGH 5 

By appropriate notation, the following provisions apply to the sentence imposed: 

MandatoryfMinimum : 
Firearm 0 It is further ordered that the 3-year minimum imprisonment provision of section 

775 .087(2), Florida Statutes, is hereby imposed for the sentence specified in this count. 

Drug Trafficking Q it is further ordered that the mandatory minimum imprisonment provision of section 
893.135(1), Florida Statues, is hereby imposed for the sentence specified in this count. 

Controlled Substance D It is further ordered that the 3-year minimum imprisonment provisions of section 
Within 1,000 Feet of School 893.l3(1)(c)I, Florida Statues, is hereby imposed for the sentence specified in this count 

Habitual Felony Offender Q The defendant is adjudicated a habitual felony offender and has been sentenced to an extended 
term in accordance with the provisions of section 775.084(4)(a), Florida Statutes. The 
requisite findings by the court are set forth in a separate order or stated on the record in 
open court. 

Habitual Violent The defendant is adjudicated a habitual violent felony offender and has been sentenced to an 

Felony Offender extended term in accordance with the provisions of section 775.084(4)(b), Florida Statutes. A 
minimum term of year(s) must be served prior to release. The requisite 
findings of the court are set forth in a separate order or stated on the record in open court. 

Law Enforcement 0 It is further ordered that the defendant shall served a minimum of years before 
Protection Act release in accordance with section 775.0823, Florida Statutes. (Offenses committed before 

January 1, 1994). 

Capital Offense 0 It is further ordered that the defendant shall serve no less than 25 years in accordance with the 
provisions of section 775.082(l), Florida Statutes. (Offenses committed before October 1, 1995). 

Short-Barreled Rifle, 0 it is further ordered that the 5-year minimum provisions of section 790.221(2), Florida 
Shotgun, Machine Gun Statutes, are hereby imposed for the sentence specified in this count. (Offenses committed before 

January 1, 1994). 

Continuing 0 It is further ordered that the 25-year minimum sentence provisions of section 893.20, Florida 
Criminal Enterprise Statutes, are hereby imposed for the sentence specified in this count. (Offenses committed before 

January I, 1994). 

Taking a Law Enforcement 
Officer's Firearm 0 It is further ordered that the 3 year mandatory minimum imprisonment provision of section 

775.0857(1), Florida Statutes, is hereby imposed for the sentence specified in this court. 
(Offenses committed before January I, 1994). 

(D 



CaseNumber 2012 CF 001751 
Defendant MEGAN ELIZABETH CRANE 

Scxual Offender/Sexual Predator Determinations: 

Sexual Predator 0 The defendant is adjudicated a sexual predator as set forth in section 775.21, Florida Statutes. 

Sexual Offender 0 The defendant meets the criteria for a sexual offender as set forth in section 
943.0435(i)(a)la.,b.,c., or d. 

Age of Victim The victim was years of age at the time of the offense. 

Age of Defendant The defendant was years of age at the time of the offense. 

Relationship to Victim D The defendant is not the victim's parent or guardian 

Sexual Activity The offense 0 did 0 did not involve sexual activity. 
F.S. 800.04(4)1 

Use of Force or Coercion The sexual activity described herein did did not involve the use of force or coercion. 
F.S. ] 
Use of Force or Coercion/ The molestation 0 did 0 did not involve unclothed genitals or genital area. 
unclothed Genitals The molestation 0 did 0 did not involve the use of force or coercion. 
JKS. 800.04(5)1 

Other : 
Criminal Gang Activity D The felony conviction is for an offense that was found, pursuant to section 874.04, Florida 

Statutes, to have been committed for the purpose of benefiting, promoting, or furthering the 
interests of a criminal gang. 

Retention of Jurisdiction 0 The court retains jurisdiction over the defendant pursuant to section 947.16(4), Florida 
Statutes (1983). 

Jail Credit It is further ordered that the defendant shall be allowed a total of 0003 
days as credit for time incarcerated before imposition of this sentence. 

( 



Case Number 2012CF 001751 
Defendant MEGAN ELIZABETH CRANE 

Other Provisions Continued: 

Credit for Time Served G It is further ordered that the defendant be allowed days time served between date 
Resentencing after of arrest as a violator following release from prison to the date of resentencing. The 
Violation of Probation Department of Corrections shall apply original jail time credit and shall compute and 
or Community Control apply credit for time served and unforfeited gain time previously awarded on case/count 

(Offenses committed before October I, 1989.) 

0 It is further ordered that the defendant be allowed days time served between date 
of arrest as a violator following release from prison to the date of resentencing. The 
Department of Corrections shall apply original jail time credit and shall compute and 
apply credit for time served on case/count_______________________________ 
(Offenses committed between October I, 1989, and December31, 1993). 

o The court deems the unforfeited gain time previously awarded on the above case/count 
forfeited under section 948.06(7). 

fl The Court allows unforfeited gain time previously awarded on the above case/count. 
(Gain time may be subject to forfeiture by the Department of Corrections under section 
944.28(1). 

Q It is further ordered that the defendant be allowed — days time served between date 
of arrest as a violator following release from prison to the date of resentencing. The 
Department of Corrections shall apply original jail time credit and shall compute and 
apply credit for time sewed only pursuant to section 921 .0017, Florida Statutes, on case 
count . (Offenses committed on or after January 1, 1994) 

Consecutive/Concurrent It is further ordered that the sentence imposed for COUNTS 2 THROUGH S shall run 
As to Other Counts (check one) consecutive to concurrent 

with the sentence set forth in COUNT I of this case. 

Consecutive/Concurrent It is Thither ordered that the composite term of all sentences imposed for the counts 
As To Other Convictions specified in this order shall run 

(check one) 0 consecutive to concurrent with 
• the following: (check one) 

any active sentence being served. 
specific sentences: 

In the event the above sentence is to the Department of Corrections, the Sheriff of LAKE County, Florida, is hereby ordered and 
directed to deliver the defendant to the Department of Corrections at the facility designated by the department together with a copy of this 
judgment and sentence and any other documents specified by Florida statue. 

The defendant in open court was advised of the right to appeal from this sentence by filing notice of appeal within 30 days from this 
date with clerk of this court and the defendant's right to the assistance of counsel in taking the appeal at the expense of the State on 
showing of indigency. 

In imposing the above sentence, the court further recommends 

DONE AND ORDERED in open court at TAVARES, LAKE County, Florida, this day of May 13, 2013. I 
JUD E: HONORABL ILLIAMU LAW 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY THAT A COPY OF THE FOREGOING JUDGMENT AND/OR SENTENCE HAS BEEN FURNISHED 
TO JOHN SP1VEY, COUNSEL FOR ThE DEFENDANT, THIS DAY OF 2013. 

CLERK 
LAKE'COUNTY CLERK'S OFFICE 



,RS,992(a) Criminal Punishment Code Scolilt 
The Criminal Punishment Ci,s Scoiesheet Manual is available at htlp:/Jwww.dc.state.fl.us'puWsen_cpcmiincjax.t,jm/ 

I. DATE F SEN1*NCE 

LLi 
2. PREPARER'S NAME 
LASHLEY 

3. COUNTY 
LAKE 

4. SENTENCING JUDGE 
LAW 

5. NAME (LASt FIRST, Ml.l.) 
CRANE,MEGAN EUZABETH 

6. DOS 

04/19/1979 

S. RACE 

WHITE 

10. PRIMARY OFF. DATE 

07/06/2012 
12. 

PLEA 0 
TRIAL 

7. DC # 9. GENDER 

Male 

I I. PRIMARY DOCKET ti 

2012CF001751 

I. PRIMARY OFFENSE: 
FELONY F.S.# DESCRIPTION OFFENSE POINTS 
DEGREE LEVEL. 

893.13 TRAFFICKING IN HYDROC000NE BGRAMS 
(L.evel - Points: 14, 210, 3=16,4=22,5=28,6=36,7=558=74,9=92,10=116) 

Pilot apR51 felony tilpies Pririlary Offense 0 1. 74 

H. ADDITIONAL OffENSE(S): Supplemental page attached 0 
DOCKET# FEL/MM DEGREE F.S.# OFFENSE LEVEL QUALIFY: NSIC/R COUNTS 

201 2CF001 751 3 89313 3 1 2.4 24 

DESCRIPTION: 

3 893.13 3 1 2.4 2.4 

DESCRIPTION: FOSS OF CARISOPRODOL 

3 893.13 3 1 2.4 

. 

2.4 

DESCRIPTION: UNLAWFUL AOLJI$ITION CONTROLLED SUBSTANCE 

3 812.014 2 ' 1 1.2 1.2 

NUMBER POINTS 

0.2 
x 
x________ 
x 
x 
x 

I 

TOTAL 

DESCRIPTION: GRAND THEFT> $300 <$20,000 
(Level - Points: M0.2, 10.7, 21.2. 32.4, 43.6, 6=5.4, 6=18, Th28, 6=37, 946, 10=56) 

Prior capital felony Mdthonel OTense points C Supplenerltal page points 

lL VICTiM INJURY: 
Number Total Numbe Total 

2nd Degree Murder 240 X = a 
Death 120X = 0 
Severe 40X 
Moderate 18X 0 

IV. PRIOR RECORD: 
FELJMM F.S.# 
DEGREE 

0 

Supplemental page attached fl 
OFFENSE QUALIFY: 

LEVEL PJS/C/R 

Slight 
Sex Penetration 
Sex Contact 

DESCRIPTION 

DWISR 

4X 

______ 

= 0 
Box 

______ 

= 0 
40X 

______ 

= 0 

M 322,34 M 

III. 0 

Flied Open court 
rleII n.aIly —I- —2 r.,——..ls —.... 

SAY 1 0 nn4fl 
'a 

(Level - Points: M=0.2, 1=0.5, 2=0.8, 3=1.5, .4, L 10=29) 

Effective Data: For offenses cormnlttsd under the CrirrThisl Punishment Code effective for offenses cenunittad on or after Ocleber I, 1998. end subsequent revisions. 

x = 

x - 
x = 

Supplemental page points o 

IV. 0.2 

Peg. I Subtotal: 82.6 

(3 



• a 

S 
NAME (LAST, FIRST, MI) DOCKET # 
CRANE,MEGAN ELIZABETH 2012CF001751 

Page 1 Subtotal: 82.6 

V. Legal Status Violation = 4 PoInts 

o 0 Fleeing Failure to Appear C Supersadeas bond 0 0 Pretrial Intervention or diversion program 

o Court Imposed post pilson release community supervision resi4tlng In a - V. • i Community Sanction violation before the court for sentencing vi. o Probation (J Convnunlty Control Pretrial Intervention or diversion 

o 6 points for any violation other than new felony conviction x each successive violation OR 

o New felony conviction 12 poInts x each successive violation If new offense results In conviction 
before or at same time as sentence for violation of probation OR 

0 12 poInts x each successive violation for a violent felony offender 
of special concern when the violation Is not based solely on failure to pay costs, fines, or restitution OR o New felony conviction 24 points it each successive violation for a violent felony offender of 
special concern If new offense results in a conviction before or at the same time for violation of probation 

VII. Fireagm(Semi-Automatic or Machine Gun = 18 or 25 points . 
VIII. Prior Serious Felony — 30 poInts VIII. 

Subtotal Sentence PoInts 82.6 

IX. Enhancements (only If the primary offense qualifies for enhancement) 
Law Eot. Protect. Dais Traffloker Motor Vthlde Theft cni,ins Gang Ollense Domeslic vblenco In the Presence of 

lated 
(offenses omdted m c after 03.12-07) 

Dxl.5Dx2.00x2.5 xl.5 l.5 l.5 0x1.5 

Enhanced Subtotal Sentence Points IX. 123.9 

TOTAL SENTENCE POIIrrS 123S 
SENTENCE COMPUTATION 

hf total sentence points are less than or equal to 44, the lowest permissible sentence is any non-state prison sanction. If the total sentence points 
lam 22 points or less, see Section 775.082(10), Florida Statutes, to determine If the court must sentence the offender to a non-state prison Isant 

TOTAL SENTENCE IMPOSED 

State Prison 

Q County Jail o Time Served 

Years Months Days 

o Community Control 

o Probation Modified 

Please check if sentenced as 0 habItual offender, 0 habitual violent offender, 0 violent career offender, 0 prison releasee reoffender, 

or a m?ndatory minimum sppfles. 

o Mitigated Departure 0 Plea Bargain 0 Prison Diversion Program 

Other Reason 

JUDGE'S SIGNATURE 

'1 

If total sentence points are greater than 44: 

123.0 minus 28 = 96 x .75 = 
total sentence points 

6 
If total sentence points are 60 points or less than arid court makes findings pursuant to-both Florida Statutes 948.20 and 391.334(3) the court 
may place the defendant into a treatment-based drug court program. 

lowest permissible prison sentence in months 

The maximum sentence is up to the statutory maximum for the primary and any additional offenses as provided in s.775.082, P.S., unless the 
lowest permissible sentence under the code, exceeds the statutory maximum. Such sentences may be Imposed concurrently or consecutively. If 
the total sentence points are greater than or equal to 363, a life sentence may be imposed. 

50 
maximum sentence in years 

Efteorve Date: For offenses cemmthed under the Crimbial PunIshment Code effete for offenses cormtitted on or after October 1, 199a. and subsequent revisions. 



Rule gSsupplemental Criminal Punishment Cc%2oresheet 
NAME (LAST, FIRST, MI) DOCKET t Date of sentence 
CRANE,MEGAN ELIZABETH 201 I 751 

H. ADDITIONAL OFFENSE(S): 
DOCKET# FELIMM DEGREE F.S.# OFFENSE LEVEL QUALIFY COUNTS POINTS TOTAL 

DESCRIPTION: 
(Level. Points: M=0.2, i, 21.2,3=2.4,4=3.6! 55.4. SaIB. Th26. 837. 9=46, 105B) 

IV. PRIOR RECORD: 
FELIMM F.S.# 
DEGREE 

OFFENSE QUALIFY: 
LEVEL AISIC/R 

DESCRIPTION 

(Level. Points: WO.2, 105, 20.8. 14,8=19.9=23, 1029) 

NUMBER POINTS 

x 

Reasons for Departure - Mitigating Circumstances 
(reasons may be checked here or written on the scoresheet) 

II. 0 

TOTAL 

Iv. 0 

0 Legitmate, uncoerced plea bargain. 

0 The defendentwas an accomplice to offense and was a relatveiy minor participant In the c.ininal conduct 
The capacity of the defendant to appreciate the athi'mal nature of the conduct or to conform that conduct to the requirements of law was substantially impaired. 

o requires specialized beatnent (or a mental disorder that is untelated to substance abuse or addiction, or for a physical disability, and the defendant Is 
amenable to flatmert 

0 The need for payment of restitution to the victim outweighs the need for a prison sentence. 

0 The victim was an initiator, w*llng participant. aggressor, a p.onker of the Incident 

0 acted wider extreme duress or under the domination of another person. 

o Before the identity of the defendant was determined, the victim was substantially compensated. 

0 The defendant cooperated with the State to resolve the curteni offense or any other offense. 

0 The offense was committed In an unsophisticated manner and was en isolated incident forwt,td, tha defendant has shown remoise. 

0 At the time of the offense the defendant was too young to appreciate the consequences of the offense. 

0 The defendant Is to be sentenced ace youthful offender. - 

0 m defendant Is amenable to the services of a posladjudicatory treatment-based drug court program and to otherwise qualified to participate In the program. 

Pursuant to (3) the defendant's substance abuse or addiction does not justify a downward departure from the lowest sentence, exceptfor the provisions 
of *921 .0026(2Xm). 

Effective Date: For offenses committed under the CdmSl Punishment Code effectlve for offenses committed on or after October 1 • 1998, and subsequent revisions, 

/5 
4 
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ARREST AFFIDAVFIIflRSI 

LAXE COWUrY, 

OBTSG AgencyQRlO 

Court Coca 2CFeIOIIY X Dalcdanecnc, er Ordlocaco Agoncy Cooc 

12 C FtZK7 03 YrcMc —Juvoatlo —WonvunlCAPlAS 
Defondanro Wune: Loot Fbxt DOG SEX RACE HOT 

CIWdE, 19 y,. 1979 F Lw s'or 
WOT HAIR EflS 

225 BRO 
Addroao: StJP.O. Box 

state zip 

(deocrthe erth 

St. Add. (It dtflerent), Strati PAURJNG Phone: e ato of Birth: 

any Lnsburg state FL p FLORODA 

SocLol Security tea.: 

59$094038 
Plate or Employment: Street 2501 N CITRUS BLVD Phone: auolncoo Occupallon; 

cay Lsosburg State FL 34788- TtCH 
1S 

Drlvt t. o.: VehIcle To'caed By: Hold on Vehicle: Q Hofl Anoet SolTht 

C850543793390 ency: 
Aneot Data: Anoat Thus: Afloat l.ocauon: 

nW 7 5 2012 18:55 2501 N CITRUS BLVD. FL 38748 

U.S. Cithen: YE] NO UD Type: Di. City 12. County 03. FlorIda 08. Ida 
1TY 

I 
TYPE 

C A. Fnud tt. Dbponoe I NI. tThnotcturo I 0. Coontarfoit 1. traffic A. H. Hdiuclnogon P. Poraphen.alloI U. Urtnown 
g B. Ruy Dtatrtbulo Preduc,? P. Poooeoa U. Uce 9. BarbIturate NI. NIatJucna Equipmont z. Other 
E 0. Dolker Callivots R. Smuggle Jt. Stolort Propotty C. Cocaine N. WA 5. Synthetic 
.! F. Forgery N. NSA S. Sell z. Other C. Macin 0. 

Dewlpdon Counts Activity Type 

— 
NC1C C$ Statute 

C 
PRESCRIPTION BY FRAUD 

2300-GRAND ThEFT 

1 N N 831.30(1) Issoo.oo 
J 

YE] c'tO 

1 

P 5 

812.014(3) 83,000.00 yE] wfl 
350A-POSS. OF CONTROLLEO IICE - SCH III 2 83,000.00 yE] D 

A 3SaA.POSS. OF CONTROLLED SUBSTANCE - SHIV 2 P 5 $2,000.00 yE]. ] 
R 

o — — — 
. 

: 
. 
• 

'-Jrn 

— I 

Indloattanof: WoaponSemned: wE] C Ajooholluftuence t9 NE] UnknotnD X.-.i 
Druglnfluenco vI] wO 
JAIL. LOG; (To be completed by Booldrig cer) J Jail Inmate Nunben 

FPPO I 
Boo r 

Advised of Rigalo By: Check for Warrant(s): Hotdt Agency of Hold: 

YOSI] 
Attorney (if ICJ.OWO): RelIgIon; NIafital Status: Telephone Coil Logged: lolophor. No: 

JO PrDCOOlherD SQ NID DO sopO Time: 

Neat of IUrZ'PARENTS OF JUVENILE 

tor emergency) 

lation: Totophono No: 

Juvenile DisposItion: 

— 1. NandledlProcessed Within Dept and Released — 2. Turned Ovens D.J.J. — 3. Incarcerated (County Jail) go 

FAXED 
# SZ-3 

I 1 

C - 

r 

o 
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Corn plainVArrest • Court Case No. Agency Case No. 

Affidavit Cononuatlon 12-FR-4098 1 's Name: Last First Middle Date of Birth 

CRANE, MEGAN EUZABETh 0411911940 

PROBABLE CAUSE AFFIDAVIT: 
(specify probable for each charge) 

Before Me, the undersired authority personally appeared Sr. Officer S. M. Foster who duly sworn, alleges, on 
infom,atlon and belief, that on the 6th day of July , 2012 In Lake County, Florida. 
the defendant did: 

DID COMMIT THE OFFENSE OF GRAND THEFT, OBTAINING PRESCRIPTION BY A 

CONTROLLED SUBSTANCE TO WIT. 

ON 07—16—12 AT APPROXIMATELY 1610 HaS I RESPOND TO 2501 N. CITRUS BLVD THE LEESBURG WALMART IN 

REFERENCE TO A THEFT COMPLAINT. 

UPON MY ARRIVAL I MADE CONTACT WITH ASSET PROTECTION ASSOCIATE APA) LARRY REDDING, WHO ADVISED ME 

THAT HE HAD BEEN CONTACTED ON 06-28-12 BY APA TYLER MILFORD. MILFORD ADVISED REDDING THAT THERE 

WAS AN ASSOCIATE STEALING PILLS FROM THE PHARMACY. BEDDING ADVISED THAT WHEN HE RETURNED TO WORK 

ON 07-02-12 HE BEGAN WATCHING WALMART'S CLOSE CIRCUIT TV RECORDINGS. ON THE VIDEO BEDDING 

OBSERVED A W/F ASSOCIATE IDENTIFIED BY THEM AS MEGAN CRANE, ON THREE SEPARATE OCCASSIONS TAKING 

MEDICATIONS FROM THE PHARMACY WITH OUT PAYING FOR THEM OR HAVING A PROPER PRESCRIPTION. 

BEDDING ADVISED THAT HE AND THE MANAGEMENT TEAM APPROACHED CRANE ABOUT THE INCIDENTS, CRANE WAS 

ESCORTED TO THE STORE MANAGERS OFFICES AND QUESTIONED BY MANAGEMENT AND REDDING ABOUT THE 

INCIDENTS. CRANE ADMITTED MANAGEMENT AND BEDDING THAT SHE WAS TAXING THE PILLS, SHE TOLD THEM SHE 

WAS TAKEN APPROXIMATELY 20 PILLS A DAY. 

CRANE ADVISED BEDDING THAT SHE ALSO HAD SOME OF THE PILLS IN HER EMPLOYEE LOCKER. 

AT THIS TIME REDDING NOTIFIED LAW ENFORCEMENT. 

WHILE TALKING TO REDDING, CRANE SPONTANEOUSLY STATED TO ME THAT SHE HAD TAKEN THE PILLS, AND 
ADVISED ME THAT SHE HAD MORE PILLS IN HER LOCKER. AT THIS TIME I ESCORTED CRANE TO HER LOCKER AND 

HAD HER OPEN IT FOR ME. CRANE ADVISED ME THAT THE PILLS WERE IN HER PURSE. AT THIS TIME I 

RETRIEVED CRANE'S PURSE FROM THE LOCKER UPON EXAMINING THE CONTENTS OF THE PURSE I DISCOVER AN 

ORANGE MEDICINE BOTTLE WITH NO LABEL CONTAIN NUMEROUS WHITE ROUND PILLS WITH THE INSCRIPTION OF 
IP 145, ALSO IN THE PURSE WAS A WHITE BOTTLE WITH THE WORD SOMA WRITTEN ON IT, IT CONTAINED 

SEVERAL WHITE ROUND PILLS WITH INSCRIPTION 2410 V, A PINK CONTAINER WAS LOCATED CONTAINING 12 

OBLONG WHITE PILLS WITH THE INSCRIPTION M363, AND A GREEN CONTAINER CONTAINING 4 WHITE ROUND 
PILLS WITH INSCRIPTION BP 633. ALL THE PILLS WERE IDENTIFIED USING DRUGS.COM 

band SUBSCRIBED before me 
. 

CONTINUED 

FRUITLAND PARK POLICE DEPARTMENT 
ARRESTING AGENCY 

SEAL 

Page 2 



Agency Case No. 

12-FR-4698 -1 
Defendants Name: Last flrst Middle 

CRANE, MEGAN ELIZABETh 

Date of Birth 

1949 

PROBABLE CAUSE AFFIDAVIT: 
(speclly probable cause for seth cflaige) 

Before Me, the undersigned authortty personally appeared Sr. Officer S. M. Foster 
infoimaton and belief, that on the 6th day of July . 2012 
the defendant did: 

who being duly alleges. on 
Lake 

. 

County, 

IF 145 — HYDROCODONE BITARTRATE AND IBUPROFEN 7.5 mg / 200mg SCHD III 
2410 V — CARISOPRODOL 350mg SCHD IV 

M363 - ACETANINOPHEN AND HYDROCODONE BITARTRATE 500mg / 10mg SCHD III 

3? 633 — ALPRAZOLAN 2mg SCHD IV 

AFTER LOCATING THE PILLS IN HER PURSE I ESCORTED HER TO THE ASSET PROTECTION OFFICE, WHILE IN THE 

OFFICE CRANE SPONTANEOUSLY STATED THAT SHE WOULD FILL PRESCRIPTION BOTTLES MAKING IT APPEAR THAT 

SHE WAS DOING A LEGIT FILL. SHE STATE THAT SHE WOULD PRINT OFF A FRAUDULENT PRESCRIPTION LABEL 
FOR THE BOTTLE SHE WOULD THEN HIDE THE PILLS FOR REMOVAL AT A LATER TIME. CRANE ADVISED THAT SHE 

DID AT ONE TIME HAVE A PRESCRIPTION FOR HYDROCODONE BUT IT IS NO LONGER VALID. CRANE ADVISED THAT 
SHE HAD A PRESCRIPTION FOR THE CARISOE'RODOL BUT WAS UNABLE TO PROVIDE THAT PRESCRIPTION. 

AT THIS TIME CRANE WAS PLACED UNDER ARREST AND TRANSPORTED TO THE FRUITLM4D PARK POLICE 
DEPARTNENT. 

CRANE WAS THEN TRANSPORTED TO THE LAKE COUNTY JAIL AND HELD ON BOND. 

SWORN to 

thts 

and SUBSCRIBED befom me 

) day 01 ct y — 
0 CONTINUED 

FRUrILAND PARK POUCE DEPARTMENT t9fl. 
ARRESTING AGENCY Notary Public Office 

(dmie one) 

SEAL 

Page 2 

intlArrest 
Affidavit Conthuatlon 

Cowl Case No, 



IN THE CIRCUIT COURT OF THE FIVFH JUDICIAL CIRCUIT OF THE STATE OF FLORIDA, 
IN AND FOR LAKE COUNTY IN THE YEAR OF OUR LORD, TWO THOUSAND-TWELVE. 

THE STATE OF FLORIDA CASE NO. 175l-A-03 
vs INFORMATION 

MEGAN ELIZABETh CRANE 

IN THE NAME AND BY THE AUTHORITY OF THE STATE OF FLORIDA: 

BRAD KING State Attorney of the Fifth Judicial Circuit of the State of' Florida, in and for Lake County prosecuting for the State of Florida, by and 
throuih the undersigned Assistant State Attorney, in the said County, under oath, information makes that: MEGAN ELIZABETH CRANE (RIG: WIT, DOB: 
04/19/1979) in the County of Lake, and the State of Florida, on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th day of July in 
the year of Our Lord, twenty-twelve: 

COUNT I 
POSSESSION F IYDROCODONE (F3) 

893. 13(6)(a) AND 893.03(2)(a)(I)Q) 

did knowingly and uniawfldly have in her actual or constructive possession a controlled substance, 'wit: Hydrocodone, in violation of florida Statutes 
93.I3(6)(a) and 

COUNT II 
POSSESSION F ALSPRAZOLAM (P3) 

893. I3(6)(a) AND 893.03(4)(a) 

and the Assistant State AUOTDCIJ upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (RIG: W/T, DOB: 04/19/1979) in the 
County of Lake, and the Slate of Florida, on or about the 28th day ofiune in the year of Our Lord, twenty-twelve through the 16th day of July in the year of Our 
Lord, twenty-twelve, in the County and State aforesaid did knowingly and unlawlisily have in her actual or constructive possession a controlled substance, to-wit: 
Alprawlam, in violation of Flonda Statutes 893.13(6)(a) and 893.03(4Xa); 

COUNT III 
POSSESSION OP CARISOPRODOL ff3) 

893.13(6Xa) and 893.03(4)(jjj) 

and the Assistant Stats Attorney upon his oath aforesaid, further infonnation makes that MEGAN ELIZABETH CRANE (RIG: WIT, DOB: 04/I 9/1979) in the 
County of Lake, and the State of Florida, on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th day of July in the year of Our 
Lord, twenty-twelve in the County and State aforesaid did knowingly willfully and feloniously be in the actual or constructive possession of a controlled substance, 
to-wit: Carisoprodol, in violation of Florida Statutes 893.1 Xa) and 893.03 )(jjj); 

COUNTIV . 

UNLAWFUL ACQUISITION/ATI'EMPT TO ACQUIRE POSSESSION OF A CONTROLLED SUBSTANCE BY FRAUD (F3) 
893.13(7)(a)9 and 893.t3(7)(d) 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (RIG: WIT DOE: 04119/1979) in the 
County of Lake, and the State of Florida, on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th of July in the year of Our 
Lord, twenty-twelve, in the County and State aforesaid did unlawfully acquire or attempt to acquire possession of a controlled substance, to-wit Hydrocodone, 
Alprazolain, Carisonrodol. commercially known as Vicodin, Xanax, Soma, as described in Florida Statute 893.03, and in the course thereof utilized 
misrepresentation, fraud, deception, or subterfuge, in violation of Florida Statutes 893.1 3(7)(a)9 and 893.1 3(7))(c); 

COUNT V 
GRAND TIIEPI-$300 OR MORh BUT LESS THAN SN 000 (P3) I2.014(2)(c)I 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (RIG: WIT, DOE: 04/19/1979) in the 
County of Lake, and the State of Florida, on or about the 28th day of June in the year of OurLord, twenty-twelve through the 16th day of July in the year of Ow 
Lord, twenty-twelve, in the County and State aforesaid did unlawfully and knowingly obtain, use or endeavor to obtain or use the property of WALMART, to-wit: 
Prescription Drugs, of the value of three hundred dollars ($300.00) or more but less than twenty thousand dollars ($20,000.00), with the intent to either temporarily 
or permanently WALMART of a right to the property or a benefit hereof, or did appropriate the said property to her own use or the use of any person not 
entitled thereto, iii violation of Florida Statutes 8 12.014(2)(c)l; 

contrary to the form of the statute in such cases made and provided and against the peace and dignity of the State of Florida, 

STATE OF FLORIDA, COUNTY OF LAKE 

Personally appeared before me, BRAD KING, State Attorney for the Fifth Judicial Circuit, State of Florida, in and for Lake County, State of Florida, or his 
duly designated Assistant State Attorney, who first being sworn, says that the allegations as set forth in the forçgoing information are based upon facts that have been 
sworn to as true, and which if true, would constitute the offense therein charged. Prosecution instituted in good faith and subscribed under oath, certifying he has 
received testimony under oath from the material witness or witnesses of the offense. 

n 0 pJ 
(fl 

-, 
ozfl— i 

0 
D.C. 

DV IJIHI Ullill 

EXHIBIT# S'ot1'f 

D Gary Lashley Jr, Assistaq$4fRAD KING State Attorney, 
iiudicial Circuit of Florida 
ida Bar No. 86786 

12. 

Presented and filed in the iT Court this 



IN THE CIRCUIT COURT OF THE FIFTH JUDICIAL CIRCUIT OF THE STATE OF FLORIDA, 
IN AND FOR LAKE COUNTY IN THE YEAR OF OUR LORD, TWO ThOUSAND-TWELVE. 

THE STATE OF FLORIDA CASE NO. 2012-CF-00I751-A-03 

vs AMENDED INFORMATION 
MEGAN ELIZABETH CRANE 

IN THE NAME AND BY THE AUThORITY OF THE STATE OF FLORIDA: 

BRAD KING State Attorney of the Fifth Judicial Circuit of the State of Florida, in and for Lake County prosecuting for the State of Florida, by and through the undersigned Assistant State Attorney, in the said County, under oath, information makes that: MEGAN ELIZABETH CRANE (RIG: W/F, 009: 04/19/1979) in the County of Lake, and the State of Florida, on or about the 28th day of June in the 16th day of July in the year of Our Lord, twenty-twelve: 

COUNT I 
TRAFFICKING IN HYJ)ROCODONE (Fl) (,I)(c) and 893.03(2)(a)l 

did then and there unlawfully and knowingly have in her actual or constructive possession a controlled substance, to-wit: Hydrocodone, or a mixture containing Hydrocodone, In an amount of four (4) grams or more, but less than fourteen (14) gram, in violation of Florida Statutes 893. 135(l)(c) and 893.O3(2Xa)l; 

COUNT II 
POSSESSION ' AL,FRAZOLAM (F3) 

893. 13(6)(a) AND 3(4Xa) 
and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN IZABETH CRANE (RIG: W/F DOB: 04/19/1979) in the County of Lake, and the State of Florida, on or about the 28th day of June in theyear of Our Lord, twenty.twelve through the 16th day of July in the year of Our Lord, twenty-twelve, m the County and State aforesaid did knowingly and unlawtully have In her actual or constructive possession a controlled substance, so-wit: lprazolam, in violation of Florida Statutes 893.1 3(6)(a) and 893.03(4)(a); 

COUNT lU 
POSSESSION E CAKISOPRODOL )) .l3(6)(a) and 893.03(4)tjjj) 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (R/G: W/F DOB: 04/I /I 979) in the County of Lake, and the State of Florida, on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th day of July in the yew of Our Lord, twenty-twelve, in the County and State aforesaid did knowingly willfully and feloniously be In the actual or constructive possession of a controlled substance, to-wit: Carisoprodol, in violation of Flonda Statutes 893, and 893.03 (4)Qjfl; 

COUNT V 
UNLAWFUL ACQUISITION/ATTEMPT TO ACQUIRE OF A CONTROLLED SUBSTANCE BY FRAUD (F3) 

893.I3(7Xa)9 and 893. 13(7)(d) 

and the Assistant State Attorneyuoon his oath aforesaid, further information makes thatMEGAN ELIZABETh CRANE (RJG:_WIEDOB: 04/19/1979) inthe 
County of IAke, and le StatddfPlôridi on oribout the 28th day ofJunilrithd3eth of Our Lord, twenty-twelve through the 16th clay of July in the year of Our Lord, twenty-twelve, in the County and State aforesaid did unlawtblly acquire or attempt to acquirepossession of a controlled substance, to-wit: Hydrocodone, 
Alprazolam, Carisoprodol, commercially known as Vicodin, Soma, as described in florida Statute 893.03, and in the course thereof utilized 
misrepresentation, fraud, deception, or subterfuge, in violation of Florida Statutes 893.1 3(7)(a)9 and 893.1 3(7)(c); 

COUNT V 
GRAND TKEFr-s300 OR MURK BUT LESS THAN $20 000 ff3) 

812.014(1) AND 812.0I4(2)(c)t 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (R/G: W/F DOB: 1979) in the County of Lake, and the State of Florida, on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th day of July in the year of Our Lord, twenty-twelve, in the County and State aforesaid did unlawfully and knowingly obtain, use or endeavor to obtain or use the property of WALMA RT, to-wit: rresciiption Drugs, of the value of three hundred dollars ($300.00) or more, but less than twenty thousand dollars ($20,000.00), with the intent to either temporarily or permanently deprive WALMART of a right 10 the property or a benefit thereof, or did appropriate the said property to her own use or the use of any person not entitled thereto, in violation of Flortda Statutes (1) and 812.0I4(2Xc)l; 

contrary to the form of the statute in such cases made and provided and against the peace and dignity of the State of Florida. 

STATE OF FLORIDA. COUNTY OF LAKE 

Personally appeared before me, BRAD KING, State Attorney for the Fifth Judicial Circuit, State of Florida, in and for Lake County, State of Florida, or his duly designated Assistant Stale Attorney, who first being sworn, says that the allegations as set forth in the foregoing information are based upon facts that 
have been sworn to as true, and which if true, would constittite the offense therein charged. Prosecution instituted in good faith and subscribed under oath, 

he has received testimony under oath from the material witness or witnesses of the offense. 

D Gary Lashley Jr, BRAD KING State Attorney, —'- g 
Fifth Judicial Circuit of Florida 
Florida No. 86786 ) ) 

At ian Lrson own toNotaiy c . '' 
— Z 

Presented arid filed in the CERCUIT Court day of 2012. 

Neil Kelly 
RIC OF CIRCUIT COURT 

BY. t D.C 
.401 2-32458 



THE STATE OF FLORIDA 

vs 

MEGAN ELIZABETH CRANE 

IN THE NAME AND BY THE AUTHORITY OF THE STATE OF FLORIDA: 

BRAD KING, State Attorney of the Fifth Judicial Circuit of the State ofFlorida, in and forLake County prosecutinzfor the State of Florida, by and the undersianed Assistant State Attorney, in the said County, under oath, information makes that: MEGAN ELIZABETH CRANE (RIG: W/F, DOS: ' 
04/19/19791 in the County of Lake. and the State of Florida, on or about the 28th day of June in the year of Our Lord, twenty-twelve h the 16th day of July in 
the year of Our Lord, twenty-twelve: 

COUNT I 
TRAFFICKING IN HYDROC000NE !) 

893.l35(,l)(c) and (2)(a)l 
did then and them unlawfully and knowingi have in her actual or constructive possession a controlled substance to-wit: Ilydrocodone or a mixture containin lydrocodone, in an amount of fourteen 'grams or more, but less than twenty-eight (28) grams, m violation lorida Statutes 35(l)(c) and 

COUNT II 
POSSESSION OF ALI'RAZOLAM (F3) 

893. 13(6)(a) AND 893.03(4)(a) 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (R/G: W/F DOS: 1979) in the County of Lake, and the State of Florida on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th d'ay of July in the year of Our Lord, twenty-twelve, in the County and State aforesaid did knowingly and unlawfully have in her actual or constructive possession a controlled substance, to-wit: Aiprazolam, in violation of Florida Statutes 893. 13(6)(a) and 

COUNT Ill 
POSSESSION OF CARISOPRODOI. (F3) 

893.I3(6)(a) and 893.03(4)Qjj) 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (R/G: W/F DOS; 04/19/1979) in the County of Lake, and the State of or about the 28th day of June in the year of Our Lord, twenty-twelve h the 16th day of July in the year of Our 
Lord, twenty-twelve in the County and State aforesaid did knowingly willfully and feloniously be in the actual or constructive possession of a controlled substance, 
to'wit: Carisoprodol, in violation of Florida Statutes 893.1 3(6)(a) and 893.03 (4)Qjj); 

COUNT 
UNLAWFUL ACQUISITION/A'fl'EMPT TO ACOUIRE POSSESSION OF A CONTROLLED SUBSTANCE BY FRAUD (F3) 

893.13(7Xa)9 and 893 13(7)(d) 

and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (R/G: W/F, DOS: 04/19/1979) in the 
County of Lake, and the State of or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th day of July in the year of Our 
Lord, twenty-twelve, in the County and State aforesaid did unlawtully acquire or attempt to acquirejiossession of a controlled substance, to-wit: Hydrocodone, lprazolam, Carisoprodol commercially known as Vicodu!, Xanax, Soma as described in Florida Statute 893.03. and in the cowse thereof utilized 
misrepresentation, fraud, àeception, or subterfuge, in violation of Florida Statutes 893.13(7){a)9 and 893. 13(7)(c); 

COUNTY 
GRAND THEFI'-$SOO OR MORL BUT LESS THAN $20 000 (F3) 

812.0l4(l)ANI) l4(2)(c)l 
and the Assistant State Attorney upon his oath aforesaid, further information makes that MEGAN ELIZABETH CRANE (R/G: W/F DOS: 04/19/1979) in the 
County of Lake, and the State of Florida on or about the 28th day of June in the year of Our Lord, twenty-twelve through the 16th day of July in the year of Our 
Lord, twenty-twelve, in the County and State aforesaid did unlawfully and knowingly obtain, use or endeavor to obtain or use the property of WALMART, to-wit: 
Prescription Dmss, of the value of three hundred dollars ($300.00) or more but less than twenty thousand dollars ($20,000.00), with the mtent to either temporarily 
or permanently deprive WALMART of a right to the property or a benefit t&reof or did appropriate the said property to her own use or the use of any person not entitled thereto, in violation of Florida Statutes 812.0140) and 8l2.0l4(2)(c)l; 

contrary to the form of the statute in such cases made and provided and against the peace and dignity of the State of Florida. 

STATE OF FLORIDA, COUNTY OF LAKE 

Personally appeared before me, BRAD KING, State Attorney for the Fifth Judicial Circuit, State of Florida, in and for Lake County, State of Florida, or his duly designated Assistant State Attorney, who first being sworn, says that the aUegations as set forth in the foregoing information are based upon facts that have been sworn to as true, and which if true, would constitute the offense therein charged. Prosecution instituted in good faith and subscribed under oath, certifying he has received testimony under oath from the material wtmess or witnesses of the offense. 

D Gary Lashley . BRAD KING State Attorney, 
Fifth Judicial Circuit of Florida 

Bar No. 86786 

IN THE CIRCUIT COURT OF THE FIFTH JUDICIAL CIRCUIT OF THE STATE OF FLORIDA, 
IN AND FOR LAKE COUNTY IN THE YEAR OF OUR LORD. TWO THOUSAND-TWELVE. 

CASE NO.2012-CF-aol 751 -A-03 

AMENDED INFORMATION 

-i 2'- t 
me- -fl 0. O 

2012. 

Presented and filed in the CIRCUIT Court day 12. 
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IN THE CIRCUIT COURT OF THE FIFTH JUDICIAL CIRCUIT, 
OF THE STATE OF FLORiDA, IN AND FOR LAKE COUNTY 

STATE OF FLORIDA CASE NO. 2012-CF-001751-A-03 
AGENCY #: , FPPD 12FR4698 

VS. 

MEGAN ELIZABETH / 
CHARGE: VI DRUG POSSESSION - 

GENERAL 

ANNOUNCEMENT OF NO INFORMATION 

Comes now the State of Florida, by and through its undersigned Assistant State Attorney, and 

announces that it will file no information in the above entitled cause based on the following 

grounds: 

THIS CHARGE IS CONTAINED IN OTHER CHARGES 

DATED this 7 day of July, 2012. 

I HEREBY CERTIFY that a copy of the above has been furnished to Public Defender, 
Lake County Office Of The Public Defender, 123 N Sinclair Ave - P0 Box 7800, Tavares, FL 
32778, by handAr pail, and the Lake County Jail (Inmate Records and Warrants Division), by 

this 

_____ 

day of July, 2012. 

BRAD KiNG 
STATE AflORNEY 
FIFTH JUDICIAL CIRCUIT OF FLORIDA 

4b 

BY______________________ 
D Gary Jr 
Assistant State Attorney 
Fla. Bar # 86786 
Lake County Judicial Center 
550 West Main Street 
POBox 7800 r,:.- E 
Tavares, FL 32778 C 

(352) 742-4236 1 cn a 

- — — 
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STATE OF FLORIDA 

DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 

Office; Alachua j Date of Case; 08/01/2012 Case Number; RP12012-11172 
Subject: MEGAN ELIZABETH CRANE, RPT 
11423 Lake Eustis Drive 
Leesburg, FL 34788 * 

352-406-5042 

Source: WAL-MART STORES EAST, LLP 
ATTN: HEATHER GREGORY 
702 SW th Street, Dept. 8719 
Bentonville, AR 72716-0230 
479-277-7032 

Prefix: License #: Profession: Board: Report Date; 
RPT (2208) 13859 Registered Pharmacy Technician Pharmacy 01/11/2013 
Period of Investigation: 
08/07/2012 to 01/13/2013 

Type of Report: 
SUPPLEMENTAL 1 

Alleged Violation: F.S. 456.072(1)(z): Being unable to practice with reasonable skill and safety to patients by reason of 
illness or use of alcohol, drugs, narcotics, chemicals, or any other type of material or as a result of any mental or 
physical condition; (dd): Violating any provision of this chapter, the applicable practice act, or any rules adopted 
pursuant thereto; 465.01 6(1)(d): Being unfit or incompetent to practice pharmacy by reason of: 2. The misuse or abuse 
of any medicinal drug appearing in any schedule set forth in chapter 893; 3. Any abnormal physical or mental condition 
which threatens the safety of persons to whom she or he might sell or dispense prescriptions, drugs, or medical 
supplies or for whom she or he might manufacture, prepare, or package, or supervise the manufacturing, preparation, 
or packaging of, prescriptions, drugs, or medical supplies; (m): Being unable to practice pharmacy with reasonable skill 
and safety by reason of illness, use of drugs, narcotics, chemicals, or any other type of material or as a result of any 
mental or physical condition; (r): Violating any provision of this chapter or chapter 456, or any rules adopted pursuant 
thereto. 
Synopsis: This investigation is predicated upon the receipt of a request from the Florida Department of 
Health Prosecution Services Unit to serve an emergency action. 

On 01/04/2013, at 1328 hours, the Alachua ISU office received a request from the Prosecution Services 
Unit requesting that CRANE be served with an Order to Compel Evaluation (OCE). On 01/10/2013, at 1320 
hours, I met with CRANE in the employee break room of Goodwill, located at 10601 NW US HWY 441, 
Suite C-13, Leesburg, Florida. I recognized CRANE from her jail mug shot. I served the OCE to CRANE. 
The OCE was packaged in a sealed envelope marked "confidential." I was unable to discuss the OCE with 
CRANE due to the fact that two other employees were in the room with her. I gave my business card to 
CRANE and advised her to call me if she had any questions about the document that I had delivered to her. 

I completed an Affidavit of Service on 01/11/2013. No further investigative action taken at this time. 

*Address is different than the address on file with the Department of Health 
Related Case; N/A 

Investigato '3 
Edward Legall, GI-31 

Approved By/Date: - 

'cc( 

William Schauer, lnvestigadsv4tflanager 
lnvostIcJaW* 

Distribution: HQ/ISU Page 1 

JPN ItJ 
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DOH INVESTIGATIVE REPORT CASt NUMBER: RPT 2012-11172 

TABLE OF CONTENTS 
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ARE SEALED PURSUANT TO SECTION 456.057(1O)(a), FLORIDA STATUTES 
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FLORIDA DEPARTMENT OF 

HEALT 
PSU REQUEST FORM 

Gwendolyn Swatts, AAII for Candace TO: William Schauer, Investigation Manager 
Rochester, Esq. 

Date: 1/4/20 13 TO: CSU fl 
Phone 850-245-4640 Ext 8214 CC: Edward Legal II, MMI 

Case Number 2012-11172 Board: Registered Pharmacy Tech. 
Subject: Megan E. Crane, RPT HLCode: HLL96A Status: 60 
Requested Completion Date: 112312013 

(PSU) TYPE OF REQUEST: (describe details below) 

Process Service* (Activity Code 160) 

fl Additional Information Requested (Activity Code 145) 

LI Deficiency in Investigative Work (Activity Code I 50) 

Details: Please hands serve the attached Order Compelling Evaluation. Please contact me by 
January 23, 2013 i you are unable to serve the Subject. Thank you. 

*The following additional information is needed for each service request: 

Last Known Address: 11423 Lake Eustis Drive, Leesburg, FL 34788; Last Known Name & Phone: Megan E. Crane, 
RPT (352) 406-5042. 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES fl NoZ; If Yes, When? 
Was this case originally worked by CSU or in an area office different from this service request is being ? 
YES E** No All process service requests need to be sent to appropriate field office. 
°'iF Sinle send a copy of the original Investigative . 
(ISU /CSU) RESPONSE: 

Process Service Completed (Activity Code 161) fl Process Service NOT Completed (Activity Code 162) 

fl Add'l Info Sent to Legal (Activity Code 156) 

I Investigative Work Returned to Legal (Activity Code I 56) 

LI Cancelled by Legal (Activity Code 157) fl Cancelled by ISU/CSU (Activity Code 158) 

INV FORM 376, Revised 10/tI, 6/10, 06/09. 4/09,1 1/08 Created 4/05 

IRIT# SI—i 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

In Re: The Order Compelling Examination of 
Megan Elizabeth Crane, RPT 
License Number RPT 13859 
Case Number 2012-11172 

ORDER COMPELLING EXAMINATION 

The Department of Health (the "Department") is the state agency 

charged with regulating the practice of pharmacy pursuant to Chapters 20, 

456, and 465, Florida Statutes (201 1-2012). 

For probable cause shown and pursuant to the authority vested in 

the Department by Chapters 456 and 465, Florida Statutes (2011-2012), 

you are hereby ordered to report and submit to a mental and physical 

examination to be conducted by the following named physician at the date, 

time, and place indicated. 

MENTAL AND PHYSICAL EXAMINATION 

Stacy Seikel, M.D. 
1118 S. Orange Avenue, Ste. 202 

Orlando, FL 32806 
(407) 592-6371 

ON 
Wednesday, )anuary 30, 2013 © 10:00 a.m. 

The above-directed physical and mental examination is being 

conducted for the purpose of obtaining examination reports and expert 

EXHIBIT #SI cL 





In Re: The Order Compelling 
Examination of 
Megan Elizabeth Crane, RPT 
License Number Rfl 13859 
Case Number 2012-11t72 

3. After completing their internal investigation, Wal-Mart 

representatives reported Ms. Crane's behavior to Fruitland Park Police 

Department ("law enforcement") on or about July 6, 2012. When officers 

spoke with Ms. Crane, she admitted to diverting pills. Law enforcement 

searched Ms. Crane's purse and found approximately 45 hydrocodone pills, 

13 carisoprodol pills, and 4 lprazolam pills. 

4. Hydrocodone is commonly prescribed to treat pain. According to 

Section 89103(2), Florida Statutes (2011-2012), hydrocodone is a 

Schedule II controlled substance that has a high potential for abuse and 

has a currently accepted but severely restricted medical use in treatment in 

the United States. Abuse of hydrocodone may lead to severe psychological 

or physical dependence. 

5. Carisoprodol, commonly known by the brand name Soma, is a 

muscle relaxant prescribed to treat muscular pain. According to Section 

893.03(4), Florida Statutes (2011-2012), carisoprodol is a Schedule IV 

controlled substance that has a low potential for abuse relative to the 

substances in Schedule III and has a currently accepted medical use in 

treatment in the United States. Abuse of carisoprodol may lead to limited 

..3. 



In Re: The Order Compelling 
Examination of 
Megan Elizabeth Crane, RET 
License Number RET 13859 
Case Number 2012-11172 

physical or psychological dependence relative to the substances in 

Schedule III. 

6. lprazolam is prescribed to treat anxiety. According to Section 

893.03(4), Florida Statutes (2011-2012), lprazolam is a Schedule IV 

controlled substance that has a low potential for abuse relative to the 

substances in Schedule III and has a currently accepted medical use in 

treatment in the United States. Abuse of aiprazolam may lead to limited 

physical or psychological dependence relative to the substances in 

Schedule III. 

7. In a voluntary statement to Wal-Mart signed by Ms. Crane on July 

6, 2012, she admitted to diverting hydrocodone/APAP pills and 

hydrocodone pills from Wal-Mart for personal use for approximately six 

months. 

8. Hydrocodone/APAP contains hydrocodone and acetaminophen, or 

Tylenol and is prescribed to treat pain. According to Section 893.03(3), 

Florida Statutes (2011-2012), hydrocodone, in the dosages found in 

hydrocodone/APAP is a Schedule III controlled substance that has a 

potential for abuse less than the substances in Schedules I and II and has 

-4- 



tn : The Order Compelling 
Examination of 
Megan Elizabeth Crane, RPT 
License Number RPT 13859 
Case Number 2012-11172 

a currently accepted medical use in treatment in the United States. Abuse 

of the substance may lead to moderate or low physical dependence or high 

psychological dependence. 

9. On July 6, 2012, Ms. Crane was arrested and charged with: (1) 

trafficking in hydrocodone; (2) possession of alprazotam; (3) possession of 

carisoprodol; (4) unlawful acquisition/attempt to acquire possession of a 

controlled substance; and (5) grand theft $300 or more but less than 

$20,000. 

10. Because Ms. Crane was arrested for diverting hydrocodone pills 

and admitted to personally consuming them, a thorough and complete 

mental and physical examination of Ms. Crane is necessary to protect the 

public and to ensure that she is able to practice as a registered pharmacy 

technician with reasonable skill and safety. 

CONCLUSIONS OF LAW 

1. Based on the foregoing Findings of Fact, the State Surgeon 

General, through his undersigned designee, concludes that probable cause 

exists to believe Ms. Crane is unable to practice as a registered pharmacy 

-5- 



In Re: The Order Compelling 
Examination of 
Megan ELizabeth Crane, RP'F 
License Number RP'I' 13859 
Case Number 2012-11172 

technician with reasonable skill and safety to patients, pursuant to Section 

456.072(1)(z), Florida Statutes (2012). 

2. In accordance with the authority vested in the Department of 

Health under Chapters 456 and 465, Florida Statutes (2012), the State 

Surgeon General, through his undersigned designee, concludes that 

Section 456.072(1)(z), Florida Statutes (2012), should be enforced. 

DONE and ORDERED by the Department of Health on this of 

2012 

COUNSEL FOR DEPARTMENT: 
Candace A. Rochester, Esq. 
Florida Bar No. 0078393 
Assistant General Counsel 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4640 
Facsimile: (850) 245-4662 
CandaceRochester@doh.state.fl.us 

-6- 
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Rick Scoff 
Governor 

FLORIDA DEPARTMENT OF ) 
HEALT John H. Armstrong, MD, FACS 

Surgeon General & Secretary 

AFFIDAVIT OF SERVICE OR DILIGENT SEARCH 

FLORIDA DEPARTMENT OF HEALTH 

vs 
Petitioner 

Case No. RPT 2012-11172 

MEGAN ELIZABETH CRANE, RPT 
Respondent 

COMES NOW, the affiant, who first being duly sworn, deposes and states: 

1) Afflant is an Investigator/Inspector employed by the DEPARTMENT OF HEALTH, State of Florida. 

2) That on 01/10/2013, Affiant made a diligent effort to locate Respondent, to serve 

______ 

Administrative Complaint and related papers; XX Order compelling examination(s); 
Subpoena(s); 

_________Final 

order; 

__________Notice 

to cease and desist; 

______ 

ESO/ERO and related papers. 

3) Check applicable answer below: 

XX Affiant made personal service on MEGAN ELIZABETH CRANE. RPT at Goodwill. 10601 NW US 
HWY 441, Suite C-13. Leesburu, , or on some person at Respondent's usual place of abode over 
the age of 15 residing there, on 01/10/2013 at 1320 . 

_______Affiant 

was unable to make service after searching for Respondent at: (a) all addresses for 
Respondent shown in the DOH investigation of the case; (b) all official addresses for Respondent shown 
in his licensing records on the computer terminal or Board office; (c) Local telephone company for the 
last area Respondent was known to frequent; (d) Division of Drivers Licenses; and (e) Utilities (electric, 

State Of Florida 
CóuntyOf___ Alachua 

Before me, personally appeared Edward Lepall whose identity is known to me by personal knowledcje 
(type of identification) and who, acknowledges that his/her signature appears above. 

I 

PAMELA I 
Commissicn#EE178424 I 

- Expires April 8, 2016 

iy others: 

Sworn to or affirmed by Affiant before me this 1 
1h day of January 2013. 

Notary Public-State of Florida 0 i 
Type or Print Name 

My Commission Expires 

rNV FORM 321 Created 9/05 

EXHIBIT # & -3 D 



Rick Scott John H. Armstrong, MD, FACS 
Governor Surgeon Genera] & 

January 7, 2013 

CONFIDENTIAL : 
MEGAN ELIZABETH CRANE 
11423 LAKE EUSTIS DRIVE 
LEESBURG, FL 34786 

RE: DOH Case #RPT 2012-11172 

Dear Ms. Crane: 

The Florida Department of Health regulates the professional licenses of all health care 
practitioners practicing in the State of Florida. I have been asked by the Department to deliver 
some urgent correspondence to you. I have been unable to reach you by telephone. Please 
contact me at 366-462-3376 as soon as possible so we can arrange a time when I can deliver it 
to you. If I am not available when you call, please leave a voicemail with the best telephone 
number and time of day for me to reach you. 

Thank you for your assistance in this mailer. 

Sincerely, 

Investigator Edward Legall 
Florida Department of Health 
Investigative Services Unit 

l 
.jtus 

EXHIBIT # S 

Division of Medical Quality Assurance 
Phone: (386) 418-5330 

Fax: (386) 418-5327 

Florida Department of Health 
Investigative Services Unit 
14101 NW Highway 441, Suite 700 
Alachua, Florida 32615-5669 

J 



Legall, Edward A 

From: Legall, Edward A 

Sent: . January 07, 2013 9:29 AM 

To: 'meganeliz@ymail.com' 

Subject: **Florida Department of Health: Please Contact Me. 

I 
Good Morning, Ms. Crane, 

I have an urgent communication for you from the Florida Department of Health. Please contact me as soon as possible at 
386-462-3378 to make arrangements for delivery. 

Thank you, 

Investigator Edward Legall 
Florida Department of Health 
Investigative Services Unit 
14101 NW US HWY 441, Suite 700 
Alachua, FL 3261 5-6387 
Tel: (386) 462-3378 Fax: (386) 418-5327 
Email: edward 
Visit our website: www.doh.state.fl.us/mqa 
customer Satisfaction Survey : Florida has a very broad public records law. Most 
written communications to or from state officials regarding state 
business are public records available to the public and media 
upon request. Your e-mail communications may therefore be 
subject to public disclosure. 

1/7/2013 



Legall, Edward A 

From: Legall, Edward A 

Sent: Monday, January 07, 2013 3:53 PM 

To: Schauer, William 

Subject: Request for Accurint search. 

Please run an Accurint search on the subject below. I am trying to locate her to serve an OCE. Thank you. 

DOH Case#: RPT2O12-11172 
Subject: Megan Elizabeth Crane 
DOD: 4/1 9/1 979 
SSN: 594-09-6038 
Last Known Address: 11423 Lake Eustis Drive, Leesburg, FL 34788 

Investigator Edward Legall 
Florida Department of Health 
Investigative Services Unit 
14101 NW US HWY 441,Suite700 
Alachua, FL 32615-6387 
Tel: (386) 462-3378 Fax: (386) 418-5327 
Email: edward 
Visit our website: www.doh.state.fi.us/mpa 
Customer Satisfaction Survey 

Please : Florida has a very broad public records law. Most 
written communications to or from state officials regarding state 
business are public records available to the public and media 
upon request. Your e-mail communications may therefore be 
subject to public disclosure. 

1/7/2013 
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CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


MEMORANDUM OF FINDING OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 
RE: DOH v. Megan E.Crane ! Case Number 2012-11172. 

MEMBERS: Michele Weizer, PharmD & Gavin W. Meshad 

DATE OF PCP: July 30, 2013 AGENDA ITEM: A2 
• ..•.•......••• ••.•••• •• .••E• .N UU• •UtU •••••at• •eas•t•t. 

This matter came before the Probable Cause Panel on the above date. Having reviewed 
the complete investigative report, recommendations of the Department, and any 
information submitted by the Subject, and being otherwise fully advised in the 
premises, the panel finds that: 

X Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Count I: Section 456.072(1)(x), Florida Statutes (2012) 

Count II: Section 456.072(1)(c), Florida Statutes (2012) 

____ 

Probable Cause was not found in this case 

____ 

In lieu of probable cause, issue letter of guidance 

____ 

Case requires expert review 

____ 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

____ 

Other 

vRs 
cmair, Probable use Panel Date 
Board of Pharmacy 
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Minion: 
To protect promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

PSU REQUEST FORM 
FROM: Tamia Christopher For Mary 

S. Miller, Esq. 

TO: William Schauer, Investigative Supervisor 

ISU Alachua 

Date: 7/19113 TO: CSU 

Phone #: 850/245/4444 Ext. 8200 CC: 

Case Number 2012-Il Ill 
Subject: Megan Elizabeth Crane 

Requested Completion Date: A.S.A.P. 

(PSU) TYPE OF REQUEST: (describe details below) 

Process Service* (Activity Code I 60) 

fl Additional Information Requested (Activity Code I 45) 

fl Deficiency in Investigative Work (Activity Code I 50) 

Details: For Hand Service of ESO 

Last Known Address: 11423 Lake Eustis Drive, Leesburg, Florida 34788 

Last Known Name & Phone Number: Megan Elizabeth Crane (352) 406-5042 

Last Known Place of Employment & Address if Known: 

Has Contact Been Made With This Individual? YES fl N0Z; If Yes, When? 

Was this case originally worked by CSU or in an area office different from where this service request 

is being sent? YES No NOTE: All process service requests need to be sent to appropriate 
field office. 

YES. please send a copy of the original Investintive ReDort without . 
Florida Department of Health 
DMsion of Proseaiflon Services Unit 
4052 Bald Cypress Way, Bin 0-85 Tallahassee, FL 32399- 
PHONE: 850-245-4444 • FAX 850-245-4662 

www.FlorldasHealth.com 
TWITTER:HeaIthyFLA lealth 

YOUTUBE: f]doh 

FIbflaa 
HEALTH 

Vision: To be the Healthiest State in the Nation 

Board: Pharmacy 

HL Code: HLL7OA Status: 90 

(ISU/CSU) RESPONSE: 
Process Service Completed (Activity Code 161) fl Process Service NOT Completed 

(Activity Code I 62) 

fl Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code 157) 
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al Order No. 

I ) / _3 
Departmcril oF Health - 

By: 

STATE OF FLORIDA Clerk 

DEPARTMENT OF HEALTH 

John H. Armstrong, MD, FACS, Surgeon General and Secretary of 

Health, ORDERS the emergency suspension of the license of Megan 

Elizabeth Crane, R.P.T., to practice as a registered pharmacy technician in 

the State of Florida. Ms. Crane holds license number RPT 13859. Her 

address of record is 378 West Rosewood Lane, Tavares, Florida 32778. 

Another address for Ms. Crane is Lowell Correctional Institute, 11120 N.W. 

Gainesville Road, Ocala, Florida 34482-1479. The following Findings of Fact 

and Conclusions of Law support the emergency suspension of Ms. Crane's 

license to practice as a registered pharmacy technician. 

FINDINGS OF FACT 

The Department of Health 

with regulating the practice of 

465, Florida Statutes. 

At all times material to this Order, Ms. Crane was licensed to 

In Re: Emergency Suspension of the License of 
Megan Elizabeth Crane, R.P.T. 
License No.: RPT 13859 
Case No.: 2012-11172 

ORDER OF EMERGENCY SUSPENSION OF LICENSE 

1. 

charged 

456, and 

2. 

(Department) is the state agency 

pharmacy pursuant to Chapters 20, 





In re: the Emergency Suspension of the License of 
Megan Elizabeth Crane, R.P.T. 
License No.: RPT 13859 
Case No.: 2012-11172 

one count of Unlawful Acquisition or Attempt to Acquire Possession of a 

Controlled Substance by Fraud, a third degree misdemeanor, in violation of 

Section 893.13(7)(a)9, Florida Statutes (2012); and one count of Grand 

Theft, a third degree felony, in violation of Section 812.014(2)(c)1, Florida 

Statutes (2012). 

5. The Department did not learn of Ms. Crane's nob contendere 

pleas until on or about June 11, 2013. 

6. Section 456.074(1), Florida Statutes (2012), provides that the 

Department shall issue an emergency order suspending the license of any 

person licensed under Chapter 465, Florida Statutes, who enters a plea of 

nob contendere to a felony under Chapter 893, Florida Statutes, regardless 

of adjudication. 

CONCLUSIONS OF LAW 

Based on the foregoing indings of Fact, the State Surgeon General 

and Secretary of Health concludes as follows: 

1. The Department has jurisdiction pursuant to Sections 20.43 and 

456.074(1), Florida Statutes, and Chapter 465, Florida Statutes (2012). 

3 



In re: the Emergency Suspension of the Ucense of 
Megan Eizabeth Crane, R.P.T. 
License No.: RPT 1385g 
Case No.: 2012-11172 

2. The Department is mandated to summarily suspend Ms. Crane's 

license to practice as a registered pharmacy technician in accordance with 

Section 456.074(1), Florida Statutes (2012). 

WHEREFORE, in accordance with Section 456.074(1), Florida Statutes 

(2012), it is ORDERED THAT: 

1. The license of Megan Elizabeth Crane, R.P.T., license number 

RPT 13859, is immediately suspended. 

2. A proceeding seeking formal suspension or discipline of the 

license of Megan Elizabeth Crane, R.P.T., to practice as a registered 

pharmacy technician will be promptly instituted and acted upon in 

compliance with Sections 120.569, Florida Statutes (2012). 

DONE and ORDERED this 

_____________ 

day of July, 2013. 

7. 
John MD, FACS 
Surgeon General and Secretary of Health 

4 



PREPARED BY: 

Mary S. Miller 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
(850)245-4444 Telephone ext. 8104 
(850)245-4683 Facsimile 
Florida Bar No. 0780420 

S 

in re: the Emergency Suspension of the Ucense of 
Megan Elizabeth Crane, R.P.T. 
Ucense No.: Rfl 13859 
Case No.: 2012-11172 



In re: the Emergency Suspension of the License of 
Megan Elizabeth Crane, R.P.T. 
License No.: RPT 13859 
Case No.: ?012-11172 

NOTICE OF RIGHT TO JUDICIAL REVIEW 

Pursuant to Section 120.68, Florida Statutes, this Order is judicially 

reviewable. Review proceedings are governed by the Florida Rules of 

Appellate Procedure. Proceedings are commenced by filing a Petition for 

Review, in accordance with Florida Rule of Appellate Procedure 9.100, with 

the District Court of Appeal, accompanied by a filing fee prescribed by law, 

and a copy of the petition with the Agency Clerk of the Department within 

30 days of the date this Order is filed. 
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Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida thrnugh integrated 
John Armstrong, MD, FACS 

state, county & community efforts. 
General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201306571 

MYKEL CHANEY THOMAS, 
RESPONDENT. 

NOTICE 

TO: MYKEL CHANEY THOMAS 
391 112THAVEN#1306 
ST.PETERSBURG, FL 33706 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 
627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

'aid Executive Directdr 
OARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance TWITTER:HealthyFL.A 

4052 Bald Cyprass Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLflepartnieritotHealth 

PHONE: (850) 245-4444 • FAX: (850) 245-4791 YOIJTUBE: fldoh 
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Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201306571 

MYKEL CHANEY THOMAS, 
RESPONDENT. 

NOTICE 

TO: MYKEL CHANEY THOMAS 
7201 ND STREET NORTH, APT C 
PINELLAS PARK, FL 33781 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive Director 
(/ BOARD OF PHARMACY / Florida Department of Health 

4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOkFLflepartrnentofHealth 

PHONE: (850) 245-4444 . FAX : (850) 245-4791 YOUTUBE: tldoh 



HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201306571 

MYKEL CHANEY THOMAS, 
RESPONDENT. 

NOTICE 

TO: MYKEL CHANEY THOMAS 
1768 TH STREET SOUTH 
ST. PETERSBURG, FL 33712 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present at 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

'Board Executive Director 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentolHealth 

PHONE: (850)245-4444. FAX: (850) 245-4791 YOUTUBE: tldoh 



Subject: 
Subject's Address of 
Record: 
Enforcement Address: 

Subject's Additional 
Addresses: 

Subject's License No: 
Licensure File No: 
Initial Licensure Date: 
Board Certification; 
Required to Appear: 
Current IPN/PRN Contract: 
Allegation(s): 
Prior Discipline: 
Probable Cause Panel: 
Subject's Attorney: 
Corn plal na nt/Address: 
Materials Submitted: 

Mykel Chaney Thomas 
391 112th Ave N #1306 
St.Petersburg, EL 33706 

391 112th Ave N #1306 
St.Petersburg, FL 33706 
7201 Street North, Apt C 

Pinellas Park, FL 33781 
1768 th Street South 
St Petersburg, FL 33712 
12401 Rank: 
11934 

11/30/2009 

No 

No 

No 

Voluntary Relinquishment 

Administrative Complaint 

Notification Letter 

Supplemental Investigative Reports (3) 

Florida Department of Health 
Office of the Ganetal CounselS Prosecution SeMces Unit 

4052 Bald Cypress Way, Bin C-65 Talahassee, FL 32399-1701 

Express mail address: 2585 Merchants Row— SuRe 105 

PHONE: 850/245-4444 'FAX 8501245-4683 

lorldasHoalth.com 
FACE BOOK: FLDepattmentoff lealth 

YOUTUBE:fldoh 

Mission: 
To protect promote & Improve the health 

of all people in Florida through Integrated 

state, county & community efforts. 

VIsion: To be the Healthiest State in the Nation 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Sewetery 

TO: 
FROM: 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Pharmacy 
Ana Gargollo-McDonald, Assistant General CounseL 

RE: Voluntary Relinquishment 1J 

SUBJECT: 

DOll Case Number 20 13-06571 

DATE: December 27. 2013 746 
Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 

provided in this regard. 

RPT 

456.072(1)(c), FS (2012) 
None 

August 8, 2013; Griffin & Mesaros 

Pro Sc 

DOH/ISU-St Pete 

Memorandum to the Board 



FILED 
DEPARTMENT OF HEALTH 

CLERK STATE OF IDA 
CLERK DEPARTMENT OF HEALTH 

9a013 2 

DEPARTMENT OF HEALTH, 

Petitioner, 

• DOM Case No. 2013-06571 

MYKEL CHANEY THOMAS, R.P.T, 

Respondent. 

VOLUNTARY RELINOUISHMENT OF LICENSE 

Respondent, Mykel Chaney Thomas, R.P.T., license number RPT 

12401, hereby voluntarily relinquishes Respondent's license to practice as a 

licensed registered pharmacy technician in the State of Florida and states as 

follows: 

1. Respondent's purpose in executing this Voluntary Relinquishment 

is to avoid further administrative action with respect to this cause. 

Respondent understands that acceptance by the Board of Pharmacy 

(hereinafter the Board) of this Voluntary Relinquishment shaH be construed 

as disciplinary action against Respondent's license pursuant to Section 

456.072(1)(f), Florida Statutes. 

Doll v. Myk& Oianw Th0rn35 
1 Care Nc. 2.017-06571. 



2. Respondent agrees to never reapply for licensure as a 

pharmacist in the State of , 
3. Respondent agrees to voluntarily cease practicing pharmacy 

immediately upon executing this Voluntary Relinquishment. Respondent 

further agrees to refrain from the practice of pharmacy until such time as 

this Voluntary Relinquishment is presented to the Board and the Board 

issues a written final order in this matter. 

4. In order to expedite consideration and resolution of this action by 

the Board in a public meeting, Respondent, being fuLly advised of the 

consequences of so doing, hereby waives the statutory privilege of 

confidentiality of Section 456.073(10), Florida Statutes, and waives a 

determination of probable cause, by the Probable Cause Panel, or the 

Department when appropriate, pursuant to Section 456.073(4), Florida 

Statutes, regarding the complaint, thE investigative report of the Department 

of Health, and all other information obtained pursuant to the Department's 

investigation in the above-styled action. By signing this waiver, Respondent 

understands that the record and complaint become public record and remain 

public record and that information is immediately accessible to the public. 

Section 456.073(10) Florida Statutes. 

OCH v. Mykat TnoniEs 2 
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5. Upon the Board's acceptance of this Voluntary Relinquishment, 

Respondent agrees to waive all rights to seek judidal review of, or to 

otherwise or contest the validity of, this Voluntary Relinquishment 

and of the Final Order of the Board incorporating this Voluntary 

Relinquishment. 

6. Petitioner and Respondent hereby agree that upon the Board's 

acceptance of this Voluntary Relinquishment, each party shalt bear its own 

attorney's fees and costs related to the prosecution or defense of this matter. 

7. Respondent authorizes the Board to review and examine all 

investigative file materials concerning Respondent in connection with the 

Board's consideration of this Voluntary Relinquishment. Respondent agrees 

that consideration of this Voluntary Relinquishment and other related 

materials by the Board shall not prejudice or preclude the Board, or any of its 

members, from further partidpation, consideration, or resolution of these 

proceedings if the terms of this. Voluntary Relinquishment are not accepted 

by the Board. 

DON v. Mykal Chaney Thomas 
Case No. 2013-0657t 



DATED this 

___________ 

day of 

_________________________—f 

20_. 

MykeVChaney Thomas, R.P.T. 

STATE OF FLORIDA 
COUNTY OF: 

Before me, personally appeared , whose 

identity is known to me by (type of 

identification) and who, under Dath, acknowledges that his signature appears 

above. Sworn to and subscribed before me this day of 
2013. 

MAURA J LUCIANO 

Notary Public State ol Fiujida 

My Comm. Esplres g 7.2017 
Conunisston 0 FE 043345 

My Commission Expires: 

DOH v. Nykai Thomas 4 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2013-06571 
MYKEL CHANEY THOMAS, R.P.T., 

RESPONDENT. 
I 

ADMINISTRATIVE COMPLAINT $ 

COMES NOW, Petitioner, DepartmenL of Health (Department), by and 

through its undersigned counsel, and files this Administrative Complaint 

before the Board of Pharmacy against Respondent, Mykel Chaney Thomas, 

and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20:43, Honda Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, was a 

registered pharmacy technician within the State of Florida, having been 

issued license number RPT 12401. 

3. address of record is 391 112th Avenue North, 

#1306, St. Petersburg, Florida 33706. 



4. On or about June 10, 2013, in the Circuit Court for the. Sixth 

Judicial Circuit of Florida in and for PineUas County, Criminal Division, case 

number 13-O6O91CFANO, Respondent pled gufity th the crime of scheme to 

defraud, a second degree felony, in violation of Section 817.034(4)(a)2, 

Florida Statutes (2012). 

• 

5. Section 6.072(1)(c), Florida Statutes (2012), provides 

that being convicted or found guilty of, or entering a plea of guilty or b 
contendere to, regardless of adjudication, a crime in any jurisdiction which 

relates to the practice of; or the a licensee's profession, 

constitutes grounds for discipline. 

6. As set forth above, on or about June 0, 2013, in the Circuit 

Court for the Sixth Judicial Circuit of Florida in and for Pinellas County, 

Criminal Division, case number 13-O6O91CFAN0, Respondent pled guilty to 

crime of scheme to defraud, a second degree felony, in violation of 

ion 17.034(4)(a)2, Florida Statutes (2012), which is a crime that 

relates to the practice of the licensee's profession as a registered pharmacy 

technician - - - 

7. Based on the foregoing, Respondent violated Section 

56.072(1)(c), Florida Statutes (2012), by being convicted or found guilty 

of, or entering a plea of guilty or b contendere to, regardless of 
Department of Health v. MykS Chaney Thomas, R.Rt, 

2 Case t'4os. 2013-06571 



adjudication, a. crime in any jurisdiction which. relates to the practice of, or 

the ability to practice, a licensee's profession. 

Department of Health v. Mykel Chaney , ,t; 
3 
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WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restrithon of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this of.________________ 

John H. Armstrong, MD, FACS 
Sthte Surgeon General and Secretary 

Ma NI. cDonald 
Assistant General Counsel 
Florida Bar Number: 0085907 
DON Prosecution Seniices Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245 - 4444 Ext. 8133 
Facsimile: (850) 245 - 4683 

/AGM 

PCP: August 8, 2013 
PCP Members: Griffin arid Mesaros 

Department of Health v. Mykel chaney Thomas, R.P.T., 

Case Nos. 2013-06571 

• 2013. 

of Health 

FILED 
DEPARTMENT OF HEALTH 

DEPUTY CLERK 
CLERK .AngeCSa,uIerS 
DATE AUG 0 8 2Q13 



C 

NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall assess costs related to the investigation and prosecution of a disciplinary matter, which may include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

Department or Health v, Mykel Chaney Thomas, R.P.T., 
case P1os. 2013-06571 



Rick Scott 
Governor Mission: 

To protect, promote & improve the health 

John H. Armstrong, MD, FACS 
State Sumeori General & Seattary 

Vision: To be the i4eaithiest State in the Nation 

January 14, 2013 

Mykel Thomas 
391 th Avenue North #1306 
St Petersburg, FL 33706 

Re: DOH Mykel Chaney Thomas, R.P.T. 
DOH Case Number: 201 3-06571 

Dear Ms. Thomas: 

We are in receipt of your executed Voluntary Relinquishment form. As you are aware by signing the 
Voluntary Relinquishment of License form you agreed to the following: 

o the Voluntary Relinquishment would be considered disciplinary action against your license, 

pursuant to Section 456.072(1)(f), Florida Statutes; 
• Voluntarily relinquishing your Florida pharmacy license may have an effect on pharmacy licenses 

you may hold in other states. 

If this is not what you understood, please contact me as soon as possible to discuss. Otherwise, this case 
will proceed as planned, and the Florida Board of Pharmacy will take up your request for Voluntary 
Relinquishment of License at their next regularly scheduled meeting. You are not required to attend the 
meeting. 

Si er ly, 

Ana M. Gargollo- cDonald 
Assistant General Counsel 

AM/ab 

Fiends Department of Heaith www.FlonWasHealth.com 
Office of the Generai Counsel • Proseajtion Services Unit 

4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-1701 
FACEBOOKFLDepartnentofrlealth 

Express mad address: 2585 Merchants Row — Suite 105 
YOUTU6E fldoh 

PHONE: 8501245-4444 'FAX 850/245-4683 



Mission: 
To protect promote & improve the health 
of all people in Florida through integrated 
state, county & efforts. 

HEALTH 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

January 14, 2013 

Mykel Thomas 
7201 nd Street North #C 
Pinellas Park, FL 33781 

Vision: To be the HealthIest State in the Nation 

Re: DOH vs. Mykel Chaney Thomas, R.P.T. 
DOH Case Number 201 3-06571 

Dear Ms. Thomas: 

We are in receipt of your executed Voluntary Relinquishment form. 
Voluntary Relinquishment of License form you agreed to the following: 

As you are aware by signing the 

• the Voluntary Relinquishment would be considered disciplinary action against your license, 
•pursuant to Section 456.072(1)(f), Florida Statutes; 

• Voluntarily relinquishing your Florida pharmacy license may have an effect on pharmacy licenses 
you may hold in other states. 

If this is not what you understood, please contact me as soon as possible to discuss. Otherwise, this case 
will proceed as planned, and the Florida Board of Pharmacy will take up your request for Voluntary 
Relinquishment of License at their next regularly scheduled meeting. You are not required to attend the 
meeting. 

AM/ab 

Florida Department of Health 
Office of the General Counsel • Prosecution Services Unit 

4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399-1 701 

Express mail address: 2585 Merchants Row— Suite 105 

PHONE: 850/245-4444 'FAX 850/245-4683 

www.FlorldasHoalth.com 
ITTER:HealthyFLA 

FA C B 0 K : F B epa rUne lea Ith 

YOUTUBE: fldoh 

Assistant General Counsel 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

ThIVESTIGATWE REPORT 

Office: Date of Case: Case Number: 

St. Petersburg /25/13 RPT2013-06571 

Subject: 
MYKEL CHANEY THOMAS, RPT 
391 

th Avenue North 
# 1306 
St Petersburg, Florida 33706 * 

(727) 657-9362 

Source: 
DOHIINVESTIGATIVE SERVICES/ST PETERSBURG 

Prefix: License No. Board: Report Date: 

RPT 12401 Registered Pharmacy Pharmacy 11/06/13 
Technician 

Period of Investigation: Type of Report: 
10/28/13 to 11-06-13 SUPPLEMENTAL-S 

Alleged Violation: F.S. 456.072(1)(b)(m)(z)(dd) and 465.016(1)(d) 2,3, (e)(m)(r) and 893.13(6)(a)(7)(a) 9, by 

engaging in a diversion of drugs, possible impairment and violating a provision of this chapter in the practice of . 
Synopsis: 

This Supplemental Report is predicated on a request (Exh. 55-1) from DOH/LEGAL asking for a hand service of an 

Administrative Complaint (Exit 55-2) on THOMAS as soon as possible. 

On 11-05-13 at approximately 4:00 pm, this investigator served THOMAS with the documents at THOMAS'S home. 

An Affidavit of Service is attached as Exh. 55-3. 

*Subiect located at: 7201 Street North, Apt c, Pinellas Park, Florida 33781 (727) 657-9362 

ive 
NOV 0 7 2013 

:t C cc P1 

MQAJFORM 300 1095 MQA 
HQ 

Page 1 

Related Cases: RPT2OI3-06605 

ator/Date: 

Dave Berry, Medical Quality surance Investigator 1-21) 

Appr ved ByID te: 

- 

Karen Hanzal, tigation Supervisor (P1-28) 

Distribution: HDQTRS/ISU 



OF 

1 
HEALT 

PSI) REQUEST FORM 

fl Deficiency in Investigative Work (Activity Code 150) 

Details: Please have the attached Administrative Complaint, Election of Rights and Stipulation hand 

served. The respondent's mail is being returned "unclaimed". If the Subject cannot be located, 

please have a supplemental prepared within thirty (30) days of receipt of this memo along with an 

affidavit of diligent service/search. Please check the licensure screen as well for hand service. 

Please complete an Accurint check on this respondent if she cannot be located at the address 

above. Please state in the affidavit the type of method you used to identify the respondent. 
Thanking you in advance 

*The following additional information is needed for each service request 

Last Known Address: 391 II th Avenue, #1306, St. Petersburg, Florida 33706 and 7201 nd Street 
North, Apt #C, Pinellas Park, Florida 33781 

Last Known Name & Phone Number: (727) 657-9362 
Last Known Place of Employment & Address if Known: 

Has Contact Been Made With This Individual? YES fl NoD; If Yes, When? 

Was this case originally worked by CSU or in an area office different from where this service request is being ? 
YES No D NOTE: All process service requests need to be sent to appropriate field office. 

I*IF YES, please send a copy of the original Investigative Report without . 

FROM: Blondell Heller-Hutchison for Ana TO: ISU Matthew Knispel 

M. Gargollo-McDonald, Esq. 

Date: 13 TO: CSU 

Phone #: (850) 245-4444 ext 8133 CC: Dave Berry, MMI ( 

Case Number 2013-06571 Board: Pharmacy 
Subject Mykel Chaney Thomas, RPT HL Code: IO6a Status: 87 

Requested Completion Date: 11/28/2013 
E? 

(PSU) TYPE OF REQUEST: (describe details below) 

Process Service* (Activity Code I 60) 

fl Additional Information Requested (Activity Code 145) 

-J 

r 

a 

(ISU/CSU) RESPONSE: 

D Process Service Completed (Activity Code 161) D Process Service NOT Completed (Activity Code 162) 

fl Additional Info Sent to Legal (Activity Code 156) 

INV FORM 376, Revised 1112. 10/I 1,6/10,06/09,4/09, 11/08 Created 4105 



FLORIDA DEPARTMEt'TI' OF 

HEALT 
Supp. Investigation Request Cancelled (Activity Code 157) 

Email to: 
Pensacola Tallahassee Jacksonville St. Pete Tampa Orlando Ft. Myers West Palm Ft. Lauderdale Miami 

Consumer 
Services UI,A 

INV FORM 376, Revised 1112. 10/Il, 6/tO, 06109, /09, 11/08 Created 4/05 



Mlsslow 
To protect promote & improve the health 

of al people in Florida through integrated 

state, county & community efforts. 

Mykel C. Thomas, RPT 
391 th Avenue North, #1306 
St. Petersburg, Florida 33706 

RE: DOH v. Mykel Chaney Thomas, RPT 
Case Number 2013-06571 

Dear Ms. Thomas: 

Enclosed is a copy of an Administrative Complaint that has been filed against your license, along with an 

Explanation of Rights and an Election of Rights form. You have also been provided with a Settlement 
Agreement containing discipilnary terms I believe will be acceptable in resolving this matter. If you agree with 
the terms of the Settlement Agreement, please sign it before a notary public and return it to my office. 

Please be aware that the Settlement Agreement is subject to final approval by the Board of Pharmacy. A 
Voluntary Relinquishment form has also h included in this package for your consideration. Voluntarily 
relinquishing your license is considered disciplinary action. However, signing the Voluntary Relinquishment 
form will allow you to avoid costs and forgo further disciplinary hearings. 

You may also want to read and understand the several provisions of Florida Statutes and administrative rules 
related to this disciplinary action. For further information, please refer to the following websites: 
www.leq.state.fl.us and . 
If you accept the Settlement Agreement, your case will be scheduled for the next available Board meeting for 
consideration, Your attendance at this meeting may be required. You will receive details regarding the 
meeting date, time, and location once the case is scheduled, If the Board accepts the Settlement Agreement, 
then its terms become the final resolution of the case. Should the Board not accept the Settlement Agreement, 
then your response on the Election of Rights form will determine how the case will proceed. 

PLEASE NOTE the signed and notarized Election of Rights form must be received by the Department 
of Health within twenty-one (21) days of the date you were served. Failure to file this form within 
twenty-one (21) days may be considered a waiver of your right to dispute the allegations in this . 
AGM/bhh 
Enclosures: Administrative Complaint, Election of Rights, Explanation of Rights 

Settlement Agreement and Voluntary Relinquishment 

ida Department of Health lth.com 
Office of the General Counsek Prosecution Services TWITTER:HealthyFLA 

Cyprus.\&ay).Bifl lealth 
Express mail address: 2585 Merchants Row — SuIte 105 VOIJIUBE: fldoh 
PHONE: 850/245-4444 ext 8133' FAX 850/245.4683 

SS - 

HEALTh 
Vision: To be the Healthiest State In the Nation 

flick Scott 
Govemot 

John H. Armstrong, MD, FAtS 
State Surgeon General & Secretary 

October28, 2013 

onald 
Assistant General Counsel 



-. 
ELECTION OF RIGHTS 
Case Name: Case No. 

PLEASE SELECT ONLY SOP THE 3 OPTIONS 

At, Explanation of Rights is attached. If you do not understand these options, please consult with your attorney 
or contact the attorney for the Prosecution Services Unit at the address/phone number listed at the bottom of this form. 

OPTION 1. — I do not dispute the allegations of fad in the Administrative Complaint, but do wish to be 
accorded a hearing, pursuant to Section 120,57(2), Florida Statutes, at which time I will be permitted to submit oral 
and/or written evidence in mitigation of the complaint to the Board. 

OPTION 2. — I do not dispute the allegations of fact contained in the Administrative Complaint and waive my 
right to object or to be heard. I request that the Board enter a final order pursuant to Section 120.57, Rodda Statutes. 

OPTION 3. — I do dispute the allegations of fad contained in the Administrative Complaint and request this to 
be considered a petition for formal hearing, pursuant to Sections 120.569(23(a) and 120.57(1), nda Statutes, before 
an Administrative Law Judge appointed by the Division of Administrative Hearings. I specifically dispute the 
following paragraphs of the Administrathèe Complaint: 

In addition to the above selection. I also elect the : 
I accept the terms of the Settlement Agreement, have signed and am returning the Settlement 
Agreement or I am interested in settling this case. 

( ) I do not wish to continue practicing and have signed and returned the Voluntary Relinquishment of 
licensure form. 

Regardless of which option I have selected, I understand that I will be given notice of time, date, and place 
when this matter is to be considered by the Board for l Action. Mediation under Section 120.573, Florida 
Statutes, is not available in this matter. 

(Please sign and complete all the information below.) 

Respondent's signature 
Address: 

_______________________________________ 

lJc. No. 

_______________________________________ 

Phone No, 

_________________________________ 

Fax No. 

_____________________________________ 

STATE OF FLORIDA 
COUNTY OF 

___________ 

Before me personally appeared 

____________________________ 

whose identIty Is known to be by 
(type of identification), and who under oath, acknowledges that his/her signature 

appears above, Sworn to and subscribed by Respondent before me this day of 

_________________ 

1_. 

Notary Public 
My Commission Expires: 

PLEASE MAIL AND/OR FAX COMPLETED FORM TO: Ana M. Gargollo-McDonald, Assistant General Counsel, 
DOH, Prosecution Services Unit, 4.052 Bald Cypress Way, Bin C-65, TaFlahassee, Florida 32399-3265. 
Telephone Number: (850) 245-4444 Extension 8133; FAX (850) 24S-4683- TDD 1-800-955-8771. 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
EXPLANATION OF RiGHTS 

In response to the allegations set forth in the Administrative Complaint issued by the Department of Health, 
you should make ONE OF THREE of the following elections within twenty-one (21) days from the date of 
receipt of the Administrative Complaint. Please make your election on the attached Election of Rights form 
and return it fully executed to the address listed on the form. Your Election of Rights must be received 
by the Department within twenty-one (21) days of the date you were served. 

Option I — If you do not dispute any material fact alleged in the Administrative Complaint, you may request a 
proceeding pursuant to Section 120.57(2), Florida Statutes, before the Board. At this proceeding you will be 
given an opportunity to present both written and oral evidence in mitigation of the allegations contained in the 
Administrative Complaint. This request should be directed to the Department by checking the appropriate 
space, marked as Option 1, on the Election of Rights form. 

Option 2 — If you do not dispute any material fact alleged in the Administrative Complaint and you do not 
desire to participate in the disposition of the case, you may elect Option 2 on the Election of Rights form. 

Option 3 — If you do dispute any material fact alleged in the Administrative Complaint, you may request a 
formal hearing and the appointment an Administrative Law Judge with the Division of Administrative 
Hearings pursuant to Section 120.569(2)(a), Florida Statutes, by checking the appropriate space, marked as 
Option 3, on the Election of Rights form. You must also specffically indicate which paragraphs you dispute in 
the Administrative Complaint pursuant to Rule 28-106.2015(5)(c), Florida Administrative Code. Failure to do 
so may be considered a waiver of your right to dispute the allegations at a formal hearing. 

Regardless of whether you dispute any material fact alleged in the Administrative Complaint and after 
choosing one of the three options above, you may also sign the Settlement Agreement or request the 
opportunity to enter into a Settlement Agreement to resolve this case, pursuant to Section 120.57(4), Florida 
Statutes. If you accept the Settlement Agreement, it will be presented to the Board for approval. PleSe be 
advised that a Final Order approving a Settlement Agreement is considered. disciplinary action and will be 
reported as such. 

You may also sign the Voluntary Relinquishment of license, which will be presented to the Board for approval. 
Please be advised that a Final Order accepting the Voluntary Relinquishment is considered disciplinary action 
and will be reported as such. 

Failure to file the Election of Rights form within twenty-one (21) days may be considered a waiver of 
your right to dispute the allegations in this matter, pursuant to Rule 28-106.111(4), Florida 
Administrative Code, and the Board may proceed to hear the case and impose discipline against 
your license. 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2013-06571 
MYKEL CHANEY THOMAS, R.P.T., 

RESPONDENT. 

I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner; Department of Health (Department), by and 

through its undersigned counsel, and files this Administrative Complaint 

before the Board of Pharmacy against Respondent, Mykel Chaney Thomas, 

R.P.T., and in support thereof alleges: 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20;43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

registered pharmacy technician within the State of Florida, having been 

issued license number RPT 12401. 

3. Respondent's address of record is 391 112th Avenue North, 

#1306, St. Petersburg, Florida 33706. 



4. On ar about June 10, 2013, in the Circuit Court for the Sixth 
Judicial Circuit of Florida in and for Pinellas County, Criminal Division, case 

number l3-O6O91CFANQ, Respondent pled guilty to the crime of scheme to 
defraud, a second degree felony, in violation of Section .°34(4xa)2 
Florida Statutes (2012). 

5. Section 2(1)(c) Florida Statutes (2012), provides 
that being convicted or found guilty of, or entering a plea of guilty or nob 
contendere to, regardless of adjudication, a crime in any jurisdiction which 
relates to the practice of; or the ability to practice, a licensee's profession, 
cobstitutes grounds for discipline. 

6. As set forth above, on or about June 10, 2013, in the Circuit 
Court for the Sixth Judicial Circuit of Florida in and for Pinellas County, 
Criminal Division, case number -O6O91CFANO, Respondent pled guifty to 

crime of scheme to defraud, a second degree felony, in violation of 
Section 4(4)(a)2, Florida Statutes (2012), which is a crime that 
relates to the practice of the licensee's profession as a registered pharmacy 

7. Based on the foregoing, Respondent violated Section 
6.072(J3(c), FlOrida Statutes (2012), by being convicted or found guilty 
of, or entering a plea of guilty or nob Contendere to, regardless of 
Department of Health v. Mykel chaney Thomas, R.RT., 

2 case Nos. 2013-06571 



adjudication, a. crime in any jurisdiction which. relates to the practice of, or 

the ability to practice, a licensee's profession. 

Department of Health .v. Mykel Chaney Thomas, R.P.t; 
3 Case Not 2013-06571 



WHEREFORE, Petftioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this of 2013. 

John H. Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

Ana M. 

FILED Assistant General Counsel 
DEPARTMENT OF HEALTH Florida Bar Number: 0085907 

DEPUTY CLERK DOH Prosecution Services Unit CLERK 
2013 4052 Bald Cypress Way, Bin C-€5 Tallahassee, Florida 32399-3265 

Telephone: (850) 245 - 4444 Ext. 8133 
Facsimile: (850) 245 - 4683 

/AGM 

PCP: August 8, 2013 
PCP Members: Griffin and Mesaros 

Department of Health v. Mykel Chaney Thomas, R.P.t, 
4 case , 2013-05571 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted in accordance with Section 120.569 and 120.57, Florida Statutes, to be represented by counsel or other qualified representative, to present evidence and argument, to call and cross-examine witnesses and to have subpoena and subpoena duces tecum issued on his or her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred costs related to the investigation and prosecution of this matter. Pursuant to Section 456.072(4), Florida Statutes, the Board shall assess costs related to the investigation and prosecution of a disciplinary matter, which may include attorney hours and costs, on the Respondent in addition to any other discipline imposed. 

Department of Health v. Mykel Chartey Thomas, RP.T., 
s Case Nos. 2013-06571 

I 



STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF , 
PETITIONER, 

v CASE NO. 2013-06571 

MYKEL CHANEY THOMAS, 

RESPONDENT. 

_____________________________________________I 

1TLEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the above named 

parties hereby offer this Agreement to the Board of Pharmacy (Board) as 

disposition of the Administrative Complaint, attached hereto as Exhibit , 
in lieu of any other administrative proceedings. The terms herein become 

effective only if and when a Final Order accepting this Agreement is issued 

by the Board and filed. In considering this Agreement, the Board may 

review all investigative materials regarding this case. If this Agreement is 

rejected, it, and its presentation to the Board, shall not be used against 

either party. 

1 



STIPULATED FACTS 

1. Respondent is a registered pharmacy technician (R.P.T.) in the 

State of Florida holding Ucense number RPT 12401. 4 

2. The Respondent is charged by an Administrative Complaint filed 

by the Department and properly served upon Respondent with violations of 

Chapters 456 and/or 4641 Florida Statutes. A true and correct copy of the 

Administrative Complaint is attached hereto and incorporated by reference 

as Exhibit A. 

3. Respondent neither admits nor denies the factual allegations 

contained in the Administrative Complaint. 

STIPULATED LAW 

1. Respondent admits that he/she is subject to the provisions of 

Chapters 456 and 464, Florida Statutes, and the jurisdiction of the 

Department and the Board. 

2. Respondent admits that the stipulated facts, if proven true, 

constitute violations of laws as alleged in the Administrative Complaint. 

3. Respondent admits that the Agreement is a fair, appropriate 

and reasonable resolution to this pending matter. 

2 



PROPOSED DISPOSITION 

1. The license of Mykel Chaney Thomas, R.P.T., is revoked. 

Within 30 days the Respondent shall return her license to DOl-I-Compliancè 

Management Unit, 4052 Bald Cypress Way, Tallahassee, Florida 32399- 

3276, Attention: Pharmacy Compliance Officer, or shall surrender the 

license to an investigator of the Department of Health. The Respondent's 

employer shall immediately be informed of the revocation in writing from 

the Respondent with a copy to DOH-Compliance Management Unit, 4052 

Bald Cypress Way, Tallahassee, Florida 32399-3276, Attention: Pharmacy 

Compliance Officer. 

2. The Respondent shall not violate Chapter 456 or 464, Florida 

Statutes, the rules promulgated pursuant thereto, any other state or 

federal law, rule, or regulation relating to the practice or the ability to 

practice pharmacy. Violation of an order from another state/jurisdiction 

shall constitute grounds for violation of the Board Order adopting this 

Agreement. 

3. It is expressly understood that this Agreement is subject to the 

approval of the Board and Department and has no force and effect until an 

Order is entered adopting the Agreement. 

3 



4. This Agreement is executed by the Respondent for the, purpose 

of avoiding further administrative action by the Board of Pharmacy 

regarding the acts or omissions specificaHy set forth En the Administrative 

Complaint attached hereto. In this regard, Respondent authorizes the 

Board to review and examine all investigative file materials, concerning 

Respondent prior to, or in conjunction with, consideration of the 

Agreement. Furthermore, should this joint Agreement not be accepted by 

the Board, it is agreed that presentation to, and consideration of, this 

Agreement and other documents and matters by the Board shall not 

unfairly or illegally prejudice the Board or any of its members from further 

participation, consideration or resolution of these proceedings. Respondent 

shall offer no evidence, testimony or argument that disputes or 

contra'U'enes any stipulated fact or conclusion of law. 

5. Respondent and the Department fully'understand that this joint 

Agreement and subsequent Final Order incorporating same will in no way 

preclude additional proceedings by the Board and/or Department against 

the Respondent for acts or omissions not specifically set forth in the 

Administrative Complaint attached hereto. This Agreement relates solely to 

the current disciplinary proceedings arising from the above-mentioned 

4 



Administrative Complaint and does not preclude further action by other 

divisions, departments, and/or sections of the Department, including but 

not Jimited to the Agency for Health Care Administration's Medicaid 

Program Integrity Office. 

6. The Respondent waives the right to seek any attorney's fees or 

costs from the Department in connection with this disciplinary proceeding. 

7. Respondent waives all rights to appeal and further review of 

this Agreement and these proceedings. 

WHEREFORE, the parties hereto request the Board to enter a Final 

Order accepting and implementing the terms contained herein. 

SIGNED this 

____ 

day of 

______________, 

2013. 

Mykel Chaney Thomas, R.P.T. 

STATE OF FLORIDA 
COUNTY OF 

Before me personally appeared whose identity is 
known to be by 

____________________________ 

(type of identification), and who 
under oath, acknowledges that his/her signature appears above. 

Sworn to and subscribed by Respondent before me this day of 
2013. 

Notary Public 
My Commission Expires: 

S 



APPROVED this 

___day 

of 

_____________, 

2013. 

John ft Armstrong, MD, FACS 
State Surgeon General and Secretary of Health 

ANA M. GARGOLLO-MCDONALD 
Assistant General Counsel 
Ha. Bar No. 0085907 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Tel: (850) 245-4444 Fax: (850) 245-4683 
email: 

/AGM 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

Petitioner, 

v. DOH Case No 2013-06571 

MYKEL CHANEY THOMAS, R.P.T, 

Respondent. 

VOLUNTARY RELINOUISHMENT OF LICENSE 

Respondent, Mykel Chaney Thomas, R.P.T., license number RET 

12401, hereby voluntarily relinquishes Respondent's license to practice as a 

licensed registered pharmacy technician in the State of Florida and states as 

follows: 

1. Respondent's purpose in executing this Voluntary Relinquishment 

is to avoid further administrative action with respect to this cause. 

Respondent understands that acceptance by the Board of Pharmacy 

(hereinafter the Board) of this Voluntary Relinquishment shall be construed 

as disciplinary action against Respondent's license pursuant to Section 

456.072(1)(f), Florida Statutes. 

DOS v. MYkal Chaney Thomas 1 

Case No. 2013-06571 



2. Respondent agrees to never ly for licensure as a 

pharmacist in the State of Florida. 

3. Respondent agrees to voluntarily cease practicing pharmacy 

immediately upon executing this Voluntary Relinquishment. Respondent 

further agrees to refrain from the practice of pharmacy until such time as 

this Voluntary Relinquishment is presented to the Board and the Board 

issues a written final order in this matter. 

4. In order to expedite consideration and resolution of this action by 

the Board in a public meeting, Respondent, being fully advised of the 

consequences of so doing, hereby waives the statutory privilege of 

confidentiality of Section .0730.0), Florida Statutes, and waives a 

determination of probable cause, by the Probable Cause Panel, or the 

Department when appropriate, pursuant to Section 456.073(4), Florida 

Statutes, regarding the complaint, the investigative report of the Department 

of Health, and all other information obtained pursuant to the Department's 

investigation in the above-styled action. By signing this waiver, Respondent 

understands that the record and complaint become public record and remain 

public record and that information is immediately accessible to the public. 

Section 456.073(10) Florida Statutes. 

DOR V. Mykal Cbaney Thomas 2 
Case , 13-06571 



f:. 

5. Upon the Board's acceptance of this Voluntary ReUnquishment, 

Respondent agrees to waive all rights to seek judidal review of, or to 

otherwise chaUenge or contest the vafldity of, this Voluntary Refinquishment 

and of the Anal Order of the Board incorporating this Voluntary 

Relinquishment. 

6. Petitioner and Respondent hereby agree that upon the Board's 

acceptance of this Voluntary Relinquishment, each patty shall bear its own 

attorney's fees and costs related to the prosecution or defense of this matter. 

7. Respondent authorizes the Board to review and examine all 

investigative file materials concerning Respondent in connection with the 

Board's consideration of this Voluntary Relinquishment. Respondent agrees 

that consideration of this Voluntary Relinquishment and other related 

materials by the Board shall not prejudice or preclude the Board, or any of its 

members, from further participation, consideration, or resolution of these 

proceedings if the terms of this. Voluntary Relinquishment are not accepted 

by the Board. 

DOll v. Mykal Chaney Thomas . B 

Case No. 20i3-06571 



DATED this day of 20_. 

Mykel Chaney Thomas, R.PST. 

STATE OF FLORIDA 
COUNTY OF: 

Before me, personally appeared whose 
identity is known to me by (type of 
identification) and who, under oath, acknowledges that his signature appears 
above. Sworn to and subscribed before me this day of 

2013. 

NOTARY PUBLIC 

My Commission Expires: 

DON v. Mykal Chaney Thomas 4 
Case No 2013-06571 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 

Office: Date of Case: Case Number: 

St. Petersburg 04/25/13 RPT2OI 3-06571 

Subject: 
MYKEL CHANEY THOMAS, RPT 
391 ll2thAvenue North 
#1306 
St Petersburg, Florida 33706 * 

(727) 657-9362 

Source: 
DOHIINVESTIGATIVE SERVICESJST PETERSBURG 

Prefix: License No. Profession: Board: Report Date: 

RPT 12401 Registered Pharmacy Pharmacy 13 
Technician — 

Period of Investigation: Type of Report: 
07/23/13 to 07-24-13 SUPPLEMENTAL -4 

Alleged Violation: F.S. 456.072(1)(b)(m)(z)(dd) and 465.016(1)(d) ,3, (e)(m)(r) and 893.13(6)(a)(7)(a) 9, by 

engaging in a diversion of drugs, possible impairment and violating a provision of this chapter in the practice of . 
Synopsis: 

This Supplemental Report is predicated on a request (Exh. S4-1) from DOH/LEGAL asking for a hand service of an 

Emergency Suspension Order (Exit 54-2) on THOMAS as soon as possible. 

On 07-241-13 at approximately 12:30 1 this Inspector RONALD DILWORTH served the document at 

home on THOMAS herself. - 
Legal was advised of the service approximately thirty minutes later by electronic mail. 

Cs) c 

An Affidavit of Service is attached as Exhibit 54-3. — H 

*subiect located at: 7201 Street North, Apt C. Pinellas Park, Florida 33781 (727) 657-9362 

C -o r 1 

- -J r 
Related Cases: RPT2OI 3-06605 

Investi ator!Date 

Dave Berry, Me Investigator 4 
Distribution: HDQTRS/ISU 

Approved BylDatt 

,-Karen Hanzal, Investigation Supervisor (P -28 

. 
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Mission; 
To protect promote & improve the health 

of all people in Florida through integrated 

state, county & efforts. 

Vision: To be the Healthiest State hi the Nation 

Rick Scott 
Governor 

John H. ArinstrongrMD. FACS 
State Sur9eon General & Secretacy 

PSU REQUEST FORM 
FROM: Tamia Christopher For Ana 

M. Gargollo-McDonald, Esq. 

TO: Dave Berry, (Pl-21)Investigative Supervisor 
ISU St Petersburg 

bate: 7/23/13 TO: CSU 

Phone #: 850/245/4444 Ext. 8200 CC: Karen Hanzal 

Case Number 2013-06571 
Subject Mykel Ch aney Thomas 

Board: Pharmacy 

HL Code: HLLIO6A Status: 90 
Requested Completion Date: A.S.A.P. 

(PSU) TYPE OF REQUEST: (describe details below) . 

Process Service* (Activity Code 160) 

fl Additional Information Requested (Activity Code 145) 

fl Deficiency in Investigative Work (Activity Code ISO) 

Details: For Hand Service of ESO r 
Last Known Address: 7201 nd Street North, Apt C, Pinellas Park, Florida 3378! 
Last Known Name & Phone Number Myke! Chaney Thomas (727) 657-9362 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES fl If Yes, When? 

Was this originally worked by çsu or in an area office different from where this service request 
being sent? YES N6 NOTE All ' service requests need to be sent to appropriate 

field office 
— y— r ,— 

IFYES.pleasè send a óftbfthé'oi4gihil 

Florida Department of Health 
of Proseqition Services 

4052 Bald Cypress , Bin C-65 FL 32399- 
FAX 850-2454662 

COUF 

c�XN 

www.FloridasHealth.com 
ITTER:Hea!thyFLA 

PA C E BOOK: F LDeparUnentofl-leaith 

YOUThBE: fidoh 

HEALTH 

(ISUICSU) RESPONSE: 
Process Service Completed (Activity Code 161) fl Process Service NOT Completed 

(Activity Code 162) 

fl Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code 157) 



Mlss!on: 
To protect promote & improve the health 

of all people in Flodda through integrated 
state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Suigeon General 8 Secretary 

PSU REQUEST FORM 
FROM: Tamia Christopher For Ana 

M. ld, Esq. 

TO: Dave Berry, (PI-21)Investigative Supervisor 

ISU St. Petersburg 

Date: 7/23/13 TO: CSU 

Phone #: 850/245/4444 Ext. 8200 CC: Karen Hanzal 

Case Number 2013-06571 Board: Pharmacy 

Subject Mykel Chaney Thomas HL Code: I-4LL I 06A Status: 90 

Requested Completion Date: A.S.A.P. a r' 
(PSU) TYPE OF REQUEST: (describe details below) 

Z Process Service* (Activity Code 160) 

fl Additional Information Requested (Activity Code 145) 

LII Deficiency in Investigative Work (Activity Code I 50) 

Details: For Hand Service of ESO 

Last Known Address: 7201 Street North, Apt. C, Pinellas Park, Florida 33781 

Last Known Name & Phone Number Mykel Chaney Thomas (727) 657-9362 

Last Known Place of Employment & Address if Known: 

Has Contact Been Made With This Individual? YES fl NoZ; If Yes, When? 

Was this case originally an area office different frdrLwhére this service request 
— 4 

is being YES fln No NOTE All process service requests need tobe sent to appropriate 

fleW 

send a Investi2ative ReDoi't without . 
Florida D.partm.nt of Hnlth 
Division of ServIces 

4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399- 
PHONE: 850-245-4444 FAX 850-245-4882 

www.fiorldasltnith.com 
1WflTER:HealthyFLA 

FACE BC K: F LDeparlin I ealth 
YCUTIJ8E: fidoh 

HEALTH 
Vision: To be the Healthiest State in the Nstion 

(ISU/ØU) RESPONSE: 
Service Completed (Activity Code 1) fl Process Service NOT Completed 

(Activity Code I 62) 

fl Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code I 57) 
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U.S. Postal ServiceTM 
CERTIFIED MAILM RECEIPT 
(Domestic Mail Only; No Insurance Coverage Provided) 
For delivery Information visit our website at 5 

$ 

art 
Here 

Postage 

Certified Fee 

Return Receipt Pee 
(Endorsement Required) 

Restricted Delivery Fee 
(Endorsement Required) 

total Postage & Foes $ 

3. ServIce Type 
Certified Mall 

O RegIstered 
O insured Mall 

4. Restricted Delivery? t Fee) > 0 Yes 

0000 

I 

Sent 10 

le J i2stt IV. #J3vjo Ci.Sa7.4 htn.FL 2 0 '.. 991 . 

SENDER: COMPLETE THIS SECTION - 

• Complete items 1, 2, and 3. Also complete 
item 4 if Restricted Delivery Is desired. • Print your name and address on the reverse 
so that we can retUrn the card to you. • Attach this card to the back of the mailpiece, 
or on the front if space permits. 

1. ArtIcle Addressed to: S ijza . 3 VL 

D. Is delivery address dftferemt from fterr, 
If YES, enter delivery 0 No 

'72o/ ttt 
1% - - 

O 
o ao. g 

2. s4iticle Number 
(Tmnsfejr hum service 

PS Form . February 2004 Domestic Return Receipt - 1540 



Rick Scott 
Mission: 

Governor 
lo protect, promote & improve the health - 

of all people in Florida through integrated - 

state, county & community efforts. John H. Armstrong, MD, FACS 

H Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nafion 

July 23, 2013 

7011 1570 0000 0060 323E 

Mykel Chaney Thomas, R.P.T. 

391 112th Avenue N #1306 
St. Petersburg, FL 33706 

RE: Department of Health vs. Mykel Chaney Thomas, R.P.T. 
Case Number: 2013-06571 

Dear Mykel Chaney Thomas: 

Enclosed please find an Order of Emergency Suspension of License flied July 23, 2013, against 
your license to practice as a registered pharmacy technician in the State of Florida. You should 
immediately cease the practice as a registered pharmacy technician according to the enclosed 
Order of Emergency Suspension of License. 

If you have any questions, please do not hesitate to contact Ana Gargollo-McDonald, Assistant 
General Counsel at (850) 245-4444. 

Sincerely, 

Tamia Christopher 
Regulatory Specialist I 
Prosecution Services Unit 

/tc- 
Enclosure• 

Florida Department of Health www.FloridasHealtfl.com 
Office of the General Counsel . Prosecution Services Unit TWFTTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-65 -Tallahassee, FL 32399-1701 800K:FL0eparthientolHeatth 
Express n-all address: 2585 Merchants Row- Suite 105 YOIJTUBE: fldoh 
PHONE: 850/245-4444 • FAX 850)245-4662 



P.1 Jul 232013 lpm 

: 
To a S hwrws ma 

'a. 

The Honorable Robert S. Cohen 
Chief Administrative Law Judge 
Division of Administrative Hearings 
1230 Apalachee Partway 
Tallahassee, FL 32301 

Vision: To be tha Htafthig.t Sbtin the 

July 23, 2013 

RE: Department of Health vs. Mykei Cianey Thomas, R.P.T. 
Case Number; 2013-06571 

Dear Judge Cohen: 

This letter is to advise you that the Department has Issued an Emergency Suspension Order 
concerning the license of Mykel Chaney Thomas to practice as a registered pharmacy 
technician in the State of Florida. An Adminisfrative Complaint has not been issued in the above 
case. Therefore, this is not a request for a formal hearing. 

This letter Is sent to advise you of the action taken by the Departhient and to advise you of the 
possibility that the respondent may request an expedited hearing. The Departhient shall keep you 
advised of any developments, if you need additional information, please contact Ma 
Gargollo—Mcclonald, Assistant General Counsel at (850) 245-4444. 

/tc 

Regulatory Specialist I 
Prosecution Services Unit 

flOri of Hea!tb 
qf the Coomel - PTtaeOJa Sarelces tkt* 
EaZ Way, -Tdsiasseo, a 

S&aes: 2M5 ,.*d*t -Ms 
F140t S5OTh*44A4. FM 54652 VOUTUSE filth 

** Transmit Conf,,.Repcrt, ** 

Rick Scott 

John H. Armstrong, MD, FACS 



July 23, 2013 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 

Surgeon General & Secretary 

The Honorable Robert S. Cohen 

Chief Administrative Law Judge 
Division of Administrative Hearings 
1230 Apalachee Parkway 
Tallahassee, FL 32301 

RE: Department of Health vs. Mykel Chaney Thomas, R.P.T. 
Case Number: 2013-06571 

Dear Judge Cohen: 

This letter is to advise you that the Department has issued an Emergency Suspension Order 
concerning the license of Mykel Chaney Thomas to practice as a registered pharmacy 
technician in the State of Florida. An Administrative Complaint has not been issued in the above 
case. Therefore, this is not a request for a formal hearing. 

This letter is sent to advise you of the action taken by the Department and to advise you of 
possibility that the respondent may request an expedited hearing. The Department shall keep 
advised of any developments. If you need additional information, please contact 
Gargollo-Mcdonald, Assistant General Counsel at (850) 245-4444. 

Florida Department of Health 
Office of the General Counsel • SeMces Unit 

4052 Bald Cypress Way, Bin 0-65• Tallahassee, FL 32399-1701 

Express mail address: 2585 Merthanta Row- Suite ¶05 

PHONE: 850/245-4444 • FAX 850/2454662 

www.FioridasHeaith.com 
1WflTER:HeaffliyFLA 

KELDeparthenlof Health 

VOUTUBE: fldoh 

Mission: 
To protect, piomote & improve the health 

of all people in Florida through integrated 

state, countj & community efforts. 

H EALTH 
Vision: To be the Healthiest State in the Naton 

the 
you 
Ana 

/tc 

Tamia Christopher 
Regulatory Specialist I 
Prosecution Services Unit 



Christopher, Tamia L 

From: 1 Tamia L 

Sent: Tuesday, July 23, 2013 4:07 PM 
To: zzzz Feedback, MQA_PSU_Operations 
Cc: Pope, Berita 
Subject: In Ref: FAW#: 13289211 

Attachments: FAR Suspension Memorandum_Mykel Chaney Thomas, RPT.doc 

Please find attached for your review and records is the FAW memorandum regarding: 
DOH Case: Mykel Chaney Thomas,R.P.T. 
DOH Case No.: 2013-06571 

FAR Suspension 

Thank you. 

Tamia L. Christopher, Regulatory Specialist I 

Office of the General Counsel 
Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, FL 32399-3265 
(850) 245-4640 ext. 8200 

How am I communicating? Please contact my . 
Please note: Florida has a very broad public records law. Most written communications to or from 
state officials regarding state business are public records available to the public and media upon 
request. Your e-mail communications may therefore be subject to public disclosure. 
However, if this e-mail concerns anticipated or current litigation or adversarial administrative 
proceedings to which the Florida Department of Health is a party, this e-mail is an attorney-client 
communication, and is, therefore, a limited access public document exempt from the provisions of 
Chapter 119, Florida Statute. 

See Section 119.071(d)1., Florida Statute (2010). 

DOH Mission: To protect, promote & improve the health of all people in Florida through integrated 
state, county, & community efforts. 
Vision: Healthiest State in the Nation 
Values: (ICARE) 
Innovation: We search for creative solutions and manage resources wisely. 
qollaboration: We use teamwork to achieve common goals & solve problems. 
Accountability: We perform with integrity & respect. 
Responsiveness: We achieve our mission by serving our customers & engaging our partners. 
Excellence: We promote quality outcomes through learning & continuous performance improvement. 
There have been changes to the license renewal prOcess. Please visit www.CEAtRenewal.com to 

1 



Rick Scott Mission: - 
- Governor 

To protect, promote & improve the health 

_____________ 

John H. Armstrong, MD, FACe 

H AI]}I State SLngeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM 

TO: Florida Administrative Registry 

FROM: Tamia Christopher, Regulatory Specialist I 

RE: Mykel Chaney Thomas, R.P.T., License # RPT 12401 (FAW # 13289211) 

CASE NO: 2013-06571 

DATE: July 23, 2013 

Attached please find notice of the issuance of an Emergency Suspension Order for notice in the next issue of the Florida 
Administrative Register. — 

On July 23, 2013, the State Surgeon General issued an Order of Emergency Suspension Order with regard to the license of Mykel 
Chaney Thomas, R.P.T., License # RPT 12401. This Emergency Suspension Order was predicated upon the State Surgeon General's 
findings of an immediate and serious danger to the public health, safety and welfare pursuant to Sections 456.073(8) and 120.60(6) 
Florida Statutes (2011). The State Surgeon General determined that this summary procedure was fair under the circumstances, in 
that there was no other method available to adequately protect the public. 

Florida Department of Health www.FioridasHeaith.com 
Prosecution Services Unit TWITTER:HeaIthyELA 
4052 Bald Cypress Way, Bin C-65 'Tallahassee, FL 32399 r' n r I oepartmentotHealth 
PHONE: 85024&4444 'FAX 8502454662 i ft .L YOUTUBE: fldoh 



eRulemaking - Rules of the Florida Page 1 of 1 

About Us Cnntact Us 

Home Advanced Search MyFLRules Rules Open for 

Adency Main Menu You are currently logged In (Lao Out) 
Manage my Drofile 

Miscellaneous 

DEPARTMENT OF HEALTH 
Board , 
Notice of Emergency Action 
On July 23, 2013, the State Surgeon General issued an Order of Emergency Suspension Order with regard to the license of Mykel 

Chaney Thomas, RP.T., License # RPT 1240!. This Emergency Suspension Order was predicated upon the State Surgeon Generals 
-findings of an immediate and serious danger to the public health, safety and welfare pursuant to Sections 456.073(S) and 120.60(6) 

Florida Statutes (2011). The State Surgeon General determined that this sununasy procedure was fair under the circumstances, in 

that there was no other method available to adequately protect the public. 

If the above conlains all content in lhis notice, click 'Save to HTML File and Finish. Otherwise copy/pasle this content into a Word file; ONLY 
edit the FULL TEXT porlion if applicable, then upload the Word file from Nolica Home. 

Save to HTML File and Finish 

nack rn Notice Home Back To Agency Home 

Home I Advanced Search MyFLRules I 
Rules Open for Comments About Us I Contact Us I Help 

Copyright and Privacy Policies I Accessibility Statement 
CopyrIght © 2010 State of Florida Department of State 

Under Florida law, E-mail addresses are public records. If you do not want your E-mail address released in response to a public records 
request, do not send electronic mail to this entity. Instead, contact this office by phone or In writing. 

* 

ill CONFWENTAL 

lrules.org/Agency/notice.asp 7/23/2013 



Christopher, Tamia L 

From: Christopher, Tamia L 
Sent: Tuesday, July 23, 2013 2:29 PM 
To: DL MQA mv Serv Priority Mail Area5 (P1) StPetersburg 
Cc: Pope, Berita 
Subject: Request for Hand Serve €50/Thomas, M 201306571 

Attachments: Supplemental Request Form_Mykel Chariey Thomas, RPT.doc; DON 13-1 332 ESO 
201306571-1_Mykel Chaney Thomas, RPT.pdf 

Please hand serve the attached ESO on the Respondent. Thank you. 

Supplemental DOH 13-1332 
Form_Myke 0 201306571-1_M 

Tamia L. Christopher, Regulatory Specialist I — 

Off Ce of the General Counsel 
Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, FL 32399-3265 
(850) 245-4640 ext. 8200 

How am I communicating? Please contact my . 
Please note: Florida has a very broad public records law. Most written Communications to or from 
state officials regarding state business are public records available to the public and media upon 
request. Your e-mail communications may therefore be subject to public disclosure. 
However, if this e-mail concerns anticipated or current litigation or adversarial administrative 
proceedings to which the Florida Department of Health is a party, this e-mail is an attorney-client 
communication, and is, therefore, a limited access public document exempt from the provisions of 
Chapter 119, Florida Statute. 

See Section 1 19.071(d)1., Florida Statute (2010). 

DOH Mission: To protect, promote & improve the health of all people in Florida through integrated 
state, county, & community efforts. 
Vision: Healthiest State in the Nation 
Values: (ICARE) 
Innovation: We search for creative solutions and manage resources wisely. 
Collaboration: We use teamwork to achieve common goals & solve problems. 
Accountability: We perform with integrity & respect. 
Responsiveness: We achieve our mission by serving our customers & engaging our partners. 
Excellence: We promote quality outcomes through learning & continuous performance improvement. 
There have been changes to the license renewal process. Please visit www.CEAtRenewal.com to 
learn more. 

1 111 CONFIDENTIAL 



Minion: 
To protect, promote 8 improve The health 

of all people in Fioñda through integrated 

state, county & communfty efforts. 

HEALTH 
Vision: To be the Healthiest State in the Naton 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

PSU REQUEST FORM 

TO: CSU 

CC: Karen Hanzal 

Case Number: 2013-06571 

Subject: Mykel Chaney Thomas 

Board: Pharmacy 

HL Code: HLLIO6A Status: 90 

Requested Completion Date: A.S.A.P. 

(PSU) TYPE OF REQUEST: (describe details below) 

Process Service* (Activity Code I 60) 

fl Additional Information Requested (Activity Code 145) 

fl Deficiency in Investigative Work (Activity Code ISO) 

Details: For Hand Service of ESO 

Last Known Address: 7201 nd Street North, Apt C, Pinellas Park, Florida 33781 

Last Known Name & Phone Number Mykel Chaney Thomas (727) 657-9362 

Last Known Place of Employment & Address if Known: 

Has Contact Been Made With This Individual? YES fl N0Z; If Yes, When? 

Was this case originally worked by CSU or in an area office different from where this service request 

is being sent? YES fl NOTE: All process service requests need to be sent to appropriate 

field office. 
*IF YES. olease send a copy of the original Investigative Report without . 
Fiorida Department of Heaith 
Division of Prosecuton Services Unit 
4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399- 
PHONE: 850-245-4444 FAX 850-245-4662 LU CONFIDENTIAL 

www.FioridasHeaith.com 
TWITTER:HeaithyFLA lealth 

YOUTUBE: fldoh 

Date: 7/23/13 

Phone #: 850/245/4444 Ext. 8200 

FROM; Tamia Christopher For Ana TO: Dave Berry, 1)Investigative Supervisor 

M. Gargollo-McDonald, Esq. ISU St. Petersburg 

(ISU/CSU) RESPONSE: 
Process Service Completed (Activity Code 161) fl Process Service NOT Completed 

(Activity Code 162) 

Additional Info Sent to Legal (Activity Code I 56) 

fl Supp. Investigation Request Cancelled (Activity Code I 57) 



Ilnal Order No. DOU-I3_IJJ2ESONIQ% 

2 3 2Q13 
Deparimen health 

STATE OF FLORIDA 
DEPARTMENT OF HEALTH IVAgCnC) lerk 

In Re: Emergency Suspension of the License of 
Mykel Chaney Thomas, R.P.T. 
License No.: RPT 12401 
Case No.: 2013-06571 

ORDER EMERGENCY SUSPENSION OF LICENSE 

John .H. Armstrong, MD, FACS, State Surgeon General and Secretary 

of HeaJth, ORDERS the emergency suspension of the license of Mykel 

Chaney Thomas, R.PIT., to practice as a registered pharmacy technidan in 

the State of Florida. Ms. Thomas holds license number RPT 12401. Her 

address of record is 391 112th Avenue North, #1306, St. Petersburg, 

Florida 33706. The following Findings of Fact and Conclusions of Law 

support the emergency suspension of Ms. Thomas' license to practice as a 

registered pharmacy technician. 

FINDINGS OF FACT 

• 1. The Department of Health (Department) is the state agency 

charged with regulating the practice of pharmacy pursuant to Chapters 20, 

456, and 465, Florida Statutes (2012). Section 456.074(1), Rorida 

Statutes, authorizes the Department to summarily suspend Ms. Thomas' 

license to practice as a registered pharmacy technician. 
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In Re: Emergency Suspension of the Ucer6e of 
Mylcel thaney Thomas, R.P.t 
Ucense No.: RPT 12401 
Case No.: 2013-06571 

1. The Department has jurisdiction pursuant to Sections 20.43 and 

456.074(1), Florida Statutes, and Chapter 465, Florida , 
2. The• Department is mandated to summarily suspend Ms. 

Thomas' license to practice as a registered pharmacy technician in 

accordance with Section 456.074(1), Florida Statutes. 

WHEREFORE, in accordance with Section 456.074(1), Florida 

Statutes, it is ORDERED THAT: 

1. The license of Mykel Chaney Thomas, R.P.T., license number 

RPT 12401, is immediately suspended. 

2. A proceeding seeking formal suspension or discipline of the 

license of Mykel Chaney Thomas, R.P.T., to practice as a registered 

pharmacy technician will be promptly instituted and acted upon in 

compliance with Section 120.569, Florida Statutes. 

DONE and ORDERED this day of July, 2013. 

Joh 
Stat urgeon General and ecretary of Health 

3 



PREPARED BY: 
Ana M. Gargollo-McDonald 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 
Tallahassee, Fonda 32399-3265 
Telephone: (850) 245—1114 ext. 8133 
Facsimile: (850) 245—4663 
Florida Bar No. 0085907 

• In Re: Emergency Suspehsion of the License of 
MWeI thaney Thomas, R.P.T. 
License No.: RPT 12401 
Case No.: 201}06571 



In Re: of the Ucense of 
Chaney Thomas, R.P.t 

Ucense No.; RPT 12401 
Case No.: 2013-06571 

NOTICE OF RIGHT TO JUbICIAL REVIEW 

Pursuant to Section 120.68, Florida Statutes, this Order is judicially 

reviewable. Review proceedings are governed by the Florida Rules of 

Appellate Procedure. Proceedings are commenced by filing a Petition for 

Review, in accordance with Florida Rule of Appellate Procedure 9.100, with 

the District Court of Appeal, accompanied by a filing fee prescribed by law, 

and a copy of the petition with the Agency Clerk of the Department within 

30 days of the date this Order is filed. 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 

Office: Date of Case: Case Number: 
St. Petersburg 04/25/13 RPT2O13-06571 
Subject: 
MYKEL CHANEY THOMAS, RPT 
391 ll2thAvenue North 
#1306 
St Petersburg, Florida 33706 * 

(727) 657-9362 

Source: 
DOHJINVESTIGATIVE SERVICESIST PETERSBURG 

. 

. 

Prefix: license No. Board: Report Date: 
RPT 12401 Registered Pharmacy Pharmacy 07/09/13 

Technician 

Period of Investigation: Type of Report: 
07/01/13 to 07-09-13 SUPPLEMENTAL —3 

Alleged Violation: F.S. 456.072(1)(b)(m)(z)(dd) and 465.016(1)(d) 2,3, (e)(m)(r) and 893.13(6)(a)(7)(a) , by 
engaging in a diversion of drugs, possible impairment and violating a provision of this chapter in the practice of pharmacy. 

Synopsis: 

This Supplemental Report is predicated on a request (Exh. S3-1) from DOH/LEGAL asking for the Felony Information 
and Judgment regarding THOMAS's criminal case as soon as possible. 

On 07-03-13, this investigator obtained the documents from Pinellas County Circuit Court. The documents revealed 
THOMAS changed her plea to guilty on 06-10-13 to Scheming to Defraud and was sentenced to 24 months of probation, 
costs, restitution (final amount to be determined) and cannot work in a pharmacy setting. 

a 
S) rrt 

located at: 7201 7r Street North, Apt c, Pineitas Park, Florida 33781 (727) 657-9362 — 

Related Cases: RPT2OI3-06605 

Investi tor/Date: 

7/9/3 
Dave Berry, Medical surance Investigator (P1-21) 

ijd 
Appr ved By/Da e ;•.) 0' 

dti ion (P 1-28) 

7q/3 
Karen Hanzal, 

Distribution: HDQTRS/ISU Ive Services 

IIJUL 112013 

MQA/FORM 300 1095 
U] DQM/MQA 

hQ Page 1 



H PSU REQLJESTEORM 

FROM: Chris Byrne for Casie Barnette, 
Esq. 

TO: ISU Dave Berry 9J:—Q 
. 

Date: July I, 2013 TO: CSU 

Phone #: 850-245-4640X8 118 CC: Karen Hanzal 

— C 
— rn 
-o r ri 
':9 C) r 

.r 3 -, LI CONFIDENTIAL 

Case Number: 2013-06571 Board: Pharmacy 
Subject Mykel Chaney Thomas, RPT HL Code:HLLIOSb Status: 60 
Requested Completion Date: ASAP 

(PSU) TYPE OF REQUEST: (describe details below) 

fl Process Service* (Activity Code 160) 

Additional Information Requested (ActivityCode 145) 

fl Deficiency in Investigative Work (Activity Code ISO) 

Details: Please obtain a copy Of the information and judgment in criminal complaint 
52201 3CF00609 I AXXXNO; The file date was 4/10/2013 and the status is disposed before trial- 
plea. Thank you. 

"The following additional information is needed for each service request 

Last Known Address Last Known Name& Phone Number: 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES fl NoJ; If Yes, When? 

Was this case originally worked by CSU Or in an area office different from where this service reqUest is being sent? 
YES fl*t Nofl NOTE: All requests need tobe sent to appropriate field office. 
**IF YES. please send a copy of the original Investigative Report without . 
(ISUICSU) RESPONSE: 
fl Process Service Completed (Activity Code 161) fl Process Service NOT Completed (Activity Code 162) 

Additional Info Sent to Legal (Activity Code 156) 

Supp. Investigation Request Cancelled (Activity Code 157) 

Email to: 
Pensacola Tallahassee Alachua Jacksonville St. Pete Tairipa Orlando Ft. Myers West Palm Miami 

CA) 

Consumer 
Services ULA r 

INV FORM 376, Revised 1/12. 10/I 16110,06/09. 4109, 11/08 Created 4/OS 



PSLJ REQUEST FORM 

FROM: Chris Byrne for Casie Barnette, 
Es q. 

TO: ISU Dave Berry 7 
F 

. 

Date: July 1,2013 TO: CSU 

Phone 850-245-4640X8 118 CC: Karen Hanzal 

Case Number: 20 13-06571 
Subject Mykel Chanèy Thomas, RPT HL Code:HLLIOSb Status: 60 

Requested Completion Date: ASAP 

casépriginallyworked an thi reqU 

YES No J NOTE All process service requests need to be sent to appropriate field office 
**IF YES, please send a of the original Investigative Report without attachments 

C— C r 
— 
— rn 

C 
-D 1 r l 
C? C) > 

Board: Pharmacy 

(PSI.)) TYPE OF REQUEST: (describe details below) 

fl Process Service* (Activity Code 160) 

Additional Information Requested (Activity Code 145) 

fl Deficiency in Investigative Work (Activity Code I 50) 

Details: Please obtain a copy of the information and judgment in criminal complaint 
• 52201 3CF00609 I AX)(XNO; The file date was 13 and the status is disposed before trial- 
plea. Thank you. 

*The following additional information is needed for each service request 

Last Known Address Last Known Name & Phone Number: 
Last Known Place of Employment & Address if Known: 
Has Contact Been Made With This Individual? YES fl Nofl; If Yes, When? 

(lSU/CSU) RESPONSE: 

fl Process Service Completed (Activity Code II) L Process Service NOT Completed (Activity Code 
I 

162) 

Additional Info Sent to Legal (Activity Code 156) 

fl Supp. Investigation Request Cancelled (Activity Code 157) 

Email to: 
Pensacola Tallahassee Alachua Jacksonville St. Pete Tahipa Orlando Ft Myers West Palm Ft. Lauderdale Miami 

Consumer 
Services 

' " 

INY FORM 376, Revised 1112. lOll ,06109,4109, S Created /OS 

) l 
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IN THE CIRCUIT COURT FOR THE SIXTH JUDICIAL 
OF FLORIDA IN AND FOR PINELLAS COUNTY - FALL TEl 3 

SThTE OP PLORIDA ICFANO 
vs. FELONY IN' 

SCHEME TO DEFRAUD, 
SPN - 

,, 
B/F; 008: 

IN THE NAME AND 8Y THE AUTHORITY FOR THE STATE OF : 
BERNIE McCA$E, $tate Attontey for the Sixth Judicial CIrcuit of 
Florida, In and for Pineilas County, prosecuting for the State of 
Florida, in the said County, under oath, Information makes that 

MYKEL THOMAS 

in the County of Pinellas and State of Florida, on or Hètweeh the 
1st day of October, 2012, and the 27th day of March, in the year 
of our Lord, two thousand thirteen, did engage in a scheme 
constituting a systematic, ongoing course of conduct with intent 
to defraud one or more persons, or wi intent to obtain property 
from one or mote personS by false or fraudulent pretenses, 
representations, or promises, or willful misrepresentations of a 
future act and obtained property from one such persons in 
an amount between $20,000 and $50,000; contrary to Chapter 
817.034(4)(a)2, Florida Statutes, and against the peace and 
dignity of the State of Florida. 025]/S 

STATE OF FLORIDA 
PI&ELLAS COIT4TY 

Personally appeared before me, BERNIE McCABE, $tate Attorney for the Sixth Judicial 
Circuit of Florida, in and for Pinellas county, or his duly designated Assistant 
State Attorney, whQ being first duly sworn, says that the allegations as set forth in 
the foregoing information are based upon facts that have been sworn to as true, and 
which if trUe, would constitute the offense therein heflce this inforrnation 
is filed in good faith in instituting this prosecution, that he has received 
testimony under oath from the material witness or sses for the offense.. 

The f before me 

by . who Assistant Sta e Attorney for the sixth 
is er onaiiy known to e h d take an oath. JudIcial Cir it of the State of Florida, 

Prosecuting r aid. State 

NOTARY . 5013—139483 C- B/0418LW15 

LB CONFIDENTIAL 

- 



IN THE FOR THE SIXTH OF FLORIDA 
IN AND FOR PINELLAS COUNTY 

CRIMINAL DIVISION 

UCN: 52200 Reference ..: 
STATE OF FLORIDA 

Plaintiff 

llnowiaS O3OSItVJ 
Defendant 

CHANGE OF PLEA FORM 

1. it 1 
plea of 4 guilt tera plea 

in the 

2. 

i 
herein, do 
no 

I understand that the plea of snot guilty" denies my guilt; a plea of admits a 

of'nolo contendere" or "no contesC means that, while I do not.admit guilt, I will not.contestthe evidence 

against me. I understand that, if the court accepts my change of plea, I give up (waive) my right to a 

jury trial, and that I will be sentenced as a felony based upon my . 
3. I understand the charge(s) which has/have been placed against me and to which I am changing my plea. 

My lawyer has explained to me the elements of the crime(s), and any defenses I may have as welt as the 

maximum penalty for the crime(s) to which I am pleadingjUilty or no contest, which is 

_______________ 

4. I understand that the gUideline recommendatio will nofl be applied to my -sentence. 

5. I understand that, depending Upon the nature of the offense(s) to which I am changing my plea, and/ 

or upon the nature of any prior convictions, I may NOT be eligible for certain credits Which shorten the 

length of the sentence imposed. The credits to which I may NOT be entitled include, but. are not limited 

to, control release date (CRD) credjts, andIor award(s) of gain time while I am in prison. I further under- 

stand that I may serve more time on my sentence than I wou!.d if I were not of offense(s) of a 

nature such as these. 

6. I understand that, if the court accepts my plea, I am hereby giving up (waiving) my right to a public jury 

trial, the right to require the State to prove the charge(s) against ite beyond a reasonable doubt-, and 

the right to see and hear the witnesses agaihst me and to have my lawyer question them. I am also 

waiving the right to employ any defenses which I may have, the right to subpoena and the right to present 

witnesses, or other evidence, and the right to tesUfy or remain silent, as I choose. I am waiving the right 

to have a jury decide whether I am guilty or not .qujlty. 

7. I further understand that, by pleading guilty or no contest, I am hereby waiving my right to appeal the 

facts of the case-. My lawyer has explained to me the meaning of an appeal. I further understand that 

I have thirty (-30) days from this date to appeal the court's sentence and that, if I cannot afford to hire 

a lawyer to represent me for the purposes of an appeal, one will be appointed for 

9. 

8. I do not require the State to teD the court the facts upon which the charge or charges are based before 

the court accepts my change of plea.. 

I am 
of 

entering this plea because believe it is in my best interest to do so, and it is what I 

my own free will. No one has pressured me or forced me to enter this plea against my will. No one 

has 
has 

promised me anything to entice me to change my plea to" ui ty" pr no contest": however. there 

been an understanding tltt my sentence MdJI consist ou4q \4 24- n-LP ni&-C 

4t tW%ft "a..rlpi LIZ*ld 
(Rev. liVl/03) ) 



of Plea Form ase Number(s) 

I am not aware of any physical evidence disclosed by the State for which DNA testing may exonerate me,. I 

am not aware of any other physical e'iidence containing DNA known to exist that could exonerate me. 

11. If I am to be or community control, I will pay $50.00 per month towards court costs in the 

amount of $ Li as ordered by this Court commencing with the first day of probation or 

community control until paid in ull. 

12. I agree to restitution in the amount of $ 222.S'g MO$t%blf the amount of restitution is not decided at 

this time, I hereby waive any right to notice which I have before such restitution may be imposed. I also 

waive any right to attend any hearing for such purposes. - 

13. My attorney has reviewed with me all statutory costs being assessed by the Court, including all mandatory 

and discretionary costs. My attorney has further advised me that I have a right to have the amount of each 

discretionary cost and certain costs individuaJly annou:nced in open court. I hereby Waive my right 

to such individual announcement. I agree to pay all fines and costs, including the fines and casts checked on 

the attached sheets. 

I further agree that there wilt be tier(s) placed against me and/or my real property for any unpaid fines, Public 

Defenders 1 costs of prosecution, and court costs. 

15. I hereby waive any right I may have to a Pre-Sentence Investigation (PSI), so that I may proceed directly to 

sentencing. 

16. If I am not a citizen of the United States of a, I understand that this criminal proceedfrtg could cause me 

to be deported to the country of my origin. 

17. If I have ever been convicted of or pled to a sexualJy violent offense, I understand that I may later be subject 

to a civil commitment proceeding for sexually violent predators. 

If I am entering a plea to an offense for which automatic, mandatory driver's license suspension or 

revocation is required, regardless of whether the suspension or revocation is by the cpurt or by a seperate 

agency, I understand that this plea may result in the automatic, suspension or revocation of 

my driver's 

19. My education consists of years of school. At this time, I am not under the influence of any alcoholic 

beverage, or other dru.g or medidne, nor am I suffering from any mental or emotional problems which affect 

my understanding of this plea form. 

20. I have read every word of this written plea form. AU blank spaces have been flUed iyi and there are no blank spaces 

upon my accepting and igning this plea form. I have discussed, with my lawyer, the contents of the plea form, 

and I understand this wvitten plea form fully. My lawyer has answered any questions which I have had. 

21. lam satisfied with my lawyer's advice and help concerning my decision to change my plea, an.d in all matters 

pertaining to the above-referenced case(s). 

SWORN TO, SIGNED, FILED IN OPEN in the presence of the presiding judge and fense 
counsel of record, this ..fl2. day of . ci . 

1. ¶ 

I hereby certify that I am counsel for the above-named Defendant in the above-referenced case(s), that. I have 

explained to my client the elements; evidence, defenses, and rights related to the rge(s) against him/ her. I 

have further reviewed with my client all statutory fines and costs assessed against including all 

mandatory and costs. I have reviewed the discovery disclosed by the State, including a listing or a 

description of physical evidence. I reviSed with my client the nature of the evidence disclosed through discovery. 

I am personally unaware of any physical evidence for which DNA testing may exonerate my cUent. I believe that 

my client understands the contents and the meaning of this plea form., his/her rights, and the consequences of 

his/her change of plea, and that be/she is entering this plea 1 volun 1 d knowingly. 

Counsel to Defenda - 

I hereby certify that I am personally unaware of any physical evidence for i D a exonerate the 

above-named Defendant i State 

I hereby find that the above-named Defendant did, on this date, freel , voluntarily, and k ingly change 

his/her plea in the above-referenced case(s). 

CTCRIIS(e,S) (Rev. 
. esiding Judge cTcRll6(a.B) wissoe 



JUDGE: CYNTHIA NEWTON 
IN THE SIXTH JUDICIAL CIRCUIT COURT, IN AND FOR 

STATE OF FLORIDA PINELLAS COUNTY 
UCN: 522O13CFOO6O91XXXXNO - C 

MYKEL THOMAS REF No.: CRC 13-O6O9ICFANO - C 

SPN :03089137 DC NUMB 

________________________ 

ORDEROFPROBATION ' E 
This caUse coming before the Court to be heard, and you, the defendant, MYKEL THOMAS being me 

col d SARA MIECZKOWSKJI, Assistant Defander, and you having: ± IT 
ENTEREDAPLEAOIFGUItLTYTO 

ro Zr 
Count 01 SCHEME TO DEFRAUD 

- 

SECTION 2: ORDER WITHHOLDING ADJUDICATION 

Now, therefore, it is ordered and adjudged that the adjudication of guilt is hereby withheld and that ))ju 

PROBATION for a period of 24 Months wider the supervision of the Department of 

IT IS FURTHER ORDERED that you shall comply with the following standard conditionsofsuoervision as provided by FloriS Lw 

1.. You will report to the probation office as directed. 

2. Youwillpaythe State of Florida the amount of $50.00 (fifty lars) per month, well as 4% swchatge, toward the cost of yqig 

supervision in accordance with s 948 09, F S , unless otherwise exempted in compliance with Flonda Statutes 

3. You will remain in a specified pLace. You will not change your residence or employment or leave the county of youU residence 

without first procuring the consent of your officer. — 

4. You wilt not possess, carry or own any firearm. You will not possess, carry, or own any weapons Wifliout fwst procuring the 

of your officer, 
5 You will live without violating the law A conviction in a court of law shall not be necessary for such a violation to constitute a 

violation ofyour probation/community control. 

6. You will not associate with any person engaged k any criminal agtivLty. 

7 You will not use intoxicants to excess or possess any drugs or narcotics unless prescribed by a physician Nor will you visit places 

where intoxicants, drugs or other dangerous substances are unlawfully sold, dispensed or . 
8. You Will work diligently at a lawful occupation, advise your employer of your probation status, and support to the 

best.of your ability, as directed by your officer. 

9 You will promptly and truthfully answer all inquines directed to you by the court or the officer, and allow your officer to visit in your 

home, at your employment she or elsewhere, and you will comply with all instruction.s your offic r may give yoiL 

10 You will pay restitution, court costs, and/or fees in accordance with special conditions imposed or in accordance with the attached 

orders.. - - 

II You will submit to random testing as directed by your officer or the professional staff of the treatment center where you are receiving 

treatment to determine the presence or use of'alcohol or controlled 

12. Youwill submit a DNA sample, as directed by your officer, for DNA analysis as prescribed in ss. 943325 and 948.014, 

13 You will submit to taking of a digitized photograph by the department The photograph may be displayed on the department's 

website while you are on supervision, unless exempt from disclosure due to requirethents of s. 119.07, 

14 You will report m person withm 72 hours of your release from incarceration to the probation office in Punellas County, Flonda, 

unless otherwise instructed by the court or department (This condition applies only if section 3 is indicated above) Otherwise 

you must report to the probation office located at the Cnmanal Justice Center, 14250 49th Street North, Room 1930 

(FIR$T FLOOR), Clearwaet, Florida. : 
15. YoU will make tegtitutioh to the following victim(s), as directed by the court, until the obligation is paid in full:: 

Nathe: WALGREENS Total Amount: $222.58 Additional instructions ordered, including specific monthly amount, begin 

date, due date orjoint & several: This assessment is payable at the rate of $25.00 per month. Payment of this restitution amount is a 

condftibn of Probation. Name; VICTIM Total Amount: To be determined Addjtioi)al instruct:ions ordered, 

including specific monthly amount, begin date, due date or joint & several: Payment of this restitution amount is a condition of 

Probation. 
16 Other Exemptions for cost of supervision are hereby ordered for those months while participating in treatment programs or 

incarcerated without benefit of income If exemptions do not apply, failure to make monthly payments for cost of supervision will 

result -a vioiation Cist of-sUpefVislidh is to be suspended until such time that the offender has satisfied all restftution 

and costs as stated on the supervision order. 

17. Other: You will not reside in another state without siofl of the Court Sd contingent upon the of the receiving state. 

Return to: 
Criminal Court Records Department 

DMc 



MYKEL THOMAS UCN: 522O13CFOO6O91XXXXNO REF No.CRC 13-O6O91CFANO 

18. Other: If electronic monitoring is imposed, you will pay the costs of electronic monitoring. 

19. Other: control may not be transferred out of state without express Court approval until all Court ordered.and 

assessed thoiietary obligations are satisfied. 

20. Other: You may apply for early termination after 1/2 of term completed. 

21. Other You wilt comply with standard drug conditions set forth below. 

a. You will receive a Drug Evaluation, and if drug counseling/treatment is deemed necessary, complete counselipgltre.a*meifl, 

ihcludihg aftercare and assume all reasonable costs for such counseling/treatment. If treatment is recommended, you only 

(I) opportunity to complete this treatment.. You must call to arrange for the treatment within five (5) days of receipt of the 

recommendation for treatment. You mustalso schedule your treatment to begin at the first available opening. 

b. You will submit to urinalysis, breathalyzer, or blood tests at any time as requested by any professional staff of any treatment center 

where you are receiving treatment, to determine possible use of alcohol, drugs, or controlled substances. 

c. You shall submit to a search of your person, vehicle, and residence by your probation/community control office; without a warrant.. 

22. Other: A status check is set as follows: June 25, 2013 at 8:30 AM for ADD'L.RESTITUTIONh 

21 Other: You shall not work in any pharmacy. 

24. Yoi shall disclose to any employer that you are on probation for this case. 

Effective for offenders Whose crime was committed on or after September 1, 2005, there is hereby imposed, in additional to 

any other ptovisio# i $ection, mandatory electronic monitoring as a condition of supervision for those who: 

a Are placed on supervision for a violation of chapter 794, a. 800.04(4), (5), or or a. 847.0145 and the unlawful 

sexual activity involved a victim 15 years ofage or younger and the offender is 18 years of age or n on 

Are designated as a sexual predator pursuant to s. 775.21; or 

Has previously been convicted of a violation of chapter 794,s. (5), or (6), s•. 827.071, or s. 847.0145 the unlawful 

sexual activity involved a victim 15 years of age or younger and the offender js 18 years of age or oldr. 

You are hereby placed on notice that should you violate your probation or community control, and the conditions set forth n 
a. 948.063(1) or (2) are satisfied, whether yow probation or cornnuflhity control is rec'okod or hot revoked, you shall be placed on 

electronic monitoring in accordance with F.S. 948.063. 

for offeüders who are subject to Supervision for a crime that was committed on or after May 26,2010, and who has 

been convicted at any time of committing, or attempting, soliciting, or conspiring to commit, any of the criminal offenses listed in 

of similar offense in anotherjurisdiction, against a victim who was under the age of 18 atthe time of the 

offense: the following conditions ate imposed in addition to all other conditions: 

(a) A piohibition on ViSiting schools, child care &cilities, parks, and playgrounds, without prior approval from the offender's 

supervising officer. The prohibition ordered under this paragraph dots not prohibit the offender from visiting a school, child care 

facility, park, or playground for the sole purpose of attending a religious service as definedin s.775.0861 or piclçing up or 

dropping off the offender's children or grandchildren at a child care facility or school. 

(b) A prohibition on distributing candy or other items to children on Halloween; wearing a Santa Claus costume, or other 

appeal to children, on or preceding Christmas; wearing an Easter Bunny costume, or other costume to appeal to children, on or 

ptecedthg Easter; entertaining at children's parties; orwearing a clown costume.; without prior approvalfrom the . 
VOLT ARE HEREBY PLACED ON NOTICE that the court may at any time rescind or modi& any otthe conditions of you.r 

or thay extend thepeniod of as authorized by law, onnay discharge you from further supervision. If you violateany of the 

conditions of your probation, you may be arrested and the court may revoke your probation, adjudicate you guilty if adjudication of guilt 

was *ithheld, and fmpose any sentence that it might have impose:d before placing you on probation or require you to serve the balance of 

the setitence. 
IT IS FURTHER ORDERED that when you have been instructed as to the conditions of probation you shall be released from custody 

if you are in custody, and if you are at liberty on bond the sureties thereon shall stand discharged from liability (This paragraph applies 

only ifse:ction I or section 2 is checked.) 
IT IS FURTHER ORDERED that you pay the following charges/cos;sifees inditattd on the last page of this order entitled Court 

Ordered Payments. 5 FURTHER ORDERED that the clerk oftltis court file this order in the clerk's office and provide certified copies of same to the 

officer for use in compliance with the of 
DONE AND ORDERED on June 10, 2013 in Clearwater, Florida. 

I acknowledge rëcéipt of a certified copy of tills Order. The Conditions have been explained to me and I agree to abide by theni. 

Date: 

____________________________________________ 

Probalioner 

Initructed by: 
DAF 

(ICD-DOC-lI1 48265757) 2 
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MYXEL THOMAS UCN: -522OI3CFOO6O9IXXXXNO REF No;CRC 1306091CFAN0 

COURT ORDERED PAYMENTS 
CHECK ALL THAT ARE ORDERED 

$130.48 Total of flues assessed insetence, pursuant los. 775.083 (IXa) through (g) orChapter3l6, P.S. 

$6.52 Stattto.ily litandated 5% surchargeicost if'fthe assessed (on first line) pUlsOsht to s. 938.64, ES. 

MANDATORY COSTS IN ALL CASES 

$223.00 Additional court cost for felony offense, pursuant to s. 938.05(1)(a), P.S. 

C $60.00 Addlilonal court cost for misdemesOor orcflminal trarne offense, pUrsLiantto s. 938.05(l)(b) or(c), P.S. 

$50.00 Crimes Compensation Trust Fund pursuant to s 938.03(1), P.S. 

$5O.O0 County Crime Prevention Fund pursuant to s. P.S. 

$3.00 Additional Court Costs Clearing Trust Fund pursuant to s. (I), P.S. 

C $2.00 Per month for tack month of supervision for TYalning Trust Fund Surcharge, pursuant to s. 948.09, P.S. 

$100.00 Prosecution Costs, pursuant to s, 938:27, .S. (Minimum of $100 Felony/$50 Misdemeanor). 

$25.00 intestlfltive Costs, pursuant to s. 93827, P.S. (if lWabte and requested). 

(Xl $120.00 Crime StoppersTrust Fund, s. 938.ç6(l), P.S. 

MANDATORY.COURT.COSTS FOR COURT-APPOINTED COUNSEL CASES 

$50.00 Public Defeader7Appol.nted Counsel Appllcailop En, ot prcvibu$y colJecteØ, pursuant to as. 2732-and s. 938.29, P.S. 

$100.00 Public D&ndet/Appointed Counsel Fees and COts, pursuant to s. 938i9, P.S. as locally (Minim(nn Of $100 Fclony/$50 ). 
MANDATORY COSTS IN SPECIFIC TYPES OF 

C Rapt Crisis Program Trust Fund, pursuant to s. 938,085, P.S. for any violations of as. 775.21(6), 1(I0)(á),.775.21(lOXb), 775.21.(J0)(,3), 

784 Ott 784 021 78403 784 041 784 045 784 048 78407 78408 784 081 784 082, 784 083 784 085 787 01(3) 787 02(3) 787 025 

78706 78707 794 OIl 79405 79408 79603 796035 79604 796045 79605 79606 796 07(2)(aHd)&(i) 80003 800O4 81014 
ElO.L45,'812.135, 8 825,102, 8 827.07l,836.10, 847.0133, 847,0137, 847.0145543.0435(4Xc), 
943.0435(7),.943.0435(8),.943.0435(9)(a). 943.0435(13), 943.0435(l4Xc), or 985.701-. ES. 

C $201.00 Domestic Violence Trust Fund, pursuantto s. 938.08, P.S. for anyviolations of ss. 11, 784.021.784.03,784.041,784,045,784.048, 
784.07,784.08. 784.081, 784.082,784.083, 784.085, 11, or any offers of Domestic Violence described ins, 741.28, P.S. 

C $151.00 Cerain Crimes Against Minors, pursuantto s.938.l0(l), P.S. for any violations of s. 784.085, chapter 787, thapter 794, s.796.03, s .s. 
800.04.chapter827, 5. 847.012,s. 847.0133, 5. 847.O.135(5),s. 847.0i38,s. 847.0145,s.893.147(3), ors, 'ottditstifltoldtionof 
s. 775-.21,s. 823.07,s. 847,0125,s. 847.Oi-34, ors.P43.0435, P.S. 

$135.00 Dlii CouttCosta, s.938.07, P.S. foraiiyviolatids of as. 316.193 Or327.35, 

S3.00 State Agency Law Enfo;ccmcn.t Radio System Trust Fund, 18(I7), P.S. for offenses listed in s.-318,17 

inciudingss. 111, chapter893,ss. 316.067,316.072(3), (l), or anyotheroffense in 

chapter 3 L6 which is classified as a criminal violation. 

C $2.00 Pinellas Police Stan4ards, pursuant to chapter 97-333. 

MANDATORY COURT COS'tSAUTI{ORIZED BY LOCAL GOVERNMENTAL ENTIT IFS 

C $2.00 Criminal Justice nicipalitlts and Counties, punuantto s. P3.8.15, P.s. end Pinellas County Code s.46-27. 

.00 Additional court costs for local reqUirements and other county funded programs pursuant to s.939. 185(l)(a), F.S. and Pinellas County Code 

s. 4&o32. 

$3.00 Teen Court pursuant to s. 938.19(2). F:S. and Pinellas CountyCode s.46-34 

DISCRETIONARY 
SLOO - Per-month during the term of supenrisjon'to the established for the soe purpose of-supplementing the 

rehabilitative efforts of the Department of Corrections, pursuant to s.948.039(2), P.S. FIRST STEP 

$7.00 Pasco/PineIIas County Sherlil's Office fee for DNA tçstlng, if the DNA specimen is taken by the County Sheriffs Office. 

D1SCRETIONARYCOSTS FOR SPECIFICTYPES OF OASES 

C County Alcohol and Abuse Trun Fund, to 5. 938.21 for violations of s. 316.193, 

856.0 1:5, or chapter 562, chapter -567, or chapter 568, P.S. 

C ) Operating Trust Fund of the FDLE, pursuantto s.938.25, P.S. forviolations of s. 893.13 offenses 

PAYMENT ISTO RE MADE 'FUR OLIGH AND PAYABLE TO: Department of Corrections or Clerk of Court 
(if collected by the Department ofCozreqtions,a surcharge will be added to all payments ordered by the court, pursuant to s.945.3l, P.S.) 

C Court Costs/Fines Waived. 

C Court Costs/Fins in the Sinouht of , to 

______cdmntunity 

thMcc 

Court Co,t,/Fioesin the-amoS of' reduced toäiviljudgnieiit 

SPECIFIC INSTRUC IONS FOR PAYMENT: 
You will pay all fmes and court costs specified in this order of probation/community control in full You will first pay reshtubon in full and after 

restitution Is satisfied, pay at teastSI00 p:er month toward the line and court cost If the Cowl determines that you have the abllfly to pay, r.ure to pay 

all fines slid court costs in full within 12 months after restitution is satisfied but no later than three months pnor to the end of the term of probation, will 

result In a vlàlatio! of probation control, become a ten against anything own now or in the flaure and will accrue Interest at the 

statutory rate. moy result in the suspension of your driver's license, and ' also result in to ons eff - by the CleiltUf he Uttdr' tisigitee. 

DONE AND ORDERED on June 10, 2013 in CleanQdt& Florida. 

dn 
- NEWTON. auboE 
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CIRCUIT/COUNTY COURT, PINIELLAS COUNTY, FLORIDA 

CifiMINAL DIVISION 

REF No.: CRC 13-O6O91CFANO - C 

Thereby certify that the above and foregoing fingerprints on this Judgment are the fingerprints of the 

defendant, MYKEL THOMAS, and that they were placed by said in my open court, this 

June 10, 2013. 

(ICt3.FINGERPRINTONDEMAND4II 48249905)) II U CONFIDENTIAL 

UCN: S22O13CFOO6O91XXXXNO 

SPN.: 03089137 

; 

S 

Impressions made by: 

• 
k 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 

Office: Date of Case: Case Number: 

St. Petersburg 04/25/13 RPT2O13-06571 

Subject: 
MYKEL CHANEY THOMAS, RPT 
391 ll2thAvenue North 
#1306 
St Petersburg, Florida 33706 * 

(727) 657-9362 

Source: 
DOH!INVESTIGATIVE SERVICES/ST PETERSBURG 

ix: License No. Profession: Board: Report Date: 

RPT 12401 Registered Pharmacy Pharmacy 06/04/13 
Technician — 

Period of Investigation: Type of Report: /13 to 06-04-13 SUPPLEMENTAL-2 

Alleged Violation: F.5. 456.072(1)(b)(m)(z)(dd) and 465.016(1)(d) 2,3, (e)(m)(r) and 893.13(6)(a)(7)(a) 9, by 

engaging in a diversion of drugs, possible impairment and violating a provision of this chapter in the practice of . 
I 

Synopsis: 

This Supplemental Report is predicated on a request (Exh. S2-1) from DOH/LEGAL asking for a hand service of an 

Order to Compel (Exh. 82-2) on ThOMAS as soon as possible. 

On 05-31 -13 at approximately 5 pm, this investigator served the document at 's home on a male over the 

age of 15 years old. The male stated THOMAS would not be home until later that night and accepted serviagof the sealed 

envelope. 
o 

Legal was advised of the service approximately five minutes later by telephone. ? 
— 

An Affidavit of Service is attached as Exhibit S2-3. 

rr! 
C, 

*Subject located at: 7201 Street North, Apt C, Pinellas Park, Florida 33781 (727) 657-9362 

Related Cases: RPT2OI3-06605 

Investi atorlDate: 

Dave Berry, Medical )clalpractice Investigator (P1-21) 

Approved By/Date' 

Karen Hanzal, nvesti tion Supervisor (P1-28) 

Distribution: I-$DQTRS/ISU 

lnvestigolivQ saTvLces 

JUN 10 2013 

MQA/FORM 300 1095 
W CONFIDENTIAL 

DO CA 
Tallthawee HQ Page 1 



WA DEPA1CMENF OF 

HEALT 
PSU REQUEST FORM 

TO: CSUfl 
CC: Dave Berry, 1-2 

Deficiency in Investigative Work (Activity Code 150) 

Details: Please hand serve the attached Order Compelling Evaluation. Please contact Gwen Swatts 

at 850-245-4444, Ext 8214 with an update before June tO, 2013 i you are unable to serve the 

Subject Thank you. 

*The following additional information is needed for each service request: 

Last Known Address: 7201 Street North, Apt C, Pinellas Park, FL 33781; Last Known Name & Phone: Mykel 

Chaney Thomas, RPT, (727)657-9362 
Last Known Place of Employment & Address if Known: 

Has Contact Been Made With This Individual? YES LI N0Z; If Yes, When? 

Was this case originally worked by CSU or in an area office different from where this service request is being ? 
YES No NOTE: All process service requests need to be sent to appropriate field office. 

YES. please send a copy of the original Investigative Report without . 
INV FORM 376, Revised lOll 1/08 Created 4/OS 

ii..] 

Date: 513112013 

Phone #: 850-245-4444 Ext. 8214 

Gwendolyn Swatts, AAII for Casie TO: Karen Hanzal, Investigation Supervisor 

Barnett, AGC 

Case Number 2013-06571 
Subject: Mykel C. Thomas, 

. 

Requested Completion Date: 
RPT 

6/10/201 3 

Board: Registered 
HLCode: HLLIOSB 

Pharmacy 
Status: 

Technician. 
60 Ca) 

(__ 

— 

C 
in 
C 

(PSU) TYPE OF REQUEST: (describe details below) 

Z Process Service* (Activity Code 160) 

LI Additional Information Requested (Activity Code 145) 

— l C 

r 

(ISU/CSU) RESPONSE: 
Process Service Completed (Activity Code 16 I) LI Process Service NOT Completed (Activity Code I 62) 

LI Add'I Info Sent to Legal (Activity Code 156) 

LI Investigative Work Returned to Legal (Activity Code 156) 

LI Cancelled by Legal (Activity Code ) LI Cancelled by ISU/CSU Activity Code ) 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

In Re: The Order Compelling Examination of 
Mykel Chaney Thomas, RPT 
License No: RPT 12401 
Case No: 2013-06571 

ORDER COMPELLING AN EXAMINATION 

The Department of Health (Qepartment) is the state agency charged with 

regulating the practice of pharmacy pursuant to Section 20.43, Florida Statutes 

(2012); Chapter Florida Statutes (2012); and Chapter 465, F4orida Statutes 

(2012). 

For probable cause shown and pursuant to the authority vested in the 

Department by Chapters 456 and 465, Florida Statutes (2012), you are hereby 

ordered to report and submit to a mental and physical examination to be 

conducted by the following named physician at the date, time and place 

indicated. 

David Myers, M.D. 
825 West Linebaugh Avenue 

Tampa, FL .33612 
(823) 931-5560 

• ON 
Monday, June 17, 2013 
9:00 am. — 2:00 p.m. 

The above-directed mental and physical examination is for the purpose of 

obtaining examination reports and expert opinion and testimony concerning 

WCONFIOENTIAL 



- 1 RPF. 

License Number RPT 12401 
Case Number 2013-06571 

your ability to practice as a registered pharmacy technician with reasonable skill 

and safety pursuant to Sections 456.072(1)(z) and 465.016(1)(m), Florida 

Statutes (2012), and for introduction into evidence at any administrative 

hearing to be conducted on any administrative complaint filed against you 

which may allege a violation of Section 456.072(1)(i3 and/or 465.016(1)(m), 

Florida Statutes (2012). This Order is predicated following Findings of 

Fact and Conclusions of Law. 

FINDINGSOFFACT 

1. At all times material tO this Order, Mykel Chaney Thomas, RPT (Ms. 

Thomas), was a registered pharmacy technician within, the state of Florida, 

having been issued registration number RPT 12401. : 
2. At all times material to this Order, Ms. Thomas was employed by 

Walgyeens Pharmacy at 337 th Avenue, St. Petersburg Beach, 

Florida 33706. 

3. From approximately October 2012 to March 2013, Ms. Thomas: 

diverted an estimated 1,500 tablets of controlled substances from Waigreens. 

The medications included, but were not limited to, alpräzolarn arid hydrocodone 

with acetaminophen. 

4. lprazolam is prescribed to treat anxiety; According to Section 

2 



Mykel Chancy Thomas, aPT. 
Number RPT 12401 

CaseNumber 2013-06571 

893.03(4), Florida Statutes (2012), lprazolam is 

a low potential for abuse relative to the substances in 

Schedule Ill and has a currently accepted medical ,use in treatment in the 

United States. Abuse of the substance may lea& to limited physical or 

psychological dependence relative to the substances iP Schedule III. 

5. Hydrocodone with acetarninophen l ins hydrocodone and 

acetaminophen, or Tylenol, and is prescribed to treat, pain. According to 

Section 893.03(3), Florida Statutes (2012), hydroco ene, in the dosages found 

in hydrocodone with acetaminophen is a Schedule that 

has a potential for abuse less than the substances in Schedules I and I and has 

a currently accepted medical use in treatment in the, States. Abuse of 

the substance may lead to moderate or low physical. dependence or high 

psychological dependence. 

6. On or about April 9, 2013, Deputy W.S. dfPinellas County Sheriff's 

Office was dispatched to Walgreens regarding a 

the Manager and the Loss 

Prevention Manager advised Deputy W.S. that they had confronted Ms. Thomas 

regarding the theft of prescription medication and': had obtained a written 

voluntary statement ("voluntary statement") from 

3 



C 
- aney Thomas, RPT. 

License Numba- RPT 1240t 
Case Number 2013-06571 

8. In the voluntary statement, Ms. Thomas admifted to Eommitting the 

thefts while working as a pharmacy technician. She stated that she had diverted 

aver 1,000 lprazolam 2mg tablets and an estimátE4 500 hydrocodone with 

acetaminophen tablets by using patient profiles and )nsurance information to 

fraudulently bill the patients' insurance companies for prescriptions not 

dispensed to the patients. Ms. Thomas indicated thatshe had diverted a total 

of 300 lprazolam 2mg tablets and 100 hydrocodgne with acetaminophen 

500mg tablets without the use of patient profiles or insurance. 

9. The Waigreens Loss Prevention Manager showed. Deputy W.S. 

copies of inventory pricing worksheets indicating the-.fpllowing inventory stolen 

by.Ms. mamas: . . .- 

a. 1,300 lprazolam 2mg tablets; and 

b. 200 hydrocodone with acetaminophensrcOmg 

10. Deputy W.S. interviewed Ms. Thomas the thefts. Ms. 

Thomas provided Deputy W.S. with a written statemeAt, which she admitted 

to stealing alprazalam and hydrocodone with acetfáminophen tablets from 

lgreens by: 

a. taking prescription bottles directly frorri the pharmacy inventory; 

and 

4 



( 
Mykel ttianey Thomas, RPT. 

Lrcense Number RPT 12401 
cast Number 2013-06571 

b. using her access to patient patient insurance to 

fill prescriptions for lprazolam and hydrocodone with 

acetaminophen and fraudulently bill the patSts' insurance 

company. 

11. The Waigreens Manager informed Depi.4 W.S. that lgreens 

-wished to press charges against Ms. Thomas. Deputy w.s. arrested Ms. 

Thomas for grand theft. 

12. Section 456.072(1)(z), Florida Statutes (2012), states, in pertinent 

part, "the department shall have, upon a finding State Surgeon General 

or the State Surgeon General's designee that probable cause exists to believe 

that the licensee is unable to practice because of the stated in this 

paragraph, the authority to issue an order to compel.á licensee to submit to a 

mental or physical examination by physicians designatEd by the department." 

CONCLUSIONS OF LAW 

1. The Department of Health, by and through the State Surgeon General, 

has jurisdiction over this matter pursuant to .456 and 465, Florida 

Statutes (2012) 

2. Ms. Thomas' diversion of more than one thousand tablets of controlled 

medications over approximately a five month time period gives cause to believe 

S 



MYkel O'ianey Thomas, RPT. 

Ucene Number RPT 12401 
case Number 2013-06571 

that Ms. Thomas is impaired. Therefore, the State General, through his 

undersigned designee, concludes that probable exists to believe Ms. 

Thomas is unable to practice as a registered pharmacy technician with 

reasonable skill and safety, pursuant to Sections 456.072(1)(z) and 

465.016(1)(m), Florida Statutes (2012). A thorough complete mental and 

physical examination of . Ms. Thomas is necessary to protect the public and 

ensure that she is able to practice with reasonable sk ill and safety. 

3. In accordance with the authority vestS in the bepartment of 

Health under Chapters 456 and 465, Florida Statujes, the State Surgeon 

General, through his undersigned designee, concludes that 456.072(1)(z), 

Florida Statutes (2012), should be enforced. 

'a 
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thaney Thomas, RPT. 

Number RPT 12401 
Case Number 2013-06571 

DONE and ORDERED by the Department of Heálthon this 

of May, 2013. 

John H. Armstrong, MD, FACS: 
State Surgeon General and 

Deputy General cdUn eI 

Prosecution Services Unit 

COUNSEL FOR DEPARTMENT: 

Casie Barnette, Esq. 

Florida Bar No. 100159 
Assistant General Counsel 
Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 

Tallahassee, Florida 32399-3265 
(P) 850-245-4444, extension 8102 

1 

(F) 
(E) casie_barnette@idoh.ete.fl.uS 
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CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

INVESTIGATIVE REPORT 

Office: Date of Case: Case Number: 

St. Petersburg 04/25/13 O13-06571 
Subject: 
MYKEL CHANEY THOMAS, RPT 
391 ll2thAveriue North 
#1306 
St Petersburg, Florida 33706 * 

(727) 

Source: 
DOH/INVESTIGATIVE SERVICES/ST PETERSBURG 

. 

Prefix: License No. Profession: Board: Report Date: 

RPT 12401 Registered Pharmacy Pharmacy /13 
Technician — 

Period of Investigation: Type of Report: 
05/16/13 SUPPLEMENTAL-i 

Alleged Violation: F.S. 456.072(1 )(b)(m)(z)(dd) and 465.016(1 )(d) 2,3, (e)(m)(r) and 893.1 3(6)(a)(7)(a) 9, by 

engaging in a diversion of drugs, possible impairment and violating a provision of this chapter in the practice of . 
This Supplemental Report is predicated with on an interview conducted on this date with THOMAS in the St 

Petersburg ISU office. THOMAS admitted to the thefts and stated she had a pre-trial meeting on May 6, 2013 with another 

court date scheduled for June 10,2013 at 8:30 am. 

This investigator read back Deputy SNYDER'S account of the incidents and THQMAS agreed with the report. She 
stated her mother had been recently diagnosed with cancer and took the medications to aid her family financially. She 

admitted to taking the pills directly from inventory and using patient information to order pills through their insurance then 
making the copaynients herself. 

THOMAS stated she realized that what she did was very wrong. This investigator gave THOMAS an overview of the 
Professional's Resource Network and provided her with their number. She was asked to contact this investigator 
immediately ft she decided to enroll in their program. This investigator also gave her an overview of the complaint process 
from intake to final resolution and also explained the function of a Voluntary Relinquishment of Licensure o P1• 

located at: 7201 Street Apt C, Pinellas Park, Florida 33781 (727) 657-9362 p 
Related Cases: I3-06605 I r 
jor/Date Approved By/Date: 

N3 r 
o9"Sthpervisor 1-28) (P1-21) Karen Hanzal Dave Berry, Me ,in 

Distribution: HDQTRS/ISU 
AAAy 

— £ /li 
MQAJFORM 300 1095 

LI] CONFIDENTIAL 
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MEMORANDUM OF FINDING OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 
RE: DOH v. Mykel Chaney Thomas, RPT 

DOH Case Number 2013-06571 

MEMBERS: Cynthia R. Griffin, PharmD & Jeffrey 3. Mesaros, R.Ph 

DATE OF PCP: August 08, 2013 AGENDA ITEM: A-i (AGM) 
•U • 

This matter came before the Probable Cause Panel on the above date. Having reviewed 
the complete investigative report, recommendations of the Department, and any 

information submitted by the Subject, and being otherwise fully advised in the 
premises, the panel finds that: 

X Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 456.072( i)(c), Florida Statutes (2012) 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

Other 

Probable / 

Board of Pharmacy 
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456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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HEALTH Rick Scott 

Mission: 
Governor 

To protect, promote & improve the health 

of all people in Florida through integrated John Armstrong, MD, FACS 

state, county & community efforts. Surgeon General & Sec 

Vision: To be the Healthiest State in the Naben 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201120030 

KISKEYA INVESTMENT GROUP, LLC, 
RESPONDENT. 

NOTICE 

TO: KISKEYA INVESTMENT GROUP, LLC 
3880 W BROWARD BLVD STE 7 

PLANTATION, FL 33312 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be presentat 

this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as 'timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 
CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. \ 
Executive Director 

OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FlorldasHealth.com 

Division of Medical Quality Assurance 
ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 
FACEBOOK:FLDeParImefltofHealTh 

PHONE: (850) 245-4444 • FAX: (850) 245-4791 
YOIJTUBE: fldoh 



Rick Scott 
Mission: Governor 

To protect, promote & improve the health 

_____________ 

of all people in Florida through integrated John H Armstrong, MD, FACS 
state, county & community efforts. State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Walton 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201120030 

KISKEYA INVESTMENT GROUP, LLC, 
RESPONDENT. 

NOTICE 

TO: ROBERT NICHOLSON 
707 N.E. THIRD AVENUE, SUITE 301 

FT. LAUDERDALE, FL 33304 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. The Respondent is not required to be present 

at this meeting. This hearing will be held at 1001 N. Westshore Boulevard, Tampa, FL 33607, (800) 

627-7468. 

The purpose of the hearing is to consider a motion for: Voluntary Relinquishment 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

4rrr 
oard xecutive Director 

BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health lorldasHeaith.com 
Division of Medical Quality Assurance' Bureau of HCPR ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 'Tallahassee, FL 32399-1701 FACEBOOK:FLDepartmentofHealth 

PHONE: 8501245-4292• FAX 8501413-6982 YOUTUBE: fldoh 
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HEALTH 

Rick Scott 
Mission: Governor 

To protect promote & improve the health 

dali in Florida through hitegmted John H. Armstrong, MD, FACS 
state ©unty & efforts. 

Surgeon Genemi & Secretary 

Vision: To be the Healthiest State in the Natbn 

MEMORANDUM 
TO: Tammy Collins, Acting Executive Director, Board of Pharmacy 
FROM: Matthew G. Witters, Assistant General Counsel 
RE: Voluntary Relinquishment 
SUBJECT: DON v. Kiskeya Investment Group, L.L.C. 

DON Case Number 2011-20030 

DATE: February 5, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 
provided in this regard. 
Subject: Kiskeya Investment Group, L.L.C. 

Subject's Address of 3880 W Broward Blvd. 
Record: Suite 7 

Plantation, FL 33312 

Enforcement Address: 3880 W Broward Blvd. 
Suite 7 

Plantation, FL 33312 

Subject's License No: 24086 Rank: PH 

Licensure File No: 16730 

Initial Licensure Date: 5/27/2009 

Board Certification: No 

Required to Appear: No 

Current PRN Contract: No 

Allegations: Section 465.23(1)(c), F.S. (2011, 2012), 

Rule 64616-28.110, F.A.C. 

Prior Discipline: None 

Probable Cause Panel: January 23, 2014 

Glass and Risch 

Florida Department of Health www.FiorldasHealth.com 
of the General Counsel • Proscaition Set Unit TWfl1ER:HealthyFLA 

4052 Bald Cypress Way, Bin C-65 Tallahassee, FL 32399-1701 lealth 
Express address: 2585 Metthanls Row - Suite 105 YOIJTUBE: fldoh 

PH ONE: 850/245-4444 • FAX 850/245-4684 



Subject's Attorney: Robert Nicholson 
707 N.E. Third Avenue, Suite 301 
Ft. Lauderdate, FL 33304 

Complainant/Address: DOK/ISU — Ft. Lauderdale 

Materials Submitted: Memorandum to the Board 

Voluntary Relinquishment — filed 

Administrative Complaint 

Board Notification Letter 

Expert Opinion 

Expert Opinion — Amended 

Expert Curriculum Vitae 

Defense Attorney Document dated 06-22-12 

PCP Memorandum 

Final Investigative Report 

Exhibits 1 thru 9 

Florida Department of Health www.FlorldasHealth.com 
Office of the Genemi Cciinsel * Pioseaithn Set Unit TWITrER:HealthyffLA 
4052 Bald Cypiess Way, Bin C-65 'Tallahassee. FL 32399-1701 lealth 
Express mail address: 2585 Merthants Row - Suite 105 YOU11JBE: fldoh 
PHONE: 850124S4444 • FAX 850/245-4684 



FILED 
DEPARTMENT OF HEALTH 

DEPUTY CLERK 

CLERIC: E: DEPARTMENT OF HEALTH 
-5 AMIC 

BOARD OF PHARMACY 27 

DEPARTMENT OF HEALTH, 

Petitioner, 

v CASE NO: 2011-20030 

Kiskeya Investment Group, L.L.CI., 

Respondent. 

VOLUNTARY RELINQUISHMENT OF LICENSE 

Respondent, Kiskeya Investment Group, license No. PH 

24086, hereby voluntarily relinquishes Respondent's license.to practice as a 

registered pharmacy in the State of Florida and states as follows: 

1. Respondent's purpose in executing this Voluntary Relinquishment 

is to avoid further administrative action with respect to this cause. 

Respondent understands that acceptance by the Board of Pharmacy 

(hereinafter the Board) of this Voluntary Relinquishment shall be construed 

as disciplinary action against Respondent's license pursuant to Section 

456.072(1)(f), florida Statutes. - 

2. Respondent agrees to never reapply for licensure as a 

registered pharmacy in the State of Florida. 

1 



3. Respondent agrees to voluntarily cease operating as a 

pharmacy immediately upon executing this Voluntary Relinquishment. 

Respondent further agrees to refrain from operating as a pharmacy until 

such time as this Voluntary Relinquishment is presented to the Board and 

the Board issues a written final order in this matter. 

4. In order to expedite consideration and resolution of this action 

by the Board in a public meeting, Respondent, being fully advised of the 

consequences of so doing, hereby waives the statutory privilege of 

confidentiality of Section 456.073(10), Florida Statutes, and waives a 

determination of probable cause, by the Probable Cause Panel, or the 

Department when appropriate, pursuant to Section 456.073(4), Florida 

Statutes, regarding the complaint, the investigative report of the 

Department of Health, and all other information obtained pursuant to the 

Department's investigation in the above-styled action. By signing this 

waiver, Respondent understands that the record arid become 

public record and remain public record and that inlbrmation is immediately 

accessible to the public. Section 456.073(10) Florida Statutes. 

5. Upon the Board's acceptance of this Voluntary Relinquishment, 

Respondent agrees to waive all rights to seek judicial review of, or to 

2 



5. Upon the Board's acceptance of this Voluntary Relinquishment, 

Respondent agrees to waive all rights to seek judicial review of, or to 

otherwise challenge or contest the validity of, this Voluntary Relinquishment 

and of the Final Order of the Board incorporating this Voluntary 

Relinquishment. 

6. Petitioner and Respondent hereby agree that upon the Board's 

acceptance of this Voluntary Relinquishment, each party shall bear its own 

attorney's fees and costs related to the prosecution ordéfense of this matter. 

7. Respondent authorizes the Board to review and examine all 

investigative file materials concerning Respondent in connection with the 

Board's consideration of this Voluntary Relinquishment. Respondent agrees 

that consideration of this Voluntary Relinquishment and other related 

materials by the Board shall not prejudice or preclude the Board, or any of 

its members, from further participation, consideration, or resolution of 

these proceedings if the Board does not accept the terms of this Voluntary 

Relinquishment. 

3 



DATED this Y1 day of Qem -(4 y.-y of 

ment Grou 

STATEOF 

COUN1YOF 

Before me, personally appeared PAct c; )ks. , whose 
identity is to me or by producing 

(type of identification) as identification and 
who acknowledges that her signature appears above. 
Sworn to or affirmed by Respondent before me this I day of 

, 201± 

NOTARY PUBLICSTATh OF FLORIDA 

23 t — In Mthefle Bengele 
#1)1)985963 

My Ccdnmission Expires APR.26,2014 
BONDS) may AflM1T!C ZUI1DThW Co,1NC. 

P EOF 

or 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

V 

KISKEYA INVESTMENT GROUP, LIL.C, 

RESPONDENT 
I 

CASE NO. 2011-20030 

ADMINISTRATIVE COMPLAINT 

cOMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Kiskeya Investment Group, L.L.C., 

and in support thereof alleges. 

1. Petitioner is the state agency charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At alt times material to this Administrative Complaint, 

Respondent was a licensed pharmacy within the State of Florida, having 

been issued license number PH 24086. 



3. Respondent's address of record is 3880 W. Broward Blvd., Suite 

7, Plantation, Florida 33312. 

4. On or about December 21, 2012, a Department inspector 

conducted an inspection of Respondent. 

5. on or about December 21, 2012, the Department's inspector 

found expired ications not removed from the shelves. 

6. The following chart illustrates the expired medications found 

during the inspection on or about December 21, 2012 

Medication Lot Number Expiration Date 
1 bottle of Furosemide 
40mg, 1000 tablets 

CABO229AC 
. 

November 2012 
— 

1 bottle of Metoprolol 
Tartrate 100mg 
1 bottle of Simvastatin 
20mg, 1000 tablets 

GKJ 1157 November 2012 

MK9521 . 

. 

November 2012 

1 bottle of Fluconzaole 
50mg, 30 tablets 

Y02708 September 2012 
— 

1 bottle of Topiramate 
100mg, 60 tablets 

S June 2012 

1 bottle of Amoxicillin and 
Cluvulanate Potassium for 
oral suspension, 1 8F3605 November 2012 

. 

. 

1 bottle of Amoxicillin and 
Cluvulanate Potassium for 
dral suspension Sm 

BDO131 October 2012 

1 bottle of Amoxicillin and 
Cluvulanate Potassium for 
oral_suspension 

BC7440 September 2012 

DON v. Klskeya Investment Group, LLC 2 
case No. 2011-20030 
Ac — Expired medications 



Sml 
July 2012 

. 

1. bottle of Arrioxicillin and 
Cluvulanate Potassium for 
oral suspension 

BA4O1O 122-A 

1 box of Adapalerie 
Cream, 0.1% Net WT 45 
grams 

2643 October 2012 

1 box of Fluconazole 
10mg/mi 

0848902 December 1, 2012 

September 2012 1 bottle of Indomethacin 
25mg, 100 capsules 

TE09048 
. 

2 boxes of Sumatriptan 
Succinate 25mg, 9 tablets 
each box 

2135549 February 2012 

1 box of Clotrimazole 
Cream USP 1% 

G7 November 2012 

1. box of Fluconazole for 
oral suspension 40mg/mi 

0843803 December 1, 2012 
— 

7. Section 465.023(1)(c), Florida Statutes (2011), provides that 

violating any of the requirements of this chapter or any of the rules of the 

Board of Pharmacy; of chapter 499, known as the "Florida Drug and 

Cosmetic Act"; of 21 U.S.C. ss. 301-392, known as the "Federal Food, 

Drug, and Cosmetic Act"; of 21 U.S.C. ss. 821 et seq., known as the 

Comprehensive Drug Abuse Prevention and Control Act; or of chapter 893 

is grounds for disciplinary action. 

8. Rule 64B16-28.11O, Florida Administrative Code, states persons 

qualified to do so shalt examine the stock of the prescription department of 

DOH v. Kiskeya Investment Group, LLC 3 

Case No. 2011-20030 
Ac — Expired medications 
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each pharmacy at a minimum interval of four months, and shall remove all 

deteriorated pharmaceuticals, or pharmaceuticals which bear upon the 

container an expiration date which date has been reached, and under no 

circumstances will pharmaceuticals or devices which bear upon the 

container an expiration date which has been reached be sold or dispensed 

to the public. 

9. As set forth above, during the course of a routine inspection 

outdated pharmaceuticals were found within the Respondent's active stock. 

10. Based on the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2011, 2012), Rule 64616-28.110, Florida 

Administrative Code, by failing to ensure that outdated pharmaceuticals 

were removed from active stock. 

OOH V. Kiskeya Investment Group, LLC 4 
Case No. 2011-20030 
Ac — Expired ions 



WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the followhig penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 23 day of - 2014. 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and 
Secretary of Health 

G. Witters 
Assistant General Counsel 
Fla. Bar No. 0091245 
Florida Department of Health 
Office of the General Counsel 

WIENT0F HEALTH 4052 Bald Cypress Way, Bin #C65 
DEPAUTY CLERK Tallahassee, FL 32399-3265 

CLERK Telephone: (850) 245-4444 
DATE 4 Facsimile: (850)245-4683 

Email: mafthew.wifters@flhealth.gov 

PCP: January 23, 2014 
PCP Members: Glass and Rtsch 
DOH v. Kiskeya Investment Group, LLC 
Case No, 2011-20030 
AC — Expired medications 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

DOH V. Kiskeya Investment Group, LLC 6 
Case No. 2011-20030 
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Rick Scott 
To protect, promote & improve the health 

______________ 

I of all people in Flodda through 

Missiorr 
I 

Governor 

state, county & community efforts. J 
John H. Armstrong, MD, FACS 

H EALTH 
I 

State Surgeon General & Secretary 

February 6, 2014 

VIA U. S. MAIL 

Robert Nicholson, Esquire 
707 N.E. Third Avenue 
Suite 301 
Ft. Lauderdale, Florida 33304 

Re: DOH vs. Kiskeya Investment Group, L.L.C. l Case Number 2011-20030 

Dear Mr. Nicholson: 

We are in receipt of your client's executed Voluntary Relinquishment form. As you are aware by 
signing the Voluntary Relinquishment of License form, your client agreed to the following: 

• the Voluntary Relinquishment would be considered disciplinary action against your license, 
pursuant to Section 456.072(1 )(f), Florida Statutes; 

• you would never reapply for licensure as a Pharmacist in the State of Florida; and 
• Voluntarily relinquishing the Pharmacist license may have an effect on Pharmacy licenses 

that you may hold in other states. 

If this is not what you understand, please contact me as soon as possible to discuss, at 850-245- 
4444, ext. 8172. Otherwise, this case will proceed as planned, and the Florida Board of Pharmacy 
will take up your request for Voluntary Relinquishment of License at their meeting scheduled for 
April 2, 2014 in Orlando, Florida. You are not required to attend the meeting. 

Sincerely, 

Assistant General Counsel l 
Florida Department of Health 

www.florldasHeatth.com Office of The General Counsel' Proseajthn Services Unit 
TWIUER:HealThyFLA 4052 Bald Cypress Way, Bin C.65 'Tallahassee, FL 32399-3265 lealth Express mail address: 2585 Merchants Row— Suite 105 

YOU1IjBE: fldoh PHONE: 850/245.4444 . M 850/245.466X 
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One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
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Stephen G. Reeder, RPh, CPh, MSP 
LtGAL 

2000 LakeAriana IvØ 11MAy27 4M Auburndale, FL 33823 
863-965-7510 home; 863-224-1052 cell 

Graduate of the University of Florida; 
B.S. Zoology, 1969 
B.S. Pharmacy, 1972 
MS. Pharmacy Administration, 2008, Specialty in Pharmacy Policy & Regulatory Affairs 

Mr. Reeder is a licensed Pharmacist in the State of Florida; Licensed Consultant Pharmacist in 
the State of Florida, specializing In Modified Il-B pharmacy permits in Hospice In Patient Units; 
Advanced Pain & Palliative Care Specialist. 

Mr. Reeder is currently employed by Hospice Pharrnacia, a service of excelleRx, Inc., an 
Omnicare Company, as their Director, En Patient Services and Client Relations , Florida 
Region. Hospice Pharrnacia manages the medication for over 80,000 hospice patients nationally 
in over 850 hospices. Mr. Reader Is an Advanced Pain and Palliative Care Specialist and has 
been employed by Hospice Pharmacia for the past 12 years. 

Prior to employment with HP, Mr. Reader was the General Manager of a division of a home 
healthcare agency for five years, with responsibility for 3 pharmacies including an infusion 
pharmacy and 5 HME centers. 

Mr. ReSet has twenty-five years experience in the retail drug store industry, beginning as a 
pharmacist and advancing on to Vice President of Marketing and Operations with a national retail 
chain. 

Currently the Past Chairman of the National Advisory Board of the University of Florida, College 
of Pharmacy and a past member of the University of Florida Foundation. 

Mr. Reeder is a past Executive Board Member of the Florida Pharmaáy Association. 

Mr. Reeder was the Recipient of the Distinguished Pharmacy Service Award in 1997 from the 
University of Florida, College of Pharmacy. 

Past member of the Purdue Pharma Speakers Bureau 

ID IAL 



ROBERT N. NICHOLSON, ESQ. 
PARKER]). EASTIN, ESQ. 
ERIN M. BENGELE, ESQ. 

NICHOLSON & EASTIN, LLP 
AT LAw 

707 NR ThIRD AVE. 
ITE 30! 

FORT LAUDEBDALE, FLORIDA 33304 
TELEPHONE: 954.634.4400 

954.634.4418 roup.com 

C 

LE4UI1JLA lJQpj ? 
ilT 

ROBERT N. NICHOLSON, ESQ. 
EMAIL: 

VIA CERTIFIED U.S. MAIL 

Ms. Alicia Adams, Esq. 
Office of the General Counsel 
Prosecution Services Unit 
Florida Department of Health 
4052 Bald Cypress Way, Bin #C-65 
Tallahassee, FL 32399-3265 

Re: 

June 22, 2012 

Dear Ms. Adams: 

Complaint Number PH 2011-20030 
Kiskeya Investment Group 

I write to inform you that Nicholson & Eastin, LLP has been retained by 
Kiskeya Investment Group to represent them in connection with the 

above referenced investigations. I received your name from the investigator today. 

Please also accept this letter as Kiskeya's request for 
a complete copy of any investigative file upon of the investigation and prior to any of 
the matters being submitted to a probable cause panel. We reserve the right to submit rebuttal 
materials upon receipt of the file(s). My clients are aware that they will be required to execute a 
confidentiality agreement in connection with the receipt of the investigative file(s). 

Please also contact me at your earliest convenience to discuss these cases. 

Sincerely, 

LLP 



TO: 

MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

FROM: 

RE: 

Department of Health, Prosecution Services Unit 

Chair, Probable Cause Panel, Florida Board of Pharmacy 

Kiskeya Investment Group, LLC (MGW) 
Case No. 2011-20030 

MEMBERS: Debra Glass and Lorena Risch 

DATE OF PCP: January 23, 2014 AGENDA ITEM: A-3 
*•iU ØSS • • ••• • U • • U U U UUUUU 

This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 

investigative file, recommendations of the Department, and any information submitted by the Subject, and 

being otherwise filly advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.023(1)(e), Florida Statutes (2011, 2012), Rule 64B16-28.110, Florida 
Administrative Code 

Probable Cause was not found in this case 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 
c) 

Upon reconsideration, dismiss 

other 

Panel 

// 
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Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

Vision: To be the Healthiest State in the Nation 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Pharmacy 
Matthew G. Witters, Assistant General 
Voluntary Relinquishment 
DOH v. Delmer H. Parrish, R.Ph. 

DOH Case Number 2013-10756 

DATE: March 14, 2014 

Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014 meeting of the board. The following information is 

provided in this regard. 

Subject: Delmer H. Parrish, R.Ph. 

Subject's Address of 390 Hawser Lane 
Record: Naples, FL 34102 

Enforcement Address: 390 Hawser Lane 
Naples, FL 34102 

28206 Rank: PS 

Subject's Attorney: Monica Rodriguez 
9100 South Dadeland Blvd. 
One Datran Center, Suite 1610 
Miami, FL 33156 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 

Surgeon General & Secretary 

TO: 
FROM: 
RE: 
SUBJECT: 

Subject's License No: 

Licensure File No: 17233 

Initial Licensure Date: 3/4/1993 

Board Certification: No 

Required to Appear: No 

Current PRN Contract: No 

Allegations: Waived Probable Cause 

Prior Discipline: 
Probable Cause Panel: 

None 

Waived Probable Cause 

Florida Department of Health 
Office of the General Counsel • Prosecution Services Unit 

4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-1 701 

Express mail address: 2585 Merchants Row - Suite 105 

PHONE: 850/245-4444 • FAX 850/245-4684 

www.FloridasHealth.com 
TWITTER:HealthyFLA 

FACEBOOK:FLDepartmentof Health 

YOUTUBE: fldoh 



Complainant/Address: Department Of Health/Consumer Services Unit 

Materials Submitted: Memorandum to the Board 
Motion for Voluntary Relinquishment 
Voluntary Relinquishment — filed 
Notification Letter 
Final Investigative Report 

Exhibit 1-2 

Florida Department of Health www.FloridasHealth.com 
Office of the General Counsel • Prosecution Services Unit TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-1701 FACEBOOK:FLDepartmentofHealth 

Express mail address: 2585 Merchants Row - Suite 105 YOUTUBE: fldoh 

PHONE: 850/245-4444 • FAX 850/245-4684 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

Petitioner, 

CASE NO. 2013-10756 
V. 

Delmer H. Parrish, R.Ph., 

Respondent. 

______________________________________________________/ 

MOTION FOR FINAL ORDER 
BASED UPON A VOLUNTARY RELINQUISHMENT OF LICENSE 

COMES NOW, the Petitioner, by and through its undersigned counsel, 

and moves the Board of Pharmacy for entry of a Final Order in the above- 

styled cause on a date and time that has been determined and noticed by 

the Board. As grounds therefore, the Petitioner would state the following: 

1. On or about July 9, 2013 and November 21, 2013, a 

Uniform Consumer Complaint was filed with the Department of Health, 

alleging that the Subject violated the provisions of Chapter 456 or Chapter 

465, Florida Statutes. 



2. In lieu of undergoing further disciplinary proceedings, the 

Respondent returned an executed Voluntary Relinquishment of his/her 

license. 

3. Respondent has been advised, by a copy of this Motion, that a 

copy of the investigative file in this case shall be furnished to the Board to 

establish a prima facie case regarding the violations as set forth in the 

Uniform Consumer Complaint. 

WHEREFORE, the parties respectfully request the Board Pharmacy 

of enter a Final Order incorporating the terms of the Voluntary 

Relinquishment of Licensure. 

Respectfully Submitted, 

John H. Armstrong, MD 
State Surgeon General and Secretary of Health 

Matthe)IG. Witters 
Assistant General Counsel 
DOH Prosecution Services Unit 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Florida Bar No. 091245 
Telephone: (850) 245-4444, ext. 8172 
Facsimile: (850) 245-4683 
Email: Matthew.Witters@flhealth.gov 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and 

foregoing has been provided by U.S. mail this 14th day of March, 2014, to: 

Delmer H. Parrish do Monica L. Felder Rodriguez, Dresnick, Rodriguez & 

Perry, P.A., One Datran Center, Suite 1610, 9100 South Dadeland Blvd., 

Miami, Florida 33156-7817. 

Mai G. Witters 
Assistant General Counsel 



FILED 
DEPMkNEHT OF HEALTH 

DCPUTY CIJERK 

STAll OF FLORIDA CLERK: /3 
DEPARTMENT OF HEALTH 

DATE O — I 

DEPARTMENT OF HEALTH, 
Petitioner, 

v, DOH Case No. 2013-10756 

DELMER H. PARRISH, R.Ph., 
Respondent 

VOLUNTARY REUNQUISHMENT OF LICENSE 

Respondent, Delmer H. Parrish, R.Ph., license No. PS 28206, hereby voluntarily relinquishes 

Respondent's license to pharmacy in the State of Florida and states as follows: 

1. Respondent's purpose in executing this Voluntary Relinquishment is to avoid further 

action with respect to this cause. Respondent understands that acceptance by the 

Board of Pharmacy (herolnafter the Board) of this Voluntary Relinquishment shall be ccnstwed as 

disciplinary action against Respondent's license pursuant to Section 456.072(1)(O, florida Statutes, 

, Respondent agrees to never reapply for licensure as a pharmacist In the State of 

Florida. 

3. Respondent agrees to voluntarily cease practicing pharmacy immediately upon 

executing this Voluntary Relinquishment, Respondent further agrees to from the practice of 

pharmacy until such time as this Voluntary Relinquishment Is presentedfathe Board and the Board 

issues a written final order in this matter. 

4. In order to expedite consideration and resolution of this action by the Board In a public 

meeting, Respondent, being fully advised of the consequences of so doing, hereby waives the 

statutory privilege of confidentiality of SectIon 455.073(10), FlorIda Statutes, and waives a 

determination of probable cause, by the Probthe Cause Panel, or the Department when appropriate, 

pursuant to Section 456.073(4), Florida Statutes, regarding the complaint, the investigative report of 

the Department of Health, and all other information obtaIned pursuant to the Departments 



investigation In the abow-styted action. By signing this waiver, Respondent understands that -the 

record and complaint become public record and remain public record and that Inlbrmation is 

immediately accessible to the public Section 456.073(10) Florida Statutes. 

5. Upon the Board's acceptance of this Voluntary Relinquishment, Respondent agrees to 

waive all rights to seek judidal res4ew of, or to otherwise challenge or contest the validity of;, this 

Voluntary Relinquishment and of the Final Order of the Board Incorporating this Voluntary 

Relinquishment. 

6. Petitioner and Respondent hereby agree that upon the Board's acceptance of this 

Voluntary Relinquishment, each party shall bear its own attorney's fees and costs related to the 

prosecution or defense of this , 
7. Respondent authorizes the Board to review and examine all Investigative file materials 

concerning Respondent in connection with the Board's consideration of this Voluntary Relinquishment. 

Respondent agrees that consideration of this Voluntary Relinquishment and other related materials by 

the Board shall not prejudice or predude the Board, or any of its membS, from further partidpation, 

consideration, or resolution of these proceedings if the temis of this Voluntary Relinquishment are not 

accepted by the Board. 

DATED this clay of 

STATE OF FLORIDA 
COUNTY OF: 
Before me, personallyappeared 3L whose Identity Is known to me 

(type of Identification) and who, under oath, acknowledges that 
hissignatureappearsabove. Sworn to and subscribed before me this 2.9 day of 

My Commission Expires: 

t?.SJb YAI.ET. FREEP4VJ 

UYCO4WI$SON I FE 15006$ * 6 
kSSfl,u&SNCIfl 



Rick Scott Mission: 
Governor 

To protect, promote & improve the health 
I 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS state, county & community efforts. 

State Surgeon General & Secretary 

March 14, 2014 

VIA CERTIFIED MAIL 

Monica L. Felder Rodriguez, Esquire 
Dresnick, Rodriguez & Perry, P.A. 
One Datran Center 
Suite 1610 
9100 South Dadeland Blvd. 
Miami, Florida 331 56-7817 

Re: DOH vs. Delmer H. Parrish, R.Ph. 
DOH Case Number: 2013-10756 

Dear Ms. Rodriguez: 

We are in receipt of your client's executed Voluntary Relinquishment form. As you are aware by 
signing the Voluntary Relinquishment of License form your client agreed to the following: 

• the Voluntary Relinquishment would be considered disciplinary action against their license, 
pursuant to Section 456.072(1 )(f), Florida Statutes; 

• he/she would never reapply for licensure as a Pharmacist in the State of Florida; and 
• Voluntarily relinquishing his/her Florida Pharmacist license may have an effect on 

Pharmacist licenses they may hold in other states. 

If this is not what your client understood, please contact me as soon as possible to discuss, at 850- 
245-4640. Otherwise, this case will proceed as planned, and the Florida Board of Pharmacy will 
take up your client's request for Voluntary Relinquishment of License at their meeting scheduled for 
April 2, 2014, at the Marriott Westshore, 1001 N. Westshore Blvd., Tampa, Florida 33607. Your 
client is not required to attend the meeting. 

Sincerely, 

C. Witters 
Assistant General Counsel 

MGW/crl 

Florida Department of Health www.FlorldasHealth.com 
Office of the General Counsel • Prosecution Services Unit 
4052 Bald Cypress Way, Bin C-65 • Tallahassee, FL 32399-3265 

TWITTER:HealthyFLA 
FACEBOOK:FLDepartmentof Health Express mail address: 2585 Merchants Row — Suite 105 

YOUTUBE: fldoh PHONE: 850/245-4444 • FAX 850/245-466X 



HEALTH 
INVESTIGATIVE REPORT 

Office: of Complaint: Case Number: 
CONSUMER SERVICES November 19, 2013 201310756 

Subject: Source: 
DELMER H PARRISH DEPARTMENT OF HEALTH, CONSUMER SERVICES 
390 Hawser lane UNIT 
Naples, FL 34102 

Prefix: License #: Profession. Board: Report Date: 
PH 28206 Pharmacist Pharmacy 1/16/14 

Period of Investigation: Type of Report: 
11/21/13 through 1/16/14 FINAL 

Alleged Violation: SS. 456.072(1)(c)(dd); 465.016(1)(f)(r), FS; Having been convicted or found guilty in a court 
of this state or other jurisdiction, of a crime which directly relates to the ability to practice of pharmacy : This investigation is predicated on the receipt of information from the DEPARTMENT OF HEALTH 
pertaining to the 11/6/13 conviction of PARRISH in the United States District Court, Middle District of Florida, 
fort Myers Division, for Healthcare Fraud 1 8:1347 and 1349]. (EXHIBIT #1) 

PARRISH was notified of this complaint by letter, dated 11/21/13. The notification was sent to the address of 
record. Forwarded with this letter were copies of the UCF and the initiating documents. (EXHIBIT #2) 

DOH licensure information was reviewed on 1/16/14. It reflects PARRISH'S license is in CLEAR/ACTIVE 
status. 

No patient(s) was/were identified, thus patient notification was not required. 

PARRISH does not appear to be represented by counsel in this matter as of the date of this report. 

PARRISH has not responded as of the date of this report. 

Related Case: 

Investigator/Date 4 

Leo Paulson (HAIO7) 1/16/14 

By/Date: 

JAN 21 2W4 Shane Walters, OMC Manager 

Distribution: Prosecution Services Unit/Consumer Services Unit Page 1 

—-4 

r 
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DOH INVESTIGATIVE REPORT CASE NUMBER 201310756 

INVESTIGATIVE DETAILS 

SUMMARY OF RECORDS 

There were no authorizations, medical records, or Verification of Completeness of Record forms 
at issue in this matter. 

Exhibit #1 contains the following: 

• Court Documents pertaining to the 11/6/13 conviction of PARRISH in the United States 
District Court, Middle District of Florida, fort Myers Division, for Healthcare Fraud 
1 8:1347 and 1349]. 

INTERVIEW/STATEMENT OF THE FLORIDA DEPARTMENT OF HEALTH - Source 

No further information has been received from the source. 

INTERVIEW/STATEMENT OF DELMER PARRISH - Subject 

PARRISH has not responded as of the date of this report. 

Page 3 



CASE SUMMARY 

CONFIDENTIAL 

Case No: 201310756 
Please use this number in all correspondence with the Department concerning this matter. 

RESPONDENT INFORMATION 

License No: 28206 Profession: 2201 Pharmacist 
Name: DELMER H PARRISH 
Address: 390 HAWSER LANE 

NAPLES, FL 34102 
Home Phone: 

SOURCE OF INFORMATION 

Name: Department Of Health/Consumer Services Unit 
Address: 
Home Phone: 

REPORTED INFORMATION 

Receive Date: 11/19/2013 Source Code: 5 Form Code: 1 

Responsible Party: halO7 Status Code: 10 Priority: 5 

Classification Code: Incident Date: 11/06/2013 

Patient Name: 

Possible Code(s): 15, 12 

Summary: 
Possible violation of SS. 456.072(1)(c)(dd); 465.016(1)(f)(r), F.S 

On 11/6/13 (PS 28206) , owner of Collier County Sunshine Pharmacy, was convicted in United States 
District Court, Middle District of Florida, Fort Myers Division with Healthcare Fraud (18:1347and 1349). 

ii 

EIICONFIDENTIAL 
DOH-Form200 

REPORT 
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AO (Roe Cornolcun( 

FILED 

UNITED STATES DISTRICT Ph 05 

MIDDLE DISTRICTOF FLORIDA 
FORT MYERS DIVISION - I 

c iu UNITED STATES OF AMERICA 

V. 

DELMER HOLMES PARRISH and 
PATRICIA PARRISH 

CASE NUMBER: 

If the undersigned complainant, being duly sworn, state the following is true and correct 

to the best of my knowledge and belief. From at least in or about February, 2009, and 

continuing through in or about 1 2012, in Collier County, in the Middle District of 1 the 

defendants did, 

knowingly, intentionally, and willfully combine, conspire, confederate, and agree with each other 

and with other persons known and Unknown, to commit certain offenses against the United: 

States, that is, to knowingly and willfully execute, and attempt to execute, a scheme and L- 
artiface: (a) to defraud health care benefit programs, that is Medicare, Medicaid, and Tricare; 

and (b) to obtain money and property owned by and under the custody and control of health 

care benefit programs, that is Medicare, Medicaid, and Tricare, by means of materially false 

and fraudulent pretenses, representations, and premises, in connection with payments for 

health care benefils, items and services, namely drug prescriptions. 

in violation of Title 18, United States Code, Sections 1347 and 1349. 

I further state that I am a Special Agent with the Department of Health and Human Services, 

Office of the Inspector General -OlG), and that this Complaint is based on the following 

facts: 

Continued on the attached sheet 

SEE ATTACHED AFFIDAVIT 

Signature of Coi 

Brian D. Harris, Special Agent 
U.S. Department of Health & Human n. 
Office of Inspector General 

Sworn to before me and subscribed in my presence, 

May 8. 2013 at Fort Myers, Florida 

DOUGLAS N. FRAZIER 
United States Magistrate Judge 
Name & TIUe of Judicial Officer 

Signature udicial Officer 
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AFFIDAVIT 

I, Brian D. Harris, being duly sworn, state and affirm as follows: 

L INTRODUCTION 

1. I am a Special Agent with the U.S. Department of Health and Human 

Services, Office of the Inspector General (HI-IS-OIG) and have been employed as a 

Special Agent of HHS-OIG for over two years. I am presently assigned to the Tampa 

Field Office. Prior to my employment as a Special Agent with HHS-OIG, I was 

employed with the Diplomatic Security Service of the U.S. Department of State as a 

Criminal Intelligence Analyst for three years. In my capacity as a Special Agent and 

Criminal IntelUgence Analyst, I have led, conducted, and/or participated in criminal 

investigations of violations of Federal laws involving fraud, in particular, health care 

fraud. 

2. The facts se,t forth in this affidavit were gathered in the course of an 

investigation by HHS-OIG, the Defense Criminal Investigative Service (DCIS), and the 

Drug Enforcement Administration with the assistance of the Collier County Sheriffs 

Office (CCSO), and the Naples Police Department (NPD). The facts set forth herein are 

either personally known to me or have been provided to me by other investigators 

and/or law enforcement officers. Also, some information has been provided to me by 

witnesses either formally employed by the subject of the investigation, or affiliated with 

the target in a professional setting. The purpose of this affidavit is to establish probable 

cause in support of a request for arrest warrants for Deirner Holmes Parrish and Patricia 
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Parrish. Accordingly, I have not attempted to set forth all facts known to me or other 

persons associated with the investigation. 

3. I am currently conducting an investigation of potential Medicare, Medicaid, 

and TRICARE fraud-related offenses pertaining to SUNSHINE PHARMACY, INC 

('SUNSHINE PHARMACY "), located at 5482 Rattlesnake Hammock Road, in Naples, 

in the Middle District of Florida; SUNSHINE SOLUTIONS PHARMACY, INC 

("SUNSHINE SOLUTIONS'), located at 5480 Rattlesnake Hammock Road, in Naples; 

Delmer Holmes Parrish ("PARRISH"), a pharmacist and owner of SUNSHINE and 

SUNSHINE SOLUTIONS; and Patricia Parrish. 

4. This affidavit is submitted in support of an application for an arrest warrant 

for PARRISH and Patricia Parrish. Based evidence gathered to date by your 

affiant and others, your affiant submits that thefe is probable cause to believe that 

beginning on a date unknown, but at least by in or about February 2009 and continuing 

through in or about July 2012, PARRISH and Patricia Parrish did knowingly, 

intentionally, and willfully combine, conspire, confederate, and agree with each other 

and with other persons known and unknown, to commit certain offenses against the 

United States, that is, to knowingly and willfully execute, and attempt to execute, a 

scheme and artifice; (a) to defraud health care benefit programs, that is, Medicare, 

Medicaid, and TRICARE; and (b) to obtain money and property owned by and under the 

custody and control of health care benefit programs, that is, Medicare, Medicaid, and 

TRICARE, by means of materially false and fraudulent pretenses, representations, and 

promises, in connection with payments for health care benefits, items and services, 

namely drug prescriptions, in violation of Title 18, United States Code, Section § 1347 

2 of 14 
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and pursuant to Title 18, United States Code, Section § 1349. Pursuant to this 

conspiracy, PARRISH and Patricia Parrish submitted claims for payment to Medicare, 

Medicaid, and TRICARE far prescription medications and services without dispensing 

the medication or providing the services, in violation of United States Code, Section 

1 349, Conspiracy to Commit Health Care Fraud. 

H. PROBABLE CAUSE 

A. SUNSHINE PHARMACY Corporate Information 

5. SUNSI-IINE PHARMACY registered with the State of Florida on June 4, 

1998. The principal address listed for the corporation is 5482 Rattlesnake Hammock 

Road., Naples, Florida 341 13. SUNSHINE PHARMACY has been assigned Florida 

License N Limber PH 16358. Records with the Florida Secretary of State, Division of 

Corporations, list PARRISH as the registered agent and ,President of SUNSHINE 

PHARMACY. 

B. SUNSHINE SOLUTIONS PHARMACY CorporEjte Information 

6. SUNSHINE SOLUTIONS PHARMACY registered with the State of Florida 

on August 22, 2007. The principal address listed for the corporation is 5480 

Rattlesnake Hammock Road, Naples, Florida 34113, SUNSHINE SOLUTIONS 

PHARMACY has been assigned Florida License Number PH 17844. Records with the 

Florida Secretary of State, Division of Corporations, list PARRISH as the registered 

agent and President of SUNSHINE SOLUTIONS PHARMACY. 

C. Federally Funded Insurance Allectecl 

(i) The Medicare Program 

Pnge3 ofl4 
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7. The Medicare Program ("Medicare) is a federally funded health insurance 

program created by the Social SecLirity Act of 1965 that provides coverage for people 

65 and older and for certain disabled persons (hereinafter "beneficiaries"). The United 

States Department of Health and Human Services (HHS) is responsible for the 

administration of the Medicare program. The Centers for Medicare and Medicaid 

Services (CMS) is the component agency of HHS that administers and supervises 

Medicare. 

8. In December 2003, Congress passed the Medicare Prescription Drug, 

Improvement, and Modernization Act (MMA), amending the Social Security Act by 

adding Part D under Title XVIII. The MMA allows Medicare payments to insurance 

plans that contract with CMS to provide qualified Part D prescription coverage to 

Medicare beneficiaries, as described in 42 C.F.R. § 423.401. For simplicity in this 

affidavit, the term "Plans" will refer to entities that provide Part D benefits (i.e., 

prescription coverage) to Medicare beneficiaries. 

9. Plans must submit a summary record- called the Prescription Drug Event 

(PDE) record-to CMS every time a beneficiary lills a prescription covered under Part D. 

The PDE record contains prescription drug cost and payment data that enables CMS to 

make payments to Plans and otherwise administer the Part D benefit. As a matter of 

process, when prescriptions are filled, pharmacies submit claims to the , These 

claims are submitted electronically to the Plans. Once these claims are adjudicated, the 

Plans pay the pharmacies for providing the Part D benefits to qualified Medicare 

beneficiaries. The Plans then reconcile with (or seek reimbursement from) CMS 

through the submission of the PDE records. l4 
I 
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Appropriation Acts, Eligible beneficiaries include all seven branches of the Uniformed 

Services: Army, Air Force, Navy, Marine Corps, National Oceanic Atmospheric 

Administration, Coast Guard, and the commissioned corps of the Public Health Service. 

13. TRICARE benefits are authorized by Congressional legislation 

incorporated ri Chapter 55 of Title 10, United States Code, and implemented by the 

Secretary of Defense and the Secretary of HHS in Title 32, Code of Federal 

Regulations Part 199. According to 32 C.F.R. § 199.4, and subject to all applicable 

definitions, conditions, limitations, or exclusions speciried in this part, TRICARE only 

pay for medically-necessary services and supplies required in the diagnosis and 

treatment of illness or injury. This includes the cost sharing of pharmaceuticals. 

14. TRICARE contracts with Express Scripts, Inc ("ES I") to manage the 

TRICARE prescriptions benefit program. ESI has entered into contracts with individual 

providers including SUNSHINE PHARMACY and SUNSHINE SOLUTIONS 

PHARMACY. 

(iii) Medicare, Medicaid and TRICARE are Federal Health Care Benefit 

P rog rams 

15, 1 Medicaid, and TRICARE (hereafter collectively' healthcare 

benefit programs") each qualify as a federal "health care benefit program,' as defined by 

Title 18, United States Code, Section 24(b), in that all of these programs are public 

plans, affecting commerce under which medical benefits, items and services are 

provided to certain individuals. 

c' 

I 
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Ill. Investigation 

16. HHS OIG began its participation in this investigation on or about July 6 

2012, following a referral from another Federal agency. A summary of relevant portions 

of the investigation is included to establish probable cause in support of the instant 

applications. 

A. Interview of FEI 

17. Former Employee #1 ('FEI"), whose true identity is known to me and 

others involved in this investigation, is a former Pharmacy Technician for SUNSHINE 

PHARMACY. EEl was employed at SUNSHINE PHARMACY from approximately May 

2010 until June 2012. While employed at SUNSHINE PHARMACY, FE1 had direct 

access to SUNSHINE PHARMACY records and had thorough knowledge of SUNSHINE 

PHARMACY operations. 

18. On August 30, 2012, I interviewed FE1. FE1 advised that during his/her 

employment at SUNSHINE PHARMACY, fraudulent claims were submitted to federal 

healthcare benefit programs for prescription medications that were never provided to 

individual beneficiaries/recipients. EEl explained that SUNSHINE PHARMACY 

intentionally submitted claims for medications not dispensed nor prescribed. 

B. Claims for Medication Not Prescribed 

19. FEI further stated that while employed at.SUNSHINE PHARMACY, 

he/she identified claims for medications that were never stocked in the pharmacy, 

Page 7 of 14 
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to in stock nor prescribed to the patient. 

20. During the course of this investigation, I identified through data analysis of 

Medicare/Medicaid claims submitted by SUNSHINE PHARMACY and SUNSHINE 

SOLUTIONS, several high cost medications including 625mg of Megace purportedly 

prescribed by P1 as stated by 1. 
C. Interview of P1 

21. Physician #1 ("P1"), whose true identity is known to me and others 

involved in this investigation, is a senior medical staff member at a local hospice care 

facility in Naples, , I interviewed P1 on or about mber 15, 2012. After being 

informed of the nature of the interview and being presented with the claims submitted by 

SUNSHINE PHARMACY and SUNSHINE SOLUTIONS, P1 identified claims that he/she 

did riot prescribe. These claims include, but are not limited to, 625mg of Megace as 

Hospice is a type of care and philosophy of care that rocuses on the palliation of a terminally ill or seriously ill 
symptoms. These symptoms can be physical, emotional, or psychosocial in nature. Hospice care focuses 

on bringing comfort to patients in their final stages of physical life. 
2 

Megestrol acetate ("Megace") is used mainly as an appetite stimulant in a variety of conditions. It can 
substantially increase appetite in most Individuals, even those with advanced cancer, and Is olten used to boost 
appetite and Induce weight gain in patients with cancer or IIIV/AIDS. l4 

I 
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stated by FE1 and identified throUgh data analysis, A summary of those claims P1 

identified as NOT written by P1 lolIow: 

Patient ID 
Number 

XXXXXXO48A 
XXXXXX68 1 A 

XXXXXX68 1 A 
XXXXXXO1 8A SD6 
XXXXXXO96A 
XXXXXX879A 
XXXXXX1 47A 
XXXXXX075D 
XXXXXXO7 5 D 

XXXXXX977D 
XXXXXXOO6A 
XXXXXX64 1 A 
XXXXXX825A 
XXXXXX825A 
XXXXXX825A 
XXXXXX1 08A 

Rx Number 
842079 
852238 
852250 
784021 

-__853548 
801999 
79 1199 
847163 
868044 
868043 
826941 
897070 
789054 
897263 
880644 
891267 
73 1762 

871500 
818277 
841778 
792320 
820652 
794394 
808810 
784019 

1/26/2010 
1/26/2010 
2/2612009 
2/2/20 10 

6/3/2009 - 
4/6/2009 
1/5/2010 

4/26/2010 
4/26/2010 
9/28/2009 
1/22/2011 
3/25/2009 
1/29/2011 
8/23/2010 
12/15/2010 
4/2/2008 

5/17/2010 
8/13/2009 
12/10/2009 
4/11/2009 
8/25/20p9 
4/22/2009 
6/30/2009 
2/26/2009 

DETROL TAB 2MG 
SEROQUEL TAB 400MG 
LEVAQUIN TAB 750MG 

DIS 5% 
TAB 30MG 

LEVAQUIN TAB 750MG 
LEVAQUIN TAB 750MG 

LIDODERM DIS 5% 
LEVAQUIN TAB 750MG 

MEGACEES SUS 
DETROLLA CAP 2MG 

LIDODERM DIS 5% 

LIDODERM DIS 5% 
LEVAQUIN TAB 500MG 
LEVAQUIN TAB 750MG 

LEVAQUIN TAB 750MG 
LEVAQUIN TAB 750MG 
LEVAQUIN TAB 750MG 

LIDODERM DIS 5% 
D185% 
DIS 5% 

LI000ERM DIS 5% 

SEROQUEL TAB 400MG 

D. Additional Former Employees Iclentifvinci Delmer and Patricia Parrish 

(i). Interview of FE2 

Page 9 of 14 

Drug Label 
12/1 2/2009 LEVAQUIN TAB 750MG - 

ABILIFY TAB 30MG 

LIDODERM 
ABILIFY 

XXXXXX659B 

XXXXXX3I6B 811467 — 5/30/2009 LEVAQUIN TAB 750MG 
XXXXXX942D 888027 11/20/2010 LEVAQUIN TAB 750MG 
XXXXXX942D 888032 

823841 
11/20/2010 LIDODERM DIS5% 
8/18/2009 LEVAQUIN TAB 750MG XXXXXX969A 

XXXXXX654A 850170 1/16/2010 LEVAQUIN TAB 750MG IA 
XXXXXX1 1 9A 
XXXXXX97I A 
XXXXXX25OB 
XXXXXX25OB 
XXXXXX431 0 
XXXXXXI 72A 

LIDODERM 
LI000ERM 
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, Former Employee #2 ("FE2"), whose true identity is known to me and 

others involved in the investigation, isa former Office Manager for SUNSHINE 

PHARMACY from approximately June 2002 until approximately May 2012. While 

employed at SUNSHINE PHARMACY, FE2 had direct access to SUNSHINE 

PHARMACY records and had thorough knowledge of SUNSHINE PHARMACY 

operations. 

23. FE2 was interviewed and provided information relating to this 

investigation. FE2 advised that during his/her employment with SUNSHINE 

PHARMACY. PARRISH and SUNSHINE PHARMACY began to lose contracts with the 

various Assisted Living Facilities in the area due to a lack of inventory of medications 

needed. Additionally, there were times when medications were billed to federal 

healthcare benefit programs but not dispensed. FE2 stated that PARRISH submitted 

claims to federal healthcare benefit programs for the following medications that were not 

dispensed: 

o Megace (625mg) 
• Seroquel 
• Levaquin (750mg) 
o Abilify 
• Plavix (occasionally) 

24. FE2 stated that customers complained about billing because they, or the 

person for whom they were responsible, had received an Explanation of Benefits (EOB) 

with medications on it that were not correct. Additionally, FE2 recalled that at times 

when he/she worked at the pharmacy, "random" and unexplained prescriptions would 

come off the printer as though they needed to be filled. FE2 indicated that these 

unexplained prescriptions were printed by Patricia Parrish. FE2 further explained that 

Page 10 of 14 
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these prescriptions would he printed by the computer automatically as part of the claim 

billing process unless an individual remembered to manually tell the computer not to 

print the billed-for prescription. FE2 explained that that no customer was actually 

seeking to have those specific prescriptions filled, 

25. FE2 saw Patricia Parrish and others submit claims for payment, and 

advised that Patricia Parrish was responsible for the fraudulent claims submitted to 

federal healthcare benefit programs to obtain funds to keep the pharmacy in operation. 

FE2 personally engaged in a conversation with Patricia Parrish regarding the fraudulent 

activity in which she (Patricia Parrish) was engaged. FE2 advised that Patricia Parrish's 

response was that she would cease, however she continued in the activity. 

26. FE2 also engaged in a personal conversation with PARRISH regarding 

the purported fraudulent billing practices, in which he responded to FE2 that he would 

cease. 

). Interview of FE3 

27. Former Employee #3 ("FE3"), whose true identity is known to me and 

others involved in this investigation, is a former Pharmacist for SUNSHINE 

PHARMACY. FE3 was employed at SUNSHINE PHARMACY from approximately April 

2011 until approximately April 2012. While employed at SUNSHINE PHARMACY, FE3 

had direct access to SUNSHINE PHARMACY records and had thorough knowledge of 

SUNSHINE PHARMACY operations. 

28. On August 30, 2012, I interviewed FE3. FE3 advised that during his/her 

employment at SUNSHINE PHARMACY, PARRISH submitted claims for refills for l4 
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patients for expensive medications, but the medications were not in stock. Additionally, 

PARRISH would submit claims for '50-60 prescriptions for an expensive medication, 

but only have '2-4' prescriptions worth of the medication in stock. 

29. FE3 advised that Patricia Parrish knew that the claims she was submitting 

were fraudulent, however she needed to generate revenue for the pharmacy. FE3 

personally expressed his/her concerns to PARRISH about the issues that were 

occurring at the pharmacy, and PARRISH responded that he would "take care of its', 

(iii). Interview of FE4 

30. Former Employee #4 (FE4"), whose true identity is known to me and 

others involved in the investigation, is a former Pharmacy Technician and Billing 

Specialist for SUNSHINE PHARMACY from approximately 2008 until approximately the 

summer of 2010. While employed at SUNSI-IINE PHARMACY, FE4 had direct access 

to SUNSHINE PHARMACY records and had thorough knowledge of SUNSHINE 

PHARMACY operations. 

31, FE4 was interviewed and provided information relating to this 

investigation. FE4 advised that during his/her employment with SUNSHINE 

PHARMACY, he/she found the biggest fraud was with the hospice patient prescriptions, 

because the pharmacy has the patients' social security numbers, and the pharmacy 

would run prescriptions for a medication called Megace. Additionally, FE4 stated that 

Patricia Parrish possessed a book containing the credit card information of hospice 

patients, and in the back of the book were instructions from PARRISH as to which 

medications Patricia Parrish should bill for. 

Page 12 of 14 
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32. FE4 advised that PARRISH changed prescriptions to reflect other 

medications; and justified his actions by stating that the change in prescription was 

authorized by the prescribing physician. FE4 did not believe those changes were 

authorized by the prescribing physician. FE4 recalled a specific patient who complained 

about the medication she was provided. It was determined that the patient was 

provided medication to which they were allergic, and was not the medication specifically 

prescribed by their physician. The physician of the patient also complained to 

PARRISH telephonically about this unauthorized change, and when the prescription 

was pulled at the pharmacy, it had 'ok per doctor" affixed, 

33. FE4 advised that in addition to herself/himself, there were approximately 

three (3) other persons working in the billing office including Patricia Parrish. However, 

PARRISH was responsible for the false claims that were submitted. FE4 further stated 

that PARRISH often submitted claims to federal healthcare benefit programs for 

prescription refills before a refill of that medication was requested by a patient, and if the 

medication was not requested or received by that patient, he would not 3 the 

claim, Additionally, PARRISH reprimanded others for not engaging in the scheme, 

I, Conclusion 

34 Based upon the investigation to date, your affiant respecifully submits that 

there is probable cause to believe that Delmer Holmes Parrish and Patricia Parrish, did 

knowingly, intentionally, and wiHfully combine, conspire, confederate, and agree with 

each other and with other persons known and unknown, to commit certain offenses 

A claim reversal Is the process In which a healthcare provider, including a pharmacy, can refund insurance plans 
br payment(s) received. 
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against the United States, that is, to knowingly and willfully execute, and attempt to 

execute, a scheme and artifice: (a) to defraud health care benefit programs, that is, 

Medicare, Medicaid, and TRICARE; and (b) to obtain money and property owned by 

and under the custody and control of health care benefit programs, that is, Medicare, 

Medicaid, and TRICARE, by means of materially false and fraudulent pretenses, 

representations, and promises, in connection with payments for health care benefits, 

items and services, namely drug prescriptions, in violation of Title 18, United States 

Code, Section 1347. All pursuant to Title 18, United States Code, Section 1349. 

WHEREFORE, your affiant requests this Court issue arrest warrants for both 

Delmer Holmes Parrish and Patricia Parrish, for a violation of Title 18, United States 

Code, Section 1349. 

FURTHER AFFIANT SAYETH NAU 

sworn to before me 
this 6 . 
— 

UNITED STATES MAGISTRATE JUDGE 

Services 
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Paulson, Leo 

From: Howell, Donna L 

Sent: Tuesday, November 05, 2013 8:04AM 

To: Paulson, Leo 

Subject: Ref 2013-1 0756 

Sunshine Pharmacy owners plead guilty to health care 
fraud charges 

By LIZ FREEMAN 

Monday, November 4, 2013 

FORT MYERS — Sunshine Pharmacy owner Del Parrish and his mother, Patricia Parrish, entered a guilty 

plea Monday in federal court to conspiracy to commit health care fraud in connection to their family-owned 
Sunshine Pharmacy in Collier County. 

Each could face a maximum penalty of 10 years in prison and fine each of $250,000. They also have 

agreed to pay joint restitution to the federal government of $351,358, according to the deal. 

U.S. Magistrate Douglas Frazier ordered a pre-sentencing investigation before handing down a sentence, 

which could reduce the amount of time they spend in prison. 

Parrish, 44, and his mother, who is 74, were arrested May 14, on charges that they conspired to commit 

Medicare and Medicaid fraud through false billings, according to an affidavit. They also conspired to 

defraud the Tricare insurance for members of the military. 

Both admitted in open court to the charge. 

I was aware of all of the information of what was going on," Del Parrish said. 

Patricia Parrish told the judge that some people did not pay their bills and the pharmacy needed money. 

The U.S. Department of Health and Human Services began an investigation of Sunshine Pharmacy in 

Collier County and, on Jan. 17, raided the Sunshine Pharmacy located on Rattlesnake Hammock Road in 

East Naples. Federal authorities carted off boxes of documents and computers, and the pharmacy 
remained closed for several days afterward. A week after the raid, Del Parrish relinquished his license to 

fill certain controlled substances, including pain pills. 

A second pharmacy on Davis Boulevard closed a few months later. 

Donna L. Howell 

11/5/2013 
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UNITED STATES DISTRICT COURT 
MIDDLE DISTRICT OF FLORIDA 

FORT MYERS DIVISION 

UNITED STATES OF AMERICA 

VS. CASE NO: 2:l3-cr--68-FtM-29UAM 

DELMER HOLMES PARRISH 

ACCEPTANCE OF GUILTY PLEA AND ADJUDICATION OF GUILT 

Pursuant to the Report and Recommendation of the United States 

Magistrate Judge (Doc. 59) to which the parties have waived the 14 day 

objection period, the plea of guilty of the defendant is now accepted 

and the defendant is adjudged guilty of Count One of the Indictment. 

A sentencing hearing has been scheduled for February 10, 2014 at 2:00 

PM. 

DONE AND ORDERED at Fort Myers, Florida, this 6th day of 

November, 2013. 

JOHff/E. STEELE 
SThTES DISfliC.T JUDGE 

Copies: 

All Parties of Record 

REPORT 
CIti 3f 
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UNITED STATES DISTRICT COURT 
MIDDLE DISTRICT OF FLORIDA 

FORT MYERS DIVISION Pr 

UNITED STATES OF AMERICA 

v Case No 2 

DELMER HOLMES PARRISH, 18 U.S.C. § 1347 — 
PATRICIA PARRISH, 18 U.S.C. § 1349 

18 U.S.C. § 1(a)(1)(c)(forfeiture) 
28 U.S.C. § 2461 (c)(forfeiture) Defendants 

INDICTMENT 

Count One 
(Conspiracy to Commit Health Care Fraud - 18 U.S.C. 1347, 1349) 

A. Introduction 

At all times material to this Indictment: 

I. Ihe Defendants 

1. DELMER HOLMES PARRISH was a pharmacist licensed in the State of 

Florida and was the co-owner and operator of Sunshine Pharmacy, Inc. (SUNSHINE 

PHARMACY) and Sunshine Solutions Pharmacy, Inc. (SUNSHINE SOLUTIONS 

PHARMACY), located in Naples, in the Middle District of Florida. 

2. PATRICIA PARRISH worked in a billing and management position at 

SUNSHINE PHARMACY and SUNSHINE SOLUTIONS PHARMACY. 

ii. Ihe ComDanies 

3. SUNSHINE PHARMACY, located at 5482 Rattlesnake Hammock Road, in 

Naples, in the Middle District of Florida, registered with the State of Florida on or about 

REPORT 



Case 2:13-cr-00068-JES-I JAM Document 12 Filed 05/15/13 Page 2 of 9 PagelD 34 

June 4, 1998. DELMER HOLMES PARRISH was the registered agent and President of 

SUNSHINE PHARMACY. 

4. SUNSHINE SOLUTIONS PHARMACY, located at 5480 Rattlesnake 

Hammock Road, in Naples, in the Middle District of Florida, registered with the State of 

Florida on or about August 22, 2007. DELMER HOLMES PARRISH was the registered 

agent and President of SUNSHINE SOLUTIONS PHARMACY. 

5. SUNSHINE PHARMACY received Medicaid Provider number 021438800 on 

or about July 29, 1999. SUNSHINE SOLUTIONS PHARMACY received Medicaid 

Provider number 031077800 on or about October 18, 2005. 

6. SUNSHINE PHARMACY and SUNSHINE SOLUTIONS PHARMACY 

occupied, and operated from, the same building with separate entrances in Naples, 

Florida. 

iii. Ihe Procirams 

7. The Medicare Program ("Medicare") was a federally funded health care 

benefit program created by the Social Security Act of 1965 that provided coverage for 

people of 65 and older and for certain disabled persons (hereinafter beneficiaries"). 

The Medicare program was funded through federal tax revenue. The United States 

Department of Health and Human Services (HHS) was responsible for the administration 

of the Medicare program. The Centers for Medicare and Medicaid Services (CMS) was 

the component agency of HHS that administered and supervised Medicare. 

8. In December 2003, Congress passed the Medicare Prescription Drug, 

Improvement, and Modernization Act (MMA), amending the Social Security Act by adding 

2 
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Part D under Title XVIII. The MMA aflowed Medicare payments to insurance plans that 
contract with CMS to provide qualified Part D prescription coverage to Medicare 

beneficiaries, as described in 42 C.FR. § 423.401. The term "Plans" refers to entities 
that provide Part D benefits (i.e., prescription coverage) to Medicare beneficiaries. 

9. Plans must submit a summary record, called the Prescription Drug Event 

(POE) record, to CMS every time a beneficiary fills a prescription covered under Part 0. 
The PDE record contains prescription drug cost and payment data that enables CMS to 

make payments to Plans and otherwise administer the Part 0 benefit. To receive 

payment from Medicare when prescriptions are filled, pharmacies submit claims to the 

Plans. These claims are submitted electronically to the Plans. Once these claims are 

adjudicated, the Plans pay the pharmacies for providing the Part D benefits to qualified 

Medicare beneficiaries. The Plans then reconcile with (or seek reimbursement from) 

CMS through the submission of the PDE records. Each claim form from a pharmacy 

requires certain important information, including: (a) the Medicare beneficiary's name and 

identification number; (b) the identification number of the doctor or other qualified health 

care provider who ordered the health care benefit, item, or service that was the subject of 

the claim; (C) the health care benefit, item, or service that was provided or supplied to the 

beneficiary; (d) the billing codes for the benefit, item, or service; and (e) the date upon 

which the benefit, item, or service was provided or supplied to the beneficiary. 

10. The Medicaid Program ("Medicaid") is a federally subsidized health care 

benefit program under Title XIX of the Social Security Act, which pays for medical 

assistance for certain disabled persons and those with low income and minimal resources 

3 
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(hereinafter "recipients"). The Medicaid program is funded through federal and state tax 

revenue. The Florida Agency for Healthcare Administration is responsible for the 

administration of Medicaid in the state of Florida. 

11. TRICARE is a federal health care benefit program established by 

Congress and funded through federal funds allocated through the annual Department of 

Defense Appropriation Acts. Eligible beneficiaries include current and retired members 

of all seven branches of the Uniformed Services: Army, Air Force, Navy, Marine Corps, 

National Oceanic Atmospheric Administration, Coast Guard, and the commissioned 

corps of the Public Health Service. TRICARE contracts with Express Scripts, Inc. ("ESI") 

to manage the TRICARE prescriptions benefit program. ESI enters into contracts with 

individual providers, including pharmacies to fill and distribute prescriptions for eligible 

beneficiaries. 

12. Medicare, Medicaid, and TRICARE each qualify as a federal "health care 

benefit program," as defined by Title 18, United States Code, Section 24(b). 

B. The Conspiracy 

13. From at least in or about February, 2009, and continuing through in or about 

July, 2012, in the Middle District of Florida, and elsewhere, 

DELMER HOLMES PARRISH, and 
PATRICIA PARRISH, 

defendants herein, did knowingly, intentionally, and willfully combine, conspire, 

confederate, and agree with each other and with other persons known and unknown to 

the Grand Jury, to commit certain offenses against the United States, that is, to knowingly 

4 
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and willfully execute, and attempt to execute, a scheme and artifice: (a) to defraud health 

care benefit programs, that is, Medicare, Medicaid, and TRICARE; and (b) to obtain 

money and property owned by and under the custody and control of health care benefit 

programs, that is, Medicare. Medicaid, and TRICARE, by means of materially false and 

fraudulent pretenses, representations, and promises, in connection with payments for 

health care benefits, items and services, namely drug prescriptions, in violation of Title 

18, United States Code, Section § 1347. 

C. Purpose and Obiect of the Conspiracy 

14. It was the purpose and object of the conspiracy for the defendants and their 

coconspirators to unlawfully enrich themselves by defrauding federal health care benefit 

programs by fraudulently submitting claims for payment for benefits, items and services 

that were not authorized and had not been rendered and by fraudulently submitting 

claims for payments for benefits, items and services for deceased beneficiaries and 

recipients. 

D. Mannerand Means 

15. The manner and means by which the defendants sought to accomplish the 

scheme and artifice included, among others, the following: 

(a) It was part of the conspiracy that DELMER PARRISH would and did 

own and operate SUNSHINE PHARMACY and SUNSHINE SOLUTIONS PHARMACY in 

Naples, Florida, as facilities that provided prescription medication benefits, items and 

services to patients, including beneficiaries and recipients covered by Medicaid, 

Medicare, and TRICARE. 

5 
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I (b) It was further part of the scheme and artifice that PATRICIA 

PARRISH would and did maintain employment and assist in the billing and management 

of SUNSHINE PHARMACY and SUNSHINE SOLUTIONS PHARMACY. 

(c) It was further part of the scheme and artifice that DELMER 

PARRISH applied for and maintained Medicare, Medicaid, and TRICARE participant 

numbers for SUNSHINE PHARMACY and SUNSHINE SOLUTIONS PHARMACY. 

(d) It was further part of the scheme and artifice that DELMER HOLMES 

PARRISH and PATRICIA PARRISH, and others known and unknown to the Grand Jury, 

would and did systematically submit and cause to be submitted claims for reimbursement 

from the Medicaid, Medicare, and TRICARE programs for prescriptions not filled or 

provided to beneficiaries and recipients, including prescriptions for patients that had not 

been written or authorized by any duly licensed physician. 

(e) It was further part of the scheme and artifice that DELMER 

HOLMES PARRISH and PATRICIA PARRISH, and others known and unknown to the 

Grand Jury, would and did systematically submit and cause to be submitted claims for 

reimbursement from the Medicaid, Medicare, and TRICARE programs for prescriptions 

for beneficiaries and recipients who were deceased. 

(f) further part of the scheme and artifice that DELMER HOLMES 

PARRISH and PATRICIA PARRISH, and others known and unknown to the Grand Jury, 

would and did submit and cause to be submitted claims for reimbursement 

from the Medicaid, Medicare, and TRICARE programs prescriptions using the means 

of identification of in the Medicaid, Medicare, or TRICARE 

6 
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programs without their knowledge or consent. 

(g) It wos further part of the scheme and artifice that DELMER HOLMES 

PARRISH and PATRICIA PARRISH, and others known and unknown to the Grand Jury, 

would and did perform acts and make statements to hide and conceal and to cause to be 

hidden and concealed purpose of the scheme to defraud and the acts committed in 

furtherance thereof. 

All in violation of 18, United States Code, Section 1349. 

FORFEITURE 

1. The allegatft"ns contained in Count One of this Indictment are hereby 

realleged and incorporated by reference for the purpose of alleging forfeitures pursuant to 

Title 18, United States -IC, Section 981(a)(1)(c), and Title 28, United States Code, 

Section 2461(c). 

2. From their en nagement in the offense conduct charged in Count One of this 

Indictment, in violation of e 18, United States Code, Section 1349, 

DELMER HOLMES PARRISH, and 
lUCIA 1 ARRISH, 

defendants herein shall forfeit to the United States of America, pursuant to Title 18, 

United States Code, fl8l(a)(1)(c), and Title 28, United States Code, Section 

2461(c), any property, that constitutes or is derived, directly or indirectly, 

from gross proceeds to the commisr- ion of the offenses. The property to be 

forfeited includes, but is not limited to a forfeiture money judgment in the amount of 

proceeds the defendants as a result of the conspiracy to commit health care 

fraud as charged in Count of the !ndictment. 

7 
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3. If any of the pro perty described above, as a result of any act or omission 

of the defendants: 

(a) cannot be located upon the exercise of due diligence; 

(b) has 5een transferred or sold to, or deposited with, a third party; 

(c) has been placed beyond the jurisdiction of the court; 

(d) has substantially diminished in value; or 

(e) ':een commingled other property which cannot be divided 
WL A d;fficulLy, 

the United States of An: shall be entitled to forfeiture of substitute property pursuant 

to Title 21, United Statnr Section 853'p), as incorporated by Title 18, United States 

Code, Section 982(b)(1) ui Title 28, United States Code, Section 2461(c). 

Date: - /3 A TRUE BILL, 

/'oreperson 

ROBERT E. LL 
United States AL icy 

By: 
iS 

Assistant United J. tates Attorney 

By:__ 
Assistant 'ates Attorney 
Chief, Fort 

• 
30 
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Rick Scott Mission: 
Governor To protect, promote & Improve the health - — 

of all 
John H. Armstrong, MD, FACS 

H EALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

November 21, 2013 

CONFIDENTIAL 
Delmer H. Parrish, PS 
390 Hawser Lane 
Naples, FL 34102 

Complaint #: 201310756 

Dear Mr. Parrish: 

The Consumer Services Unit has received the enclosed complaint against you. We reviewed the 
complaint or report and determined that you may have violated the practice act that regulates your 
profession. Therefore, we have opened an investigation into this matter. Please submit a written 
response to this complaint within 20 days of receipt of this letter. 

You may make a written request for a copy of the investigative file. This complaint and all investigative 
information will remain confidential until 10 days after the probable cause panel has determined that a 
violation has occurred or you give up the right to confidentiality. 

The mission of the Department of Health is to protect, promote & improve the health of all people in 
Florida through integrated state, county, & community efforts. If you have any questions, please call 
the Consumer Services Unit at (850) 245-4339. In addition, if you have any concerns or suggestions 
about our complaint process, please fill out our Customer Concerns or Suggestions form at . 

Sincerely, 

Leo W. Paulson 
Government Analyst I 

LWP/tb 
Enclosure 

1111 CONFIDENTIAL 0 
Florida Department of Health www.FloridasHeatth.com 
Division of Medical Quality Assurance• Bureau of Enforcement TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin 0-75 Tallahassee, FL 32399-3275 FACEBOOK:FLDepartmentoff-jealth 
PHONE: (850) 245-4339 FAX: (850) 488-0796 

YOUTUBE: fldoh 



HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 

of all people in Flodda thmugh integrated 
John H. Armstrong, MD, FACS 

state, county & community efforts. 
Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201218422 

WELLS PHARMACY NETWORK LLC, 
RESPONDENT. 

NOTICE 

TO: WELLS PHARMACY NETWORK LLC 
I1I2OSCROWNWAY STE11 
WELLINGTON, FL 33414 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 

Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Hearing - No Disputed Material Facts 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 

earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 

that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 

case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

,/áoard Executive Director // 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 

Division of Medical Quality Assurance TWITTER:HeatthyFLA 

4052 Bald Cyprass Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentotHealth 

PHONE: (850) 245-4444 • FAX (850) 245-4791 YOUTIJBE: tldoh 



Rick Scott Mission: 
Governor 

To protect, promote & improve the health 

_____________ 

John H. Armstrong, MD, FACS 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in The Naton 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201218422 

WELLS PHARMACY NETWORK LLC, 
RESPON DENT. 

NOTICE 

AND: EDWIN BAYO 
2022-2 RAYMOND DIEHL ROAD 
GORSSMAN, FURLOW & BAYO, LLC 
TALLAHASSEE, FL 32308 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 
Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Hearing - No Disputed Material Facts 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

_ 
/ 7 

ard Executive Director" 
OARDOF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance• Bureau of HCPR TWITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399-1 701 h 
PHONE: 850/245-4292 • FAX 850/413-6982 YOUTIJBE: fldoh 



Mission: 
To protect, promote & Improve the health 

of all people in Florida through Integrated 

state, county & community efforts. 

HEALTh 

Rick Scott 
Governor 

c: John IL-Annstrong, MD, FAGS 
State Surgeon General & Secretary 

Vision: To be the Healthiest Stat. In the Nation 

Subject: 
Subject's Address of 
Record: 
Enforcement Address: 

Subject's License No: 
Licensure File No: 

Initial Licensure Date: 

Board Certification: 
Required to Appear: 
Current IPN/PRN Contract: 
Allegation(s): 

Complainant/Address: 
Materials Submitted: 

Wells Pharmacy Network LLC 

11120 S. Crown Way, Ste 11 
Wellington, FL 33414 
11120 S. Crown Way, Ste 11 

Wellington, FL 33414 
25799 Rant PH 

18677 

11/29/2011 

No 

No 

No 

Ct 1: 465.023(1)(c), FSi(2012) 

Ct 2: 465.023(1)(c), FS (2012) 
64B16-27.797(1)(4), FAC 

Ct 3: 465.023(1)(c), FS (2012) 
64B16-27.797 )7, FAC 

None 

March 28, 2013; Weizer & Meshad 

Edwin Bayo 
2022-2 Raymond Diehl Road 
Tallahassee, FL 32308 
Department Of Health 
Memorandum to the Board 
Motion for Final Order 

Florida Dopsrtmont of Health 
Office of the General Counsel' Prosecution Services Unit 

4052 Bald Cypress Way, Bin C-65 Talahassee, FL 32399-1701 

Express mail address: 2585 Merchants Row — SuIte 105 

PHONE: 850/245-4444 'FAX 850)245-4683 

www.FlorldasHoaith.com 
TWITrER:HealthyFLA 

FACEBOOK:FLOepartmentofHealth 
YOUTUBE: fldoh 

TO: 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board of Pharmacy 

FROM: Judson Searcy, Assistant General Counsel 
RE: Hearing - No Disputed Material Facts 
SUBJECT: l v. Wells Pharmacy Network LLC 

DATE: 

DOH Case Number 20 12-18422 

February 13. 2014 18 
Enclosed you will find materials in the above-referenced case tp placed on the agenda for 
final agency action for the April 2, 2014, meeting of the , The following information is 

provided in this regard. 

Prior Discipline: 
Probable Cause Panel: 
Subject's Attorney: 



Administrative 
Motion to Assess Costs 

Exhibit A — Affidavit of Fees & Costs Expended 

Exhibit 1 — Complain Cost Summary 
Exhibit 2 — Itemized Costs by Complaint 

Notification Letter 
Respondent 
Probable Cause Panel 

Final Investigative Exhibits 1-4 

DISCIPLINARY GUIDELINES: 

64B16-27.797: $500 fine, 12 hour Laws & Rules course, and course governing sterile 
compounds, to $2,000 fine and one year probation; to $2,500.to $10,000 fine and one year 
suspension followed by two years probation to revocation 

PRELIMINARY CASE REMARKS: SECTION 120.57(2) HEARING ) 
Thls is a three count AC alleging violations of Section 465;023(1)(c), Flàrida Statutes, for 
violations of 64B16-27 300 and 64616-27 797 for CQI and violations 

On or about December 12, 2012, a Department inspector conducted an inspection of 
Respondent and observed one or more of the following deficiencies: 

a. No documentation of a review of Events" (QRE) 
for the months of May and June of 2012; 

b. Sterilized high-risk preparations did not pass sterility test or 
preparations were not properly stored, prior to administration, by 
exceeding time periods specified in rule; and/or 

c. Personnel authorized to compound high-risk compounding sterile 
preparations (CSP) had not completed a media-fllled test within past six (6) 
months. 

Respondent returned a Petition for Hearing Not Involving orMaterial Fact 
electing an informal hearing 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2012-18422 

WELLS PHARMACY NETWORK, LLC 

Respondent. 

MOTION FOR FINAL ORDER AFTER HEARING NOT INVOLVING DISPUTED 
ISSUES OF MATERIAL FACTS 

COMES NOW, the Petitioner, by and through its undersigned counsel, 

and moves the Board of Pharmacy for entry of a Final Order in the above- 

styled cause on a date and time that has been determined and noticed by 

the Board. As grounds therefore, the Petitioner would state the following: 

1. Petitioner previously filed an Administrative Complaint against 

Respondent alleging that Respondent had violated the provisions of Florida 

Statutes, as set forth therein. The Department, by filing the Administrative 

Complaint, is seeking to discipline the Respondent's license to practice as a 

pharmacy, thereby affecting the Respondent's substantial interests. 

2. On or about April 10, 2013, Petitioner served Respondent with 

the Administrative Complaint via Respondent's address of record with the 



Department of Health. The Department, by serving the Respondent with 

the Administrative Complaint, provided the Respondent written notice of its 

decision to seek discipline of the Respondent's license to practice as a 

pharmacy. 

3. The Respondent has filed an Election of Rights Farm or other 

responsive pleading evincing, or has otherwise indicated, that Respondent 

does not dispute the material facts alleged in the Administrative Complaint. 

4. There are no disputed issues of material fact to be resolved by 

the Board. 

5. Respondent has been advised, by a copy of this Motion, that a 

copy of the investigative file in this case shall be furnished to the Board to 

establish a prima facie case regarding the violations as set forth in the 

Administrative Complaint. 



WHEREFORE the parties respectfully request the Board of Pharmacy, 

after allowing the Respondent the opportunity to present oral and/or 

written evidence in mitigation of the Administrative Complaint, enter a Final 

Order imposing whatever discipline upon the Respondent's license that the 

Board deems appropriate. 

Respectfully Submitted, 

General Counsel 
Fla. Bar No. 98772 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: Judson.searcy@flhealth.gov 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and 

foregoing has been provided by U.S. mail this 1 day of 

2014, to Edwin Bayo, Esq., 2022-2 Raymond l Road, Tallahassee, FL 32308. 

Searcy 
(,Assistant General Counsel 



STATE OF IDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

Ptn i sONER, 

. CASE NO. 2012-18422 

WELLS PHARMACY NETWORK tIC, 

RESPONDENT. 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint beibre the 

Board of Pharmacy against Respondent, Wells Pharmacy Network LLC, Ph., 

and in support thereof alleges: 

1. Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material b this Complaint, Respondent was a 

permitted community pharmacy within the state of Florida, having been 

issued permit number PH 25799. 



3. Respondent's address of record is 11120 South Crown Way, 

Suite 11, Wellington, Florida 33414. 

4. On or about December 12, 2012, a Department inspector 

conducted an inspection of Respondent at 11120 South Crown Way, Suite 

11, Wellington, Florida 33414, and observed one or more of the following 

defidendes: 

a. No documentation of a review of "Quality-Related 

Events" (QRE) for the months of May and June of 2012; 

b. Sterilized high-risk prEparations did not pass 

sterility test or preparations were not properly stored, 

prior to administration, by exceeding time periods 

specified in rule; and/or 

c. Personnel authorized to compound high-risk 

compoundIng sterile preparations (CSP) had not 

completed a media-filled test within past six (6) months. 

COUNT I 

5. Petitioner realleges and incorporates paragraphs one (1) 

through four (4) as if fully set forth herein. 

DOll v. Wells Phaimacy Network I.LC, Ph. 2 

Case No. 2012-18422 



6. Section 465.023(1)(c), Florida Statutes (2012), provides that 

the board may revoke or suspend the permit of any pharmacy permlttee 

and may fine, place on ptbaUon, or otherwise discipline any pharmacy 

permittee who has violated any of the of Chapter 465, 

Florida Statutes or any of the rules of the Board of Pharmacy. 

7. Rule 64B16-27.300(3)(a), Florida Administrative Code, provides 

in pertinent part that each pharmacy shall establish a Continuous Quality 

Improvement (CQI) Program which shall conduct a review of QREs at least 

every three months. 

8. On or about December 12, 2012, CQI records did 

not contain documentation as to QREs for the months of May and June of 

2012. 

9. Based on the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2012), by violating Rule 64B16- 

27.300(3)(a), Florida Administrative Code, which requims a review of QRES 

at least every three months. 

COUNT X 

10. Petitioner reaiieges and incorporates paragraphs one (1) 

through four (4) as If fully set forth herein. 

DON v. Wells Pharmacy Network LLC, ph. 3 

Case No. 2012-18422 



lit Section 465.023(1)(c), FLorida Statutes (2012), provides that 

the board may revoke or suspend the permit of any pharmacy permittee 

and may fine, place on probation, or otherwise discipline any pharmacy 

permittee who has violated any of the requirements of Chapter 465, 

Florida Statutes or any of the rules of the Board of Pharmacy. 

12. Rule 64B16-27.797(1)(l)4., Florida Administrative Code, 

provides that for properly stored sterilized high-risk preparation, in the 

absence of passing a sterility test, the storage periods cannot exceed the 

following time periods: before administration, the CSPs are properly stored 

and exposed for not more than 24 hours at controlled room temperature, 

and for not more than 3 days at a cold temperature (2-8 degrees Celsius) 

and for not more than 45 days In solid frozen state at -20 degrees celsius 

or colder. 

13. On or about December 12, 2012, the Department inspector 

found sterilized high-risk preparations prepared by Respondent's 

employees did not pass sterility test or preparations were not properly 

stored, prior to administration, by exceeding time periods specified In rule. 

14. Based on the foregoing, Respondent has violated Section 

465.023(1)(c), Florida Statutes (2012), by violating Rule 64B16- 

DOFf v. Pharmacy NetWOrk -C, Ph. 4 

Case No. 20t2-18422 



27.797(1)(1}4., Florida Administrative Code, which requires that high-risk 

preparations are stored at certain temperatures for no more than certain 

time periods. 

COUNT I 
15. PetItioner realleges and incorporates paragraphs one (1) 

through Ibur (4) as if fully set forth herein. 

16. Section 465.023(1)(c), Florida Statutes (2012), provides that 

the board may revoke or suspend the permit of any pharmacy permittee 

and may fine, place on probation, or otherwise discipline any pharmacy 

permittee who has violated any of the requirements of Chapter 465, 

Florida Statutes or any of the rules of the Board of Pharmacy. 

17. Rule 64B16-27.797(1)(i)7., Florida Administrative Code, 

provides that each person authorized to compound high-risk level CSPs 

demonstrates competency by completing a media-filled test that 

represents high-level compounding semiannually. 

18. On or about December 12, 2012, the Department inspector 

found personnel, employed by Respondent, authorized to compound high- 

risk compounding sterile preparations had not completed a media-filled 

test within past six (6) months. 

Doll v. Wells Pharmacy Network LLc, Ph. 5 

Case No. 2012-18422 



19. Based on the foregoing, Respondent has violated Section 

13(c), Florida Statutes (2012), by violating Rule 64B16- 

27.797(13(i)7., Florida Administrative Code, which requires each person 

authorized to compound high-risk level CSPs demonstrates competency by 

completing a media-filled test that represents high-level compounding 

semiannually. 

1 v. Wells Pharmacy Network (IC, Ph. 6 

Case No. 2012-18422 



WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restiiction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 
4 

SIGNED this day of_______________ 

JOHN H. ARMSTRONG, MD, FACS 
State Surgeon General and Secretary of Health 

SEARCY 
General Counsel 

na. Bar No. 0098772 
Florida Department of Health 
Office of the General Counsel 

-ED 
TN 

4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 

CLERK 
Telephone: (850) 245 1111 ex. 8100 

DATE MAR 2 8 2013 
FacsImile: (850) 245-4683 

@doh.state.fl.us 

PCP: 

PCP Members: + 

DOM v, Wells Pharmacy Network tic, Ph. 1 

Case No, 2012-18422 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualms representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent Is placed on notice that Petitioner has Incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may include attorney hours and costs, 
on the Respondent in addition to any other discipline Imposed. 

OCH v. Wells Pharmacy Network LLC, Ph. 8 

Case , 2012-18422 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2012-18422 

WELLS PHARMACY NETWORK, LLC 
Respondent. 

MOTION TO ASSESS COSTS IN ACCORDANCE 
WITH SECTION ) 

COMES NOW the Department of Health, by and through 

undersigned counsel, and moves the Board of Pharmacy for the entry 

of a Final Order assessing costs against the Respondent for the 

investigation and prosecution of this case in accordance with Section 

456.072(4), Florida Statutes. As grounds therefore, the Petitioner 

states the following: 

1. At its next regularly scheduled meeting, the: Board of 

Pharmacy will take up for consideration the above-styled disciplinary 

action and will enter a Final Order therein. 

2. Section 456.072(4), Florida Statutes, states as follows: 

In addition to any other discipline imposed 
through final order, or citation, entered on or 



after July 1, 2001, pursuant to this section or 
discipline imposed through final order, or 
citation, entered on or after July 1, 2001, for a 

violation of any practice act, the board, or the 
department when there is not board, shall 
assess costs related to the investigation and 
prosecution of the case. Such costs related to 
the investigation and prosecution include, but 
are not limited to, salaries and benefits of 
personnel, costs related to the time scent by 
the attorney and other personnel working on 
the case, and any other expenses incurred by 
the department for the case. The board, or 
the department when there is no board, shall 
determine the amount of costs to be assessed 
after its consideration of an affidavit of 
itemized costs and any written obiections . 

3. The investigation and prosecution of this case has 

resulted in costs in the total amount of $1,174.07, based on the 

following itemized statement of costs: 

Cost to Date ***** 
Hours Costs 

Complaint: 
1 

1.00 $54.90} 

Investigation: 

Legal: 

Compliance: l: 2.60 

0.00 

12.60 
[ 

. 

$952.82 

$0.00 

$1,174.07 
Expenses to 
Date: o oo 

Prior 
. [ 

$0.00 

2 



Amount: 
1 1 1 

Total Costs 
to Date: $1,174.07 

Therefore, the Petitioner seeks an assessment of costs against the 

Respondent in the amount of $221.25 as evidenced in the attached 

affidavit. (Exhibit A). 

4. Should the Respondent file written objections to the 

assessment of costs, within ten (10) days of the date of this motion, 

specifying the grounds for the objections and the specific elements of 

the costs to which the objections are made, the Petitioner requests 

that the Board determine the amount of costs be assessed based 

upon its consideration of the affidavit attached as Exhibit A and any 

timely-filed written objections. 

5. Petitioner requests that the Board grant this motion and 

assess costs in the amount of $221.25 as supported by competent, 

substantial evidence. This assessment of costs is in addition to any 

other discipline imposed by the Board and is in accordance with 

Section 456.072(4), Florida Statutes. 

3 



WHEREFORE, the Department of Health requests that the 

Board of Pharmacy enter a Final Order assessing costs against the 

Respondent in the amount of $221.25. 

DATED this 51'A day of 

_______________, 

2014. 

son Searcy 
sistant General Counsel 

a. Bar No. 98772 
Florida Department of Health 
Office of the General:Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: Judson.searcy@flhealth.gov 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the 

foregoing Motion to Assess Costs has been provided by U.S. Mail this , day of 4R'WrLy 
, Bayo, Esq., 

2022-2 Raymond Diehl Road, Tallahassee, FL 32308. 

J,ádson Searcy " 
General Counsel 

4 



AFFIDAVIT OF FEES AND COSTS EXPENDED 

STATE OF FLORIDA 
COUNTY OF LEON: 

BEFORE ME, the undersigned authority, personally appeared SHANE 
WALTERS who was sworn and states as follows: 

1) My name is Shane Walters. 

2) I am over the age of 18, competent to testify, and make this affidavit 
upon my own personal knowledge and after review of the records at 
the Florida Department of Health (DOH). 

3) I am the Operations and Management Consultant Manager (OMCM) 
for the Consumer Services and Compliance Management Unit for 
DOH. The Consumer Services Unit is where all complaints against 
Florida health care licensees (e.g., medical doctors, dentists, nurses, 
respiratory therapists) are officially filed. I have been in my current job 
position for more than one year. My business address is 4052 Bald 
Cypress Way, Bin C-75 Tallahassee, Florida 32399-3275. 

4) As OMCM of the Consumer Services and Compliance Management 
Unit, my job duties include reviewing data in the Time Tracking System 
and verifying that the amounts correspond. The Time Tracking System 
is a computer program which records and tracks DOH's costs 
regarding the investigation and prosecution of cases against Florida 
health care licensees. 

5) As of today, DOH's total costs for investigating and prosecuting DOH 
case number(s) 2012-18422 (Department of Health v. WELLS 
PHARMACY NETWORK) are ONE THOUSAND ONE HUNDRED 
SEVENTY-FOUR DOLLARS AND SEVEN CENTS ($1,174.07). 

6) The costs for DOH case number(s) 2012-1 8422 (Department of Health 
v. WELLS PHARMACY NETWORK) are summarized in Exhibit 1 

(Cost Summary Report), which is attached to this document. 

7) The itemized costs and expenses for DOH case number(s) 2012- 
18422 (Department of Health v. WELLS PHARMACY NETWORK) are 
detailed in Exhibit 2 (Itemized Cost Report and Itemized Expense 
Report and receipts), which is attached to this document. 

8) The itemized costs as reflected in Exhibit 2 are determined by the 
following method: DOH employees who work on cases daily are to 
keep track of their time in six-minute increments (e.g., investigators 

I EXHIBIT 

I of 2 I 



and lawyers). A designated DOH employee in the Consumer Services 
Unit, Legal Department, and in each area office, inputs the time 
worked and expenses spent into the Time Tracking System. Time and 
expenses are charged against a state health care Board (e.g., Florida 
Board of Medicine, Florida Board of Dentistry, Fbrida Board of 
Osteopathic Medicine), and/or a case. If no Board or case can be 
charged, then the time and expenses are charged as administrative 
time. The hourly rate of each employee is calculated by formulas 
established by the Department. (See the Itemized Cost Report) 

9) Shane WaIters, first being duly sworn, states that she has read the 
foregoing Affidavit and its attachments and the statements contained 
therein are true and correct to the best of his knowledge and belief. 

FURTHER AFFIANT SAYETH NOT. 

Shane Walters, Affiant 

State of Florida 
County of Leon 

Sworn to and subscribed before me this_____ day of r , 2014, 
by Shane Walters, who is personally known to me. l 
IThtary Signature 

,nA 
d, 

Name of Notary Printed 

Stamp Commissioned Name of Notary Public: 

2 of 2 

HAYES 344 
Expims Septenter25, 2010 

Bonded n Esi 



Compiiaint Cost Summary 
Cornpllañrtt Number: 2012118422 

Page 1 of 1 

WELLS PHARMACY 
NETWORK LLC 
= ***** Cost to Date 

* * * * * 

fi-lloanrs Costs 
L0OJ $54.99 
2.60] $166.35 !: 9.00] $952.82 

CompliiaLnce: .OOj $0.99 
********** ********** 

'Suib Total!: 112.60 $1,174.07 
to 

Date: 00 
' 

Prior 
Arnouth:. 
Total! Costs to 
Date: $1,174.07 

http://mqaapps. doh.state.fl.us/IRMOOTIMETRAK/CSDETL.ASP 1/30/2014 
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Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 

state, county & community efforts. 

HEALTH 

Rick Scott 
Governor 

John H. Atnistrong, MD, FACS 
State Sumeon General & Secretary 

February 4, 2014 

Vision: To be the Healthiest State in the Nation 

Edwin Bayo, Esquire 
2022-2 Raymond Diehl Road 
Tallahassee, FL 32308 

Re: DOH vs. Wells Pharmacy Network, LLC 
DOH Case Number: 2012-18422 

Dear Mr. Bayo: 

I am in receipt of your correspondence requesting a hearing not involving disputed issues of material 
fact concerning the above referenced case. This means that the facts alleged in the Administrative 
Complaint are uncontested. This is an important distinction because, by law, the Board cannot resolve 
disputes of material fad in this case or any disciplinary case. Since your client is requesting a hearing not 
involving disputed issues of material fact, he/she is not admitting the facts alleged in the Administrative 
Complaint, however, your client is agreeing not to contest these fads and to limit presentation to legal 
argument, if any, and to matters in mitigation or extenuation. 

Our office is now preparing this case to be presented at the next regularly scheduled meeting of the 
Florida Board of Pharmacy. Please be advised your client's case wilibe set at the: convenience of the 
Department and/or the Board and your office will receive notification of the date and time approximately 
two weeks prior to the meeting. 

Thank for your attention and 
free to contact this office. 

cooperation in this matter. Should you have any questions, please feel 

Sincerely, 

udson Searcy 
'Assistant General Counsel 

JS/ab 

Florida Department of Hesith 
Office of the General Counsel • Proseaition Services Unit 
4052 Bald Cypress Way, Bin C.65 . Tallahassee, FL 32399-1 701 

Express mail address: 2585 Merchants Row — Suite 105 

PHONE: 850/245-4444 • FAX 8501245-4683 

www.FioridasHeaith.com 
TWITTER:HealthyFLA 

FACEBOOK:FLDeparlmentofi-lealth 

YOUTUBE: fldoh 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Wells Pharmacy Network, LLC 
Case Number: 2012-18422 

MEMBERS: Gavin Meshad and Michele Weizer 

DATE OF PCP: March 28,2013 AGENDA ITEM: A-li 
I••••• •fl S S S S 55 5SUSSS••• • •U S S S S S S S S S • S S •5 S 

This mailer came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise frilly advised in the premises, the panel finds that: 

_x_ Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 465.0231 Ye), Florida Statutes (20121. by violating Rule 64B16-27.300(lYc), Florida 
Statutes 2012). by violating Rule 64bl ). Florida Administrative Code; 

Section 1(c), Florida Statutes (2012). by violating Rule 64Bl6-27.797(1YiX4), Florida 
Administrative Code; 

Section ). Florida Statutes (20121. by violating Rule 64816-27.797(11(1)7. Florida 
Administrative 

Probable Cause was not found in this case. 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 

Upon reconsideration, dismiss 

other 

__________________________________________________ 

(chair, Probable Panel / Date 
Board of Pharmacy 



STATE OF FLORIDA 

DEPARTMENT OF HEALTH 
INVESTIGATIVE REPORT 

Office: West Palm Beach Date of Case: 12/12/12 Case Number: 2012 -16422 

Subject: 
WELLS PHARMACY NETWORK, LLC 
11120 Crown Way S-Il 
Wellington, FL 33414 
0: (561) 955-0920 

Source: 
DOH I ISU I West Palm Beach 
900 S. US Highway 1, Suite 207 
Jupiter, FL 33477 
0: (561) 741-4580 

Prefix: License #: Profession: Board: Report Date: 
PH 25799 Pharmacy Pharmacy 2/7/13 

Period of Investigation: Type of Report: 
12/20/12 — 2/7/13 FINAL 

Possible Violations: F.S. 465.023 (1)(c); 465.022(4); 465.016(I)(e)(r); 456.072(1)(j)(k)(dd); 893.04; FAC 
64B16-27.300, 64B16-27.820(l); 64B16-28.108; 64B16-28.140(4): non-compliance with the Wlorida Drug 
and Cosmetic Act"; violating any provision of this chapter or chapter 456; and, non-compliance with the 
Standards of Practice for Compounding Sterile Preparations. 

Synopsis: This investigation is predicated upon receipt of an internally generated complaint (EX 1) 
submitted by the DOH as a result of a routine community and compounding pharmacy inspection 
(#112412) at WELLS PHARMACY NETWORK, LLC (WELLS) located in Wellington, FL on 12112/12. It is 
alleged that during the course of the routine inspection violations were identified, as noted in the 
inspection reports (EX 1) including but not limited to: high and low risk sterile compounds are 
compounded and dispensed without having sterility tests for these compounds in which the beyond 
use date is being extended past the allowable limits including batches greater than 25 units; 
controlled substance prescriptions are not completed with patient information; missing CQI meeting 
minutes; and compounded HCG sterile injected products are shipped directly to physicians to be 
dispensed to patients, which is not allowed per pharmacy rule. 

WELLS owner was notified of the investigation in a letter dated 12/20/12 (EX 2) with a copy of the case 
summary and the DOH's inspection #112412. 

A check of the Department computer records revealed that WELLS PHARMACY NETWORK, LLC is 
currently licensed as a COMMUNITY PHARMACY. 

There is no patient involvement; therefore a patient notification letter was not required. 

WELLS PHARMACY NETWORK is not known to be currently represented by an attorney. 
On 1/9/13, SCOTT CERAMI, R.Ph and PDM at WELLS PHARMACY, submitted a written response (EX 4) 
with supporting documents addressing the violations noted in the inspection and corrective actions . 
Related Case(s): 2012-1 8423 

Investigator/Date: . Approved By/Déte: 

JACQUELINE WIlOl Investig ns Manager 

Distribution: HQ/ISU 

FEB U ?013 

DO HIM A 
HO 



DOH INVESTIGATIVE REPORT CASE NUMBER: 2012 - 18422 

TABLE OF CONTENTS 

I. INVESTIGATIVE REPORT COVER 1 

II. TABLE OF CONTENTS 2 

III. INVESTIGATIVE DETAILS 3 

Summary of Exhibits/Records/Documents 3 

Interviews and : 
ROBERT DIFIORE (Source) 4 
SCOTT CERAMI, R.Ph. (Witness) 4 

IV. EXHIBITS 

1. Case Summary, complaint form, copy of DOH pharmacy inspection #112412 5-11 

2. Copy of Subject Notification letter dated 12/20/12 12 

3. Copies of all previous pharmacy inspections at WELLS PHARMACY 13-14 

4. WELL'S response packet 15-24 

* EXHIBITS CONTAIN INFORMATION WHICH IDENTIFIES PATIENT(S) BY NAME AND ARE SEALED 
PURSUANT TO SECTION 456.057(1O)(a), FLORIDA STATUTES. 
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DOH INVESTIGATIVE REPORT CASE NUMBER: 2012 - 18422 

INVESTIGATIVE DETAILS 

On 12/20/12 and subsequent dates, this investigator met with DOH Inspector and Sr. Pharmacist, 
ROBERT DIFIORE, WI 95, to discuss community and compounding pharmacy inspection #112412 1) which DIFIORE performed on 12/12/12 and which generated this complaint. DIFIORE found 
the following: 

o This facility has no supportive documentation of any sterility testing for high and low risk 
compounded product 

• Unacceptable beyond use dating without sterility testing is indicated in the compound records, 

s Patient receipt for medications lacks written offer to counsel. 

• CQI quarterly meetings and documentation was inconsistent and incomplete. 

No Policy & Procedure available addressing the dispensing of controlled substances. 

• Prescriptions for controlled substances were lacking the required information. 

SUMMARY OF EXHIBITS/RECORDS/DOCUMENTS 

Exhibit I contains copies of the completed routine community and compounding pharmacy 
inspection #112412 on WELLS PHARMACY NETWORK on 12/1 2/1 2. Included are DIFIORE's 
complaint forms and remarks. 

Exhibit 3 includes the previous pharmacy inspection performed by DOH Inspector DIFIORE at 
WELLS. Inspection #111828 done on 11/22/11, which was a new community and compounding 
inspection that passed with guidance noted since there were no medications on the premises. 

Exhibit 4 includes submissions by SCOTT CERAMI, R.Ph, Pharmacy Manager at WELLS 
PHARMACY in Wellington, FL. The packet contains correspondence, a sample copy of patient's 
receipt, CQI quarterly meetings and summarization chart documentation form, quality related event 
form, and copy of controlled substance prescription personnel training 

Page 3 



DOH INVESTIGATIVE REPORT NUMBER: 2012-18422 

STATEMENT OF ROBERT DIFIORE ) 
DOH I ISU / West Palm Beach 
900 S. US Highway 1, Suite 207 
Jupiter, FL 33477 
0: (561) 741-4589 

On 12/20/12 and subsequent dates, this investigator met with DOH Inspector and Sr. Pharmacist 
ROBERT DIFIORE, WI 95, to discuss compounding pharmacy inspection #112412 (EX1) which 
DIFIORE performed on 12/12/12 and which generated this complaint. All communications with 
DIFIORE are detailed within the INVESTIGATIVE DETAILS section. 

STATEMENT OF SCOTT A. CERAMI. R. Ph. ) 
Business: 
11120 Crown Way S-li 
Wellington, FL 33414 
0: (561) 955-0920 

On 1/9/13 a response (EX 4) written by CERAMI, who is the PDM at WELLS PHARMACY, with 
supports (EX 4) addressing the complaint and corrective actions taken; he essentially stated: 

• He received his Pharmacist degree from Long Island University in 2000. 

• He is the Pharmacy Manager at WELLS PHARMACY in Wellington since 9/2012. 

• WELLS specializes in the compounding of veterinary and equine products. 

• Language has been added to the patient's receipt that reads "if you have any questions 
regarding your medication please call 800-622-4510." A copy was provided (EX 4). 

• COt quarterly meetings and documentation are met. Meetings were held in March and 
September of 2012. As of 12/28/12, CQI meetings will have written agendas and 
summarizations. 

• WELLS did have a policy and procedure available at the time of the inspections, however 
addressing concerns regarding controlled substances has been updated. A sample was 
provided (EX 4) 

• All employees have been retrained on the requirements for controlled substance prescriptions 
(EX4). 

• Sterility testing requirements for batches of over 25 have been reiterated and compounds 
have been sent for sterility testing. 

• A review is underway to address beyond use dating and the formulas used. Compounding 
records will be changed to follow USP 797 guidelines. 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY WNWDOH STATE FL US 

NAME OF ESTABLISHMENT 
WELLS PHARMACY NETWORK LLC 

PERMIT NUMBER DATE OF INSPECTION 
/22/2011 

DOING BUSINESS AS DEA NUMBER PRESCRIPTION DEPARTMENT MANAGER 

ROBERT L WILBUR STREET ADDRESS I TELEPHONE # EXT. 
561-515-8991 

CITY COUNTY 
WELLINGTON 60 

STATE,ZIP 
33414 

PRESCRIPTION DEPARTMENT MANAGER LICENSE!! 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE t 
Monday Tuesday Wednesday Thursday Friday Saturday Sunday 1. Holly Neary P545865 (PDM)....Lee Wayne Waits P538095 (Staff rph) 

Open 9 9 9 9 9 9 x 2. Tania Leilani McCabe RPT37710, .. Ashley Hudson RPT 29685 

Close 6 6 6 6 6 12 x 3.AmyArthurRPT 364 
SATISFACTORY N/A YES NO 

I Rx department hours openS days for 40 hours perweelc. (84916-26.1081, F.A.C.] 

2 Pharmacy technicians properly ldentfied and supervIsed. 64816-27.410. F.A.C.] 

3 PharmacIst on duty when R,c department open. (64616-28.109, I 
4 Properslgnsdlsplayed. 465.025(7), F.S.] (64916.2&109(1). FAC.I (64616-28.1061. F.A.Cj (64816-26.1036, FAG.] (54816-27.1001. FAG.] 

S A verbal and printed offer to counsel is made to the patient or the patients agent. (84916-27.820(1), FACI 
6 Prescription departhient has convenient sinlthunning water. (64616-28.102(1), FAG.] 

7 Prescription department dean and safe. 64816-28.102(4), FACJ 

8 Proper equipment end references as required. (64616-25.102(5)(a), FAd 
9 Medlcaton property labeled. (465.0255, F.S.l 64B18-28.108, FAC] 
10 Expired medications removed from the shelves. (64616-28.110. F.A.C.] 

11 Cal Policy and Procedures and quarterly meetngs. 766.101, F.S.J (64816-27.300, FAG.] 

12 Board-approved Policy and Procedure Implemented to prevent the fraudulent dispensing of controlled substances. (465.022(4), F.S.J 

13 PrescrIptions have the date dispensed and dispensing phamiacists. 893.04(1 Xc) 6, F.S.I 6481 6-28.140(3)(b). ] 
14 Pharmacy maintains patleniprottle records. 64816-27.800, FAC.] 

15 ll controlled substance prescriptions contain Information required. 893,04. F.S.] 

16 PrescrIptions for controlled substances are on counterfeit-proof prescripton pads or blanks purdiased from a Department-approved vendor and the quantity and date 
meet the requirements of (458.42(2), F_S.]. 

— — 17 Prescriptions may not be filled In excess of one year or six months for controls from the date written. (693.04(13(g). F.S.] (64616-27.211, FAG.] K 
18 Controlled substance Inventory taken one biennial basis and available for inspection. 693.07('l)(a), F.S.] 

19 DEA 222 order forms properly completed. (893.07, F.S.] 

20 Controlled substance records and Ru Information in computersysterTr is retrievable. (2ICFR 1306.22] (64615-26.140. FAC.] 

21 Controlled substance records maintained for 4 years. (465.022(1 2)(b), F.S.} 
. 

22 Certified daily log OR printout maintained, 21CFR 1306.22(b)(3)3 (64616-28.140(33(b). ) X - — 

23 Pharmacy is reporting to law enforcement any instance of fraudulent prescriptions wIthin 24 hours or doss or business on next business day of learning of instance. 
Reports Indude all required InformatIon. (465.015(3), F.S.] 

24 Record of theft or significant toss of all controlled substances is being maintained and is being reported to the sheriff wIthin 24 hours of discovery. (893.07(5), F.S.] (465.015. F.SJ 

25 Pharmacy Is reporting to the PDMP within 7 days of dispensing controlled substance. (893.055(4). F.S.I 

26 Pharmacy with a retail pharmacy wholesaler permit is reporting sales to the Controlled Substance Reporting system monthly by the 20th of the following month. 
(499.0121(14). 1 

27 RegIstered pharmacist property prescribing. 64816-27.210. F.A.C.] 

28 Compounding records properly maintained. (64916-27.797, FAC.r 
29 UnIt dose records properly maintained. (l), F.S.] (64916-26.116, FAG.! 

30 Pedigree records retrievable. (84F-12.0I2(3)(a)2., (d), F.AC.J 

Note: If establishment Is engaged In parenteral/enteral compounding, a separate inspection form should be completed. 

Remarks: Now Opening Community/Special P/E Pharmacy inspection conducted with Holly Neary PDM. 
No medications currently on site. 
Those areas marked as "rdt are currently not applicable to the new opefling inspection. 

Reviewed P&P for fraudulent dispensing on controls. Advised must have in place by Dec 2012 
Reviewed Cal's, DEA 222's, compounding logs, POMP reporting,Pedigrees, Unit Dosing, Counterproof Rx psds, biennial inventory, laws and rules. 

See GSP Inspection form. 

I have road and have had this inspection end the laws and regulations concerned titrein explained, and do affirm that the Information given itarein Is ths and correct to the best of my Itiewledge. 

PRINT NAME OF RECIPIENT Holly Neary PDM 

ID 195 

Investigator/Sr. 

9(H%Bfl# .t 

File# 18677 

!nsp# 111828 

IR0uhIf1E JJ CIWIOC LCCfl NEW oJmEw'rLy NOT OPEMTING t:i 
INSPECTION AUTHORITY - CHAPTER 465.017. CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 

FLORDA OF 

HEALT 

Institutional Representative 
lNV3S9Revtsedt0/11.9/1l, 10/to, 10/09, 5/ce, 12102, 12/00 

11-22-2011 
Date 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

Standards of Practice for Compounding Sterile Preparations (CSPs) 
ROUTINE CMNGE NEW defiaNTLy NOT O4ANGE OWNER El 

NAME OF ESTABLISHMENT 
WELLS PHARMACY NETWORK LLC 

PERMIT NUMBER DATE OF INSPECTION 
i 1 

DOING BUSINESS AS DEA NUMBER PRESCRIPTION DEPARTMENT MANAGER 

ROBERTLW1LBUR STREETADDRESS 
11120$ WAY STE ii TELEPHONE# EXt 

561-515-8991 

WELLINGTON j 
COUNT'v IP PRESCRIPTION DEPARTMENT MANAGER LICENSE # 

SATISFACTORY YES NO 

- 
b) Immediate Use CSPs (If yes, must complete lIens 7 & B - may not answer N/A) — 

d) Medium-Risk CSPa — - 

)Anilneoplastic Drugs (Cytotoxins) (II yes. must complete items 1619 20&22Tnay not answer C - 
2 At sterile compounds prepared in bather isolatofl If yes, may answei- NA to 3b, Sc, 3d. 4, & 21. 164B16-2T.797(5)(e) F.A.C.] — — 

3 Compounding environrnenl appropriate for Risk Level (certification by independent qualified organization), — — 

Air Flow H ood(a)7 

4 Bufferarea does not contain sinks and drains. 64B16'27.797(1)(t), F.A.C.] 

5 Sterilized high-risk preparations pass sterility teal OR preparations are property stored, prior to administration not exceeding time periods specified in rule. 
6481 6-27.797(1 Xi). F.A.C.J E l 

C Personnel euthonzed to compound high-risk-level CSPa completed a media-filled test within the past 6 months (sen,iasinually). &4B16-27.797(-fl(l),FACJ 
T Preparation lime does not exceed 1 hour when prepanng Immediate use CSPa. l64B16-27.797r1)w, PA.C.] 

9 Storage recommendations in rules are nat exceeded when prepanny low-nak CSPa. .797(1)(n), F.A,C.I 

IS Appropriate temperature and transport 016-27.797(5). F.A,C.] 

18 SpIll kits for antineoplastic agent spills if required. 16401 6-27.797(5), F.A.Cj 

23 Documented on-going quality assurance, (64816-27,791(7), FAd.] ,A.C] 
25 Compounding personnel skilled and trained based on observation. (64816-27.797(7). F.A.CI 

Robert Wilbur RPh was present fo, inspection ( President) as well as Lee Wayne Waits PS38095 staff pharmacist. 

Anticipated compounding to below risk per PDM and to include Hormone therapy, veterinary 
, Possible HCG compounding. NO HGII compounding expected to be compounded. 

Compounds to be patient specific. 
Suppliers include Medisca and Letco. 

I have read and have had this irepedlion repeil and the laws and regulations concerned herein esplained, and affirm that ifia intoiniathn given herein is flue and correct 10 ifie best of ny knawiedge. 

PRINT NAME OF RECIPIENT Holly Neary PDM 

FiIe# 18677 

Insp# 111828 
INSPECTION AUTHORITY- CHN'TER 465.017, CHAPTER 893.09 AND CHAPTER 455, iDA STATUTES 

aORIDA D 

DO I . STATE FL US 

fñititubonai Representative Pharmacist Signature 
1NV 791 Created Bill 

11-22-2011 

Date 

ID wi9S 
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HEALTH 
Rick Scott 

Mission: Governor 

To protect, promote & improve the health 
of all people in Florida through integrated 

John H. Armstrong, MD, FACS 
state, county & community efforta. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201218423 

SCOTT ANTHONY CERAMI, 
RESPONDENT. 

NOTICE 

TO: SCOTT ANTHONY CERAMI 
4859 PINEMORE LANE 
LAKE WORTH, FL 33463 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 

on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 

Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Hearing - No Disputed Material Facts 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 am. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 

been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Moard Executive 
BOARD OF PHARMACY 
Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 th 
PHONE: (850) 245-4444 . FAX : (850) 245-4791 YOUTUBE: fldoh 



H ALl H 
Rick Scott 

Mission: Governor 
To protect, promote & improve the health 
of all people in Florida thmugh integrated 

John H. Armstrong, MD, FACS 
state, county & community efforts. 

Surgeon General & Sec 

Vision: To be the Healthiest State in the Nation 

STATE OF FLORIDA 
BOARD OF PHARMACY 

DEPARTMENT OF HEALTH, 
PETITIONER, 

VS. CASE NO. 201218423 

SCOTT ANTHONY CERAMI, 
RESPONDENT. 

NOTICE 

TO: EDWINA.BAYO 
2022-2 RAYMOND DIEHL ROAD 
TALLAHASSEE, FL 32308 

PLEASE TAKE NOTICE that a disciplinary hearing will be heard before the BOARD OF PHARMACY 
on Wednesday, April 2, 2014, commencing at 9 a.m. Although the Respondent is not required to be 

present, it is in their best interest to attend. This hearing will be held at 1001 N. Westshore Boulevard, 
Tampa, FL 33607, (800) 627-7468. 

The purpose of the hearing is to consider a motion for: Hearing - No Disputed Material Facts 

Note: Cases shown on the agenda as "timed" items may be heard in a different order or may be heard 
earlier if all parties are present. Cases are scheduled beginning at 9 a.m.; therefore, it is imperative 
that you arrive promptly at 9 a.m. and be prepared to be at the meeting for several hours until your 
case is heard. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and foregoing Notice of Hearing has 
been sent by U.S. Mail to the above address(es) this 26th day of February, 2014. 

Executive 
VBOARD OF PHARMACY 

Florida Department of Health 
4052 Bald Cypress Way, Bin # 
Tallahassee, FL 32399 - 

Florida Department of Health www.FloridasHealth.com 
Division of Medical Quality Assurance T\NITTER:RealthyFLA 

4052 Bald Cypress Way, Bin ClO Tallahassee, FL 32399-3260 FACEBOOK:FLDepartmentofl-tealth 

PHONE: (850) 245-4444• FAX : (850) 245-4791 YO1JTUBE: fidoh 



Minion: 
To protect promote & improve the health 
of all in Florida through integrated 

Ma county & convnunlty efforts. 

HEALTH 

Rick Scott 
Governor 

John H. Atmstrong, MD, FACS 
State Surgeon General & Seaetary 

Vision: To be the Healthiest Stats In the Nation 

TO: 
FROM: 

MEMORANDUM 
Tammy Collins, Acting Executive Director, Board 
Judson Searcy, Assistant General Counsel 

RE: Hearing - No Disputed Material Facts 
SUBJECT: 

DOll Case Number 2012-18423 

DATE: january 28. 2014 ,41s 
Enclosed you will find materials in the above-referenced case to be placed on the agenda for 
final agency action for the April 2, 2014, meeting of the board. The following information is 
provided in this regard. 

4859 Pinemore 
Lake Worth, FL 
35168 
25402 

Ct 1: 465.016(1)(r), FS (2012) 
465.022(11)(a), FS (2012) 
64B16-27.300(3)(a), FAC 

Ct 2: 465.016(1)(r), FS (2012) 
465.022(11)(a), FS (2012) 
64B16-27.797(1)(l)4, FAC 

Ct 3: 465.016(1)(r), FS (2012) 
465.022(11)(a), 
64B16-27.797(1)(l)7, FAC 

2022-2 Raymond l Road 

Tallahassee, FL 32308 

Florida Doparbnent of Health 
Ofilceof the General Counsel • Proseailion Services Unit 

4052 Cypress Way, BAn Tallahassee, FL 32399-1701 

Express mait addrew 2585 Row — SuIte 105 

PHONE: 850/245-4444 FAX 850/245-4683 

TWITTER:Healthyff LA 

weathnentcfftealth 
1JBE fidob 

Subject: 
Subject's Address of 
Record: 
Enforcement Address: 

Subject's License No: 
Licensure File No: 

Scott Anthony Ceran'ii 
4859 Pinemore Lane 
Lake Worth, FL 33463 

Lane 

Rank: PS 

Initial Licensure Date: 9/7/2000 

Board Certification: No 

Required to Appear: No 

Current IPN/PRN Contract: No 

Allegation(s): 

Prior Discipline: None 

Probable Cause Panel: March 28, 2013; Meshad & Weizer 

Subject's Attorney: Edwin A. Bayo, Esquire 



Complainant/Address: Department Of Health 
Materials Submitted: Memorandum to the Board 

Motion for Final Order 
Administrative Complaint 
Motion to Assess Costs 

Exhibit A — Affidavit of Fees and Costs Expended 
Exhibit 1 — Complaint Cost Summary 
Exhibit 2 — Itemized Costs by Complaint 

Notification Letter 
Respondent 
Probable Cause Panel MSorandum 
Final Investigative Report with Exhibits 1-4 

DISCIPLINARY GUIDELINES: 

64B16-27.797: $500 fine, 12 hour Laws & Rules course, and course governing sterile 
compounds, to $2,000 fine and one year probation; to $2,500 to $10,000 fine and one year 
suspension followed by two years probation to revocation 

PREUMINARY CASE REMARKS: SECTION HEARING (INFORMAL1 

This is a three count AC alleging violations of Section 465.016(1)(r), Florida Statutes, and 
465.022(11)(a), for violations of 64816-27.300 and 64B16-27.797 for CQI and compounding 
violations. 

On or about December 12, 2012, a Department inspector conducted an inspection of 
Respondent and observed one or more of the foflowing deficiencies: 

a. No documentation of a review of "Quality-Related Events" (QRE) 
for the months of May and June of 2012; 

b. Sterilized high-risk preparations did not pass sterility test or 
preparations were not properly stored, prior to admlnjstratlon, by 
exceeding time periods specified in rule; and/or 

c. Personnel authorized to compound high-risk compounding sterile 
preparations (CSP) had not completed a media-filled test wjthln past six (6) 
months. 

Respondent returned a Petition for Hearing Not Involving Disputed Issues of Material Fact 

electing an informal hearing. 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2012-18423 

SCOTT ANTHONY CERAMI, R.PH., 
Respondent. 

_I 
MOTION FOR FINAL ORDER AFTER HEARING NOT INVOLVING DISPUTED 

ISSUES OF MATERIAL FACTS 

COMES NOW, the Petitioner, by and through its undersigned counsel, 

and moves the Board of Pharmacy for entry of a Final Order in the above- 

styled cause on a date and time that has been determined and noticed by 

the Board. As grounds therefore, the Petitioner would state the following: 

1. Petitioner previously filed an Administrative Complaint against 

Respondent alleging that Respondent had violated the provisions of Florida 

Statutes, as set forth therein. The Department, by filing the Administrative 

Complaint, is seeking to discipline the Respondent's license to practice as a 

pharmacist, thereby affecting the Respondent's substantial interests. 

2. On or about April 15, 2013, Petitioner served Respondent with 

the Administrative Complaint via Respondent's address of record with the 



Department of Health. The Department, by serving the Respondent with 

the Administrative Complaint, provided the Respondent written notice of its 

decision to seek discipline of the Respondent's license to practice as a 

pharmacist. 

3. The Respondent has filed an Election of Rights Form or other 

responsive pleading evincing, or has otherwise indicated, that Respondent 

does not dispute the material facts alleged in the Administrative Complaint. 

4. There are no disputed issues of material fact to be resolved by 

the Board. 

5. Respondent has been advised, by a copy of this Motion, that a 

copy of the investigative file in this case shall be furnished to the Board to 

establish a prima facie case regarding the violations as set forth in the 

Administrative Complaint. 



WHEREFORE the parties respectfully request the Board of Pharmacy, 

after allowing the Respondent the opportunity to present oral and/or 

written evidence in mitigation of the Administrative Complaint, enter a Final 

Order imposing whatever discipline upon the Respondent's license that the 

Board deems appropriate. 

Respectfully Submitted, 

Searcy 
General Counsel 

\Lfla. Bar No. 98772 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: @flhealth.gov 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the above and 

foregoing has been provided by U.S. mail this day of 

2014, to Edwin Bayo, Esquire, 2022-2 

Raymond Diehi Road, Tallahassee, FL 32308. 

ssistant General Counsel 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETITIONER, 

v. CASE NO. 2012-18423 

SCOTI ANTHONY CERAMI, RPH, 

RESPONDENT. 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health, by and through its 

undersigned counsel, and files this Administrative Complaint before the 

Board of Pharmacy against Respondent, Scott Anthony Cerami, RPh., and 

in support thereof alleges: 

1. PetItioner is the state department charged with regulating the 

practice of pharmacy pursuant to SectIon 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist within the state of Florida, having been issued license 

number PS 35168. 



3. Respondent's address of record is 4859 Pinemore Lane, Lake 

Worth, Florida 33463. 

4. At all times material to this Administrative Complaint, 

Respondent was prescription department manager (PDM) of Wells 

Pharmacy Network, LLC (permittee). 

5. On or about December 12, 2012, a Department inspector 

conducted an inspection of permittee at 11120 South Crown Way, Suite 11, 

Wellington, Florida 33414, and observed one or more of the following 

deficiencies: 

a. No documentation of a review of "Quality-Related 

Events" (QRE) for the months of May and June of 2012; 

b. Sterilized high-risk preparations did not pass 

sterility test or preparations were not properly stored, 

prior to administration, by exceeding time periods 

specified in rule; and/or 

c. Personnel authorized to compound high-risk 

compounding sterile preparations (CSP) had not 

completed a media-filled test within past six (6) months. 

DOH v, Scott Anthony Cerami, RPh. 2 

Case No. 2012-18423 



COUNT I 

6. Petitioner realleges and Incorporates paragraphs one (1) 

through five (5) as if fully set thrth herein. 

7. Section 465.016(1)(r), Florida Statutes (2012), provides that 

violating any provision of Chapter 465 or Chapter 456, Florida Statutes, or 

any rules adopted pursuant thereto, constitutes grounds for discipline. 

8. Section 465M22(11)(a), Florida Statutes (2012), requires a 

prescription department manager of a perniittee to obtain and maintain all 

drug records, required by any state or federal law to be obtained by a 

pharmacy, including, but not limited to, records required by or under 

Chapter 465, Chapter 499, or Chapter 893. The prescription department 

manager must ensure the permlttee's compliance with all rules adopted 

under those chapters as they relate to the practice of the prolèssion of 

pharmacy and the sale of prescription drugs. 

9. Rule 64B16-27.300(3)(a), Florida Administrative Code, provides 

in pertinent part that each pharmacy shalt establish a Continuous Quality 

Improvement (CQI) Program which shall conduct a review of QRES at least 

every three months. 

DOH v. Saftt Anthony RPh. 3 

Case No. 2012-18423 



10. On or about December 12, 2012, permittee's CQT records did 

not contain documentation as to QREs for the months of May and June of 

2012. 
¶ 

11. Based on the foregoing, Respondent has violated Section 

465.016(1)(r), Florida Statutes (2012), by violating Section 

465.022(11)(a), Florida Statutes (2012), by not ensuring permittee's 

compliance with Rule 64B16-27.300(3)(a), Florida Adminisfltive Code, 

which requires a review of QREs at least every three months. 

COUNT II 

12. Petitioner realleges and incorporates paragraphs one (1) 

through five (5) as If fully set forth hereIn. 

13. Section 465.016(1)(r), Florida Statutes (2012), provides that 

violating any provision of Chapter 465 orChapter 456, Florida Statutes, or 

any rules adopted pursuant thereto, constitutes grounds for disCipline. 

14. Ion 465.022(11)(a), Florida Statutes (2012), requires a 

prescilption department manager of a permittee to obtain and maintain all 

drug records, required by any state or federal law to be obtained by a 

pharmacy, including, but not limited to, records required by or under 

Chapter 465, Chapter 499, or Chapter 893. The prescription department 

DON v. Scott Anthony CerarnL RPh. 

Case No. 2012-18423 



manager must ensure the permittee's compliance with all rules adopted 

under those chapters as they relate to the practtce of the profession of 

pharmacy and the sale of prescription drugs. 

15. Rule 64B16-27.797(1)(l)4., Florida Administrative Code, 

provides that for properly stored sterilized high-risk preparation, in the 

absence of passing a sterility test, the storage periods cannot exceed the 

following time periods: before administration, the CSPs are properly stored 

and exposed lbr not more than 24 hours at controlled room temperature, 

and lbr not more than 3 days at a cold temperature (2-8 degrees Celsius) 

and not more than 45 days in solid frozen state at -20 degrees celsius 

or colder 

16. On or about December 12, 2012, the Department inspector 

found sterilized high-risk preparations did not pass sterility test or 

preparations were not properly stored, prior to adniinlstratlon, by 

exceeding time periods specified in rule at permittee. 

17. Based on the foregoing, Respondent has violated Section 

465.016(1)(r), Florida Statutes (2012), by violating Section 

465.022(11)(a), Florida Statutes (2012), by not ensuring permittee's 

compliance with Rule 64B16-27.797W(i)4., Florida Administrative Code, 

DOH v. Scott Anthony Ceramli, RPh. 5 
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which requires that high-risk preparations are stored at certain 

temperatures for no more than certain time periods. 

COUNT I 
18. Petitioner realleges and incorporates paragraphs one (1) 

through five (5) as if fully set forth herein. 

19. Section 465.016(I)(r), Florida Statutes (2012), provides that 

violating any provision of Chapter 465 or Chapter 456, Florida Statutes, or 

any rules adopted pursuant thereto, constitutes grounds for discipline. 

20. Section 465.022(11)(a), Florida Statutes (2012), requires a 

prescription department manager of a permlttee to obtain and maintain all 

drug records, required by any state or federal law to be obtained by a 

pharmacy, Including, but not limited to, records required by or under 

Chapter 465, Chapter 499, or Chapter 893. The prescription department 

manager must ensure the permittee's compliance with all rules adopted 

under those chapters as they relate to the practice of the profession of 

pharmacy and the sale of prescription drugs. 

21. Rule 64B16-27.797(1)(l)7., Florida Administrative Code, 

provides that each person authorized to compound high-risk level CSPS 

DOH ,. Scott Anthony Cerami, RPEI. 
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demonstrates competency by completing a media-filled test that 

represents high-level compounding semiannually. 

18. On or about December 12, 2012, the Department inspector 

found permittee personnel authorized to compound high-risk compounding 

sterile preparations had not completed a media-filled test within past six 

(6) months. 

19. Based the foregding, has violated Section 

465.016(1)(r), Florida Statutes (2012), by violating Section 

465.022(11)(a), Florida Statutes (2012), by not ensuring permittee's 

compliance with Rule 64B16-27.797(1)(l)7., Florida Administrative Code, 

whIch requires each person authorized to compound high-risk level CSPs 

demonstrates competency by completing a media-filled test that 

represents high-level compounding semiannually. 

DOH v. Scott Anthony Cnrnl;RPfl. 
Case No. 2012-18423 



WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

SIGNED this 

______day 

of 'Iqroii , 2013 

JOHN H. ARMSTRONG, MD, FACS 

State Surgeon General and Secretary of Health 

• 

Øu$ow SEAFe( 
General Counsel 

Fla. Bar . 0098772 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-1111 ex. 8100 
Facsimile: (850) 245-4683 
Email: judsonsearcy@doh.state.fl.us 

PCP: 3-?S-13 
PCP Members: rib w- t 
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NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with SectIon 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine withesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing Is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent Is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may indude attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

DOH v. Scott Anthony Cerami, RPh. 9 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 
Petitioner, 

v. CASE NO. 2012-18423 

SCOTT ANTHONY CERAMI, R.PH., 
Respondent. 

_I 
MOTION TO ASSESS COSTS IN ACCORDANCE 

WITH SECTION ) 
COMES NOW the Department of Health, by and through 

undersigned counsel, and moves the Board of Pharmacy for the entry 

of a Final Order assessing costs against the Respondent for the 

investigation and prosecution of this case in accordance with Section 

456.072(4), Florida Statutes. As grounds therefore, the Petitioner 

states the following: 

1. At its next regularly scheduled meeting, the Board of 

Pharmacy will take up for consideration the above-styled disciplinary 

action and will enter a Final Order therein. 

2. Section 456.072(4), Florida Statutes, states as follows: 

In addition to any other discipline imposed 
through final order, or citation, entered on or 



after July 1, 2001, pursuant to this section or 
discipline imposed through final order, or 
citation, entered on or after July 1, 2001, for a 
violation of any practice act, the board, or the 
department when there is not board, shall 
assess costs related to the investigation and 
prosecution of the case. Such costs related to 
the investication and Drosecution include, but 
are not limited to, salaries and benefits of 
personnel, costs related to the time spent by 
the attorney and other personnel workinci on 
the case, and any other expenses incurred by 
the department for the case. The board, or 
the department when there is no board, shall 
determine the amount of costs to be assessed 
after its consideration of an affidavit of 
itemized costs and any written obiections . 

3. The investigation and prosecution of this case has 

resulted in costs in the total amount of $584.59, based on the 

following itemized statement of costs: 

Cost to Date ***** 
Hours Costs 

Complaint: i.ooj $54.90] 

investigation: 2.80] 1 
Legal: 3.30] 

[ 
o.oo] 

[ 
$0.00 

Sub Total: 7.10] $584.59 

Expenses to 
Date: 0 00 

Prior 
I 

2 





WHEREFORE, the Department of Health requests that the 

Board of Pharmacy enter a Final Order assessing costs against the 

Respondent in the amount of $234.04. 

DATED this 54'L day of 2014. 

4 Searcy 
(Assistant General Counsel 

Fla. Bar No. 98772 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin #C65 
Tallahassee, FL 32399-3265 
Telephone: (850) 245-4444 
Facsimile: (850) 245-4683 
Email: Judson.searcy@flhealth.gov 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the 

foregoing Motion to Assess Costs has been provided by U.S. Mail this 

544k day of 

_________________, 

2014, to Edwin Bayo, 2022-2 

Raymond l Rd., Tallahassee, FL 32308. 

,zTyélson Searcy 
($ssistant General Counsel 

4 



AFFIDAVIT OF FEES AND COSTS EXPENDED 

STATE OF FLORIDA 
COUNTY OF LEON: 

BEFORE ME, the undersigned authority, personally appeared SHANE 
WALTERS who was sworn and states as follows: 

1) My name is Shane Walters. 

2) I am over the age of 18, competent to testify, and make this affidavit 
upon my own personal knowledge and after review of the records at 
the Florida Department of Health (DOH). 

3) I am the Operations and Management Consultant Manager (OMCM) 
for the Consumer Services and Compliance Management Unit for 
DOH. The Consumer Services Unit is where all complaints against 
Florida health care licensees (e.g., medical doctors, dentists, nurses, 
respiratory therapists) are officially filed. I have been in my current job 
position for more than one year. My business address is 4052 Bald 
Cypress Way, Bin C-75 Tallahassee, Florida 32399-3275. 

4) As OMCM of the Consumer Services and Compliance Management 
Unit, my job duties include reviewing data in the Time Tracking System 
and verifying that the amounts correspond. The Time Tracking System 
is a computer program which records and tracks DOH's costs 
regarding the investigation and prosecution of cases against Florida 
health care licensees. 

5) As of today, DOH's total costs for investigating and prosecuting DOH 
case number(s) 2012-18423 (Department of Health v. SCOTT 
ANTHONY CERAMI) are FIVE HUNDRED EIGHTY-FOUR DOLLARS 
AND FIFTY-NINE CENTS ($584.59). 

6) The costs for DOH case number(s) 2012-1 8423 (Department of Health 
v. SCOTT ANTHONY CERAMI) are summarized in Exhibit 1 (Cost 
Summary Report), which is attached to this document. 

7) The itemized costs and expenses for DOH case number(s) 2012- 
18423 (Department of Health v. SCOTT ANTHONY CERAMI) are 
detailed in Exhibit 2 (Itemized Cost Report and Itemized Expense 
Report and receipts), which is attached to this document. 

8) The itemized costs as reflected in Exhibit 2 are determined by the 
following method: DOH employees who work on cases daily are to 
keep track of their time in six-minute increments (e.g., investigators 

ExHIarr 
I of2 1 



and lawyers). A designated DOH employee in the Consumer Services 
Unit, Legal Department, and in each area office, inputs the time 
worked and expenses spent into the Time Tracking System. Time and 
expenses are charged against a state health care Board (e.g., Florida 
Board of Medicine, Florida Board of Dentistry, Florida Board of 
Osteopathic Medicine), and/or a case. If no Board or case can be 
charged, then the time and expenses are charged as administrative 
time. The hourly rate of each employee is calculated by formulas 
established by the Department. (See the Itemized Cost Report) 

9) Shane Walters, first being duly sworn, states that she has read the 
foregoing Affidavit and its attachments and the statements contained 
therein are true and correct to the best of his knowledge and belief. 

FURTHER AFFIANT SAYETH NOT. S 
Shane Walters, Affiant 

State of Florida 
County of Leon 

Sworn to and subscribed before me this S day of 
by Shane Walters, who is personally known to me. 

Notary Signature 

Name of Notary Printed 

Stamp Commissioned Name of Notary Public: 

2 of 2 

1 , 2014, 



Complaint Cost Sumrn.ary 
Comphhil 201218423 

Page 1 of 1 

CERAMI, SCOTT 
ANTHONY t to Date 

***** 
j_______________ Hoaws Costs 

1.00 

1 

,80 
Legai: 3.30 S350.551 

0.00 0 
********** 

sub Total!: 101 $584.59 
Expenses to 
Date: 

9 09 

im 
Amount: $0 90 

Total Costs to 
Date: 

$584.59 

http://mqaapps.doh.state.fl.us/IRMOOTIMETRAK/CSDETL.AS. 
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Rick Scott Mission; I 

To protect, promote & improve the health 
I 

Governor 

of lorldathrough integrated 
I lfoits. 

p - - 

John It Armstrong MD, FACS 

H EALTH i 
Slate Swgecn General & 

Vision: To be the Healthiest Stata in the Nation 

February 5, 2014 

Edwin A. Bayo, Esquire 
2022-2 Raymond Diehi Road 
Tallahassee, FL 32308 

Re: DOH vs. Scott Anthony Cerami, R.Ph. 
DOH Case Number 2012-18423 

Dear Mr. Bayo; 

I am in receipt of your client's petition requesting a hearing, not involving, disputed Issues of 
material fact concerning the above referenced case. This means that the facts alleged in the 
Administrative Complaint are uncontested. This is an important distinction because, by law, the Board 
cannot resolve disputes of material fact in this case or any disciplinary case. Since your client is 
requesting a hearing not involving disputed issues of material fact, he/she is not admitting the facts 
alleged in the Administrative Complaint, however, your client is agreeing 'not to contest these facts and to 
limit presentation to legal argument, if any, and to mailers in mitigation or extenuation. 

Our office is now preparing this case to be presented at the next regularly scheduled meeting of 
the Florida. Board of Pharmacy. Please be advised your client's casewill be set at the convenience of 
the Department and/or the Board and your office will receive notification of the date and time 
approximately two weeks prior to the meeting. 

Thank for your attention and cooperation in this matter. Should you have any questions, please 
feel free to contact this office. 

kudson Searcy 
General Counsel 

JSiab 

Florida Department of Health .com Office of the General Counsel • Prossaitfon Unit 
TWfl1tR:HeelthyFLA 4052 Bald Cypress Way, 8in -65 'Tallahassee, FL 32399-1701 lealth Express mafl addiess 2565 Merthait Row - Suite t05 

YOUTIJBE: fldth PFIONE: 850/245-4444 'FAX 850/245.4683 



 

 
 

CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html


MEMORANDUM OF PROBABLE CAUSE DETERMINATION 

TO: Department of Health, Prosecution Services Unit 

FROM: Chair, Probable Cause Panel, Florida Board of Pharmacy 

RE: Scott Anthony Cerami, R.Ph. 
Case Number: 2012-18423 

MEMBERS: Gavin Meshad and Michele Weizer 

DATE OF PCP: March 28, 2013 AGENDA ITEM: A-13 

This matter came before the Probable Cause Panel on the above date. Having reviewed the complete 
investigative file, recommendations of the Department, and any information submitted by the Subject, and 
being otherwise fully advised in the premises, the panel finds that: 

Probable cause exists and a formal complaint shall be filed for violation of 
statutes and rules, including but not limited to: 

Section 1(r). Florida Statutes (2012). by violating Section 465.022(1 Wa). Florida 
Statutes (2012). by not insuring perniittee's comDliance with Rule 641316-27.797(1 )ffl4, Florida 
Administrative Code; 

Florida Statutes (2012). by violating Section 465.022 11(a), Florida Section 465.016(0(r), 
Statutes (2012). by not ensuring permittee's compliance with Rule 1)7, Florida 
Administrative Code; 

Probable Cause was not found in this case. 

In lieu of probable cause, issue letter of guidance 

Case requires expert review 

Case needs further investigation 
a) 
b) 

Upon reconsideration, dismiss 

other ) 3 5/aS/i3 
Chhir, Probable Pahel Date 
Board of Pharmacy 
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from this document for security reasons 
 

Scroll down to see the available pages or 
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SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

NAME OF ESTABLISHMENT 
WELLS PHARMACY NETWORK LLC 

PERMIT NUMBER DATE OF INSPECTION 
11/22/2011 

DOING BUSINESS AS DEA NUMBER PRESCRIPTION DEPARTMENT MANAGER 

ROBERT L WILBUR STREET ADDRESS 
11120$ CROWI'] WAY STE 11 

TELEPHONE # EXT. 
561-515-8991 

CITY COUNTY 
WELLINGTON 60 

STATE/ZIP 
33414 

PRESCRIPTION DEPARTMENT MANAGER LICENSE N 

SATISFACTORY N'A YES NO 

I Types of sterile compounding prepared (or expected to prepare) per (84916-27.797. F.A.CJ. UndersIgned pharmacist attests: — — 

a) High-Risk Level C5Ps (If yes, must complete Items S & 6 - may not answer N/A) — 

b) Immediate Use OSPs (If yes, must complete Items 7 & 8 - may not answer N/A) — 

c) Low-Risk Level CSPs (If yes, must complete items 9 & 10 -may not answer )r( — 

d) Medium-Risk CSPs — 

e) Antineoplastic Drugs (Cytotoxlns) (If yes, must complete items 18.19, 20 & 22 - may not answer N/A) 

2 Nt sterile compounds prepared In barrier isolator'? If yes, may answer NA to 3b, 3c, 3d, 4, & 21. 6461 6-27.797(5)(e). FAG.) C 
3 Compounding environment appropriate For Risk Level (certification by independent qualified — - — - 

a) Bamer tsolator? — 

b) Anteroom/Ante area? 
— : 2 

c) Buffer Area (Clean Room)? — - x — 

d) LamInar AIr Flow Hood(s)? — - 
: — 

4 Buffer area does not contain sinks and drains. 84Bl6-27.797(l)(O. FAG.] — - )< - — 

5 SterilIzed high-risk preparations pass sterility test OR preparations are propetly stored, prior to administration, not exceeding time periods specified in nile. 
(84B16-27.797(t)Q), FAG.) 

6 Personnel authorized to compound high-risk-level CSP5 completed a media-filled test within the past 6 months (semiannually). (648t6-27J97(I)(i),F.AC.) 

7 PreparatIon time does not exceed I hourwhen preparing Immediate use CSPs. FA.C.] - - 

8 Preparation is properly labeled If preparer does not administer or witness administration when preparing immediate-use C$Ps. (64B18-27.797(1) F.AC.) : - 

9 Storage recornniendallons In rules are not exceeded when preparing low-risk CSPs. (64616-27.797(9(n), FAG.) — - — 

10 Personnel authorized to compound low-risk level CSPs completed a media-filled test within the past 12 months. (8481 8-27.797(t)(n). FAG.] — )< - — 

11 P & P Includes use of single/multidose container, not to exceed 797 guIdelines. 64B16.27-T97(4), FAG.] — - — 

12 P & P Indudes verification of compounding accuracy and sterility. (54B16-27.797(4), FAG.) — * 
— iS P & P indudea personnel training and evaluation In aseptic manipulation skills. (64816-27.797(4), FAG.] 

14 P & P Includes environmental qualty and control. 16-27.797(4). FAC.] : 
15 Appropriate disposal containers. 84616-27.797(5), FAG.] >< 

16 ApproprIate temperature and transport devices. (84916-27.797(5), FAG.) : 
17 Adequate supplies (gloves, mask, etc.) to preserve a suitable environment for aseptic preparation. 64B18-27.797(5), FAG.) — - 

— — 18 SpIll kits for entineoplastic agent spills II required. (64B16-277e7(5). ) )< 

19 Current reference material (hard-copy or on-line), (64816-27.797(5): and 64816-27.797(0(2), FAG.) 
— : a : 

20 All preparations are compounded in a vertical flow, Class 11cr biological safety cabinet. 64816-27.797(8), FAG.) — >< 

— 
21 Protective apparel requirements are met, 64816-27.797(6), F.A.C,] 

— : 

22 Disposal of antineoplastic waste meets all applicable requirements. 64816-27.797(6), FAG,) - 

23 Documented on-going quality assurance, 64816-27.797(7). FAG.) X - — 

24 Quality assurance audits at regular planned Intervals. (64816-27.797(7). FAG] - — 

25 Compounding personnel sk'dled and trained based on observation. (6461 6-27.797(7), FAG) X - — — 

Anticipated compounding to be low risk per PDM and to include Hormone therapy, veterinary ,Possible HCG compounding. NO HGH compounding expected to be 

compounded. 
Compounds to be patient specific. 
Suppliers include Medisca and Letco, 

I have read and have had thIs Inspection report ard the laws and regulations concemed herein explained, arat do altrni that the inlortnaton given herein is tue and correct to the best ol fly IcAc*ledge. 

PRINT NAME OF RECIPIENT Holly Neary PDM 

ID wi9S 

Investigator/Sr. Pharmacist Signature 2 

EIIe# 18677 

Insp# 111828 

Standards of Practice for Compounding Sterile Preparations ) 
kJUI1NE iGE LOGE NEW Z tOT OPERATING D OWNER ] 

INSPECTION AUTHORITY- CI-LPPTER 465017, CHAPTER 893.09 AND CHAPTER 456. FLORIDA STATUTES 

FLORIDA OP 

HEALT - 

Remarks: Holly Neary PS45865 is the PDM of record. 
Robert Ilbur RPh was present for inspection (President) as well as Lee Wayne Waits P536095 staff pharmedsL 

Institutional Representative 
1W 797 Created 8/11 

11-22-2011 
Date 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 
INVESTIGATIVE SERVICES 

COMMUNITY PHARMACY 

NAME OF ESTABLISHMENT 
WELLS PHARMACY NETWORK LLC 

PERMIT NUMBER DATE OF INSPECTION 11 
DOING BUSINESS AS DEA NUMBER PRESCRIPTION DEPARTMENT MANAGER 

ROBERT L WLBUR STREET ADDRESS 
1112OSCROWN WAY STE 11 

TELEPHONE # EXT. 
561-515-8991 

CITY COUNTY 
WELLINGTON 60 

STATEJZIP 
33414 

PRESCRIPTION DEPARTMENT MANAGER LICENSE St 

PRESCRIPTION DEPARTMENT HOURS REGISTERED PHARMACIST/INTERN/TECHNICIAN LICENSE # 

Monday Tuesday Wednesday Thursday Friday Saturday Sunday 1. Holly Neary P545865 (PDM)....Lee Wayne Waits P336095 (Staff rph) 

Open 9 9 9 9 9 9 X 2.Taflia Leilani Mccabe RPT37710, .. Ashley Hudson RPT 29685 

Close 6 6 6 6 6 12 x 3.flnyArthurRPT364 
SATISFACTORY N/A YES NO 

— — I Rx department hours opens days for 40 hours per week. 64616-28.1081, FA.C.J K 
2 Pharmacy technicians properly Identified and supervised. 64816-27.410, F.A.C.J 

3 Pharmacist on duty when Rx department open. tB4Bl6-28.109. F.A.C.] 

4 Proper signs dIsplayed. (465.025(7), F.S.) 64816-28.109(1). F.A.C.](64B16-28.1081. 64B16-28.1035, F.A.C.J (84616-27.1001. F.A.C.J >( 

5 A verbal and printed offer to counsel is made to the patient or the patients agent 64816-27.820(1), F.A.C.J : 
6 Prescription department has convenient sink/ninn'mg water. 64916-28.102(1), FA.C.] — K 
7 PrescriptIon department dean and safe. (64816-28.102(4), F.A.CJ 

6 Proper equipment and references as required. (84B16-26.102(5)(s). F.A.CJ . 
- >( 

9 MedIcation properly labeled. (465.0255, F.S.J 64616-28.108. FA.CJ 
: : 

10 Expired medications removed from the shelves. (64816-26.110, F.AC.] )( - — — 

11 COlPolicy end Procedures end quarterty meetings. 768.101, F.S.] (64616-27.300, F.A.C.] K 
12 Board-approved Policy and Procedure Implemented to prevent the fraudulent dispensing or controlled substances. 465.022(4), F.S.J 

13 Prescriptions have the date dispensed and dispensing pharmacists. (893.04(1)(c) 6, F.SJ 64B16-28.140(3)(b). F.A.C.I 

14 Pharmacy maintains patient profile records. (84616-27.800, FAC.I - 

15 NI controlled substance presmiptions contain information required. 893.04. F_S_I - 
— — 

16 PrescriptIons for controlled substances are on counterfeit-proof prescription pads or blanks purchased from a Department-approved vendor and the quantty and date 
meet the requirements of (456.42(2), F.S.]. 

17 Prescriptions may not be filled In excess of one year or six months for controls from the date written. 893.04(1)(g), F.S.) 64816-27.211, F.A.C.] )< - — — 

18 Controlled substance inventory taken on a biennial basis and available for inspection. I)(a), F.S.] 

19 DEA 222 order forms property completed. 893.07, F.S.1 

- — — 20 Controlled substance records and informetlon In computer system is retrievable. 2ICFR 1306.22j (64816-28.140, F.A.C.] 

21 Controlled substance records maintained for4years. (465.022(12)00, F.S.I 

22 Certified daily log OR printout malntab,ed. {2ICFR 1 F.AC.I 
: 

23 Pharmacy is reporting to law enforcement any instance of fraudulent prescrIptions within 24 hours or close of business or instence. 
Reports include all required informetlon. (465,015(3), F.S.I 

24 Record of theft or significant loss of all controlled substances Is being maintained and is being reported to the shertfl' wIthin 24 hours of discovery. 893.07(5), F.S.J 1465.015, F,S.I 

25 Pharmacy is reporting to the POMP within 7 days of dispensing controlled substance. 1893.355(4), F.S.] 

26 Pharn,acy with a retail pharmacy wholesaler permit is reporting sales to the Controlled Substance Reporting system monthly by the 20th of the following month. 
499.0121(14), F.S.I 

27 Registered pharmacist property preselblng. (64816-27.210. F.AC.] 

28 Compounding records properly maintained. (84316-27.797. F.A.C.r 

29 Untt dose records properly maintained. (465.016(1)(l). F.S.] 64816-28.118, F.A.CJ 

30 Pedigree records retrievable. (84F-1 2.01 2(3Xa)2., (d), F.A.C.] 

- Note: If establishment Is engaged In parsnterei/enteral compounding, a separate inspection form should be completed. 

Remarks: New Opening Community/Special P/E Pharmacy inspection conducted with Holly Neary PDM. 
No medications currently on site. 
Those areas marked as "rUt are currently not applicable to the new opening inspection. 

Reviewed P&P for fraudulent dispensing on controls. Advised must have in place by Dec 2012 
Reviewed CQI's, DEA 222's, compounding logs, PDMP reporllng,Pedigrees. Unit Dosing, Counterproof Rx pads, biannial inventory, laws and rules. 

See CSP inspection form. 

I have read and hare had this inspection report and the laws and regiiatons concerned herein explained, and do affirm that the inlorrnaton pen herein true and correct to the best my ltnowtedge. 

PRINT NAME OF RECIPIENT Holly Neary POM 

ID wi9S 

File# 18677 

Insp# 111828 

ROU'flNE 0*100.00 J NEW OJrmENTLY NOT OPERATING CMNOZ IER fl 
INSPECTION AUTHORITY- CHAPTER 465.017, CHAPTER 893.09 AND CHAPTER 456, FLORIDA STATUTES 

FLORIDA OP 

HEALT - 

lnsrnullorlai Kepreaentauve Investigator/Sr. PharmacisT Signature 
iNV35gRevlsed 10/11, 9/11,10/10, S, 5/ce, tVO2. 12)00 

11-22-2011 
Date 
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Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

John Major 
19811 Gulf Blvd #401 
Indian Shores, FL 33785 

RE: Pharmacist Examination Application 

Dear Mr. Major, 

March 14, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh.state.fl. us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PHONE: 8501245-4292 • FAX 850/413-6982 

www.FioridasHeaith.com 
TWIrtER:HealthyFLA 

FACEBOOK:FLDepartmentofHealth 
YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest State in the Nation 

Sincerely, 

Cumbie, 
Regulatory Specialist II 
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Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

John Major 
19811 Gulf Blvd #401 
Indian Shores, FL 33785 

RE: Pharmacist Examination Application 

Dear Mr. Major: 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, August 14, 2013. The meeting is being held at the Rosen Plaza Hotel, 
9700 International Drive, Orlando, FL 32819, (407) 996-9700. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh .state.fl. us/mqa/pharmacy/ph_meeting . html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Florida Department of Health 
Board of Pharmacy 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PHONE: 850/245-4292 • FAX 850/413-6982 

.com 
TWITTER: HealthyFLA 

FACEBOOK:FLDepartmentofHealth 

YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest State in the Nation 

July 25, 2013 

Sir 

Regulatory Specialist II 
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FLORIDA BOARD OF PHARMACY 
P.O. Box 6320 Tallahassee, FL 32314-6320 Ob/19/2013 

Phone: (650) 2454292 ID: 
www.doh.state.fl.uslmqalpharmacy 

Last name First name 

Street address (ML — Mailing Address) 

Middle name 

Work address (PL — Practice Location) 

City State Zip 

State Zip 

Home phone number Business phone number E-mail address 

Date of bi Place of birth 

/ 
2. Opportunity Data — We are required to ask that you the following information as part of your voluntary compliance with Section 2, Uniform Guidelines on Employee Selection Procedure (1978) 43FR38295 (August 25, 1978). The information is gathered for statistical and reporting purposes only and does not in any way affect your candidacy for licensure. 
SEX: 0 Female 
RACE: Caucasian 0 Black DHispanic 0 Asian D Native American 0 Other 
3. Have you ever changed your name through marriage or through action of a court or have you ever been known by any other name? If yes, list name(s) and date(s) of the change(s) below. Use a seflarate sheet if necessary. 

Yes______ No V 
Name Date 

4. Name of University, College or School of Pharmacy attended 

5. Date of 6. Type of degree earned — 7. Have you ever been licensed as an 
intern in Florida? 

/ ( Yes______ No 

Intern License number: - 

DH-MQA 101, 09/09 
Rule 64B16-26.203, F.A.C. 

Page 2 of 9 

(Page 1 of 13) 

•1' 

1. Biographical data 

295. DC 

1yp9: F 

VU 
ITEM #2 -PHARMACIST EXAMINATION APPLICATION 

FOR U.S. AND PUERTO RICO GRADUATES 
FEE: $295.00 

Please print or type . 



(Page 4 of L3) 

8. Are you planning to transfer your 
score to Florida? If yes, please indicate 

date of transfer. 

9. Did you transfer your NAPLEXe score to Florida 
within the past three (3) years? 

Yes Date of transfer 
No_______ 

, '- 

Yes Date of exam; 
No 

10. Would you be willing to provide health services in special needs shelters or to help staff disaster medical assistance teams during times of emergency or major ? 
Yes X No 

II. Have you ever applied to take theFlorida Pharmacist Examination? If yes, please indicate the . Yes_____ No Date 

12. List all experience earned as an intern. if you have been a registered pharmacist for at least one ) year, list only your pharmacist experience, If you graduated after January 1, 2001 with a Pharm.D. Degree, it is not necessary to complete this section. Note: you must submit one 1) Internship or Work Form - Form B (Item #4) for each employer listed . Use a separate sheet; if . 
Dates Employer Location T Intern or pharmacy 

Total hours• 

/ 
4 o 

________________________ 

List all state(s) in which you held or Hcenseplote• you must submit one 1) Licensure Verification Form (Item #5) for each state listed . Use a separate sheet; if necessary. 
State — License number Date issued 

________ 

14. Special testing please indicate if you testing accommodations due to a disability, or if you have a religious conflict with the scheduled examination date. ifyes, complete the Application for Candidates Requesting Special Testing in Accordance with the Americans with Disabilities Act" form DH-MQA 4000, 6108. which may be downloaded from the Department's website at oh.stateflvsjmceje or you may contact Services by phone at (850) 245-4252 for detailed information and an application, All requests must be in writing and include supporting . 
Yes_______ 

15. Have you ever been convicted of, or entered a plea of guilty, nob contendere, or no contest, to a crime in any.jurisdictjon other than a minor traffic offense? - 
Yes No 
(You must all misdemeanors and fetonies, even if ad;udicahen was withheld by the so that you would not have a record of Driving under the influenns or driving while impaired is a minor traffic offense for the purposes of this question.) 

DH-MQA 101, 09109 Page 3 of 9 
Rule 64B16-26.203, FAC. 

- L 



(Page 6 of 13) 

20. Has disciplinary action ever been taken against your pharmacist or any other professional license 
in this state or any other state? 

Yes ( No 

21. Have you ever surrendered your pharmacist or any other professional license in another jurisdiction when disciplinary action was pending? 

Yes No_______ 
22. Are you presently being investigated or is any disciplinary action pending against 

you been convicted of, or entered a plea of guilty or nob contendere to, regardless of adjudication, a felony under Chapter 409, F.S. (relating to social and economic assistance), Chapter 817, F.S. (relating to fraudulent practices), Chapter 893, F.S. (relating to drug abuse prevention and control) or a similar felony offense(s) in another state or jurisdiction? (If no, go to question ) 
Yes No 

24. If yes" to 23, for the felonies of the first or second degree, has it been more than 15 years from the date of the plea, sentence and completion of any subsequent ? 
Yes___ No___ 
24a. If "yes" to 23, for the felonies of the third degree, has it been more than 10 years from the date of the plea, sentence and completion of any subsequent probation? (This question does not apply to felonies of the third degree under Section 893.13(6) a), Florida . 
Yes____ No_____ 
24b. If "yes" to 23, for the felonies of the third degree under Section 893.1 3(6)(a), Florida Statutes, has it been more than 5 years from the date of the plea, sentence and completion of any subsequent 

Yes______ No 
24c. If "yes" to 23, have you successfully completed a drug court program that resulted in the plea for the felony offense being withdrawn or the charges dismissed? (If "yes", please provide supporting documentation). 

Yes ' No______ 
25. Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless of adjudication, a felony under 21 U.S.C. ss. 801 -970 (relating to controlled substances) or 42 U.S.C. ss. 1395-1396 (relating to public health, welfare, Medicare and Medicaid ? 
Yes 
25a. If "yes" to 25, has it been more than 15 years before the date of application since the sentence and any subsequent period of probation for such conviction or plea ? 
Yes No______ 

26. Have you ever been terminated for cause from the Florida Medicaid Program pursuant to Section 409.913, Florida Statutes? (If no, do not answer 

DP4-MQA 101, 09109 Page 5 of 9 
Rule 64B16-26.203, F.A.C. 
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Yes______ No 

27. If you have been terminated but reinstated, have you been in good standing with the Florida 
Medicaid Program for the most recent fIve years? 

Yes No 

28. Have you ever been terminated for cause, pursuant to the appeals procedures established by the 
state or federal government, from any other state Medicaid program or the federal Medicare program? 
(It no, do not answer 28a and 

Yes NoA 
28a. Have you been In good standing with a state Medicaid program or the federal Medicare program 
for the most recent five years? 

Yes______ No______ 
28b. Did the termination occur at least 20 yearsiprior to the date of this ? 
Yes No 

29. Are you currently listed on the United States Department of Health and Human Services Office of 
Inspector General's List of Excluded individuals and Entities? 

Yes_______ No ( (If yes, provide supporting documentation) 

30. If yes" to any of the questions 23 through 29 above, on or before July 1, 2009, were you enrolled in 
an educational or training program in the profession in which you are seeking licensure that was 
recognized by this profession's licensing board or the Department of Health? (If "yes", please provide 
official documentation verifying your enrollment status.) 

Yes______ No 

All of the above questions must be answered or your application will be returned for completion. If 
you answer "yes" to any questions in 16-29, explain on a sheet providing accurate details, and submIt 
a certified official copy of the order of the court or state board of pharmacy, supporting documents or all if applicable. 

Section 456.013(1)(a), F.S., requires that applicants supplement their applications as needed to reflect any 
material change in any circumstances or changes stated in the application which takes place between the initial 
filing of the application and the final grant or denial of the license arid which might affect the decision of the 
department. 

The statements contained in this application are true, complete and correct arid I agree that said statements 
shaH form the basis of my application and I do authorize the Florida Board of Pharmacy to make any 
investigations they deem appropriate and to secure any additional information concerning me. I further authorize 
them to furnish any information they may have or have in the future concerning me to any person, corporation, 
institution, association, board or any municipal, county, state, or federal government agencies or units, and that I 

understand according to the Florida Board of Pharmacy statutes, a license may be revoked or 
suspended for presenting any false, fraudulent, or forged statement, certificate, diploma, or other thing, in 

for a license or , as set forth F.S. 

Date 

NOTE: Please check to be sure that you have answered all of the questions above. 

DH-MQA 101,09/09 Page 6 of 9 
Rule &4B16-26.203, FA.C. 
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HEALTH 
FLORIDA BOARD OF PHARMACy 

4052 Bald Cypress Way, Bin C-04. Tallahassee, FL 32399-3254 
(850) 245-4292 

ITEM #3-CERTIFICATE OF PHARMACY EDUCATION (FORM A) 

Please print or legibly. To be by a'Iedto the.CpJlege y for Paitilbelow. . •2•. 
'LaitName :. MlddleName 

s 
..'.. Date Of Graduation . . . 

Mailing Address : : ... .: 
. 

C? 111 6tLcJ P I I 

Part II. -To.be letd by 
. .. . . :'. . .. ..... ., ., 

oP 
hog :. .. 

Type øf AWSUIOd 
8!VC( 

., ,'. '. 
. 1 0*10 Degree Awarded 

. 

oP 

The infomialion recorded above ts true and correct according to the official records of this institution. Failure to include the school seal result in a delay in processing the applicant's application. 

FLORIDA BOARD OF PHARMACY 
4052 BALD CYPRESS WAY 
BIN #C-04 
TALLAHASSEE, FL 32399-3254 

From: 
To: 

Titie Date / 

NOTE: Please check to be sure that you have answered all of the questions above. 
PLEASE RETURN THiS FORM TO THE BOARD OFFICE: 

(SCHOOL 
SEAL) 

DH-MOA 100, 02/09 Page 1 of I 
Rule 64B16-26.205, FAC. 



07/18/2013 TBU 727 595 4104 

FLORIDA BOARD OF PHARMACY 17 
4052 Baki Bin C-04 FL 32399-3254 

iioriaa Phone: (850) 245-4292 www.doh..state.fl..usimqa/pharmacy 

H EALTH ITEM #4 - INTERNSHIP.OR WORK EXPERIENCE FORM 

t lon . '' '4 
. license number Phone 

ii c 
Ou5uthdülthed en far the 9odda 

I HERERY APPLY FOR OR WORK CREDIT AS OUTLINED BELOW UNDER 
ThE OF; 

3 le information . 

Pharmacist's name . . . 

... 
Liosnee 

PeT ui 

number of howe per weok 8. Total home . . .. 

1? YOU e * flO mote thait 60 after gracuatlon 

report Is a correct statement of fact' The above in muation was taken from the records of the above 
named and are evacabte for inspection by the ol 

'77/ 
NOTE: Pleas. chock tab sure that you have all of the questions above. 

PLEASE RETURN THIS FORM TO ThE BOARD 

FLORIDA BOARD OF PHARMACY 
4012 BALD CYPRESS WAY 

TALLAHASSEE, FL 

09109 Page8of9 
Rule 64816-28.203, FAC. 
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S. a, 

FILED 
DEPARTMENT OF HEALTH 

STATE OF FLORIDA DEPUTY CLERK 
BOARD OF PhARMACY 

IN RE: THE APPLICATION FOR DATE 

LICENSURE OF ( / 

JOHN STEPHEN MAJOR 

_____________________________________________________________________________________I 

ORDER OF INTENT TO DENY 

THIS MATTER came before the Board of Pharmacy pursuant to Section 120.60 and 

Section 465.007, Florida Statutes on August 13, 2002, in Orlando, Florida. The Board 

considered the application for licensure and voted to DENY said application. The Board hereby 

states as grounds for this decision that the applicant has had prior disciplinary actions against 

licenses to practice dentistry and pharmacy in the State of Colorado, including the revocation of 

said licenses. Furthermore, the applicant has a history of impairment. The applicant is 

therefore ineligible for licensure pursuant to 465016(1)(h), and 465.016(1)(d), 

Florida Statutes. 

This Order serves as notice to the applicant of the Board's intended action on the 

application for licensure. Furthermore, notice is hereby provided that the applicant has the right 

to request an administrative hearing to review the intended action df the Board of Pharmacy. 

Any such hearing would be conducted in accordance with the provisions of Sections 120.569 

and 120.57, Florida Statutes, and Rule Chapter 25-106, Florida Administrative Code. The 

applicant may request a formal hearing pursuant to Sections 120.569 and 120.57(2), Florida 

Statutes. If a formal hearing is desired, the applicant must file with the Board a petition that 

substantially complies with the requirements of Rule Section 28-106.201, Florida Administrative 

Code, including a statement of the material facts in dispute. At any hearing the parties will have 

the right to be represented by an attorney or other qualified representative, to take testimony, to 



a; 

call or cross-examine witnesses, to have subpoena and subpoena duces tecum issued, and to 

present written evidence or argument. Pursuant to the provisions of Rule Section 28-106.111, 

Florida Administrative Code, the applicant must affirmatively request a hearing on this matter 

within twenty-one (21) days of service of this Order. Unless a written request for a hearing is 

received on or before the above stated deadline, the Order of the Board shall in accordance 

with the provisions of Section 120.59, Florida Statutes, and Rule Section 25-106.111, Florida 

Administrative Code, become final. Petitions may be filed with the Executive Director of the 

Board of Pharmacy, 4052 Bald Cypress Way, BIN # C-04, Tallahassee, Florida 32314-6330. 

MEDIATI ON 

MEDIATION IS NOT AVAILABLE IN THiS MATTER. 

DONE and ORDERED this of 

_____________________, 

2002, by the 

Florida Board of Pharmacy. 

D. TAYLOR, 
EXECUTIVE DIRECtOR 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing Order has been 

provided by United States Mail to: John Stephen Major, R.Ph., 12923 Arbor Isle Drive, Tampa, 

FL 33637, this of , 2002. 
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2/14/2014 

To the Florida Board of Pharmacy: 

I am requesting to be placed on the agenda for the upcoming meeting in April. In early November, 1 

completed and successfully passed the Naplex, Florida MPJE and continuing education requirements 
for licensure as a phannacist. In December, 2013,1 submitted to an evaluation through PRN which 
fulfills the Board's directive for licensure. I can and will demonstrate that I am beyond reproach in 
adhering to my sobriety and have currently tested negative with UDS, hair follicle and Peth testing. I 
have attempted to comply with the requests made upon me from PRN and am willing to sign a contract 
with them immediately. They have suggested that I complete a residential rehabilitation program, 
which for me at this time is extremely cost prohibitive at over $14,000 per month. I am asking the 
Board to grant licensure based on completion of their requirements and sign a contract with PRN 
stating that I will complete an outpatient program and submit to all testing required. I am asking the 
Board for licensure contingent upon signing a contract with PRN. It is my intent to demonstrate my 
commitment to sobriety and prove my abilities to execute my duties as a pharmacist as outlined by the 
Florida Board of Pharmacy. I would appreciate the opportunity to complete an intensive outpatient 
program while permitted to practice pharmacy, even if I must do so provisionally. 

It is my humble request that I be permitted to plead my case before the Board of Pharmacy, as 
requested, on April 1, 2014, supplying adequate evidence that! am deemed worthy of your 
consideration to act in the capacity of performing the duties of a pharmacist in the state of Florida. 
Thank you in advance for your consideration. 

Sincerely, 



errOr 14 (index 

3) 

FILED 
DEPARTMENT OF HEALTh 

DEPUTY CLERK 

CLERK 

STATE OF FLORIDA DATE SE 1 0 13 

BOARD OF PHARMACY - - 

IN RE: THE APPLiCATION OF 

JOHN MAJOR 

This matter appeared before the Board f PharmacY at a duly-noticed public meeting held 

on AugtIS( 2013, in Orlando, Florida, for consideration of an application for a license as a 

e\amiflatiofl- The applicant was present. Upon consideration of the infonnatiofl 

and being otherwise advised in the the Board has determined that the 

application for a license as a pharmaciSt by examination is 
with the 

following conditions and restrictions on licensure 

1. The applicant may sit for the licensure examination 

2. Prior to the issuance of a license, the applicant shall obtain an evaluatiOn from the 

Professionals' Resource Network (PRN) and comply with any made 

by PRN within 90 days from the date of entry of this order. 

3. If PRN does not recommend a contract, then the license shall issue 

upon notification of same to the Chair of the Board. 

4. If PRN recommends a contract, then the license shall issue upon PRN's notification to 

the Chair of the Board that the applicant is in compliance with a recommended 

contract and the applicant is able to practice with reasonable skill and safety. 

5. The Board delegates the authority to assess compliance with this Notice and 

authorizes issuance of the license when its Chair finds the applicant has met the above 

listed condition. 



(Localization error 24 (index 373) 2 Localization error 24 (index = 380) 3) 

6. The Board proposes these restrictions for the following reasons: 

a. Applicant's file establishes that applicant has a history of substance abuse and that 

the applicant has prior discipline in Colorado and the Board has previously denied the 

application for licensure as a pharmacist in Florida. 

b. Pursuant to Section 456.072(l)(z), Florida Statutes, the Board may deny a license, 

grant with restrictions or conditions if ihe applicant is unable to practice with reasonable skill 

and safety to patients by reason of illness or use of alcohol, drugs, narcotics, chemicals or other 

type of material, or as a result of any mental or physical condition.. Pursuant to 456.072(l)(t), 

Florida Statutes, the Board may deny a license, issue with restrictions or conditions, if the 

applicant has had "a license or authority to practice any regulated profession revoked, suspended, 

or otherwise acted against, including the denial of a license fj.. ." 

c. Pursuant to Section 456.072(2), Florida Statutes the Board is authorized to deny a 

license application or issue a license with conditions or restrictions for any violations under 

Section 456.072(1) or the Florida Pharmacy Act. 

This Notice shall become effective upon filing with the Clerk of the Department of 

Health; and wifl become a Final Order if no further action is taken within the time period stated 

below. 

DONE AND ORDERED this '1 day of . 2013. 

BOARD OF PHARMACY 

Whitten, Executive Directorfor 
Albert Garcia, BPharm, Chair 



(Localization error 34 (index = 373) 3 Localization error 34 (index = 380) 3) 

NOTICE OF RiGHT TO hEARING 

THiS NOTICE CONSTITUTES A FiNAL ORDER AND FINAL AGENCY ACTION IF NO 
REQUEST FOR A HEARING IS RECEIVED BY THE BOARD ON OR BEFORE THE 
TWENTY-FIRST DAY AFTER THE APPLICANT'S RECEIPT OF THE NOTICE. THE 
APPLICAJ4T MAY REQUEST A HEARING BY FILING AN APPROPRIATE PETITION 
WITh THE EXECUTIVE DIRECTOR OF THE BOARD AT 4052 BALD CYPRESS WAY, 
BIN I C-04, TALLAHASSEE, FWRIDA 32399-3256. THE APPLICANT MAY PETITION 
FOR A HEARING INVOLVING DISPUTED ISSUES OF MATERIAL FACT BEFORE AN iVE LAW JUDGE PURSUANT TO SECTION 120.57 (1), FLORIDA 
STATUTES, OR FOR A HEARING NOT INVOLVING DISPUTED ISSUES OF MATERiAL 
FACT PURSUANT TO SECTION 120.57(2) FLORIDA STATUTES. 

A PETITION FOR A HEARiNG INVOLVING DISPUTED ISSUES OF MATERIAL 
FACT MUST CONTAIN iON REQUIRED BY RULE 28-106.201, FLORIDA 
ADMINISTRATIVE CODE, INCLUDING A STATEMENT OF ALL DISPUTED ISSUES OF 
MATERIAL FACT. THE BOARD MAY REFER A PETITION TO THE DIVISION OF 
ADMINISTRATIVE HEARINGS FOR ASSIGNMENT OF AN ADMINISTRATIVE LAW 
JUDGE ONLY IF THE PETITION IS EN SUBSTANTIAL COMPLIANCE WITH TIlE RULE 
REQUIREMENTS. A PETITION FOR A PROCEEDING NOT INVOLVING DISPUTED 
ISSUES OF MATERIAL FACT MUST CONTAIN INFORMATiON REQUIRED BY RULE 
28.106.301 FLORIDA ADMiNISTRATIVE CODE, INCLUDING A CONCISE STATEMENT 
OF THE ULTIMATE FACTS ALLEGED, AS WELL AS THE RULES AND STATUTES 
WHICH ENTITLE PETITIONER TO RELIEF. 

IN ACCORDANCE WITH SECTION 120.573, FLORIDA STATUTES MEDIATION IS NOT 
AVAILABLE. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing has been flurnished by 

Certified Mail to John Major at 19811 Gulf Boulevard, #401, Indian Shores, Florida 33785; by 

electronic to David D. Flynn, Assistant Attorney General, 

this 2013. 

7012 3050 0001 9149 2981 
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Collins, Tammy 

From: Marty Landry MD FACR doclandryl@yahoo.com] 

Sent: Thursday, February 27, 2014 1:17 PM 

To: Collins, Tammy; johnmajorll@hotmail.com 

Subject: John Major DOS 

Dear Ms. Collins, 
I have know Dr Major since the day he walked in to my AA home group 3 or so months ago 

and, shortly thereafter, he asked me to be his sponsor. He has attacked the 12 steps like few 
people I have worked with and he has once again embraced sobriety. I know that he has had 
long-term sobriety in the past. After what is hopefully his last short term venture into "mission 
impossible", he seems poised to re-acquire long term success, a day at a time. He is a terrific 
young man and someone that I would be very comfortable referring my patients to! 

Abner Martin "Marty" Landry Ill, MD 

Medical Aesthetic Arts 
727-586-0545 

2/27/20 14 



Jay, 

Please let Mr. Major know the day and location of the meeting where he will appear. 
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From: john major ] 
Sent: Thursday, March 06, 2014 10:25 PM 

To: Collins, Tammy 
Subject: RE: Dr. Landry's letter and Patient placement criteria 
Importance: High 

Dear Ms. Collins, 

There is no option but to appear before the Board unless PRN relents somewhat on their 
recommendation. I am 

only trying to sign a long-term contract with PRN and am doing the best that I can possibly do. I have 

fulfilled all of 
the obligations of the August Board Order. 

Am I scheduled to appear on the morning of April 1? Please let me know what time I am scheduled for 
so I can make arrangements. 

Best Regards, 
John Major 

From: Collins, Tammy 
Sent: Thursday, March 06, 2014 6:54 PM 

To: iohn major' 
Subject: RE: Dr. Landry's letter and Patient placement criteria 

Mr. Major, 

Because you are seeking an alteration to the official Order of the Board, and/or that the Board review 

your request for consideration on your issues with PRN, the absolute only alternative you have available 

is to attend the meeting with all board members present. I do not need any other documentation from 

you at this time other than, do you want to appear before the Board or not? If you choose not to 

appear, the official filed Order of the Board will stand as is and you will not be able to obtain a license 

until you have complied with all terms including the recommendations of PRN. 



Please let me know immediately if you would like to move forward with your request to appear before 

the Board or if you would like to pull your case from the agenda. That is the only information I need, and 

the only options you have available. 

Sincerely, 

v C / 

1i /lI of I/cu/ill 
Buuici / Pl/LIl/llucv 
t)iicct lijic I I 
Rcccjiiioii /cu 15-42Y2 

From: john major mailto:johnmaiorll©hotmail.coml 
Sent: Thursday, March 06, 2014 2:00 PM 

To: Collins, Tammy 
Subject: RE: Dr. Landry's letter and Patient placement criteria 

Dear Ms. Collins, 

I have truly tried very hard to accommodate PRN with their wishes; at this point, I would like someone 

to intervene in this process without having to go before the Board. I can't afford the residential 
treatment 
they want, and they have wavered between requiring residential treatment for health professionals or 

Salvation Army residential, which would not benefit anyone and doesn't make sense. 

PRN has a loan fund which they will not share with me. I do not need a loan if they will 
allow me to complete outpatient treatment, and I certainly meet the criteria for outpatient instead 

of residential. Can the Board member intervene before the meeting as was planned? I will submit any 

drug testing to the Board ASAP. 

Thank you kindly for your help, 

John Major 

Subject: RE: Dr. Landry's letter and Patient placement criteria 
Date: Fri, 28 Feb 2014 11:24:09 -0500 

From: Tammy.Collins@flhealth.gov 
To: johnmalorll@hotmail.com 

Mr. Major, 

I will add your statement below and a copy of the information from the link you emailed to your 

documents in the agenda. 

Sincerely, 



Tommy Collins, CPM 

Acting Executive Director 
Florida Department of Health 

Board of Pharmacy 

Direct line (850) 245-4614 
Reception area (850) 245-4292 
Direct Fax (850) 413-6982 

From: john major ] 
Sent: Friday, February 28, 2014 7:45 AM 

To: Collins, Tammy 
Subject: Dr. Landry's letter and Patient placement criteria 
Importance: High 

Dear Ms. Collins, 

Dr. Landry's letter yesterday makes reference to my other profession as a dentist. Although I 

havent practiced dentistry in a number of years, Dr. Landry knows that I am both a pharmacist 

and dentist, and he can reference pharmacy in the letter if the Board requires it. 

Again, I am willing to submit to any drug test at any time the Board wants prior to and after the Board 

meeting. I would make an appointment today for additional testing if the Board requests it, and I 

wish I had known I had to have all testing completed by today (2/28). 

Finally, I am emailing you a copy of the patient placement criteria crosswalk issued by the 

American Society of Addiction Medicine. This is the criteria used to determine whether a patient 
should be placed in inpatient, residential or outpatient treatment for substance abuse. A certified 

addictionologist, Dr. Dave Duresky, stated I do not require residential treatment at all, and outpatient 
treatment is the only placement for me. I can fax this separately to add to the agenda if you would like. 

However, Dave can't have a statement prepared for the agenda by today. 

Kind Regards, 

John Major 

From: Collins, Tammy 
Sent: Thursday, February 27, 2014 12:12 PM 

To: 'john major' 
Subject: RE: Board evaluation 

Your sponsor may email it directly to me, I will provide the information to the Board on the 
agenda with your file. You sponsor may provide any information they have personal knowledge 
of about yourself, and your recovery process. 
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From: john major mailto:iohnmaiorl 1©hotmaiLcoml 
Sent: Thursday, February 27, 2014 11:53 AM 

To: Collins, Tammy 
Subject: Re: Board evaluation 

Thank you very much, Ms. Collins. My sponsor will email a copy of his statement to me and directly to 
the Board if you would like. What details would you like him to include? 
Thanks 
John 

Sent from my iPhone 

On Feb 27, 2014, at 11:39 AM, wrote: 

Mr. Major, 
It is outside of my authority to intervene with this process, and you would need to get a copy of 

your evaluation directly from PRN. The copy provided to our office is considered confidential 
material, and may not be shared by us with anyone but the Board. 
My final statement is for you to appear at the April meeting and discuss this in its entirety with 

the Board. PRN will be present, and the Board would have the authority to discuss your 
situation with all parties at that time. 

Sincerely, 

C ()l/Iih, 
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From: john major mailto:iohnmajorl 1@hotmail.coml 
Sent: Thursday, February 27, 2014 11:24 AM 

To: Collins, Tammy 
Subject: Re: Board evaluation 

I'll see if I can get that. I can get the evaluation. I've been qualified to be licensed since early November 
and will wait for the Board to take additional labs. Can I encourage you to discuss this now with PRN? I 

could use your help and am willing to sign up for outpatient if! am licensed. At that point, I will have 
health insurance. 
Kind Regards, 



John Zmajor 

Sent from my iPhone 

On Feb 27, 2014, at 11:13 AM, wrote: 

Mr. Major, 

We already have the report from PRN and we have your personal statement. This information 
will be presented to the Board for their review and consideration at the April meeting. I do 
not recommend anything further outside of the Order of the Board. No person or entity outside 
of the Board can suggest alternatives to the Order that they imposed and doing so would not 
necessarily be helpful. The only recommendation I do have is that you appear at the meeting 
to discuss your case directly with the Board in April. 

If you like, you may provide a statement from your sponsor. I would need that document sent 
by noon tomorrow. 

Sincerely, 
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From: john major mailto:iohnmaiorl ] 
Sent: Thursday, February 27, 2014 10:42 AM 

To: ColUns, Tammy 
Subject: Re: Board evaluation 

Dear Ms. Collins 
I have only taken one test and one needs to be scheduled by appointment. I don't necessarily want to ask 

the Board to do this, but I don't have health insurance and can't afford the 20000 fee that Florida Recovery 
would charge. The only other option they gave me is Salvation Army, and they require a six month stay. 
My urinalysis for my evaluation in December was 100 percent clean. I am deeply involved in AA, have a 

physician sponsor in AA who doesn't understand why I would need inpatient if I'm willing to sign a 

contract with PRN, and I haven't been offered that yet. 
I'm doing everything I can. I even offered another less expensive program last month but was refused. I 

want to work with PRN but PRN does not want to work with me. If you have other suggestions, please let 
me know. PRN, for whatever reason, has threatened to close my file even before I've had a contract. Have 
you received the evaluation? 
Thanks 
John 

Sent from my iPhone 



On Feb 27, 2014, at 10:27 AM, wrote: 

Mr. Major, 

Information will not be presented to the Board that is not on this agenda. The Board will be 
receiving a few thousand pages of information all together, and they are required to receive all 
information well in advance of the actual Board meeting in order to enable them to make well 
informed decisions on each case. 

Frankly, I am not recommending that you take a step that the Board has not requested that 
you take as there is absolutely no guarantee they will accept or consider the information unless 
it is supported by PRN as per their Order; however, that is up to you to decide. Can you tell me 
when you are expecting to have documents available? Have you already taken the tests you 
are referring to? 

Sincerely, 

(•I'.\! 
- j)j/.'fQ/ 
/l( 1(1 i1i/ii('iiI eli/i 

of 
II 
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From: John major mailto:johnmajorl ] 
Sent: Thursday, February 27, 2014 10:14 AM 
To: Collins, Tammy 
Subject: Re: Board evaluation 

Dear Ms. Collins, 
These are lab test results which won't be ready by tomorrow. I was hoping the Board will accept them 

since it won't take long to peruse them. I'm really trying to work with everyone. I have not heard back 
from PRN in 3 weeks regarding this issue. 

Kind Regards 
John Major 

Sent from my iPhone 

On Feb 27, 2014, at 10:06 AM, wrote: 

Mr. Major, 

If you have anything you want the Board to see, you need to send it to this office now so it can 
be added to the agenda materials. You may fax documents directly to Elizabeth Ranne at (850) 
617-6438. 



The deadline to provide materials for Board review was February 14, and I will not accept any 
additional documents after 12:00 p.m. tomorrow, February 28, 2014. The Board can only 
deliberate on information that has been presented to them on the agenda, in advance of the 
meeting date. 

Si nce rely. 

1 (1/JlIiir C ()7/1I1,\ (P.1 / 

I 

i 

Dii'cI Iu.v 

From: john major ] 
Sent: Thursday, February 27, 2014 9:47 AM 
To: Collins, Tammy 
Subject: Re: Board evaluation 

Thank you, Ms. Collins. I can submit lab results directly to the Board thus week if needed. I am asking to 
complete an outpatient program and sign a contract with PRN. I'm not asking to attend inpatient it is 
not necessary now nor will it be in the future. Please let me know where to submit test results. I am doing 
the best and am completely sober. I'll report directly to the Board if necessary, 
Best Regards 
John Major 

Sent from my iPhone 

On Feb 27, 2014, at 9:14 AM, wrote: 

Dear Mr. Major, 

Your request is being added to the April 2014 Pharmacy Board meeting agenda. You will 
receive a notice detailing the meeting location, date and time within the next few weeks. This 
office does not have authority to recommend a treatment center. You will have to make your 
appeal directly to the Board during the meeting. 

Si nce rely, 

I ( P.11 

!/( /( / /)('/ i//il II ()/ / ii? 
Hf 

1/in' I 
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DiiL'cf i.v 413-6 

From: john major mailto:iohnmajorl ] 
Sent: Wednesday, February 26, 2014 8:42 AM 
To: Ranne, Elizabeth 
Subject: Fwd: Board evaluation 

Dear Ms. Ranne, 
I can't afford Florida Recovery Center ( where the evaluator has his office), and the only other option in 
Florida that PRN offered is Salvation Army, which requires a 6 month stay. 
I can afford intensive outpatient and have told PRN this. I cannot afford nearly 20 thousand ( or more) for 
the only center in Florida they will accept. 
I pray that I'm on the agenda. I will send you all results if you designate a center where the Board prefers 

that I test. That is 
All that I can do, and I am doing the best that I can. 
Kind Regards, 
John Major 

Sent from my iPhone 

Begin forwarded message: 

From: john major johnmajor 11 I > 
Date: February25,2014at 10:03:11 AMEST 
To: Elizabeth.Ranne4itlhealth gov 
Subject: Board evaluation 

Dear Ms. Ranne, 
I will submit totally negative recent results of hair, urinalysis and peth testing to the Board. If there is a 
certain testing agency the Board prefers, please apprise me. I have done everything possible to work with 
PRN, including suggesting an inpatient program which they dismissed. Their suggestion of Salvation 
Army is not possible; it requires a 6 month stay! I will call later to discuss. 

Best Regards 
John Major 

Sent from my iPhone 



Rick Scott Mission: 
Governor 

To protect, promote & improve the health 

_____________ 

of all people in Florida through integrated John H. Armstrong, MD, FACS state, county & community efforta — 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

March 14, 2014 

Samford Jones 
245 Inverrary Drive 
Destin, FL 32541 

RE: Pharmacist Endorsement Application 

Dear Mr. Jones, 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http:/Iwww.doh.state.fl . us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Sincerely, 

ay Cumbie, 
Regulatory Specialist II 

Florida Department of Health www.FlorldasHealth.com 
Board of Pharmacy ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 FACEBOOK:FLDepartmentolHealth 
PHONE: 850/245-4292 • FAX 850/413-6982 YOUTUBE: fldoh 
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FLORIDA BOARD OF PHARMACY 
P.O. Box 6320 Tallahassee, FL 32314-6320 

Phone:(850) 245-4292 
www.doh.statetl. us/mqa/pharmacy 

ITEM #2— PHARMACIST ENDORSEMENT APPLICATION 
FEE: $295.00 

Please Drint or tvoe leaiblv. 

RECEIVED . 

Last Name - First Name Middle Name 

Street Address (ML — Mailing Address) City State Zip 

Work Address (PL — Practice 

c. 
City State Zip 

- 
Home Phone Number Business Phone Number E-Mail Address 

1-li:? - 
Date of Birth Place of Birth 

-dcg' -' 
2. Equal Opportunity Data — We are required to ask that you furnish the following information as part of your 
voluntary compliance with Section 2, Uniform Guidelines on Employee Selection Procedure (1978) 
43FR38295 (August 25, 1978). The information is gathered for statistical and reporting purposes only and 
does not any way affect your candidacy for licensure. 
SEX: 0 Female 
RACE: Caucasian 0 Black OHispanic 0 Asian 0 Native American 0 Other 
3. Have you ever changed your name through marriage or through action of a court or ever 

been known by any other name? If yes, list name(s) and date(s) of the changes below. Use a 
senarate sheet, If necessa,y. 

Yes ,K. No_______ 
NAME DATE 

C 

4. Name of university, college or school of pharmacy attended: 

5. Date Of Graduation 6. Type Of Degree Earned 7. Have you ever been licensed as an 
intern In Florida? 

Yes___ 
intern License Number: 

DH-MQA 100, 02/09 
Rule 64B16-26.205, F.AC. 

Page 2 of 6 
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F 

1. Bioqraphical Data 

FEB 132014 

Florida Boari of Pharmacy 

. 

. 



8. Please indicate the date you successfully completed the NAPLEX . 
Date 

9. Would you be willing to provide health services in special needs shelters or to help staff disaster 
medical assistance teams during times of emergency or major ? 
Yes $ No 

10. Method of application - Please select one of the methods of application listed below; you must submit 
proof that the requirement you choose has been met 

A. Two years of active practice within two (2) of the last five (5) years. 

B. Successful completion of an internship within the immediately preceding two (2) years. 

PLEASE NOTE: If you have been licensed in another state in excess of 2 years from the date of your 
application you must choose A and have completed 30 hours of continuing education in the previous two (2) 
calendar years. If you choose 'B" your internship date will be determined by the Board based on your 
graduation date, unless the state board of pharmacy where your hours were earned submits the certification of 
intern hours earned in that state within the orecedina two (2) years. 
11. List two years work experience If you are applying under I OA Note: you must submit one (1) 
Internship pr Work Experience Form — Form B (Item #4) for each employer listed below. Use a 
separate sheet, if necessary. List internship experience if you are applying under I OB. 
Dates J Employer Location Intern Or Pharmacy Total Hours 

—I 

• Experience 

' 

12. List all jurisdictions In which you have been licensed as a pharmacist. Note: you must submit one 
(1) Form for each listed below. Use a separate sheet. if necessa,v. 
State or U.S. Jurisdiction License Number Date Issued 

. 

13. Special Testing Accommodations — please indicate if you require special testing accommodations due 
to a disability, or if you have a religious conflict with the scheduled examination date. if yes, complete the 
Reauest for an Application for Testing Accommodations (item #6) and submit it to Testing Services. 
You may also contact Testing Services by telephone (850) 245-4252 for detailed Information and an 
application. All requests must be made In writing and Include supporting . 
Yes 

14. Have you ever been convicted of, or entered a plea of guilty, nob contendre, or no contest, to a 
crime in any jurisdiction other than a minor traffic offense? 
Yes No 
(You must include all misdemeanors and felonies, even if adjudication was withheld by the court, so that you would not have a record 
of conviction. Driving under the influence or driving while impaired is a minor traffic offense for the purposes of this question.) . 
DH-MQA 100, 02/09 Page 3 of 6 
Rule 64B16-26.205, F.A.C. 



19. Has disciplinary action ever been taken against your pharmacist or any other professional license 
in this state or any other state or U.S. jurisdiction? 

Yes___ No____ 
20. Have you ever surrendered your pharmacist or any other professional license in another 
jurisdiction when disciplinary action was pending? 

Yes No 

21. Are youpresently being investigated or is any disciplinary action pending against 

you been convicted of, or entered a plea of guilty or nob contendere to, regardless of 
adjudication, a felony under Chapter 409, F.S. (relating to social and economic assistance), Chapter 
817, F.S. (relating to fraudulent practices), Chapter 893, F.S. (relating to drug abuse prevention and 
control) or a similar felony In another state or jurisdiction? (If no, do not answer 23 ) 
Yes No 

23. If "yes" to 22, for the felonies of the first or second degree, has it been more than 15 years from 
the date of the plea, sentence and completion of any subsequent probation? 

Yes_____ No_____ 
23a. If "yes" to 22, for the felonies of the third degree, has it been more than 10 years from the date of 
the plea, sentence and completion of any subsequent probation? (This question does not apply to 
felonies of the third degree under Section 893.13(6)(a), Florida . 
Yes______ No 

23b. If "yes" to 22, for the felonies of the third degree under Section 893.1 3(6)(a), Florida Statutes, has 
it been more than 5 years from the date of the plea, sentence and completion of any subsequent 
probation? 

Yes______ No______ 

23c. If "yes" to 22, have you successfully completed a drug court program that resulted in the plea for 
the felony offense being withdrawn or the charges dismissed? (If "yes", please provide supporting 
documentation). 

Yes No >° 

24. Have you been convicted of, or entered a plea of guilty or nob contenders to, regardless of 
adjudication, a felony under 21 U.S.C. as. 801-970 (relating to controlled substances) or 42 U.S.C. ss. 
1395-1396 (relating to public health, welfare, Medicare and Medicaid issues)? 

Yes____ No___ 
24a. If "yes" to 24, has it been more than 15 years before the date of application since the sentence 
and any subsequent period of probation for such conviction or plea ? 
Yes_____ No . 
DH-MQA 100, 02109 Page 5 of 6 
Rule 64B16-26.205, F.A.C. 
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. 

Section 456.01 3(1 )(a), F.S., requires that applicants supplement their applications as needed to reflect any material change 
in any circumstances or changes stated in the application which takes place between the initial filing of the application and 
the final grant or denial of the license and which might affect the decision of the department. 

The statements contained in this application are true, complete and correct and t agree that said statements shall form the 
basis of my application and I do authorize the Florida Board of Pharmacy to make any investigations they deem appropriate 
and to secure any additional information concerning me. I further authorize them to furnish any information they may have 
or have in the future concerning me to any person, corporation, institution, association, board or any municipal, county, 
state, or federal government agencies or units, and that I understand according to the Florida Board of Pharmacy statutes, a 
pha s ice se m y b revoked or suspended for presenting any false, fraudulent, or forged statement, certificate, 

connection with an application for permit, as set forth In section , 
Date 

NOTE: Please check to be sure that you have answered all of the questions above. 

DH-MQA 100, 02/09 Page 6 of 6 
Rule 64B16-26.205, F.A.C. 

25. Have you ever been terminated for cause from the Florida Medicaid Program pursuant to Section 
409.913. Florida Statutes? (if no, do not answer 25b.) 

Yes No . 
25b. If you have been terminated but reinstated, have you been In good standing with the Florida 
Medicaid Program for the most recent five years? 

Yes 

Yes_______ No 

No 

26. Have you ever been terminated for cause, pursuant to the appeals procedures established by the 
state or federal government, from any other state Medicaid program or the federal Medicare program? 
(If no, do not answer 26a and 26b.) 

26a. Have you been in good standing with a state Medicaid program or the federal Medicare program 
for the most recent five years? 

Yes No 

26b. Did the termination occur at least 29 years prior to the date of this ? 
Yes______ No ,k 

Yes______ 

27. Are you currently listed on the United States Department of Health and Human Services Office of 
inspector General's List of Excluded Individuals and Entities? (If "yes", please provide official 
documentatioffi 

NoX 
28. If "yes" to any of the questions 22 through 26 above, on or before July 1, 2009, were you enrolled 
in an educational or training program In the profession in which you are seeking Hcensure that was 
recognized by this profession's licensing board or the Department of Health? (if "yes", please provide 
official documentation verifying your enrollment status.) 

Yes___ No 

All of the above questions must be answered or your application will be returned for completion. If 
you answer "yes" to any questions in 16-26, explain on a sheet providing accurate details, and submit. 
a certified official copy of the order of the court Or state board of pharmacy, supporting documents or 
all if applicable. 



DEC 092013 9S 
Florida Board of Pharmacy 

FLORIDA BOARD OF PHARMACY 
4052 Bald Cypress Way, Bin C-04 • Tallahassee, FL 32399-3254 

Phone: (850) 245-4292 'www.doh.state.fl.us/mqa/pharmacy 

ITEM #3- CERTIFICATE OF PHARMACY EDUCATION (FORM A) 

Part I. — To be completed by applicant and forwarded to the College of Pharmacy for completion of Part II below. 
Last Name FIrst Middle Name 

M C 
Maiden Name/Surname Date of Graduation 

Mailing Address State Zip - 
Part II. — To be cojupleted the 
Name of School/College of Pharmacy 

Mailing Address State Zip 
AVG. 

Type of Degree Awarded Date Degree Awarded Dates of Attendance 

'r-' 

The information recorded above is true and correct according to the official records of this institution. Failure to include the school seal may result in a delay in processing the applicant's application. 

FLORIDA BOARD OF PHARMACY 
4052 BALD CYPRESS WAY 
BIN -04 
TALLAHASSEE, FL 32399-3254 

DH-MQA 100, 02/09 
Rule 64B16-26.205, F.A.C. 

Page 1 of I 

. 

Please mint or type legibly. 

. 

Print Name () 
'LO 

Title Date 

NOTE: Please check to be sure that you have answered all of the questions above. 

PLEASE RETURN THIS FORM TO THE BOARD OFFICE: 

(SCHOOL 
SEAL) 

/ 



FLORIDA BOARD OF PHARMACY 
4052 Bald Cypress Way, Bin C-04 • Tallahassee, FL 

Board of Phone: (850) 245-4292 'wwwdoh.state.fI.us/mqa/pharmacy 

ITEM #4— INTERNSHIP OR WORK EXPERIENCE FORM (FORM B) 

Please print or tvoe lea lbIv. 

Supervising Pharmacist's Name •. License Number . 

OWN) 
Pharmacy Name Permit Number 

Street Address City State Zip 
1,0 

Phone Number• 4. Dates of Experience 

- 7 From: To:!LI..LtIJI 
5. Average number of hours per week 6. Total hours of experience 

Lto 1'No 
No an 50 h urs er week If ou are a student and no more than 60 after raduation is allowed 

All a e D 

Ths re is rect statement of fact. The above information was taken from the records of the above 
n m nd are available for inspection by the Board of Ph acy. 

P c upe i s Signature Date 

NOTE: Pleasecheck to be sure that you have answered all of the questions above. 
PLEASE RETURN THIS FORM TO THE BOARD OFFICE: 

DH-MQA PH 100, 02/09 
Rule 64B16-26.205, F.A.C. 

FLORIDA BOARD OF PHARMACY 
4052 BALD CYPRESS WAY 
BIN #C-04 
TALLAHASSEE, FL 32399-3254 

Page 1 of I 

. 

OIEAIIIflHI 

RECEIVED 

NOV 212013 

1. Biographical Information . . 
Applicant Name . lnternlPharmacist License Number : Phone Number 

. 

Street Address City State Zip 

2. Have you submitted an application for the Florida Pharmacist Examination? If yes, please indicate 
date. 

Yes No Date 

I HEREBY APPLY FOR INTERNSHIP OR WORK EXPERIENCE CREDIT AS OUTLINED BELOW UNDER 
THESUPERVISIONOF: 

3. Pharmacy information 

. 
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Ranne, Elizabeth 

From: Heam, Taylor <theam@dch.ga.gov> 

Sent: Wednesday, March 05, 2014 3:43 PM 

To: Ranne, Elizabeth 

Subject: License verification for Sanford Jones 

Attachments: ICVFCN.pdf 

.7fere is the cerification you requested let me nce6anythiing 

'Thy for Jfearn 
Information LI 

çeorgia (Boards of cDentistry Ffzannacy 

'ision of the (Department of Community J(ealtfi 

2 Peachitree Street, 36th Tlbor 
}ltfanta, çj4 30303 
404-651-800() 

'To/Tow' us on qwitterat: 

and from a (jeorgia state agency is generatfy pu6ITic record; except for content that it 

confi.Ientiafuncferspecijc laws. Security y enciypt ion is apphiedfto all confidential info rmat ion sent y emaiffrom the çeorgia 

of Comniunity 1. 
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Tanja D. Battle 
Director 

Georgia Board of Pharmacy 

C —Stithi • li,%, )- 



Jack W. Campbell, IV 1 President 

Executive Director NA, Rebecca W. Chater 

Address: BOARD OF PHARMACY 
Hi!!, NC 27515-4560 

Wallace E. Nelson 

919-246-1050 Members 

FAX: 919-246-1056 L. Stan Haywood 

www nobop org J Parker Chesson Jr 

R. Joseph (Jocy) McLaughlin, ir. 
Clinton R. Pinyan 

Brooks, Pierce, McLendon, 
S petty ri. i.,cflfllS 

Humphrey & Leonard, LLP 

Legal Counsel 
336-373-8850 

February 21, 2007 

Mr. Sandy C. Jones 
1004 Pelican Drive 
New Bern, North Carolina 28560 

Dear Mr. Jones: 

As you know, the Board of Pharmacy reviewed your application to reciprocate your license to practice 

pharmacy at its month meeting on February 20, 2007. That review has raised a number of concerns. 

Foremost, Question number 7 on the Reciprocity Data Questionnaire that you signed asked: "Have you 

ever been charged by any Board of Pharmacy on matters which could have produced an action on your 

license?" You answered "No" to that question. In fact, in 1990, you were charged with violating several 

Connecticut statutes as a result of your diverting controlled substances. Your license was suspended for three 

years, suspended with numerous conditions. Under North Carolina law, making "false representations or 

holding} material information in connection with securing a license or permit" is grounds for ing] to 

grant. . . a license to practice pharmacy." N.C.G.S. § 90-95.28(a)(l). 

As a result of this and other concerns, the Board took no action on your application. As a condition of 

further review of your application, the Board has stated that you must receive an evaluation by the North 

Carolina Pharmacist Recovery Network or its designee. Further, you must submit records of all substance 

abuse treatment that you have undergone, whether by order or voluntarily, for the Board's review. 

Once I have received the NCPRN evaluation report and the requested materials, I will present them to 

the Board for its review 

Sincerely yours, 

Executive irector 

JC/cls 
cc: Jones file 

Wendy Watson 
Paul Peterson 

Located at 1-40 & 54 

6015 Farrington Road, Suite 201 

Chapel Hill, NC 27517-8822 
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Sandy Jones 
CPE Monitor ID: 267599 

Medication Error Prevention: A Guide for Pharmacists -FL APPROVED LAW- 

Accreditation N umber: 0798-0000-13-1 95-H03-T 

Activity Type: Knowledge 

Date Completed: Tuesday, October 22, 2013 

This activity has been approved for 2 contact hour(s) of continuing education for Pharmacy Technicians. 

PharmCon, Inc. is accredited by the Accreditation Council for 

Pharmacy Education as a provider of continuing pharmacy education. 

Kevin McCarthy, RPh 

Continuing Education Administrator 

Signed and issued on: 10/22/2013 

This Statement of Credit will be retained online by freeCE for a minimum of five (5) years. 

PharmCon I 404 Main Street I 
Conway, SC 29526 I (843) 488-5550 I 

www.freece.com 
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STATEMENT OF. CREDIT 

Sandy Jones 
CPE Monitor ID: 267599 

Medication Errors and Public Safety Update: A Game Show Approach -LAWIFL APPROVED- 

Accreditation Number: 0798-0000-11 -078-L03-P 

Activity Type: Knowledge 

Date Completed: Monday, September 23, 2013 

This activity has been approved for 2 contact hour(s) of continuing education for Pharmacists. 

PharmCon.. Inc. is accredited by the Accreditation Council for 

I , Pharmacy Education as a provider of continuing pharmacy education. 

Kevin McCarthy, RPh 

Continuing Education Administrator 

Signed and issued on: 912312013 

This Statement of Credit will be retained online by freeCE for a minimum of five (5) years. 

PharmCon 404 Main Street I 
Conway, SC 29526 (843) 488-5550 i 

www.freece.com 



Buyer Beware The Dangers of Synthetic Drags of Abuse ,st 0798-4)000.13-233-LOS-P 

Prostate Cancerr Facts, Controversy end Treatment Options 
Pharnircist 0798-0000-13-228-LOt-P 

Rtseunrttold Arthritic: Prifliarity air Atitoimmune Disease 
Pharmacist 0?98-0000-13-252-l.0l-P 

Providing Practical Pediatric Practice Points for Pharmacists 
Prrarmtcist 0108-0000-12-052-t0t-P 

Closing the Chasm: The Potenlial Role of the Pharmacist ml Addressing in l4eatthcare 

Ptrarmncisl 

Methad,ne: An Opioid with Unplumbed Depths 
Pharmacist 0798-0000-1 5-L01-P 
(3otdtlocks end Bipolar Disorder- Getting TreatmeniJust Right 
Pharmacist 0788-0000-13-236-l_01-P 

Prencriohon Opiolds: Ate Our Pain Killers 112059 Our Patients? 
Pharmacist 1-LO5-P 
Introduction to Veterinary Dispensing 
Pflarmalst 

New In Fwnfltat ityperctsdesterolemla 
Ptrarnra:ist 0798-0000-13-1 73-101-P 

Living with Hemophilia :isl 0798-0000-13-232-L01-P 

Medical Marijuana: Real Medication or Just Recreation? 
Pisarmacist 0708-0000-12-099-101-P 

UndeasLtnding and Managing Epilepsy 
Pharmacist 1-P 
Better Lieing Through Ractaria: ProblOtiCS for the Gal and Beyond 
Pharmacist 0198-0000-13-176-101-P 

HIV: Fact vs Fiction -FL APPROVE0- 
Pharmacist 0709-0000-12-070-102-P 

Medlcallei Errors Prevention Update -FL APPROVEDILAW- 
Pharmacist 0798-0000-12-085-103-P 

18911 Cholesterol: Natural and Pharmaceutical Management 
Pharmacist 0798-0000-13-1 72-101-P 

Medication Errors and Public Safety Update A Game Show Approach .LAWIFt. APPROVED- 

PtlarmaClst 0796-0000-1 1-4)78-4-03-P 

New Dru;s and Drug News 1mm 2012 
Pharmacist 5-13-085-L01-P 
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Statement of Credit 

Pharmacist's Letter/Therapeutic Research Center confirms that 

LemuelPhlpps 
on February 12, 2014 successfully completed the ' Letter knowledge-based Continuing Education Course 

Volume 13, No. 3 10 

Medication Safely: Strategies for Preventing Med/cation &rors on 2/12/2014. 
CE Brokcr #20-40] 847 

ACPE Universal Program .H05 p is awarded: 
2.00 contact hours of credit or (0.2 CE U's). 

Tamrrue RPh, Februaty 12, 2014 

This is SpQflSOr9cJ by 
Letter, CA 

TEL: 209/472-2240 FAX: 209/472-2249 
Broker 50-2973 

of for 
Lemuel Phippe 
Rx Solutiore 
17714 W aj.hI Rd 300 
Napervffle, IL 60563 

http ://phar co Jasp/printBK stmtcrdit 
2/12/2014 



Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Dana M. Fassbinder 
1712 Ocean Shore Blvd. #2 
Ormond Beach, FL 32176 

RE: Registered Pharmacy Technician Application 

Dear Ms. Fassbinder, 

March 3, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www. doh. state.fl. us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Cumbie, 
Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PHONE: FAX 850/413-6982 

www.FlorldasHealth.com 
TWITTER:HealthyFLA 

FACEBOOK:FLDepartmentofHealth 
YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest State in the Nation 

Sincei 
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456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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Last name First name Middle name 

Street address (ML — Mailing Location) City §tate Zip 

Work address (PL — Practice Location) City 
rL 

State 
-LD 

Zip 
(If you are not employed, please list your mailing address 
below), If you have multiple practice locations, please 
submit on an additional sheet, attach with application. 

J L 17 Li 
Home phone number Business phone number Date of birth 

E-mail address 

Would you be willing to provide health services in 
special needs shelters or to help staff disaster medical 
assistance teams during times of emergency or major 
disasters? i N No 

2. Equal Opportunity Data — are required to ask that you furnish the following information as part of your 
voluntary compliance with Section 2, Uniform Guidelines on Employee Selection Procedure (1978) 
43FR38295 (August 25, 1978). The information is gathered for statistical and reporting purposes only and 
does not in any way affect your candidacy for licensure. 

SEX: 0 Male 

RACE: 0 Black LJHispanic 0 Asian 0 Native American 0 Other 

3. Have you ever changed your name through marriage or through action of a court or have you ever 
been known by any other name? If yes, list name(s) and date(s) of the change(s) below. Use a 

separate sheet, if necessary. 

Yes No 

Name fl Date 

ki4 
DH-MQA PH1183, 09/09 J 
Rule 64B16-26.350, F.A.C. 

Page 2 of 6 

HEALTh 

F 
FLORIDA BOARD OF PHARMACY 

P.O. Box 6320 • Tallahassee, FL 32314-6320 
Phone 850-245-4292 

http://www.doh.state.fl.us/mcia/pharmacv 

FEB 072014 

Florida 
-i 

F 

1. Biographical data 

: 4304ry7c)1 

ITEM #2 - Pharmacy Technician Registration Application 
FEE: $105.00 

Please print or type legibly 



4. Have you completed a board approved training course according to Rule 64B16-26.351 (3), FA.C.? 

Yes No 

__________ 

If yes, include a copy of your completed course certificate. 

5. Have you ever been convicted of, or entered a plea of guilty, nob contendre, or no contest, to a 

crime in any jurisdiction other than a minor traffic offense? 

Yes No 

(You must include all misdemeanors and felonies, even if adjudication was withheld by the court, so that you 
would not have a record of conviction. Driving under the influence or driving while impaired is a minor 
traffic offense for the purposes of this question.) 

6. Has disciplinary action ever been taken against your pharmacy technician registration, or any other 
professional license you may have in this state or any other state? 

Yes No N 
7. Have you ever surrendered your pharmacist or any other professional license in another jurisdiction 
when disciplinary action was pending? 

Yes No N 

8. Are you presently under investigation or is any disciplinary action pending against you? 

Yes No 

DH-MQA PH1183, 09/09 
Rule 64B16-26.350, F.A.C. 

Page 3 of 6 



13. Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless of 

adjudication, a felony under Chapter 409, F.S. (relating to social and economic assistance), Chapter 817, 

F.S. (relating to fraudulent practices), Chapter 893, F.S. (relating to drug abuse prevention and control) or 

a similar felony offense(s) in another state or jurisdiction? (If you responded "no", skip to ) 
Yes No N 

13a. If "yes" to 13, for the felonies of the first or second degree, has it been more than 15 years from the 

date of the plea, sentence and completion of any subsequent ? 
Yes No 

13b. If "yes" to 13, for the felonies of the third degree, has it been more than 10 years from the date of 

the plea, sentence and completion of any subsequent probation? (This question does not apply to 

felonies of the third degree under Section 893.13(6)(a), Florida . 
Yes No 

13c. If "yes" to 13, for the felonies of the third degree under Section 893.1 3(6)(a), Florida Statutes, has it - 

been more than 5 years from the date of the plea, sentence and completion of any subsequent 

probation? 

Yes______ No 

13d. If "yes" to 13, have you successfully completed a drug court program that resulted in the plea for 

the felony offense being withdrawn or the charges dismissed? (If "yes", please provide supporting 

documentation). 

Yes No______ 

14. Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless of 

adjudication, a felony under 21 U.S.C. ss. 801-970 (relating to controlled substances) or 42 

u.S.C. as. 1395-1 396 (relating to public health, welfare, Medicare and Medicaid issues)? 

Yes______ NoN 
14a. If yes" to 14, has it been more than 15 years before the date of application since the 

sentence and any subsequent period of probation for such conviction or plea ? 
Yes_______ No______ 

15. Have you ever been terminated for cause from the Florida Medicaid Program pursuant to Section 

409.913, Florida Statutes? (If no, do not answer 15a.) 

Yes No 

15a. If you have been terminated but reinstated, have you been in good standing with the Florida 

Medicaid Program for the most recent five years? 

DH-MQA PH1183, 09/09 

Rule 64B16-26.350, F.A.C. 
Page 5 of 6 



Yes No 

Section 456.013(1)(a), F.S., requires that applicants supplement their applications as needed to reflect 
any material change in any circumstances or changes stated in the application which takes place 
between the initial filing of the application and the final grant or denial of the license and which might 
affect the decision of the department. 

The statements contained in this application are true, complete and correct and I agree that said statements 
shall form the basis of my application and I do authorize the Florida Board of Pharmacy to make any 
investigations they deem appropriate and to secure any additional information concerning me. I further authorize 
them to furnish any information they may have or have in the future concerning me to any person, corporation, 
institution, association, board or any municipal, county, state, or federal government agencies or units, and that I 

understand according to the Florida Board of Pharmacy statutes, a pharmacy technician registration may be 
revoked or suspended for presenting any false, fraudulent, or forged statement, certificate, diploma, or other 
thina. in connection wiffian applicetion for a license or permit, as set forth in section 456015(2)(a), F.S. 

2Ø/'4 
Date 

DH-MQA PH1183, 09/09 
Rule 64B16-26.350, F.A.C. 

Page 6 of 6 

16. Have you ever been terminated for cause, pursuant to the appeals procedures established by the 
state or federal government, from any other state Medicaid program or the federal Medicare program? (If 
no, do not answer 16a and 16b.) 

Yes No 

16a. Have you been in good standing with a state Medicaid program or the federal Medicare program for 
the most recent five years? 

Yes No 

16b. Did the termination occur at least 20 years prior to the date of this application? 

Yes No 

17. Are you currently listed on the United States Department of Health and Human Services 
Office of Inspector General's List of Excluded Individuals and ? 
Yes______ No 'N 
18. If "yes" to any of the questions l3through 17 above, on or before July 1,2009, were you 
enrolled in an educational or training program in the profession in which you are seeking 
licensure that was recognized by this profession's licensing board or the Department of 
Health? (If "yes", please provide official documentation verifying your enrollment status.) 
Yes______ No______ 

All of the above questions must be answered or your application will be returned for completion. If you 
answer "yes" to any questions in 5-16b, explain on a sheet providing accurate details, and submit a 
certified official copy of the order of the court or state board of pharmacy, supporting documents or all if 
applicable. 
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CINI SI'S STATUTh NUMBER CHARGE DESCRIPTIQN CLASS 

Plea. : Plea of Guilty Date: 01/17/2002 

Disposition.: Guilty Date: 01/17/2002 

1 (A) 42—4—1301(1)(a) Driving Under the Influence M 

Offense Date: From: 11/25/2001 To: Time: BAC: .000 

Arrest Date : Time: Ticket 1713547 

SNT DATE SENTENCE DESCRIPTION STATUS 
01/17/2002 Sentence by Court Active 

Judicial Officer : ARTHUR R SMITH JR. 
Driving Und Influ/Abil Imp: $100.00 
Victim Compensation Fund..: $25.00 
Victims Assistance Fund...: $37.00 
CourtCosts $18.00 
Alcohol Eval Fee : $156.00 
Breath/Blood Test Cost....: $10.28 

Jail : 30.OODAY(S) 5? 

Community Service : 36.00 HOUR(S) 

COMMUNITY SERVICE TO BE COMPLETED BY 4/20/02 /WAL 

2 (D) 42—4—1301(2)(a) DUI per se M 

Offense Date: From: 11/25/2001 To: Time: BAC: .000 

Arrest Date : Time: Ticket #: 1713547 

Disposition : Dism by DA Date: 01/17/2002 

3 (D) 42—4—1007(1)(a) Lane Usage Violation TIA 

Offense Date: From: 11/25/2001 To: Time: BAC: .000 

Arrest Date : Time: Ticket #: 1713547 

Disposition : Dism by DA Date: 01/17/2002 

FILE DATE EVENT DESCRIPTION 
11/27/2001 Summons and Complaint Filed Event ID: 000001 E-Filed: N 

OREOLT 6650 
/DFM 

FILE DATE SCHEDULED EVENT DESCRIPTION SCHD DATE TIME ROOM PRI 

11/27/2001 Arraignment 01/16/2002 08:15 AM 100 01 

Officer: ARTHUR R SMITH JR. Length: 1.00 Hour(s) 

Status.: HELD-Hearing' Held 
12/04/2001 Entry of Appearance Event ID: 000002 E-Filed: N 

APPEAR; PETERSEN / REQ FOR NAMES OF ALL CO-DEF / REQ DISCOVERY - /LUC 

01/15/2002 Motion Event ID: 000003 E—Filed: N 

PLEAD GUILTY; PETERSEN /LUC 

01/17/2002 Case Closed Event ID: 000004 E—Filed: N 

02/04/2002 Reopened Event ID: 000005 E—Filed: N 

02/04/2002 Alcohol Eval Ordered Event ID: 000006 E—Filed: N 

02/04/2002 Closed after post jdg activity Event ID: 000007 E-Filed: N 

04/04/2002 Report Event ID: 000008 E—Filed: N 

DRUG/ALCOHOL EVAL /LUC 

04/09/2002 Motion Event ID: 000009 E—Filed: N 

EXTENSION OF TIME TO COMPLETE COMM SERV & ALCOHOL CLASSES; DDA /LUC 

04/10/2002 Order Event ID: 000010 E—Filed: N 

MOTIN FOR EXTENSION OF TIME TO COMPLETE COMMUNITY SERVICE AND ALCOHOL CLASSES 

GRANTED UNTIL 6/15/02 /WAL 

04/10/2002 Review 06/20/2002 08;00 AM 2 

Officer: ARTHUR R SMITH JR. Length: 1.00 Hour(s) 

Status.: HELD-Hearing Held Note..: TO CONNIE 

04/29/2002 Filing Other Event ID: 000011 E—Filed: N 

DEFI FASSBINDER, DANA MICHELLE 
UPS COMPLETION /CSU 

07/15/2002 Notice Filed Event ID: 000012 E—Filed: N 



DATE SCHEDULED EVENT DESCRIPTION SCHD DATE TIME ROOM PRI 

SUCCESSFUL COMPLETION OF ALCOHOL TREATMENT /LUC 
BOND INFORMATION 

Bond Id Number 1 Bond Status....: BRLD 

Set Date : Set Amount : $750.00 Type: 

Post Date : 11/26/2001 Post Amount....: $750.00 Type: CASH 

Surety : DONALD GULLEY 
Bond Instructions: 
May use for Fines and Costs: 
May be released to Defendant: 

Conditions: 
MAY NOT USE//REF TO SURETY 

End of Case: 2001 T 003692 



COLORADO NETWORK (ICON) 

Status: CLSD County Court, Mesa County 
Case 2001 T 003692 Div/Room: 2 Type: Driving Under the Influenc 

The People of Colorado vs FASSBINDER, DANA MICHELLE 

DV STATUS: 

Case File Date: 11/27/2001 Case Close Date: 2/04/2002 Appealed: N 
Confidential Intermediary 

Bar # Name 
Judicial Of f...: 004709 ARTHUR R SMITH JR. 
Alt Jud Officer: 000000 

Description Stat Date Time Rm/D 

Trial : 
0:00 

Next Schd Event: 0:00 
Last Schd Event: Review HELD 6/20/2002 8:00 A 
Last Event : Notice Filed n/a 7/15/2002 

Attorney(s)....: Y 

Agency: Mesa Troop-A CSP-Retired Agency Case #: 

Ticket/Summons Number(s): 1713547 Arrest#: 

Warrant : Warrant Date: Expired Date: 
Party on Warrant: 
Change of Venue.: Agency: 

Bond(s) : Y 

Sentence Date : SCRT 1/17/2002 
Detention Location 
Supervising Agency 
Probation Officer 

PARTIES 
PARTY ROL STS NAME ATTORNEY ROL 

PTF 1 The People of Colorado 
DEF 1 FASSEINDER, DANA MICHELLE PETERSEN, CHERYL D PRV 

Date of Birth : 04/29/1972 
Sex : Female 
Race : Caucasian 
Height : 507 
Weight : 120 
Hair Color : Blonde 
Eye Color : Green 
Marital Status Married 
Home Address : 3276 ROSEWALK COURT 

HIGHLANDS RANCH, CO 80129 
OTHER PEOPLE 

ROLE NAME 
IMP 1 SUR DONALD GULLEY 

CNT STS STATUTE NUMBER CHARGE DESCRIPTION CLASS 

1 
( ) 42—4—1301(1)(b) Driving While Ability Impaired M 

Offense Date: From: 11/25/2001 To: Time: BAC: .000 

Arrest Date : Time: Ticket #: 1713547 
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Rick Scott Mission: 
Governor 

To protect, promote & improve the health 

_______________ 

of all people in Flonda through integrated John H. Armstrong, MD, FACS state, county & community efforts. 

H EALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

March 3, 2014 

Seaon Hardeen 
3912 Flowering Orchid Lane 
Kissimmee, FL 34744 

RE: Registered Pharmacy Technician Application 

Dear Mr. Hardeen, 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www. doh.state.fl. us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Sincerely, 

ay Cumbie, 
Regulatory Specialist II 

Florida Department of Health ldasHealth.com 
Board of Pharmacy TWITTER:HealthyFL.A 
4052 Bald Cypress Way, Bin C-04 'Tallahassee, FL 32399 FACEBOOK:FLDepartmentofHealth 
PHONE: 8501245—4292• FAX 850/413-6982 YOUTUBE: fldoh 
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ITEM #2 - Pharmacy Technician Registration Application 
FEE: $105.00 

Please print or tvne lealblv -----.-- 
1. BIographical data 

-- 

—-'——— -•——-----——— 

- ' 
Business phone number Date of birth 

Would you be willing to provide heal h services in 
special needs shelters or to help staff disaster medical 
assistance teams during times of emergency or major 

- disasters? - 

Last name 
n 

eel 

Street address (ML — Mailing Location) 

Work address (PL — Practl'ce Location) 
(if you are not employed, please list your rriaiiing address 
below). If you have multiple practice locations, plesse 
submit on an additional sheet, attach w'rth 

2. Equal Opportunity bath — We are required to ask that you furnish the following information as-part of your 

voluntary compliance with Section 2, uniform Guidelines on-Employee Selection Procedure (1978) - - 

43FR38295 (August 25, 1978). The information is gathered for statistical and reporting purposes only and: 

doe not in any way affect your for licensure. - : :. - 

. . .-- . . 

SEX: 
thrMale LI Female 

RACE: LI Black riHispanic LI Asian 
.. 

0 Native American 
- . 

3 Have you ever changed your nan 
been known by any other name? 
separate sheet if necessaiy 

I - - - 

e through mamage or through action of a court or 
If yes, list name(s) and date(s) of the change(s) 

- .: - - , - 

have you 
below Use a 

Yes - 

No - . 

Name : : - 

DH-MQA Ph11183, 09/09 
Rule 64B16-26.350, FA.C. 

First name 

ec t 
CIty 

Middle name 

State. - 
State 

: Zip 

7 1 
-Zip 

DLORTDA DEPARTMENT OF 

HEALT - 

FLORIDA BOARD OF PHARMACY 
.O. Box 6320 * Tallahassee, FL 32314-6320 
Phone: (850) 488-0595 
http:l/www - dcli state.fl . us/rnpa!pharrnacv 

Page 2 of 6 



NJ , include a co py of yo pleto 
5 Have you ever been convicted of, or entered a plea of 1 nob contendre, or no contest, to a 

i-rime in any other than a manor traffic 9 
Yes . — 

(You must include all misdemeanors and felonies, even if adjudication was withheld by the court, so that you 

would not have a record of conviction. Driving under the influence or driving while impaired is a minor 

traffic offense for the purposes of this ion.) 
S Has iplunary action ever been taken agaInst your pharmacy technician registration, or any other 

professional license you may have in this state or any other state? 

Yes No 

7 Have you ever surrendered your ist or any other professional license in another ;unsdjction 

when action was pending? 

Yes No 

B Are you_pj yunde i on or Is ahy disciplinary action ing against u? 

DH-MQA B3, 09/09 
Rule 

6 



: 
13 Have yoU been or of 

a felohy pnder Chapters Chapter 817, or Chapter 8931 Florida Statutes, ou 21 

:: ? — ' No__ - 
13a Has ft been more than 15 years prior to thO date 6i this application since the pd 
compielion of 31* subsequent of probation for such 1 I 

Yes No 
. . 

. 

14 Hive you 
409913 l9orI 

ever been te 9 rrninated for cause from the 

...— . 
rid 

. 

a Me lc aid Program 

.. 

purs 

.• 

uánt t o Ion 
I 

. 

Yes . - No 

Yes No 

*11 above questions must be answered or your application will be !etuffled tot 
answer yes" to any questions in 5-16b, on a sheet providing accurate and subnlitfr ; 
certified official copy cit the order o(the court or state board of pliarnlacy, suØpOtftng 1 
applicable 

— 1 — ..—— 3 

PH1183, 09109 

Rule 64B16-26.350, F.A.C. 
Page 5 ofó 

143 If you have been terminaied but reinstated, have you been in good standinó with the 1 
Medicaid Program for the most recent five years? 

Yes No - 
464 Have you ever been terinmated for cause, pigsuantto the appeals prdcedures Y 
state or federal from any other state Medicaid pMgram brt 
no, dp hot ') ! 

Yes No 

lffaHaveyou been itt good Manding witlia state Medkcaid jprodnn or the 401 - 
the most recentjivb S? . - 

Yes 

15b Did the termination occur at least 2Oyears prior to the date of this 9 



Section 456.013(1)(a), F.S., requires that applicants supplement their applications as needed to reflect any 

material change in any circumstances or changes stated in the application which takes place between the initial 

filing of the application and the final grant or denial of the license and which might affect the decision of the 

department. 

The statements contained in this application are true, complete and correct and I agree that said statements 

shall form the basis of my application and I do authorize the Florida Board of Pharmacy to make any 

investigations they deem appropriate and to secure any additional information conceming me. I further authorize 

them to furnish any information they may have or have in the future concerning me to any person, corporation, 

institution, association, board or any municipal, county, state, or federal government agencies or units, and that I 

understand according to the Florida Board of Pharmacy statutes, a pharmacy technician registration may be 

revoked or suspended for presenting any false, fraudulent, or forged statement, certificate, diploma, or other 

thing,' connection wtt appli 'on for a license or permit, as se forth in section 456.01 5(2)(a), F.S. 

L2—T 
Applicant Signature Date 

DH-MQA PH'1153, 09/09 
Rule 64816-26.350, P.A.C. 

Page 6 of 6 



Seaon Hardeen 
3912 Flowering Orchid Ln. 
Kissimniee, FL 34744 

Florida Board of Pharmacy 
P.O. Box 6320 
Tallahassee, Fl. 323 14-6320 

July 10, 2013 

To whom it may Concern, 

My name is Seaon Hardeen. I am applying for a pharmacy technician's registration and 
license in the state of Florida. I completed the program through Anthem College on July 10, 
2013. 

The only thing which is keeping me from attaining this goal is my past of unfortunate 
choices. I have a felony on my record for possession of counterfeit money. The people I had 
chosen to consider fricnds. were not positive influences in my life nor were they honest as I bad 
been led to believe. We set out on a weekend trip as a group where I was one of the passengers 
and stopped at a rest area to refuel the vehicle and ourselves. These "friends" paid for the 
purchases unbeknownst to me with counterfeit money. The counterfeit money was discovered at 
the rest area and we were being detained until the arrival of the police. When the police arrived, 
they took aU the people including myself to the state trooper's precinct. Upon the arrival of the 
investigator, lie informed all of us that were being charged with possession of counterfeit money. 

The attorney advised me as to how to plead in this case. Originally he suggested I plead 
innocent an.d as the case unraveled he then had me change to plead guilty because I would only 
have to serve a short probationary period as opposed to the higher punishment which I 
potentially could have received of imprisonment 5-10 years. I have had nothing but regret or 
remorse from the moment I associated myself with these so called friends. My life was turned 
upside do'rni and I nearly lost everything 1 had worked so hard to attain for my family. 

I was a pillar of my community prior to this incident and everyday continue to strive 
towards that goal. I am still putting my life together after this whole unfortunate circumstance 
by joining the medical profession as a pharmacy so I can better serve my community. 
I decided to relocate to Florida in hopes of making a better life for myself as well as for my 
thmi ly. 

By obtaining a position as a certified and registered PhT in the state of . m future 
can continue to change, as I have a vision to further my education towards becoming a 
pharmacist. I truly believe in new beginnings and hope my application will be considered. 

Warn.iest regards, 

Seaon Hardeen 



LAW OFFICE OF JARED ALTMAN 
iVER VALLEY CORPORATE CENTER 

21 25 ALBANY POST ROAD, SUITE ONE ': , NEW YORK 10548- 447 
Phone: (914) 737-0200 • rox; 5.504 

Email: larltOWOfflC corn 

November 6, 2013 

Quality Division of Medica.l AssUrance 

Board of Pharmacy 

Re: Seaon Hardeen 
1)013: 1980 

To Whom It May Concern: 

I represented the above referenced individual in connection with charges brought by the 

Westchester County District Attorney in the New York State Criminal Justice Courts. 

On October 11, 2011 Mr. Hardeen was charged together with three close family members 

with Criminal Possession of a Forged instrument in the First Degree under NYS Penal Law 

Sections 170.30 and 170.15. That offense is a class C felony. 

On March 14, 2012 Mr. Hardeen plead guilty to the Class 0 felony of Criminal 

Possession of a Forged Instrument in the Second Degree under NYS Penal Law Section 170.25. 

On June 7, 2012 Mr. Hardeen was sentenced to five (5) years' probation. 

Thank you. 

Vet ly yours, 

'DALTMAN,E Q. 

IA:o 

Additional ott ices by eppolntrnent 
202 Mamcnneck Avenue, White Plains, NY 10601 

42 East Tilden Place, Hopewell JunctIon, NY 12533 

1838 Httrdeen . locx 
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Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Nicole Bolen 
6901 SW th Street 
Pembroke Pines, FL 33023 

RE: Registered Pharmacy Technician Application 

Dear Ms. Bolen, 

March 3, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http:I/www.doh.state.fl. us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Cumbie, 
Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PHONE: 8501245-4292• FAX 850/413-6982 

ITTER:HealthyFLA 
BOOK:FLDepartmentofHealth 

YOUTUBE: fldoh 

¼ 

HEALTH 
Vision: To be the Healthiest State in the Naton 

Since! 
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Mission 
To peotect. & tinpw'e the health 

of at people in Floqida through integrated 
state, county & community effots. Florida 

HEALTH 

Rick Scott 

Joim H. Amstrong, MD, FACS 
State Surgeon General & Secretaiy 

Basic Data 

Profession: 

Application Type: 
Name: 
Date of Birth: 
Place of Birth: 
Email Address: 

Mailing Address 
6901 SW 6 ST 
PEMBROKE PINES, FL 33023 

Physical Location or Address of Employment 

Phone 
Home: 
Business: 

Equal Opportunity Data 
Gender: 
Race: 

llictorv 

Criminal History 

Vision: To be the Healthiest State in the Nation 

Initial Application for Licensure 

Florida Board of Pharmacy 

Florida Department of Health 

Have you ever been corwicted of, or entered a plea of guilty, nob conteridere, or no 

contest to a crime in any jurisdiction other than a minor traffic offense? Your answer: NO 

Discipline History 

Has disciplinary action ever been taken against your pharmacist or any other professional 

Ficense in this state or any other state or U.S. jurisdiction? 

Have you ever surrendered your pharmacist or any other professional license in another 

jurisdiction when disciplinary action was pending? 

Your answer: NO 

Your answer: NO 

Date Created: Feb 1 2014 3:47PM Page 1 of 4 

REGISTERED PHARMACY TECHNICIAN 
REGISTERED PHARMACY TECHNICIAN INIflAL APPLICATION 
MS. NICOLE BOLEN 
09/30/1985 
MIAMI, FLORIDA 
N ICOLEBOLEN@YMAILCOM 

4599 SHERIDAN ST 
FL 33024 

954-966-8104 
954-961-3720 

FEMALE 
WHITE 

Provider: 
Course Approved By: 
Course Competion Date: 

CVS CAREMARK 
FLORIDA BOARD OF PHARMACY APPROVED 
12/14/2013 

Other Name History 
Name: NICOLE LUPISELL 

Secondary Work Location 

Other State Licenses 

Ucense Number: 
License Type: 
Ucensure Date: 
Date of Expiration: 
Country: 
State: 

License Number: 
License Type: 
Ucensure Date: 
Date of Expiration: 
Country: 
State: 



(Page 2 of 4) 

Are you presently being investigated or is any disciplinary action pending against you? 

Questions related to Section ! 
Have you been cx,nvicted of, or entered a plea of guilty or nob contendere to, regardless 

of adjudication a felony under Chapter F.S. (relating to social and economic 

assistance), Chapter 817, ES. (relating to fraudulent practices), Chapter 893, F.S 

(relating to drug abuse prevention and control) or a similar felony offense(s) in another 

state or jurisdiction? 

For the felonies of the first or second degree, has it been more than 15 years from the 

date of the plea, sentence and completion of any subsequent probation? 

For the felonies of the third degree, has it been more than 10 years from the date of the 

plea, sentence and completion of any subsequent probation? (This question does not 

apply to felonies of the third degree under Section 893.1 3(6)(a), Florida Statutes). 

For the felonies of the third degree under Section 893 13(6)(a), Florida Statutes, has it 

been more than 5 years from the date of the plea, sentence and completion of any 

subsequent probation? 

Have you successfully completed a drug court program that resulted iii the plea for the 

felony offense being withdrawn or the charges 2 
Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless 

of adjudication, a felony under 21 U.S.C ss. 801-970 (relating to controlled substances) 

or 42 U.SC. ss. 1395-1396 (relating to public health, welfare, Medicare and Medicaid 

issues)? 

Has it been more than 15 years before the date of application since the sentence and any 

subsequent period of probation for such conviction or plea ended? 

Have you ever been terminated for cause from the Florida Medicaid Program pursuant to 

Section 409.913, Florida Statutes? 

If you have been terminated but reinstated, have you been in good standing with the 

Florida Medicaid Program for the most recent five years? 

Have you ever been terminated for cause, pursuant to the appeals procedures 

established by the state, from any other state Medicaid program? 

Have you been in good standing with a state Medicaid program for the most recent five 

years? 

Did the termination occur at least 20 years before the date of this application? 

Are you currently listed on the United States Department of Health and Human Services 

OlTice of Inspector General's Ust of Excluded Individuals and Entities? 

On or before July 1, 2009, were you enrolled in an educational or training program in the 

profession in which you are seeking licensure that was recognized by this profession's 

licensing board or the Department of Health? 

Additional Information 

Availability for Disaster: Will you be available to provide health care services in special 

needs shelters or help staff disaster medical assistance teams during times of emergency 

or major disaster? 

Military Veteran Fee Waiver 

Date of Discharge: 

Your answer: NO 

Your answer: NO 

Your answer: N/A 

Your answer: N/A 

Your answer: N/A 

Your answer: N/A 

Your answer: NO 

Your answer: N/A 

Your answer: NO 

Your answer: N/A 

Your answer: NO 

Your answer: NIA 

Your answer: N/A 

Your answer: NO 

Your answer: N/A 

Your answer: NO 

Your answer: N/A 

Date Created: Feb 1 2014 3:47PM 
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Application Statement 

Section 456.013(1)(a), F.S., requires that applicants supp'ement their applications as needed to reflect any material 

change in any circumstances or changes stated in the application which takes place between the initial filing of the 

application and the final grant or denial of the license and which might affect the decision of the department. 

The statements contained in this application are true, complete arid correct and I agree that said statements shall form 

the basis of my application and I do authorize the Florida Board of Pharmacy to make any investigations they deem 

appropriate and to secure any additional information concerning me. I further authorize them to furnish any information 

they may have or have in the future concerning me to any person, corporation, institution, association, board or any 

municipal, county, state, or federal government agencies or units, and that I understand according to the Florida Board 

of Pharmacy statutes, a pharmacy technician registration may be revoked or suspended for presenting any false, 

fraudulent, or forged statement, certificate, diploma, or other thing, in connection with an application for a license or 

permit, as set forth in section 456.015(2)(a), F.S. 

Date Created: Feb 1 2014 3:47PM Page 4 of 4 
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Nicole Bolen 
6751 Branch Street 

Hollywood, El 33024 

Febniary 13, 2014 
State Board of Pharmacy 

To Representatives of the State Board of?harinacy: 

The intent of this letter is to provide additional details and insights into my health history that was 
provided to you at my request by Dr. Milana Kaplan. In January of 2012, I was diagnosed with 
depression and anxiety after a brief hospitalization due to extreme financial stressors and the anxiety 
over how those stressors would impact my ability to continue to make timely mortgage payments and 
my overall financial future. With the support of my family and medical professionals (psychiatrist and 
psychologist), I began a daily regimen of medication and learned techniques through the recommended 
reading materials from my psychologist that enabled me to cope with the repurcussions of my 
diagnosis in my daily life. I continue to comply with all of the prescribed medication and appointment 
dates and maintain a great relationship with my psychologist and psychiatrist to this day. 

In June of 2013,1 was also briefly hospitalized due to the extreme stressors stemming from my 
struggles with infertility and the emotional and physical toll the situation was putting on myself and my 
husband. At the recommendation of my doctors, my husband joined me in some sessions with the 
psychologist and we learned better ways to cope and communicate in regards to the situation and 
explored additional options that we could utilize if we were unable to conceive a child of our own 

I hope this letter provides you with enough insight and information into my health history to enable you 
to successfully make a decision regarding my application to become a registered pharmacy technician 
in the state of Florida. I would be happy to provide additional details if needed and have authorized Dr. 
Kaplan to answer any and all questions you may have regarding my diagnosis, medications and 
treatment, manic you for your kind attention to this matter. 

Sincerely, 

Nicole Bolen 
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Proof of Completion 

This document verifies that, in accordance with Florida 
Board of Pharmacy requirements, 

(employee name) 

has completed the 

Florida Board of Pharmacy Approved 
C VS/pharmacy® LearnRx Training Program 

(CVS/Caremark License Number: RPPT8) 

as of 

(completion date) 

Date 



Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 
state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Sur9eon General & Secretary 

Kayla M. Cerritos 
1420 Drew Street 
Clearwater, FL 33755 

RE: Registered Pharmacy Technician Application 

Dear Ms. Cerritos, 

March 3, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh.state.fl. us/mqa/pharmacy/ph_meeting . html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Jay Cumbie, 
Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PRONE: 850/245-4292 FAX 850/413-6982 

www.FlorldasHealth.com 
TWITTER: F-lealthyFLA 

FACEBOOK:FLDepartmentofHealth 
YOUTUBE: fldoh 

1. 

HEALTH 
Vision: To be the Healthiest State in the Nation 

Sincerely, 



Mission: 
To protect, promote & improve the health 

of all people in Florida through integrated 
state, county & community efforts. 

Kayla Cerritos 
1420 Drew Street 
Clearwater, FL 33755 

RE: Pharmacist Technician Application 

Dear Ms. Cerritos: 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State General & Secretary 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, February 12, 2014. The meeting is being held at the Florida Hotel & 
Conference Center, 1500 Sand Lake Road, Orlando, FL 32809, (407) 859-1500. The meeting will 
begin at 9:00 a.m. 

You are not required to appear; however, it is encouraged that you do so. Issues are heard in the 
order they are listed on the agenda. We are unable to give you an exact time your request will be 
heard. Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh . state.fl. us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Cumbie, 
Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 

PHONE: 850/245-4292 • FAX 850/413-6982 

www.FloridasHealth.com 
TWITTER:HealthyFLA 

FACEBOOK:FLDepartmentofHealth 
YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest State in the Naben 

January 21, 2014 

Si 
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r . Initial Application for Licensure 
.J. Medical Quality 

H EALTH Florida Board of Pharmacy 

Data 
Profession: REGI STERED PHARMACY TECHN ICIAN 

Application Type: REGISTERED PHARMACY TECHNICIAN INITIAL APPLICATION 

Name: KAYLA M CERRITOS 
Date of Birth: 05/25/1994 
Place of Birth: SEMINOLE, FL 
Email Address: SACERTIFICATIONS@ULTI MATEMEDICALEDU 

Mailing Address 
1420 DREW STREET 
CLEARWATER, FL 33755 

Physical Location or Address of Employment 
1420 DREW STREET 
CLEARWATER, FL 33755 

Phone Numbers 
Home: 727-953-5225 
Business: 727-953-5225 

Equal Opportunity Data 

Gender: FEMALE 
Race: HISPANIC 

Education History 

Course Provider: OTHER 
Course Approved By: FLORIDA BOARD OF PHARMACY APPROVED 
Course Competion Date: 03/26/2013 I 

other Name History 

No Other Name History data entered. 

Secondary Work 

Other State Licenses 

License Number: 
License Type: 
Licensure Date: 
Date of Expiration: 
Country: 
State: 

License Number: 
License Type: 
Licensure Date: 
Date of Expiration: 
Country: 
State: 

Mandatory Continue Education 

Prevention of Medical Errors 

I have completed the Prevention of Medical Errors education required by Florida Statutes, as defined by Rule 

64B7-25. 001(1 )(f), FAC. 
Provider Number: 
Provider/School Name: ULTI MATE MEDICAL ACADEMY 
Course Name/Title: PHARMACY TECHNICIAN 
Date Completed: 03/26/2013 

Criminal History 

Have you ever been convicted of, or entered a plea of guilty, nob contendere, or no 

contest to, a crime in any jurisdiction other than a minor traffic offense? Your NO 

Date Created: May 302013 12:03PM Page 1 of 4 
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Initial Application for Licensure Dlvbion of 
Medical Quahfy 

H EALTH Florida Board of Pharmacy 

Discipline History 

Has disciplinary action ever been taken against your pharmacy technician registration, or 
any other professional license you may have in this state or any other state? Your answer: NO 

Have you ever surrendered your pharmacist or any other professional license in another 
jurisdiction when disciplinary action was pending? Your answer: NO 

Are you presently under investigation or is any disciplinary action pending against you? Your answer: NO 

Questions related to Section 456.0635(2). Rorida Statutes 

Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless Your answer: NO 

of adjudication, a felony under Chapter 409, ES. (relating to social and economic 
assistance), Chapter 817, F.S. (relating to fraudulent practices), Chapter 893, F.S. 

(relating to drug abuse prevention and control) or a similar felony offense(s) in another 
state or jurisdiction? 

For the felonies of the first or second degree, has it been more than 15 years from the Your answer: N/A 

date of the plea, sentence and completion of any subsequent probation? 

For the felonies of the third degree, has it been more than 10 years from the date of the Your answer: N/A 

plea, sentence and completion of any subsequent probation? (This question does not 

apply to felonies of the third degree under Section 893.13(6)(a), Florida Statutes). 

For the felonies of the third degree under Section 893.1 3(6)(a), Florida Statutes, has it Your answer: N/A 

been more than 5 years from the date of the plea, sentence and completion of any 
subsequent probation? 

Have you successfully completed a drug court program that resulted in the plea for the Your answer: N/A 

felony offense being withdrawn or the charges dismissed? 

Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless Your answer: NO 

of adjudication, a felony under 21 U.S.C. ss. 801-970 (relating to controlled substances) 
or 42 ss. 1395-1396 (relating to public health, welfare, Medicare and Medicaid 
issues)? 

Has it been more than 15 years before the date of application since the sentence and any Your answer: N/A 

subsequent period of probation for such conviction or plea ended? 

Have you ever been terminated for cause from the Florida Medicaid Program pursuant to Your answer: NO 

Section 409.913, Florida Statutes? 

If you have been terminated but reinstated, have you been in good standing with the Your answer: N/A 

Florida Medicaid Program for the most recent five years? 
Have you ever been terminated for cause, pursuant to the appeals procedures Your answer: NO 

established by the state, from any other state Medicaid program? 

Have you been in good standing with a state Medicaid program for the most recent five Your answer: N/A 
years? 

Did the termination occur at least 20 years before the date of this application? Your answer: N/A 

Are you currently listed on the United States Department of Health and Human Services Your answer: NO 

Office of Inspector General's List of Excluded Individuals and Entities? 

On or before July 1, 2009, were you enrolled in an educational or training program in the Your answer: N/A 

profession in which you are seeking licensure that was recognized by this professions 
licensing board or the Department of Health? 

Additional Information 

Availability for Disaster: Will you be available to provide health care services in special 
needs shelters or help staff disaster medical assistance teams during times of emergency 
or major disaster? Your answer: YES 

Date Created: May 302013 12:03PM Page 2 of 4 



(Page 4 of 4) 

Initial Application for Licensure at 
Medical Quality M5urance 

H EALTH Florida Board of Pharmacy 

Section 456.013(1)(a), ES, requires that applicants supplement their applications as needed to reflect any material 

change in any circumstances or changes stated in the application which takes place between the initial filing of the 

application and the final grant or denial of the license and which might affect the decision of the department. 

The statements contained in this application are true, complete and correct and I agree that said statements shall form 

the basis of my application and I do authorize the Flonda Board of Pharmacy to make any investtgations they deem 

appropriate and to secure any additional information concerning me. I further authorize them to furnish any information 

they may have or have in the future concerning me to any person, corporation, institution, association, board or any 

municipal, county, state, or federal government agencies or units, and that I understand according to the Florida Board 

of Pharmacy statutes, a pharmacy technician registration may be revoked or suspended for presenting any false, 

fraudulent, or forged statement, certificate, diploma, or other thing, in connection with an application for a license or 

permit, as set forth in section 456.01 5(2)(a), F.S. 

Date Created: May30 2013 12:03PM 
Page 4 of 4 



RE: Personal History for Registered Pharmacy Techician 

I, Kayla Cerritos, was hospitalized in September of 201 1 as well as December of 2011 while I was under 18 into a 
Pediatric's Pyschiatric Ward. I was diagnosed with Major Depressive Disorder. I was prescribed two antidepressants to 
treat my depression. The only documents I was able to find were from that time. I am currently still taking the two 
antidepressants and am in better health. I have not been admitted to any psychiatric facility since then. I am not currently 
seeing a licensed professional for the depression, so I am not able to get a letter summarizing my diagnosis. I have 
enclosed to only documents I was able to obtain. If there are any questions feel free to contact me at 727-225-1751. 

Thank You, 
Kayla Cerritos 
File Number 51118 
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Rick Scott 
Mission: Governor 
To protect, promote & improve the health 

_____________ 

John H. Armstrong, MD, FACS 

HEALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

March 3, 2014 

Harry G. Horodeck 
3831 NW th Place 
Cape Coral, FL 33993 

RE: Petition for Termination of Probation 

Dear Mr. Horodeck, 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 

N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 

they are listed on the agenda. We are unable to give you an exact time your request will be heard. 

Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh .state.fl . us/mqa/pharmacy/ph_meeting. html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Sincerely, 

Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy ITTER:HealthyFLA 

4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 FACEBOOK:FLDepartmentofHealth 

PHONE: 850/245-4292 • FAX 850/413-6982 YOUTUBE: fldoh 



Mission: 
To protect promote & improve the health 

of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Harry G. Horodeck 
2636 NW th Terrace 
Cape Coral, FL 33993 

RE: Petition for Termination of Probation 

Dear Mr. Horodeck, 

March 3, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 

N. Westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 

Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.doh.state.fI . us/mqa/pharmacy/ph_meeting . html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy 

4052 Bald Cypress Way, Bin C-04 • Tallahassee, FL 32399 

PHONE: 850/245-4292• FAX 850/413-6982 

www.FloridasHealth.com 
TWITTER:NealthyFLA 

BOOK:FLDepartmentofHealth 
YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest State in the Nation 

Sincerely, 
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Nelson, Sondra 

From: Bayo Edwin 

Sent: Monday, January 06, 2014 5:00 PM 

To: Nelson, Sondra 

Subject: RE: 2011-13626 Horodeck 

go ahead and set it for April then. Thanks. 

Board Certified in State & Federal Government 
and Administrative Practice 

Grossman, Furlow 
&BayO.LLC 

Grossman, Furlow, & BayO 
2022-2 Raymond Diehi Road 
Tallahassee, FL 32308 
Phone: (850)385-1314 
Fax: (850)385-4240 

This e-mail is intended for the individual(s) or entity(s) named within the message. This e-mail might 
contain legally privileged and confidential information. If you properly received this e-mail as a client or 
retained expert, please hold it in confidence to protect the attorney-client or work product privileges. 
Should the intended recipient forward or disclose this message to another person or party, that action 
could constitute a waiver of the attorney-client privilege. 

If the reader of this message is not the intended recipient, or the agent responsible to deliver it to the 
intended recipient, you are hereby notified that any review, dissemination, distribution or copying of this 
communication is prohibited by the sender and to do so might constitute a violation of the Electronic 
Communication Privacy Act, 18 U.S.C. section 2510-2521. 

If this communication was received in error we apologize for the intrusion. Please notify us by reply e- 
mail or by telephone at (850) 385-1314 and delete the original message without reading same. Nothing 
in this e-mail message shall, in and of create an attorney-client relationship with the sender. 

Disclaimer under Circular 230: Any statements regarding tax matters made herein, including any 
attachments, are not formal tax opinions by this firm, cannot be relied upon or used by any person to 
avoid tax penalties, and are not intended to be used or referred to in any marketing or promotional 
materials. 

From: Sondra.Nelson@flhealth.gov mailto:Sondra.Nelson@flhealth.gov] 
Sent: Friday, December 27, 2013 4:28 PM 

To: Bayo Edwin 
Subject: RE: 2011-13626 Horodeck 

Hi Ed, 

I'm sorry but the deadline for the February 4-5, 2014 Board meeting agenda was December 20, 2013. I can 
schedule you guys for the April 1-2, 2014 Board meeting. Just let me know if that is acceptable for you and Mr. 
Horodeck. 

2/3/20 14 
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Happy New Year! 

From: Bayo Edwin mailto:e. ] 
Sent: Monday, December 23, 2013 11:3 1 AM 

To: Nelson, Sondra 
Subject: RE: 2011-13626 Horodeck 

Dear Ms. Nelson: 

Can you please ensure that Mr. Horodek is on the next BOP agenda (February 4-5 in Orlando) so he can comply 
with his required appearance? 

Board Certified in State & Federal Government 
and Administrative Practice 

Grossman, Furlow 
&BayO.LLC 

Grossman, Furlow, & Bayó 
2022-2 Raymond Diehl Road 
Tallahassee, FL 32308 
Phone: (850)385-1314 
Fax: (850)385-4240 

This e-mail is intended for the individual(s) or entity(s) named within the message. This e-mail might 
contain legally privileged and confidential information. If you properly received this e-mail as a client or 
retained expert, please hold it in confidence to protect the attorney-client or work product privileges. 
Should the intended recipient forward or disclose this message to another person or party, that action 
could constitute a waiver of the attorney-client privilege. 

If the reader of this message is not the intended recipient, or the agent responsible to deliver it to the 
intended recipient, you are hereby notified that any review, dissemination, distribution or copying of this 
communication is prohibited by the sender and to do so might constitute a violation of the Electronic 
Communication Privacy Act, 18 U.S.C. section 25 10-2521. 

If this communication was received in error we apologize for the intrusion. Please notify us by reply e- 
mail or by telephone at (850) 385-1314 and delete the original message without reading same. Nothing 
in this e-mail message shall, in and of create an attorney-client relationship with the sender. 

Disclaimer under Circular 230: Any statements regarding tax matters made herein, including any 
attachments, are not formal tax opinions by this firm, cannot be relied upon or used by any person to 
avoid tax penalties, and are not intended to be used or referred to in any marketing or promotional 
materials. 

From: Sandra. Nelson@flhealth.gov mailto Sondra. ] 
Sent: Monday, November 04, 2013 10:50 AM 
To: Bayo Edwin 
Subject: RE: 2011-13626 Horodeck 

2/3/20 14 
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Hi Ed, 

The Board has not established the 2014 meeting schedule. Please resubmit your request at that time. Thank 
you. 

From: Bayo Edwin mailto:e. bayo©cifblawfirm ] 
Sent: Monday, November 04, 2013 10:20 AM 

To: Nelson, Sondra 
Cc: JEAN ETTE HORODECK 
Subject: 2011-13626 Horodeck 

Dear Ms. Nelson: 

The Settlement Agreement we negotiated on behalf of Mr. Horodek specifically did not contain a tolling 
provision, so that probation would run even if he is not practicing. The reason we did that was because he was 
already retired and we did not envision that he would be practicing. In exchange for 
that concession, the Board required him to make an appearance before the end of probation, which we will 
accomplish on the first meeting in 2014. 

Please let me know if you have any questions. I will also apprecviate if you can confirm that he has complied 
with all his other requirements. 

,4. 
Board Certified in State & Federal Government 
and Administrative Practice 

Grossman, Furlow 
&BayO.LLC 

Grossman, Furlow, & BayO 
2022-2 Raymond Diehi Road 
Tallahassee, FL 32308 
Phone: (850)385-1314 
Fax: (850)385-4240 

This e-mail is intended for the individual(s) or entity(s) named within the message. This e-mail might 
contain legally privileged and confidential information. If you properly received this e-mail as a client or 
retained expert, please hold it in confidence to protect the attorney-client or work product privileges. 
Should the intended recipient forward or disclose this message to another person or party, that action 
could constitute a waiver of the attorney-client privilege. 

If the reader of this message is not the intended recipient, or the agent responsible to deliver it to the 
intended recipient, you are hereby notified that any review, dissemination, distribution or copying of this 
communication is prohibited by the sender and to do so might constitute a violation of the Electronic 
Communication Privacy Act, 18 U.S.C. section 25 10-2521. 

If this communication was received in error we apologize for the intrusion. Please notify us by reply e- 
mail or by telephone at (850) 385-1314 and delete the original message without reading same. Nothing 
in this e-mail message shall, in and of itself, create an attorney-client relationship with the sender. 

2/3/20 14 
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Disclaimer under Circular 230: Any statements regarding tax matters made herein, including any 
attachments, are not formal tax opinions by this firm, cannot be relied upon or used by any person to 
avoid tax penalties, and are not intended to be used or referred to in any marketing or promotional 
materials. 

2/3/20 14 



Final Order No. DOll- 13-0022- -MQA 

FILEDDATE- JAN 0 7 2013 
Department of Health 

STATE OF FLORIDA _ 
BOARD OF PHARMACY efluty Agency Cler 

DEPARTMENT OF HEALTH, 
Petitioner, 

vs. CASENO.: 2011-13626 
LICENSE NO.: PS 12646 

HARRY G. HORODECK, RPH 
Respondent. 

____________________________________________________________/ 

FINAL ORDER APPROVING SETTLEMENT AGREEMENT 

THIS CAUSE came before the Board of Pharmacy (hereinafter the "Board") pursuant to 

Section 120.57(4), Florida Statutes, on December 12, 2012 in Tallahassee, Florida, for 

consideration of a Settlement Agreement (attached hereto as Exhibit A) entered into between the 

parties in the above-styled cause. Upon consideration of the Settlement Agreement, the 

documents submitted in support thereof, and being otherwise advised in the premises, it is hereby 

ordered and adjudged: 

The Settlement Agreement as submitted is hereby approved, adopted and incorporated herein by 

reference. Accordingly, the parties shall adhere to and abide by all the terms of the Settlement 

Agreement. As authorized by the Settlement Agreement the Board finds that the costs of 

investigation and prosecution are $3,556.67. 

This Final Order shall take effect upon being filed with the Clerk of the Department of 

Health. 



DONE AND ORDERED this day of____________ 

BOARD OF PHARMACY 

Mark,,*hitten, Directorfor 
Cynthia Griffin, PharmD, Chair 

NOTICE OF RIGHT TO JUDICIAL REVIEW UNLESS WAIVED 

A PARTY WHO IS ADVERSELY AFFECTED BY THIS ORDER IS ENTITLED TO 
JUDICIAL REVIEW, UNLESS WAIVED, PURSUANT TO SECTION 120.68, FLORIDA 
STATUTES. PROCEEDINGS ARE GOVERNED BY THE FLORIDA RULES OF 
APPELLATE PROCEDURE. SUCH PROCEEDINGS ARE COMMENCED BY FILING ONE 
COPY OF THE NOTICE OF APPEAL WITH THE AGENCY CLERK OF THE 
DEPARTMENT OF HEALTH AND A SECOND COPY, ACCOMPANIED BY FILING FEES 
PRESCRIBED BY LAW, WITH THE DISTRICT COURT OF APPEALS, FIRST DISTRICT, 
OR WITH THE DISTRICT COURT OF APPEAL IN THE APPELLATE DISTRICT WHERE 
THE PARTY RESIDES. THE NOTICE OF APPEAL MUST BE FILED WITHIN THIRTY 
(30) DAYS OF RENDITION OF THE ORDER TO BE REVIEWED. 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing Final Order has been 

provided by electronic mail to Harry G. Horodeck, RPH, do Edwin Bayó, Esquire at 

e. q fb a wfi rm corn ; to John Truitt, Assistant General Counsel, Department of Health, at 

john 1ru1111a;doh.state.ltus , and to David D. Flynn, Assistant Attorney General, Department of 

Legal Affairs, at this 1 of________________ 

Deputy Agency Clerk 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

v. CASE NO. 2011-13626 

HARRY G. HORODECK, R.PhU, 

RESPONDENT. 

Si I I LEMENT AGREEMENT 

Pursuant to Section 120.57(4), Florida Statutes, the parties offer this 

Settlement Agreement to the Board of Pharmacy (Board) as disposition of 

the Administrative Complaint, attached as Exhibit A, in lieu of further 

administrative proceedings. 

STIPULATED FACTS 

1. At all times material to this matter, Harry G. Horodeck, RPh, 

was a licensed pharmacist in the state of Florida, having been issued 

license number PS 12646. Respondent's mailing address of record is 2636 

NW 8th Terrace, Cape Coral, Florida 33993. 

OOH V. Harry G. Horodeck, RPh 
Case No. 2011-13626 



2. Respondent was charged by an Administrative Complaint, filed 

by the Department of Health (Department) and properly served upon 

Respondent, with violations of Chapters 456 and 465, Florida Statutes. 

STIPULATED LAW 

1. Respondent admits that he is subject to the provisions of 

Chapters 456 and 465, Florida Statutes, and the of the 

Department. 

2. Respondent admits that the allegations in the Administrative 

Complaint, if proven true, constitute violations of law and cause the 

Respondent to be subject to discipline by the Board of Pharmacy. 

PROPOSED DISPOSITION 

1. - Respondent, Harry G. Horodeck, RPh, shall be 

present when this Settlement Agreement is presented to the Board and 

under oath shall answer all questions asked by the Board concerning this 

case and Its disposition. 

2. - The Board of Pharmacy shall Impose an administrative 

fine of TWO THOUSAND DOLLARS ($2,000.00). The fine shall be paid 

by Respondent to the Department of Health, Compliance 

Management Unit, Bin C76, Post Office Box 6320, Tallahassee, 

DOH v. Harry G. Horodeck, RPh 

C2se No. 2011-13626 



Florida 32314-6320, within 90 days from the date the Final Order 

approving and incorporating this Settlement Agreement (Final Order) is 

filed with the Department Clerk. 

3. - The Board of Pharmacy shall impose the total, 

administrative costs associated with the investigation and prosecution of 

this matter in an amount not to exceed FOUR-ThOUSAND, FIVE- 

HUNDRED DOLLARS AND NO CENTS ($4,500.00). Total costs shall be 

assessed when the Settlement Agreement is presented to the Board. The 

costs shall be paid by Respondent to the Department of Health, 

Compliance Management Unit, Bin C76, Post Office Box 6320, 

Tallahassee, Florida 32314-6320, wIthin 90 days from the date the 

Final Order Is filed with the Department Clerk. Payment must be±made 

by cashier's check or money order . Personal Checks shafl NOT 

be accepted. 

4. Respondent shall successfully complete a 

Continuing Education Course on the subject of Laws and Rules consisting 

of 12 hours of credit, which has approved by the Florida Board of 

Pharmacy, within one (1) year of the filing of a Final Order accepting and 

incorporating this Settlement Agreement. These continuing education 

DOH v. Harry G. Horodedç RPh 

Case No. 2011-13626 



hours shaH be in addition to the hours required for license renewal. Within 

ten (10) days of completion of the course and/or receipt of the certificate 

of completion, Respondent shall mail a copy of the continuing education 

certificate of completion to the Pharmacy Compliance Officer at the address 

listed in paragraph two (2) above. 

5. - Respondent shall be placed on 1 year probation. 

During the period of probation, Respondent shall be subject to the 

following terms and conditions: 

a. Respodent shall submit written reports to the Compliance 

Officer for the Medical Quality Assurance/Compliance 

Management Unit, Compliance Officer, 4052 Bald Cypress Way, 

Bin C-Ui, 32399-325i. These reports shall include 

Respondent's license number, current address, and phone 

number; current name, address, and phone number of each 

pharmacy in which Respondent is engaged In the practice of 

pharmacy; the names of all pharmacists, pharmacy interns, 

pharmacy technicians, relief pharmacists, and prescription 

department managers working with Respondent. These reports 

DCH V. Harry C. Horodeck, RPPi 

Case No. 2011-13626 



shall be submitted to the Compliance Officer every 3 months in 

a manner as directed by the compliance officer; 

b. Respondent shall ensure that his employer submits 

written reports to the Compliance Officer for the Medical 

Quality Assurance/Compliance Management Unit, Compliance 

Officer, 4052 Bald Cypress Way, Bin C-al, 32399-3251. These 

reports shall contain the name, address, license number, and 

phone number of each pharmacy Intern, pharmacy technician, 

relief pharmacist, and prescription department manager 

working In the prescription department where Respondent 

practices, and provide a brief description of Respondent's 

duties, responsibilities, and working schedule. These reports 

shall be submitted to the Compliance Officer every 3 months in 

a manner as directed by the compliance officer; and 

c. Respondent shall make a mandatory appearance before 

the Board of Pharmacy during his last year of probation. 

6. Future - Respondent shall not vIolate Chapter 456, 

465, 499 or 893, Florida Statutes; the rules promulgated pursuant thereto; 

DOH v. Harry G. Horodedç 
Case No. 2011-13626 



or any other state or federal law, rule, or regulation relating to the practice 

or to the ability to practice pharmacy. 

7. Violation of - It is expressly understood that a violation 

of the provisions of this Settlement Agreement as approved and 

incorporated into the Final Order of the Board of Pharmacy shall constitute 

a violation of an order of the Board for which disciplinary action may be 

initiated against Respondent pursuant to Chapter 465, Florida Statutes. 

8. No Force or Effect until Final - It is expressly 

understood that this SetiJement Agreement is subject to approval by the 

Board and has no force or effect until the Board incorporates the terms of 

this Settlement Agreement into its Final OrderS 

9. PUrpose of Agreement is 

executed by Respondent for the purpose of avoiding further administrative 

action with respect to this particular case. In this regard, Respondent 

authorizes the Board to review and examine all investigative file materials 

concerning Respondent prior to, or in conjunction with, consideration of 

the Settlement Agreement. Petitioner and Respondent agree to support 

this Settlement Agreement at the time it is presented to the Board and 

shall offer no evidence, testimony, or argument that disputes or 

DOH V. Harry G. Horodeck, RPh 
Case No. 2011-13626 



contravenes any stipulated fact or conclusion of law. Furthermore, should 

this Settlement Agreement not be accepted by the Board, it is agreed that 

the presentation and consideration of this Settlement Agreement and other 

documents and matters by the Board shall not unfairly or illegally prejudice 

the Board or any of its members from further partidpation, consideration, 

or of these proceedings. 

10. Not Preclude Additional - Respondent and the 

Department fully understand that this Settlement Agreement as approved 

and incorporated into the Final Order will not preclude additional 

proceedings by the Board or Department against Respondent for acts or 

omissions not specifically set forth in the Administrative Complaint. 

11. Waiver of Attorney's Fees and - Respondent waives 

the right to seek any attorney's fees and costs from the Department in 

connection with this disciplinary proceeding. 

12. Waiver of Procedural - Respondent waives all rights 

to further administrative procedure and to appeal and further review of this 

Settlement Agreement and the Final Order. 

13. Current - Respondent shall keep current his 

mailing address and his practice address with the Board of Pharmacy and 

DOH v. Harry G. KocOdedç RPh 
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the Compliance Officer and shall notify the Board of Pharmacy and the 

Compliance Officer of any change of mailing address or practice address 

within 10 days of the change. 

WHEREFORE, the parties request that the Board enter a Final Order 

approving and Incorporabng this Settlement Agreement in resolution of this 

matter. 

SIGNED this Z day of . 2012 

HARRY G. HORODECK, RPH 

CASE NO. 2011-13626 

STATE OF___________ 

COUNTY OF L-i& 

Before me personally appeared &. . RPh, whose 

identity is known to me or by 
(type of identification), and who, under oath, acknowledges that his 

signature appears above. 

Sworn to and subscribed before me this Z day of , 2012. 

Nota Public 
My Commission Expires: 

DOH v. Hany G. Homdedç RP$, 

Case No. 2011-13626 



APPROVED this day of 

____________________. 

2012. 

JOHN H. ARMSTRONG, MD 

State Surgeon General and 
Secretary of Health 

Assistant General Counsel 
Fla. Bar No. 0084752 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, BIn C-65 
Tallahassee, Florida 32399-3265 
Telephone: (850) 245-4640 
FacsimIle: (850) 245-4683 
Email: john_trultt@doh.state.fl.u5 

DOll v. Harry G. Ilorodeck, RPh 

Case No. 2011-13626 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

DEPARTMENT OF HEALTH, 

PETIULONER, 

v. CASE NO.2011-13626 

HARRY G HORODECK, R.Ph., 

RESPON DENT. 

_____________________________________________I 

ADMINISTRATIVE COMPLAINT 

COMES NOW, Petitioner, Department of Health (Department), by and 

undersigned counsel, and files this Administrative Complaint 

Board of Pharmacy against Respondent, Harry G Horodeck, 

in support thereof alleges: 

Petitioner is the state department charged with regulating the 

practice of pharmacy pursuant to Section 20.43, Florida Statutes; Chapter 

456, Florida Statutes; and Chapter 465, Florida Statutes. 

2. At all times material to this Complaint, Respondent was a 

licensed pharmacist within the state of Florida, having been issued license 

number PS 12646. 

through its 

before the 

R.Ph., and 

1. 



3. Respondent's address of record is 2636 NW 8th Terrace, Cape 

Coral, Florida 33993. 

4. On or about September 15, 2011, in the County Court of the 

Twentieth Judicial Circuit, in and for Lee County, Florida, in case number 

11-MM-024964, an information was filed charging Respondent with petit 

theft for stealing property, on or about November 26, 2010, from the 

pharmacy where Respondent worked as a pharmacist. 

5. On or about March 13, 2012, in County Court of the Twentieth 

Judicial Circuit, and for Lee County; Florida, in case number 11-MM- 

024964, Respondent pled nob contendere to the crime Larceny — Petit 

Theft, a second-degree misdemeanor violation of Chapter 812, Florida 

Statutes. 

6. Larceny - Petit Theft from the pharmacy where Respondent 

worked as a pharmacist is a crime that relates to the practice of pharmacy, 

which is the licensee's profession. 

7. Section 456.072(1)(c), Florida Statutes (2011), provides that 

being convicted or found guilty of, or entering a plea of guilty or nob 

contendere to, regardless of adjudication, a crime in any jurisdiction which 

DOll v. Harry G Horodeck, R.Ph. 2 
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relates to the practice of, or the ability to practice, a licensee's profession, 

constitutes grounds for discipline. 

8. On or about March 3, 2012, Respondent pled nob contendere 

to Larceny — Petit Theft to allegations Respondent stole from the pharmacy 

where Respondent worked as a pharmacist, which is a crime that relates to 

the practice of pharmacy, the licensee's profession. 

9. Based on the foregoing, Respondent violated Section 

456.072(1)(c), Florida Statutes (2011), by being convicted or found guilty 

of, or entering a plea of guilty or nob contendere to, regardless of 

adjudication, a crime in any jurisdiction which relates to the practice of, or 

the ability to practice, a licensee's profession. 

WHEREFORE, Petitioner respectfully requests that the Board of 

Pharmacy enter an order imposing one or more of the following penalties: 

permanent revocation or suspension of Respondent's license, restriction of 

practice, imposition of an administrative fine, issuance of a reprimand, 

placement of Respondent on probation, corrective action, refund of fees 

billed or collected, remedial education and/or any other relief that the 

Board deems appropriate. 

DOU V. Harry G Horodeck, R.Ph. 3 
Case No. 2011-13626 



SIGNED this day of 2012. 

JOHN H. ARMSTRONG, MD 

State Surgeon General and Secretary of Health 

Assistant General Counsel 
Fla. Bar No. 0084752 
Florida Department of Health 
Office of the General Counsel 
4052 Bald Cypress Way, Bin C-65 

FILED Tallahassee, Florida 32399-3265 
DEPARTMENT OF HEALTH Telephone: (850) 245-4640 

CLERK 
DEPUTY CLERK 

Facsimile: (850) 245-4683 
DATE JUN 2 7 2012 Email: john_truitt©doh.state.fLu5 

PCP: 
PCP Members: 

DOH v. Harry C Horodeck, R.Ph. 
Case No. 2011-13626 



NOTICE OF RIGHTS 

Respondent has the right to request a hearing to be conducted 
in accordance with Section 120.569 and 120.57, Florida Statutes, to 
be represented by counsel or other qualified representative, to 
present evidence and argument, to call and cross-examine witnesses 
and to have subpoena and subpoena duces tecum issued on his or 
her behalf if a hearing is requested. 

NOTICE REGARDING ASSESSMENT OF COSTS 

Respondent is placed on notice that Petitioner has incurred 
costs related to the investigation and prosecution of this matter. 
Pursuant to Section 456.072(4), Florida Statutes, the Board shall 
assess costs related to the investigation and prosecution of a 
disciplinary matter, which may Include attorney hours and costs, 
on the Respondent in addition to any other discipline imposed. 

DOH v. Harry G Horodeck, R.Ph. 5 

Case No. 2011-13626 



Rick Scott Mission: 
Governor To protect promote & improve the health 

of all peopJe in through Integrated 
John l. Armstrong, MD, FACS state, county & community efforts. 

I-I EALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the NaUon 

April 1, 2013 

Mr. Harry G Horodeck 
2636 NW 8th Terrace 
Cape Coral, FL 33993 

Final Order filed: January 7 2013 
Case Number: 201113626 
License Number 12646 

Dear Mr. Horodeck: 

The Compliance Management Unit has received your payment of the fines and/or costs imposed in the 
Final Order for Case Number 201113626. 

Amount Paid: $5,556.67 

Date Received: March 21, 2013 

Receipt Number: 912050606 

Balance: 0 

The mission of the Department of Health is to protect, promote, & improve the health of all people in Florida through integrated state, county, & community efforts. If you have any questions, please contact me by calling (850) 245-4268. 

Sincerely, 

Sondra N. Allen 
Operations Analyst II 

/sna 

Florida Department of Health .com Division of Medical Quality Assurance' Bureau of 
TWrTTER:HealthyFLA, 4052 Bald Cypress Way, Bin C-76 • Tallahassee, FL 32399-3251 

PHONE: (850) 245.4268 • FAX: (850) 488-0796 
YOUTUBE: fldoh 



License 
2201 Pharmacist lndvlOrg # 

12646 

5031327' 

File Number: 3585 Case Number: 201113626 

Fine: $2,000.00 
I 

Due Date: April 7, 2013 

Administrative Costs: 

TOTAL: 

$ 3,556.67 Due Date: April 7, 2013 

— I 

$ 5,55667 

I sc A (. Z. 0(1 

To receive credit for your payment attach cashier's check or money order here 

2- I 

and return to: 
Please make checks payable to the Department of Health 

Department of Health 
Compliance Management Unit, BIN C-76 

P.O. Box 6320 
Tallahassee, Florida 32314-6320 

Partial payment shall be accepted, however full payment must be made by the due date 
I 
specified in the Final Order. Each payment must be accompanied by a copy of this invoice. Please make additional copies if needed. 

IMPORTANT: Payment.in full of all fines and costs imposed by your Final Order are due upon the due date specified by the Final Order. Failure to pay all fines and costs on or before the due date specified will result in the following: - 

A referral will be filed with Consumer Services for investigation regarding non-compliance with your Final Order and possible further disciplinary action. 

> Failure to pay in full within thirty (30) days of the due date specified by the Fihal Order will result in the account being deemed 'past due'. Payment of 'past due' accounts will avoid assignment to a collection agency for collection; however it result in closing of the referral for non-compliance with your Final Order.' 

Respondent. Harry G. Ilorodeck 

I tJ 

301(j95B 

, 556 .6 

Typj 



Rick Scott Mission: 
Governor To protect, prornote & improve the health 

of all people in Flodda 
John H. Armstrong, MD, FACS state, county communi 

F-! EA LTH State Surgeon General & Secretaty 

Vision: To be the Healthiest State in the Nation 

April 8, 2013 

Mr. Harry 0. 1-lorodeck 
2636 NW 8th Terrace 
Cape Coral, FL 33993 

Final Order filed: January 7, 2013 
Case Number: 201113626 
License Number: 12646 

Dear Mr. Horodeck: 

The Compliance Management Unit has received your April 2013 respondent report. Your next 
respondent report is due July 7, 2013. 

The mission of the Department of Health is to protect, promote, & improve the health of all people in 
Florida through integrated state, county, & community efforts. If you have any questions, please 
contact me by telephone at (850) 245-4268. 

Sincerely, 

Sondra N. Allen 
Operations Analyst II 

/srta 

Fiorida Dopartniont at Hoaith 
I 

Division of Medical Quality Assurance' Bureau of Enforcernent 
TWITTER:HealthyFLA 4052 Bald Cypress Way, Bin C-76 'Tallahassee, FL 32399.3251 

FACEBCCK:FLDeparlnientofHealth PHONE: (850) 245.4268 'FAX: (850) 488-0796 
1 YCUTUBE: fldoh 



:4,. ..il -- 

1. 

a- - - 
I . ,. 

- 

—, •'.•.. 

— • — 

I —- 



Rick Scott Mission: 
To protect, promote & Improve the health Governor 

John H. Armstrong, MD, FAC5 I 

HE ALT H State SurDeon General & Secretary 

Vision: To be the Healthiest State in the 

June 24, 2013 

Mr. Harry G. Horodeck, Rph 
2636 NW 8th Terrace 
Cape Coral, FL 33993 

Final Order filed: January 7, 2013 
Case Number 201113626 
License Number 12646 

Dear Mr. Horodeck: 

The Compliance Management Unit has received your July 7, 2013 respondent report. Please contact 
your compliance officer once you are actively practicing pharmacy and your probation will resume at 
that time. 

The mission of the Department of Health is to protect, promote, & improve the health of all people in 
Florida through integrated state, county, & community efforts. If you have any questions, please 
contact me by telephone at (850) 245-4268. 

Sincerely, 

Sondra N. Allen 
Operations Analyst II 

ana 

Florida D.partm.nt of Hoaith www.FiorldasHoaith.com 
DMsion of MedIcal Quality Assurance' Bureau of Enforcement TW!TTER:HeaithyFLA 
4052 Bald Cypress Way, Bin 0-76 'Tallahassee, FL 32399-3251 ltji 
PHONE: (850) 245-4268' FAX: (850) 488-0796 YCUTUBE: fldoh 



Please print or write legibly. 

BOARD OF PHARMACY 
QUARTERLY REPORT 

According to the terms of my final order, I am required to notify the Department of I-lea(th of my employment status as a Pharmacist. I am not employed as a Pharmacist. 

Date 

Mailing Address: Department of Health, Compliance MAanagement Unit 4052 Laid C?press Wty, Sin it ' Tallahassee, FL 32399 
Fax: (850) 488-0798 

r 



I 
Rick Scott Mission: 

Governor To protect, promote & improve the health 
I 

of ir people i Florfda through integrated 
I John H. Armstrong, MD, FACS state, county & community efforts. 

H EALTH State Surgeon General & Secretary 

Vision: To be the Healthiest State in the Nation 

September 26, 2013 

Mr. Harry 0. Horodeck, R.ph. 
2636 NW 8th Terrace 
Cape Coral, FL 33993 

Final Order filed: January 7, 2013 
Case Number: 201113626 
License Number: 12646 

Dear Mr. Horodeck: 

The Compliance Management Unit has received your October 7, 2013 respondent report. Although 
you are not currently practicing pharmacy, you are required to submit quarterly respondent reports. 
Please contact your compliance officer when you return to the active practice of pharmacy and your 
probation will resume at that time. 

The mission of the Department of Health is to protect, promote, & improve the health of all people in 
Florida through integrated state, county, & community efforts. If you have any questions, please 
contact me by telephone at (850) 245-4268. 

Sincerely, 

Sondra N. Allen 
Operations Analyst II 

/sna 

Florida Department of Health .com Division of Medical Quality Assurances Bureau of Enlorcement 
I TWITTER:HealthyFLA 4052 Bald Cypress Way, Bin C-76 Tallahassee, FL 32399-3251 lealth PHONE: (850) 245-4268 • FAX (850) 488-0796 

I YOUTUBE: fldoh 



BOARD OF PHARMACY 
RESPONDErsIrS QUARTERLY REPORT 

According to the terms of my final ogler, I am required to notify the Deparfrtient of Health of my employment status as a Pharmacist, am not employed as a . 
Signature: 

Date: 

PiaiIi&&g a)epartm3nt of Hetlth, Cocnplfance Itaaagement UrJt Baki Way, C76 FL 32399 Faz: jJSO) 4284795 

Please print or write legibly. 



Rick Scott Mission: 
Governor To protect, promote & improve the health 

I John H. Armstrong, MD, FACS 

HEA LTH State Surgeon General & Secretary 

Ion: To be the Healthiest State in the Nation 

January 3, 2014 

Mr. Harry G. Horodeck, R.ph. 
2636 NW 8th Terrace 
Cape Coral, FL 33993 

Final Order filed: January 7, 2013 
Case Number 201113626 
License Number: 12646 

Dear Mr. Horodeck: 

The Compliance Management Unit has received your January 2014 respondent report. Although you 
are not currently practicing pharmacy, you are required to submit quarterly respondent reports. Please 
contact your compliance officer when you return to the active practice of pharmacy and your probation 
will resume at that time. 

The mission of the Department of Health is to protect, promote, & improve the health of all people in 
Florida through integrated state, county, & community efforts. If you have any questions, please 
contact me by telephone at (850) 245-4268. 

Sincerely, 

5 ñ. 
Sondra N. Allen 
Operations Analyst II 

/sna 

Florida Department of Health .com 
Division of Medical Quality Assurance' Bureau of Enforcement ITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-76 'Tallahassee. FL 32399-3251 lealtji 
PHONE: (850) 245-4266 • FAX: (650) 

VOUTUBE: fidoh 



BOARD OF 
RESPONDENTS QUARTERLY REPORT 

Please print or write legibly. 

According to the teims of my final I am required to notify the Department of Health of my employment status as a Pharmacist. I am not employed as a Pharmacist, 

Fialfing t4dress: Department of Health, Compliance Management Unit 4052 Bald Cypress Way, Bin CTh'; Tallahassee, FL 32399 
Fax: (850) 488-0795 

CitYUIY-t 

S 
IfS/26 I 

Case 626 

/fEA' 
To: 

A). 
1 

- 



Rick Scott Mission: 
Governor To protect, promote & improve the health 

of all people in Flodda through inte9rated 
John H. Armstrong, MO, FACS county & community eflbrts. 

. H EA LTI-$ State General & Secratary 

Vision: To be the Healthiest State in the NaVcn 

April 1, 2013 

Mr. Harry G. Horodeck 
2636 NW 8th Terrace 
Cape Coral, FL 33993 

Compliance Reference Number 201113626 

Dear Mr. Horodeck: 

The Final Order in Case Number 201113626 required you to complete 12 hours of laws and rules 
continuing education by January 7, 2014. You have been issued credit for the 12 hour of laws and rules continuing education. Please retain a copy of this letter for your records. 

Disciplinary continuing education hours may not be used for required license renewal. 

The mission of the Department of Health is to protect, promote, & improve the health of all people in Florida through integrated state, county, & community efforts. If you have any questions, please contact me at (850) 245-4268. 

Sincerely, 

Sondra N. Allen 
Operations Analyst II 

/sna 

Florida Department of Health 
Www.FioridasHoaith.com Division of Medical Quality Assurance• Bureau of Enforcement 

ITTER:HealthyFLA 4052 Bald Cypress Way, Bin C-76 • FL 32399-3251 
1 

PHONE: (850) 245-4268 • FAX : (850) 488M796 
YOUTUBE: fdoh 
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Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 

state, county & community efforts. 

Rick Scott 
Governor 

John H. Armstrong, MD, FACS 
State Surgeon General & Secretary 

Andrew Michael Maniscalco 
4695 Sw th Place, APT 2512 B 
Gainesville, FL 32607 

RE: Registered Pharmacy Technician Application 

Dear Mr. Maniscalco, 

March 3, 2014 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is wednesday, April 2, 2014. The meeting is being held at the Marriott Westshore, 1001 
N. westshore Boulevard, Tampa, FL 33607. The meeting will begin at 9:00 a.m. 

You are not required to appear; however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. we are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www. doh.state.fl us/mqa/pharmacy/ph_meeting . html. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Cumbie, 
Regulatory Specialist II 

Florida Department of Health 
Board of Pharmacy 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 
PHONE: 8501245-4292 • FAX 850/413-6982 

ldasHealth.com 
ITrER:HealthyFLA 

FACEBOOK:FLDepartmentofHealth 
YOUTUBE: fldoh 

HEALTH 
Vision: To be the Healthiest State in the Nation 
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Rick Scott Mission: 
Governor To protect, promote & improve the health 

______________ 

of all people in Florida through integrated 
John H. Armstrong, MD, FACS state, county & community efforts. 

HEALTH State General & Secretary 

Vision: To be the Healthiest State in the Nation 

November 8, 2013 

Andrew Michael Maniscalco 
4695 SW th Place, Apt. 2512 B 
Gainesville, Fl 32607 

RE: Registered Pharmacy Technician Application 

Dear Mr. Maniscalco: 

This is to advise that the above reference matter will be reviewed by the Board at their next scheduled 
meeting which is Wednesday, December 4, 2013. The meeting is being held at the Hilton Hotel 
University of Florida, 1714 SW th Street, Gainesville, FL 32607, (352) 371-3600. The meeting begins 
at 9:00 a.m. 

You are not required to appear: however, you are encouraged to do so. Issues are heard in the order 
they are listed on the agenda. We are unable to give you an exact time your request will be heard. 
Our office will follow up in writing after the meeting regarding the Board's decision. 

You may print a copy of the agenda which will be available on the Board of Pharmacy website a week 
before the meeting at: http://www.floridaspharmacy.gov/meeting-information/upcoming-meetings/. 

If you have any questions regarding this information, please contact me at 850-245-4444, ext. 3367. 

Sincerely, 

// 

- 

James Cumbie 
Regulatory Specialist II 

Florida Board of Pharmacy 

Florida Department of Health www.FlorldasHealth.com 
Board of Pharmacy TWITTER:HealthyFLA 
4052 Bald Cypress Way, Bin C-04 Tallahassee, FL 32399 FACEBOOK:FLDepartmentofHealth 
PHONE: 850/245-4292• FAX 850/413-6982 VOUTUBE: fldoh 



Cumbie, James A 

From: Andy Maniscalco <tekrock9.99@gmail.com> 
Sent: Thursday, January 16, 2014 2:40 AM 
To: Cumbie, James A 

Subject: Request to appear at April Board Meeting in Tampa, FL 

Follow Up Flag: Follow up 
Flag Status: Completed 

To James Cumbie or to whom it may concern: 

I am a CPhT requesting to attend the Board Meeting in Tampa, FL on April lst-2nd. I am trying to obtain my 
state license. I received a letter from the Florida Dept. of HealthlBoard of Pharmacy concerning the Board's 
decision for my application for a state license. The decision was that I am required to appear at the next 
available Board Meeting for my application to be considered. I would be deeply grateful if you could work my 
case into the agenda for the April Board Meeting. My file number is 52809. Please reply so I can confirm that 
this message was recieved. Thank you very much and have a great weekend! 

Andrew M. Maniscalco. CPhT 
File No. 52809 
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CONFIDENTIAL AND EXEMPT MATERIALS 
 
 

One or more pages have been removed 
from this document for security reasons 
 

Scroll down to see the available pages or 
advance to the next document if all 

pages have been removed. 
 
 
 

SOME OR ALL PAGES IN THIS DOCUMENT ARE PATIENT RECORDS 
AND/OR DOCUMENTS THAT IDENTIFY THE PATIENT BY NAME AND ARE 
EXEMPT FROM PUBLIC RECORDS LAWS.   
 

456.057 - Ownership and control of patient records; report or copies of records to be 
furnished.— 

10)(a)All patient records obtained by the department and any other documents 
maintained by the department which identify the patient by name are confidential and exempt 
from s. 119.07(1) and shall be used solely for the purpose of the department and the appropriate 
regulatory board in its investigation, prosecution, and appeal of disciplinary proceedings. The 
records shall not be available to the public as part of the record of investigation for and 
prosecution in disciplinary proceedings made available to the public by the department or the 
appropriate board. 
 

http://www.leg.state.fl.us/Statutes/index.cfm?App_mode=Display_Statute&Search_String=&URL=0100-0199/0119/Sections/0119.07.html
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Mission 
To protect; promote, & improve the health 

Scott 
Governor 

of all people in Florida through integrated 

_____- 

- 

State Surgeon General & Secretary 
county &ccrnmunity efforts. Florida John H. Armstrong. MD, 

HEALTh 
Vision: To be the Healthiest State in the Nation 

Initial Application for Licensure 
Florida Board of Pharmacy 

Florida Department of Health 

Basic Data 
Profession: REGISTERED PHARMACY TECHNICIAN 
Application Type: REGISTERED PHARMACY TECHNICIAN NITIAL APPLICATION 
Name: MR. ANDREW MICHAEL MAN ISCALCO 
Date of Birth: 06/23/1982 
Place of Birth: BIRMINGHAM, AL 
Email Address: 

Mailing Address 
4695 SW 18TH PL APT. 2512B 
GAINESVILLE, FL 32607 

Physical Location or Address of Employment 
4695 SW 18TH PLAPT. 2512B 
GAINESVILLE, FL 32607 

Phone Numbers 
Ho me: 352-514-2939 
Business: 352-514-2939 

Equal Opportunity Data 
Gender: MALE 
Race: WHITE 

Education History 

Course Provider: EXPRESS TRAINING SERVICES, LLC 
Course Approved By: FLORIDA BOARD OF PHARMACY APPROVED 
Course Competion Date: 04/18/2013 

Other Name History 

No Other Name History data entered. 

Secondary Work Location 

Other State Licenses 

License Number: License Number: 
License Type: License Type: 
Licensure Date: Licensure Date: 
Date of Expiration: Date of Expiration: 
Country: Country: 
State: State: 

Criminal History 

Have you ever been convicted of, or entered a plea of guilty, nob contendere, or no 
contest to, a crime in any jurisdiction other than a minor traffic offense? Your answer: YES 

Date Created: Sep 2 2013 4:07AM Page 1 of 4 
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Discipline History 

Has disciplinary action ever been taken against your pharmacy technician registration, or 

any other professional license you may have in this state or any other state? Your answer: NO 

Have you ever surrendered your pharmacist or any other professional license in another 
jurisdiction when disciplinary action was pending? Your answer: NO 

Are you presently under investigation or is any disciplinary action pending against you? Your answer: NO 

Questions related to Section 456.0635(2). Florida Statutes 

Have you been convicted of, or entered a plea of guilty or nob contendere to, regardless Your answer NO 

of adjudication, a felony under Chapter 409, FS. (relating to social and economic 
assistance), Chapter 817, F.S. (relating to fraudulent practices), Chapter 893, F.S. 

(relating to drug abuse prevention and control) or a similar felony offense(s) in another 
state or jurisdiction? 

For the felonies of the first or second degree, has it been more than 15 years from the Your answer: N/A 

date of the plea, sentence and completion of any subsequent probation? 

For the felonies of the third degree, has it been more than 10 years from the date of the Your answer: N/A 

plea, sentence and completion of any subsequent probation? (This question does not 

apply to felonies of the third degree under Section 893.13(6)(a), Florida Statutes). 

For the felonies of the third degree under Section 893.1 3(6)(a), Florida Statutes, has it Your answer: N/A 

been more than 5 years from the date of the plea, sentence and completion of any 
subsequent probation? 

Have you successfully completed a drug court program that resulted in the plea for the Your answer: N/A 

felony offense being withdrawn or the charges dismissed? 

Have you been convicted of. or entered a plea of guilty or nob contendere to, regardless Your answer: NO 

of adjudication, a felony under 21 U.S.C. ss. 801-970 (relating to controlled substances) 

or 42 U S.C. ss. 1395-1 396 (relating to public health, welfare, Medicare and Medicaid 

issues)? 

Has it been more than 15 years before the date of application since the sentence and any Your answer: N/A 

subsequent period of probation for such conviction or plea ended? 

Have you ever been terminated for cause from the Florida Medicaid Program pursuant to Your answer: NO 

Section 409.913, Florida Statutes? 

If you have been terminated but reinstated, have you been in good standing with the Your answer: N/A 

Florida Medicaid Program for the most recent five years? 

Have you ever been terminated for cause, pursuant to the appeals procedures Your answer: NO 

established by the state, from any other state Medicaid program? 

Have you been in good standing with a state Medicaid program for the most recent five Your answer: N/A 

years? 

Did the termination occur at least 20 years before the date of this application? Your answer: N/A 

Are you currently listed on the United States Department of Health and Human Services Your answer: NO 

Office of Inspector General's List of Excluded Individuals and Entities? 

On or before July 1, 2009, were you enrolled in an educational or training program in the Your answer: N/A 

profession in which you are seeking licensure that was recognized by this profession's 

licensing board or the Department of Health? 

Additional Information 

Availability for Disaster: Will you be available to provide health care services in special 

needs shelters or help staff disaster medical assistance teams during times of emergency 

or major disaster? Your answer. NO 

Military Veteran Fee Waiver 
Date of Discharge: Your answer: N/A 

Date Created: Sep 2 2013 4:07AM Page 2 of 4 
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Application Statement 

Section 456.013(1)(a), F.S., requires that applicants supplement their applications as needed to reflect any material 
change in any circumstances or changes stated in the application which takes place between the initial filing of the 
application and the final grant or denial of the license and which might affect the decision of the department. 

The statements contained in this application are true, complete and correct and I agree that said statements shall form 
the basis of my application and I do authorize the Florida Board of Pharmacy to make any investigations they deem 
appropriate and to secure any additional information concerning me. I further authorize them to furnish any information 
they may have or have in the future concerning me to any person, corporation, institution, association, board or any 
municipal, county, state, or federal government agencies or units, and that I understand according to the Florida Board 
of Pharmacy statutes, a pharmacy technician registration may be revoked or suspended for presenting any false, 
fraudulent, or forged statement, certificate, diploma, or other thing, in connection with an application for a license or 
permit, as set forth in section 456.01 5(2)(a), F.S. 

Date Created. Sep 2 2013 4:07AM Page 4 of 4 



To Whom It May Concern: 

Close to three years ago I was hospitalized voluntarily due to a horrible side effect produced by a 

medication that was introduced to my regimen at the time. The side effect was a mood change which 
gave me suicidal thoughts. While being treated, I was given another medication to help eliminate the 
depression produced by the combination of other medications I was prescribed prior. I was discharged 
in a couple of days. During that time period I had many stressors in my life, on top of some emotional 
problems. I had lost my job, and I was a college student trying to figure out what I wanted to major in. 
My relationship with my then significant other had fizzled out as well. I was also recovering from the 
trauma of an emotionally abusive upbringing. I had been diagnosed with A.D.D. and Mood Disorder NOS 
as I continued to seek help afterwards. Eventually I weaned off the medication entirely because no 
matter what I tried in regards to medication, it didn't help. I sought counseling which was most 
beneficial. Today I am fine, and I have learned to cope without the aid of medication. In regards to my 
eleven-year-old criminal charge, a lot has changed since. I was young and foolish and I made a mistake. 
Today I don't even drink alcohol. It destroys a lot of lives despite it being socially acceptable. I've 
witnessed it firsthand. I have recently taken an interest in pharmacy, maybe because my father is a 

physician. I seem to have a knack for it listening to and absorbing all of his medical jargon throughout 
the years. I am also a phiebotomist. I graduated top of the class for my pharmacy technician training. I 

was also the first to get PTCB certified. I desire the experience of working as a pharmacy technician 
while working towards a doctorate in pharmacy. Thank you for your time and consideration and have a 

wonderful day. 

Sincerely, 

Andrew M. Maniscalco, C.Ph.T., N.C.P.T. 
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STATE OP FLORIDA 
vs. 

MANJSCALO ANDREW MICHAEL 

JUDGMEnT AND SEI'n'ErqcE 
The detbndant this day having been tbund guilty as a result of a ' (bench) trial and the Court having considered matters with respect to an /appropriate sentence it is therefore, 
The detbnduut this day having entered a written plea of(guil (no contest) having considered the itances surrounding the plea and finding that a lethal basis exists to accept it that the defendant e freely and voluntarily, kllowing an explanation by the Court of the matters contained therein; and that the de&ndant understands what is contained therein, and the Court finding that the defendant is not under the influence of any drug or spirits and appearing to be of und mind, it is thereibre: 

ORDERED AND ADJUDGED a*hat adjudication of guilt is withheld 
defendant Is adjudicated guilty and the following sentence imposed: 

The defendant is to pay the Clerk of this Court the tbllowing amounts on or before 1 or else obtain from the Judge a timely extension; 
Fine (including costs & surcharge) 
Restitution 
Other 

TOTAL 

The defendant i$ to pay the above over the probation period es set forth below (if an asterisk is placed in the "on or before" blank) Failure to complete the sentence a ordered or else to obtain a timely extension will result in a jail sentence of,,,,,,,,,,, days, with credit for time served ot_____________ 
— Reduce to court costs is valid Florida Driven License presented on or beibre due data. 

Produce a valid drivers license by_ 
Incarceration in the county jail tbr 9 days (on each count eonsecutive/concun'ent), with credit for4_ days time served. This /cases to run (concurrent with/consecutive to):____________ 
Tail suspended until On condition that defendant 

______________________________ 

,,,,,,,,,hil to be served at direction of Probation Officer. 
Probation supervised by SACD fbr a period of_a months, as Is more specifically set out in the Probation Order rendered contemporaneously herewith , 

— Unsupervised probation for a period of months, during which defendant will engage in no conduct resulting in the filing of criminal charges against him/her, will carry out all other orders set lbrth in the judgement, and will___________________________________________ 

— ant may substitute for any remaining jail sentence or fine as set fbrth above;_,,jiours work hi the County Work Program. 
Restitution In an amount to be agreed upon between defendant and the victim or, in the absence of agreement, to be detennined by the Court after notice /and hcanng, 
Defendant will pcthrni 542 rs (community service work over the probation period/in the County Work Program). Complete the 1)01 Sch 1st often e multiple offender) program during the probation period and complete alcohol treatment and counseling as required by law. 
Complete ADI School (over the probation period/within the time provided to pay the fine set forth above). 
Complete the (Money Management Course/Shoplifters Anonymous Course) over the probation period/within the time provided to pay the fine set forth above, and provide proof of completion to the Clerk). 

— Complete the Substance Abuse Awareness Course (over the probatIon period/within the time provided to pay the fine set fbrth above and provide proof of J completion to Clerk) 
'I Defendant's driver license/privilege to drive in Florida is suspended/revoked for a period months — Return . to defendant, 
— Complete OWLS/It Corrective Measures Program (over the probation period/within the time provided to pay the 

fine set fotth above and provide proof of completion to the clerk). 
Complete the P.A.V.E. Program (over the probation period/within the time provided to pay the finc forth r ç / Sir ,,ar w(n 7g1 krs 

— Release Cash Bond Othan - Apply Cash Bond to fine 
'NE COURT now advises you that it is your right to appeai fr4? t.a'b&iri &iThmn thIrty (30) days from this date. Failure to appeal within the thirty (30) day period will be a waiver of your right to appeal. You also are entitled to assistance of counsel in taking an appeal, and upon your request and showing that your are entitled to an attorney at the expense of the State, the Court will appoint one for you for the purposes of appeaL 

DONE AND ORDERED in open court of Panama City, Bay County, Florida. 

Copy: State Attorney 
Defendant and/or Attorney 

E 
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• tHE COUNTY COURT 
Sf COUNTY, FLORIDA 

CASE NO; 03-2002-CT-003090-AXfl.fl 
DRIVING UNDER INFLUENCE 
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THE SALVATION ARMY CORRECTIONS DEPARTMENT 

TN THE COUNTY COURT OF 
BAY COUNTY, FLORIDA STATE OF FLORIDA 

VS. 

NUMBER: 

TERMINATION OF PROBATION 
THIS CAUSE coming on to he heard before the Honorable JOHN N 

Jud e and it a arm that .ANDEEW NIQIAEL MANISCALO ppe g 

hereinafter referred to as the defendant on the ...24TH day of 
. I.IIJLY -. 

having entered a plea of; 

been found guilty by the: 

in the above styled Court to the of the offense of DRIVING THE 

and that said Court placed the 
defendant on probation for a term of X (6) in accordance 
with Chapter 948, Florida Statutes, 

It further appearing that the defendant has conformed to the conditions of said probation in a law-abiding manner and 

WHEREFORE, the undersigned respectfully prays that this Honorable Court terminate the probation of the defendant and discharge himfher in accordance with the law. 

Dated this " day of 20 ' 
It is therefore ORDERED AND ADJUDGED that the probation of the defendant is terminated in accor- dance with Chapter 948, Florida Statutes. 
It is further ORDERED that the Clerk of this Court file this order in his office, enter copy of the same in the appropriate docket book of the Court, and forthwith forward a copy of the same to the Probation Officer for use re tz-L 
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The 2012 Florida Statutes 

Chapter 465 Pharmacy 

465.00 1 Short Title. 
465.002 Legislative findings; intent. 
465.003 Definitions. 
465.004 Board of Pharmacy. 
465.005 Authority to make rules. 
465.006 Disposition of fees; expenditures. 
465.007 Licensure by examination. 
465.0075 Licensure by endorsement; requirements; fee. 
465.008 Renewal of license. 
465.009 Continuing professional pharmaceutical education. 
465.0 12 Reactivation of license; continuing education. 
465.0125 Consultant pharmacist license; application, renewal, fees; 
responsibilities; rules. 
465.0126 Nuclear pharmacist license; application, renewal, fees. 
465.0 13 Registration of pharmacy interns. 
465.014 Pharmacy technician. 
465.0 15 Violations and penalties. 
465.0155 Standards of practice. 
465.0156 Registration of nonresident pharmacies. 
465.016 Disciplinary actions. 
465.0161 Distribution of medicinal drugs without a permit. 
465.0 17 Authority to inspect; disposal. 
465.018 Community pharmacies; permits. 
465.0181 Community pharmacy permit required to dispense Schedule II or 
Schedule III controlled substances. 
465.019 Institutional pharmacies; permits. 
465.0193 Nuclear pharmacy permits. 
465.0196 Special pharmacy permits. 
465.0197 Internet pharmacy permits. 
465.022 Pharmacies; general requirements; fees. 
465.023 Pharmacy permittee; disciplinary action. 
465.0235 Automated pharmacy systems used by long-term care facilities, 
hospices, or state correctional institutions. 
465.024 Promoting sale of certain drugs prohibited. 
465.0244 Information disclosure. 
465.025 Substitution of drugs. 
465.0251 Generic drugs; removal from formulary under specified circumstances. 
465.0255 Expiration date of medicinal drugs; display; related use and storage 
instructions. 
465.026 Filling of certain prescriptions. 
465.0265 Centralized prescription filling. 
465.0266 Common database. 
465.027 Exceptions. 
465.0275 Emergency prescription refill. 
465.0276 Dispensing practitioner. 
465.035 Dispensing of medicinal drugs pursuant to facsimile of prescription. 



465.185 Rebates prohibited; penalties. 
465.186 Pharmacist's order for medicinal drugs; dispensing procedure; 
development of formulary. 
465.187 Sale of medicinal drugs. 
465.188 Medicaid audits of pharmacies. 
465.189 Administration of vaccines and epinephrine autoinjection. 
465.1901 Practice of orthotics and pedorthics. 

465.001 Short Title.—This chapter shall be known as the "Florida Pharmacy Act." 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 26, 27, ch. 86-256; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429. 

465.002 Legislative findings; intent.—The Legislature finds that the practice of 
pharmacy is a learned profession. The sole legislative purpose for enacting this 
chapter is to ensure that every pharmacist practicing in this state and every 
pharmacy meet minimum requirements for safe practice. It is the legislative intent 
that pharmacists who fall below minimum competency or who otherwise present a 

danger to the public shall be prohibited from practicing in this state. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 1, 26, 27, ch. 86-256; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429. 

465.003 Definitions.—As used in this chapter, the term: 
(1)"Administration" means the obtaining and giving of a single dose of medicinal 

drugs by a legally authorized person to a patient for her or his consumption. 
(2)"Board" means the Board of Pharmacy. 
(3)"Consultant pharmacist" means a pharmacist licensed by the department and 

certified as a consultant pharmacist pursuant to s. 465.0125. 
(4)"Data communication device" means an electronic device that receives 

electronic information from one source and transmits or routes it to another, 
including, but not limited to, any such bridge, router, switch, or gateway. 

(5)"Department" means the Department of Health. 
(6)"Dispense" means the transfer of possession of one or more doses of a 

medicinal drug by a pharmacist to the ultimate consumer or her or his agent. As an 
element of dispensing, the pharmacist shall, prior to the actual physical transfer, 
interpret and assess the prescription order for potential adverse reactions, 
interactions, and dosage regimen she or he deems appropriate in the exercise of her 
or his professional judgment, and the pharmacist shall certify that the medicinal drug 
called for by the prescription is ready for transfer. The pharmacist shall also provide 
counseling on proper drug usage, either orally or in writing, if in the exercise of her 
or his professional judgment counseling is necessary. The actual sales transaction 
and delivery of such drug shall not be considered dispensing. The administration 
shall not be considered dispensing. 

(7)"Institutional formulary system" means a method whereby the medical staff 
evaluates, appraises, and selects those medicinal drugs or proprietary preparations 
which in the medical staff's clinical judgment are most useful in patient care, and 
which are available for dispensing by a practicing pharmacist in a Class II 
institutional pharmacy. 

(8)"Medicinal drugs" or "drugs" means those substances or preparations commonly 
known as "prescription" or "legend" drugs which are required by federal or state law 
to be dispensed only on a prescription, but shall not include patents or proprietary 
preparations as hereafter defined. 



(9)"Patent or proprietary preparation" means a medicine in its unbroken, original 
package which is sold to the public by, or under the authority of, the manufacturer or 
primary distributor thereof and which is not misbranded under the provisions of the 
Florida Drug and Cosmetic Act. 

(1O)"Pharmacist" means any person licensed pursuant to this chapter to practice 
the profession of pharmacy. 

(11)(a)"Pharmacy" includes a community pharmacy, an institutional pharmacy, a 

nuclear pharmacy, a special pharmacy, and an Internet pharmacy. 
1.The term "community pharmacy" includes every location where medicinal drugs 

are compounded, dispensed, stored, or sold or where prescriptions are filled or 
dispensed on an outpatient basis. 

2.The term "institutional pharmacy" includes every location in a hospital, clinic, 
nursing home, dispensary, sanitarium, extended care facility, or other facility, 
hereinafter referred to as "health care institutions," where medicinal drugs are 
compounded, dispensed, stored, or sold. 

3.The term "nuclear pharmacy" includes every location where radioactive drugs 
and chemicals within the classification of medicinal drugs are compounded, 
dispensed, stored, or sold. The term "nuclear pharmacy" does not include hospitals 
licensed under chapter 395 or the nuclear medicine facilities of such hospitals. 

4.The term "special pharmacy" includes every location where medicinal drugs are 
compounded, dispensed, stored, or sold if such locations are not otherwise defined in 
this subsection. 

5.The term "Internet pharmacy" includes locations not otherwise licensed or issued 
a permit under this chapter, within or outside this state, which use the Internet to 
communicate with or obtain information from consumers in this state and use such 
communication or information to fill or refill prescriptions or to dispense, distribute, 
or otherwise engage in the practice of pharmacy in this state. Any act described in 
this definition constitutes the practice of pharmacy as defined in subsection (13). 

(b)The pharmacy department of any permittee shall be considered closed 
whenever a Florida licensed pharmacist is not present and on duty. The term "not 
present and on duty" shall not be construed to prevent a pharmacist from exiting the 
prescription department for the purposes of consulting or responding to inquiries or 
providing assistance to patients or customers, attending to personal hygiene needs, 
or performing any other function for which the pharmacist is responsible, provided 
that such activities are conducted in a manner consistent with the pharmacist's 
responsibility to provide pharmacy services. 

(12)"Pharmacy intern" means a person who is currently registered in, and 
attending, a duly accredited college or school of pharmacy, or who is a graduate of 
such a school or college of pharmacy, and who is duly and properly registered with 
the department as provided for under its rules. 

(13)"Practice of the profession of pharmacy" includes compounding, dispensing, 
and consulting concerning contents, therapeutic values, and uses of any medicinal 
drug; consulting concerning therapeutic values and interactions of patent or 
proprietary preparations, whether pursuant to prescriptions or in the absence and 
entirely independent of such prescriptions or orders; and other pharmaceutical 
services. For purposes of this subsection, "other pharmaceutical services" means the 
monitoring of the patient's drug therapy and assisting the patient in the 
management of his or her drug therapy, and includes review of the patient's drug 
therapy and communication with the patient's prescribing health care provider as 
licensed under chapter 458, chapter 459, chapter 461, or chapter 466, or similar 
statutory provision in another jurisdiction, or such provider's agent or such other 
persons as specifically authorized by the patient, regarding the drug therapy. 
However, nothing in this subsection may be interpreted to permit an alteration of a 



prescriber's directions, the diagnosis or treatment of any disease, the initiation of 
any drug therapy, the practice of medicine, or the practice of osteopathic medicine, 
unless otherwise permitted by law. "Practice of the profession of pharmacy" also 
includes any other act, service, operation, research, or transaction incidental to, or 
forming a part of, any of the foregoing acts, requiring, involving, or employing the 
science or art of any branch of the pharmaceutical profession, study, or training, and 
shall expressly permit a pharmacist to transmit information from persons authorized 
to prescribe medicinal drugs to their patients. The practice of the profession of 
pharmacy also includes the administration of vaccines to adults pursuant to s. 
465. 189. 

(14)"Prescription" includes any order for drugs or medicinal supplies written or 
transmitted by any means of communication by a duly licensed practitioner 
authorized by the laws of the state to prescribe such drugs or medicinal supplies and 
intended to be dispensed by a pharmacist. The term also includes an orally 
transmitted order by the lawfully designated agent of such practitioner. The term 
also includes an order written or transmitted by a practitioner licensed to practice in 
a jurisdiction other than this state, but only if the pharmacist called upon to dispense 
such order determines, in the exercise of her or his professional judgment, that the 
order is valid and necessary for the treatment of a chronic or recurrent illness. The 
term "prescription" also includes a pharmacist's order for a product selected from the 
formulary created pursuant to s. 465.186. Prescriptions may be retained in written 
form or the pharmacist may cause them to be recorded in a data processing system, 
provided that such order can be produced in printed form upon lawful request. 

(15)"Nuclear pharmacist" means a pharmacist licensed by the department and 
certified as a nuclear pharmacist pursuant to s. 465.0126. 

(16)"Centralized prescription filling" means the filling of a prescription by one 
pharmacy upon request by another pharmacy to fill or refill the prescription. The 
term includes the performance by one pharmacy for another pharmacy of other 
pharmacy duties such as drug utilization review, therapeutic drug utilization review, 
claims adjudication, and the obtaining of refill authorizations. 

(17)"Automated pharmacy system" means a mechanical system that delivers 
prescription drugs received from a Florida licensed pharmacy and maintains related 
transaction information. 
History.—ss. 1, 7, ch. 79-226; s. 322, ch. 81-259; ss. 14, 15, ch. 81-302; ss. 2, 3, 
ch. 81-318; ss. 1, 2, ch. 82-179; s. 1, ch. 83-101; s. 36, ch. 83-216; s. 3, ch. 83- 
265; s. 29, ch. 83-329; s. 1, ch. 85-35; ss. 2, 26, 27, ch. 86-256; s. 1, ch. 88-172; 
s. 1, ch. 89-77; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 123, ch. 94- 
218; s. 239, ch. 97-103; s. 87, ch. 97-264; s. 118, ch. 99-397; s. 1, ch. 2002-182; 
s. 1, ch. 2004-25; s. 1, ch. 2004-387; s. 2, ch. 2007-152; s. 2, ch. 2012-60. 

465.004 Board of Pharmacy.— 
(1)The Board of Pharmacy is created within the department and shall consist of 

nine members to be appointed by the Governor and confirmed by the Senate. 
(2)Seven members of the board must be licensed pharmacists who are residents of 

this state and who have been engaged in the practice of the profession of pharmacy 
in this state for at least 4 years and, to the extent practicable, represent the various 
pharmacy practice settings. Of the pharmacist members, one must be currently 
engaged in the practice of pharmacy in a community pharmacy, one must be 
currently engaged in the practice of pharmacy in a Class II institutional pharmacy or 
a Modified Class II institutional pharmacy, and five shall be pharmacists licensed in 
this state irrespective of practice setting. The remaining two members must be 
residents of the state who have never been licensed as pharmacists and who are in 



no way connected with the practice of the profession of pharmacy. No person may be 
appointed as a consumer member who is in any way connected with a drug 
manufacturer or wholesaler. At least one member of the board must be 60 years of 
age or older. 

(3)As the terms of the members expire, the Governor shall appoint successors for 
terms of 4 years, and such members shall serve until their successors are appointed. 

(4)All provisions of chapter 456 relating to activities of the board shall apply. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 3, 26, 27, ch. 86-256; s. 16, 
ch. 87-172; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 124, ch. 94- 
218; s. 88, ch. 97-264; s. 67, ch. 98-166; s. 124, ch. 2000-160. 

465.00 5Authority to make rules.—The Board of Pharmacy has authority to adopt 
rules pursuant to ss. 120.536(1) and 120.54 to implement the provisions of this 
chapter conferring duties upon it. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 4, 26, 27, ch. 86-256; 5. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 126, ch. 98-200. 

465.006 Disposition of fees; expenditures.—All moneys received under this chapter 
shall be deposited and expended pursuant to the provisions of s. 456.025. All 
expenditures for duties of the board authorized by this chapter shall be paid upon 
presentation of vouchers approved by the executive director of the board. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 26, 27, ch. 86-256; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 68, ch. 98-166; s. 125, ch. 2000- 
160. 

465.007 Licensure by examination.— 
(1)Any person desiring to be licensed as a pharmacist shall apply to the 

department to take the licensure examination. The department shall examine each 
applicant who the board certifies has: 

(a)Completed the application form and remitted an examination fee set by the 
board not to exceed $100 plus the actual per applicant cost to the department for 
purchase of portions of the examination from the National Association of Boards of 
Pharmacy or a similar national organization. The fees authorized under this section 
shall be established in sufficient amounts to cover administrative costs. 

(b)Submitted satisfactory proof that she or he is not less than 18 years of age and: 
1.Is a recipient of a degree from a school or college of pharmacy accredited by an 

accrediting agency recognized and approved by the United States Office of 
Education; or 

2.Is a graduate of a 4-year undergraduate pharmacy program of a school or 
college of pharmacy located outside the United States, has demonstrated proficiency 
in English by passing both the Test of English as a Foreign Language (TOEFL) and 
the Test of Spoken English (TSE), has passed the Foreign Pharmacy Graduate 
Equivalency Examination that is approved by rule of the board, and has completed a 

minimum of 500 hours in a supervised work activity program within this state under 
the supervision of a pharmacist licensed by the department, which program is 
approved by the board. 

(c)Submitted satisfactory proof that she or he has completed an internship 
program approved by the board. No such board-approved program shall exceed 
2,080 hours, all of which may be obtained prior to graduation. 

(2)The department may permit an applicant who has satisfied all requirements of 
subsection (1), except those relating to age or the internship program, to take the 
written examination, but the passing of the examination shall confer no rights or 



privileges upon the applicant in connection with the practice of pharmacy in this 
state. 

(3)Except as provided in subsection (2), the department shall issue a license to 
practice pharmacy to any applicant who successfully completes the examination in 
accordance with this section. 
History.—ss. 1, 7, ch. 79-226; ss. 13, 15, 23, 25, 30, 34, 62, ch. 80-406; ss. 2, 3, 
ch. 81-318; s. 30, ch. 83-329; ss. 5, 26, 27, ch. 86-256; s. 13, ch. 88-205; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 240, ch. 97-103. 

465.0075 Licensure by endorsement; requirements; fee.— 
(1)The department shall issue a license by endorsement to any applicant who 

applies to the department and remits a nonrefundable fee of not more than $100, as 
set by the board, and whom the board certifies: 

(a)Has met the qualifications for licensure in s. 465.007(1)(b) and (c); 
(b)Has obtained a passing score, as established by rule of the board, on the 

licensure examination of the National Association of Boards of Pharmacy or a similar 
nationally recognized examination, if the board certifies that the applicant has taken 
the required examination; 

(c)1.Has submitted evidence of the active licensed practice of pharmacy, including 
practice in community or public health by persons employed by a governmental 
entity, in another jurisdiction for at least 2 of the immediately preceding 5 years or 
evidence of successful completion of board-approved postgraduate training or a 

board-approved clinical competency examination within the year immediately 
preceding application for licensure; or 

2.Has completed an internship meeting the requirements of s. 465.007(1)(c) 
within the 2 years immediately preceding application; and 

(d)Has obtained a passing score on the pharmacy jurisprudence portions of the 
licensure examination, as required by board rule. 

(2)An applicant licensed in another state for a period in excess of 2 years from the 
date of application for licensure in this state shall submit a total of at least 30 hours 
of board-approved continuing education for the 2 calendar years immediately 
preceding application. 

(3)The department may not issue a license by endorsement to any applicant who 
is under investigation in any jurisdiction for an act or offense that would constitute a 

violation of this chapter until the investigation is complete, at which time the 
provisions of s. 465.0 16 apply. 

(4)The department may not issue a license by endorsement to any applicant whose 
license to practice pharmacy has been suspended or revoked in another state or who 
is currently the subject of any disciplinary proceeding in another state. 
History.—s. 1, ch. 2001-166; s. 1, ch. 2008-216. 

465.008 Renewal of license.— 
(1)The department shall renew a license upon receipt of the renewal application, 

verification of compliance with s. 465.009, and receipt of a fee set by the board not 
to exceed $250. 

(2)The department shall adopt rules establishing a procedure for the biennial 
renewal of licenses. 

(3)Any person licensed under this chapter for 50 years or more is exempt from the 
payment of the renewal or delinquent fee, and the department shall issue a lifetime 
license to such a person. 



History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 6, 26, 27, ch. 86-256; s. 7, 
ch. 90-341; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 178, ch. 94- 
119; s. 32, ch. 2001-277. 

465.009 Continuing professional pharmaceutical education.— 
(1)No license renewal shall be issued by the department until the licensee submits 

proof satisfactory to the board that during the 2 years prior to her or his application 
for renewal the licensee has participated in not less than 30 hours of continuing 
professional pharmaceutical education in courses approved by the board. 

(2)The board shall approve only those courses that build upon the basic courses 
offered in the curricula of accredited colleges or schools of pharmacy, and the board 
shall require that the provider meets the educational standards for the program 
design, administration, and evaluation established by the board. 

(3)Upon initial licensure, the department may reduce the number of required hours 
consistent with the requirements of biennial renewal. 

(4)The department may make exception from the requirements of this section in 
an emergency or hardship case. 

(5)The board may adopt rules within the requirements of this section that are 
necessary for its implementation, including a rule creating a committee composed of 
equal representation from the board, the colleges of pharmacy in the state, and 
practicing pharmacists within the state, whose purpose shall be to approve the 
content of each course offered for continuing education credit prior to the time such 
course is offered. 

(6)Notwithstanding subsections (1)-(5): 
(a)Each pharmacist certified to administer a vaccine or epinephrine autoinjection 

under s. 465.189 must complete a 3-hour continuing education course, which shall 
be offered by a statewide professional association of physicians in this state 
accredited to provide educational activities designated for the American Medical 
Association Physician's Recognition Award (AMA PRA) Category I credit, on the safe 
and effective administration of vaccines and epinephrine autoinjection as part of 
biennial relicensure or recertification. This course may be offered in a distance- 
learning format and must be included in the 30 hours of continuing professional 
pharmaceutical education specified in subsection (1). 

(b)Each pharmacist must submit confirmation of having completed the course 
specified in paragraph (a) on a form provided by the board when submitting fees for 
license renewal. 

(c)Failure to comply with paragraphs (a) and (b) results in the revocation of the 
authorization for a pharmacist to administer a vaccine or epinephrine autoinjection 
under s. 465.189. Such authorization may be restored upon completion of such 
requirements. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 7, 26, 27, ch. 86-256; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 241, ch. 97-103; s. 1, ch. 2002- 
184; s. 3, ch. 2012-60. 

465.012 Reactivation of license; continuing education.— 
(1)The board shall prescribe by rule continuing education requirements as a 

condition of reactivating a license. The continuing education requirements for 
reactivating a license shall be at least 15 classroom hours for each year the license 
was inactive in addition to completion of the number of hours required for renewal on 
the date the license became inactive. 

(2)The board shall adopt rules relating to application procedures for inactive 
status, to the biennial renewal of inactive licenses, and to the reactivation of 



licenses. The board shall prescribe by rule an application fee for inactive status, a 

renewal fee for inactive status, a delinquency fee, and a fee for the reactivation of a 

license. None of these fees may exceed the biennial renewal fee established by the 
board for an active license. The department may not reactivate a license unless the 
inactive or delinquent licensee has paid any applicable biennial renewal or 
delinquency fee, or both, and a reactivation fee. 
History.—ss. 1, 7, ch. 79-226; s. 323, ch. 81-259; ss. 2, 3, ch. 81-318; ss. 2, 30, 
ch. 82-179; s. 3, ch. 83-265; ss. 8, 26, 27, ch. 86-256; s. 8, ch. 90-341; s. 59, ch. 
91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 179, ch. 94-119. 

465.0125 Consultant pharmacist license; application, renewal, fees; responsibilities; 
rules.— 

(1)The department shall issue or renew a consultant pharmacist license upon 
receipt of an initial or renewal application which conforms to the requirements for 
consultant pharmacist initial licensure or renewal as promulgated by the board by 
rule and a fee set by the board not to exceed $250. The consultant pharmacist shall 
be responsible for maintaining all drug records required by law and for establishing 
drug handling procedures for the safe handling and storage of drugs. The consultant 
pharmacist may also be responsible for ordering and evaluating any laboratory or 
clinical testing when, in the judgment of the consultant pharmacist, such activity is 
necessary for the proper performance of the consultant pharmacist's responsibilities. 
Such laboratory or clinical testing may be ordered only with regard to patients 
residing in a nursing home facility, and then only when authorized by the medical 
director of the nursing home facility. The consultant pharmacist must have 
completed such additional training and demonstrate such additional qualifications in 
the practice of institutional pharmacy as shall be required by the board in addition to 
licensure as a registered pharmacist. 

(2)Notwithstanding the provisions of subsection (1), a consultant pharmacist or a 

doctor of pharmacy licensed in this state may also be responsible for ordering and 
evaluating any laboratory or clinical testing for persons under the care of a licensed 
home health agency when, in the judgment of the consultant pharmacist or doctor of 
pharmacy, such activity is necessary for the proper performance of his or her 
responsibilities and only when authorized by a practitioner licensed under chapter 
458, chapter 459, chapter 461, or chapter 466. In order for the consultant 
pharmacist or doctor of pharmacy to qualify and accept this authority, he or she 
must receive 3 hours of continuing education relating to laboratory and clinical 
testing as established by the board. 

(3)The board shall promulgate rules necessary to implement and administer this 
section. 
History.—s. 31, ch. 83-329; s. 1, ch. 85-65; ss. 9, 26, 27, ch. 86-256; s. 59, ch. 91- 
137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 1, ch. 93-231; s. 89, ch. 97-264. 

465.0126 Nuclear pharmacist license; application, renewal, fees.—The department 
shall issue or renew a nuclear pharmacist license upon receipt of an initial or renewal 
application which conforms to the requirements for nuclear pharmacist initial 
licensure or biennial renewal as established by the board by rule and receipt of a fee 
established by the board by rule not to exceed $250, which fee shall be in addition to 
the initial licensure or biennial renewal fee for pharmacists. The nuclear pharmacist 
shall be responsible for the compounding and the dispensing of nuclear 
pharmaceuticals, for maintaining all drug records required by law, for establishing 
drug handling procedures for the safe handling and storage of radiopharmaceuticals 
and medicinal drugs, for providing the security of the prescription department, and 



for complying with such other rules as relate to the practice of the profession of 
pharmacy. The nuclear pharmacist must have completed such additional training and 
must demonstrate such additional qualifications in the practice of nuclear pharmacy 
as is required by the board by rule in addition to licensure as a registered 
pharmacist. The board shall adopt rules necessary to implement and administer this 
section. The requirements of this section do not apply to hospitals licensed under 
chapter 395 or the nuclear medicine facilities of such hospitals. 
History.—s. 2, ch. 88-172; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429. 

465.013 Registration of pharmacy interns.—The department shall register as 
pharmacy interns persons certified by the board as being enrolled in an intern 
program at an accredited school or college of pharmacy or who are graduates of 
accredited schools or colleges of pharmacy and are not yet licensed in the state. The 
board may refuse to certify to the department or may revoke the registration of any 
intern for good cause, including grounds enumerated in this chapter for revocation of 
pharmacists' licenses. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 26, 27, ch. 86-256; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429. 

465.014 Pharmacy technician.— 
(1)A person other than a licensed pharmacist or pharmacy intern may not engage 

in the practice of the profession of pharmacy, except that a licensed pharmacist may 
delegate to pharmacy technicians who are registered pursuant to this section those 
duties, tasks, and functions that do not fall within the purview of s. 465.003(13). All 
such delegated acts shall be performed under the direct supervision of a licensed 
pharmacist who shall be responsible for all such acts performed by persons under his 
or her supervision. A pharmacy registered technician, under the supervision of a 

pharmacist, may initiate or receive communications with a practitioner or his or her 
agent, on behalf of a patient, regarding refill authorization requests. A licensed 
pharmacist may not supervise more than one registered pharmacy technician unless 
otherwise permitted by the guidelines adopted by the board. The board shall 
establish guidelines to be followed by licensees or permittees in determining the 
circumstances under which a licensed pharmacist may supervise more than one but 
not more than three pharmacy technicians. 

(2)Any person who wishes to work as a pharmacy technician in this state must 
register by filing an application with the board on a form adopted by rule of the 
board. The board shall register each applicant who has remitted a registration fee set 
by the board, not to exceed $50 biennially; has completed the application form and 
remitted a nonrefundable application fee set by the board, not to exceed $50; is at 
least 17 years of age; and has completed a pharmacy technician training program 
approved by the Board of Pharmacy. Notwithstanding any requirements in this 
subsection, any registered pharmacy technician registered pursuant to this section 
before January 1, 2011, who has worked as a pharmacy technician for a minimum of 
1,500 hours under the supervision of a licensed pharmacist or received certification 
as a pharmacy technician by certification program accredited by the National 
Commission for Certifying Agencies is exempt from the requirement to complete an 
initial training program for purposes of registration as required by this subsection. 

(3)A person whose license to practice pharmacy has been denied, suspended, or 
restricted for disciplinary purposes is not eligible to register as a pharmacy 
technician. 

(4)Notwithstanding the requirements of this section or any other provision of law, 
a pharmacy technician student who is enrolled in a pharmacy technician training 



program that is approved by the board may be placed in a pharmacy for the purpose 
of obtaining practical training. A pharmacy technician student shall wear 
identification that indicates his or her student status when performing the functions 
of a pharmacy technician, and registration under this section is not required. 

(5)Notwithstanding the requirements of this section or any other provision of law, 
a person who is licensed by the state as a pharmacy intern may be employed as a 

registered pharmacy technician without paying a registration fee or filing an 
application with the board to register as a pharmacy technician. 

(6)As a condition of registration renewal, a registered pharmacy technician shall 
complete 20 hours biennially of continuing education courses approved by the board 
or the Accreditation Council for Pharmacy Education, of which 4 hours must be via 
live presentation and 2 hours must be related to the prevention of medication errors 
and pharmacy law. 

(7)The board shall adopt rules that require each registration issued by the board 
under this section to be displayed in such a manner as to make it available to the 
public and to facilitate inspection by the department. The board may adopt other 
rules as necessary to administer this section. 

(8)If the board finds that an applicant for registration as a pharmacy technician or 
that a registered pharmacy technician has committed an act that constitutes grounds 
for discipline as set forth in s. 456.072(1) or has committed an act that constitutes 
grounds for denial of a license or disciplinary action as set forth in this chapter, 
including an act that constitutes a substantial violation of s. 456.072(1) or a violation 
of this chapter which occurred before the applicant or registrant was registered as a 

pharmacy technician, the board may enter an order imposing any of the penalties 
specified in s. 456.072(2) against the applicant or registrant. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 10, 26, 27, ch. 86-256; S. 

59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 242, ch. 97-103; s. 192, ch. 
97-264; s. 120, ch. 99-397; ss. 2, 3, 4, ch. 2008-216. 

465.015 Violations and penalties.— 
(1)It is unlawful for any person to own, operate, maintain, open, establish, 

conduct, or have charge of, either alone or with another person or persons, a 

pharmacy: 
(a)Which is not registered under the provisions of this chapter. 
(b)In which a person not licensed as a pharmacist in this state or not registered as 

an intern in this state or in which an intern who is not acting under the direct and 
immediate personal supervision of a licensed pharmacist fills, compounds, or 
dispenses any prescription or dispenses medicinal drugs. 

(2)It is unlawful for any person: 
(a)To make a false or fraudulent statement, either for herself or himself or for 

another person, in any application, affidavit, or statement presented to the board or 
in any proceeding before the board. 

(b)To fill, compound, or dispense prescriptions or to dispense medicinal drugs if 
such person does not hold an active license as a pharmacist in this state, is not 
registered as an intern in this state, or is an intern not acting under the direct and 
immediate personal supervision of a licensed pharmacist. 

(c)To sell or dispense drugs as defined in s. 465.003(8) without first being 
furnished with a prescription. 

(d)To sell samples or complimentary packages of drug products. 
(3)It is unlawful for any pharmacist to knowingly fail to report to the sheriff or 

other chief law enforcement agency of the county where the pharmacy is located 
within 24 hours after learning of any instance in which a person obtained or 



attempted to obtain a controlled substance, as defined in s. 893.02, or at the close 
of business on the next business day, whichever is later, that the pharmacist knew 
or believed was obtained or attempted to be obtained through fraudulent methods or 
representations from the pharmacy at which the pharmacist practiced pharmacy. Any 
pharmacist who knowingly fails to make such a report within 24 hours after learning 
of the fraud or attempted fraud or at the close of business on the next business day, 
whichever is later, commits a misdemeanor of the first degree, punishable as 
provided in s. 775.082 or s. 775.083. A sufficient report of the fraudulent obtaining 
of controlled substances under this subsection must contain, at a minimum, a copy 
of the prescription used or presented and a narrative, including all information 
available to the pharmacist concerning the transaction, such as the name and 
telephone number of the prescribing physician; the name, description, and any 
personal identification information pertaining to the person who presented the 
prescription; and all other material information, such as photographic or video 
surveillance of the transaction. 

(4)(a)It is unlawful for any person other than a pharmacist licensed under this 
chapter to use the title "pharmacist" or "druggist" or otherwise lead the public to 
believe that she or he is engaged in the practice of pharmacy. 

(b)It is unlawful for any person other than an owner of a pharmacy registered 
under this chapter to display any sign or to take any other action that would lead the 
public to believe that such person is engaged in the business of compounding, 
dispensing, or retailing any medicinal drugs. This paragraph shall not preclude a 

person not licensed as a pharmacist from owning a pharmacy. 
(c)It is unlawful for a person, firm, or corporation that is not licensed or registered 

under this chapter to: 
1.Use in a trade name, sign, letter, or advertisement any term, including "drug," 

"pharmacy," "prescription drugs," "Rx," or "apothecary," which implies that the 
person, firm, or corporation is licensed or registered to practice pharmacy in this 
state. 

2.Hold himself or herself out to others as a person, firm, or corporation licensed or 
registered to practice pharmacy in this state. 

(d)It is unlawful for a person who is not registered as a pharmacy technician under 
this chapter or who is not otherwise exempt from the requirement to register as a 

pharmacy technician, to perform the functions of a registered pharmacy technician, 
or hold himself or herself out to others as a person who is registered to perform the 
functions of a registered pharmacy technician in this state. 

(5)Any person who violates any provision of subsection (1) or subsection (4) 
commits a misdemeanor of the first degree, punishable as provided in s. 775.082 or 
s. 775.083. Any person who violates any provision of subsection (2) commits a 

felony of the third degree, punishable as provided in s. 775.082, s. 775.083, or s. 
775.084. In any warrant, information, or indictment, it shall not be necessary to 
negative any exceptions, and the burden of any exception shall be upon the 
defendant. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 11, 26, 27, ch. 86-256; s. 
59, ch. 91-137; s. 6, ch. 91-156; s. 91, ch. 91-224; s. 4, ch. 91-429; s. 243, ch. 97- 
103; s. 121, ch. 99-397; s. 55, ch. 2000-318; s. 2, ch. 2004-25; s. 5, ch. 2008-216; 
s. 10, ch. 2011-141. 

465.0155 Standards of practice.—Consistent with the provisions of this act, the 
board shall adopt by rule standards of practice relating to the practice of pharmacy 
which shall be binding on every state agency and shall be applied by such agencies 



when enforcing or implementing any authority granted by any applicable statute, 
rule, or regulation, whether federal or state. 
History.—ss. 12, 27, ch. 86-256; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91- 
429. 

465.0156 Registration of nonresident pharmacies.— 
(1)Any pharmacy which is located outside this state and which ships, mails, or 

delivers, in any manner, a dispensed medicinal drug into this state shall be 
considered a nonresident pharmacy, shall be registered with the board, shall provide 
pharmacy services at a high level of protection and competence, and shall disclose to 
the board the following specific information: 

(a)That it maintains at all times a valid, unexpired license, permit, or registration 
to operate the pharmacy in compliance with the laws of the state in which the 
dispensing facility is located and from which the medicinal drugs shall be dispensed; 

(b)The location, names, and titles of all principal corporate officers and the 
pharmacist who serves as the prescription department manager for dispensing 
medicinal drugs to residents of this state. This disclosure shall be made within 30 
days after any change of location, corporate officer, or pharmacist serving as the 
prescription department manager for dispensing medicinal drugs to residents of this 
state; 

(c)That it complies with all lawful directions and requests for information from the 
regulatory or licensing agency of all states in which it is licensed as well as with all 
requests for information made by the board pursuant to this section. It shall respond 
directly to all communications from the board concerning emergency circumstances 
arising from errors in the dispensing of medicinal drugs to the residents of this state; 

(d)That it maintains its records of medicinal drugs dispensed to patients in this 
state so that the records are readily retrievable from the other business records of 
the pharmacy and from the records of other medicinal drugs dispensed; and 

(e)That during its regular hours of operation but not less than 6 days per week, for 
a minimum of 40 hours per week, a toll-free telephone service shall be provided to 
facilitate communication between patients in this state and a pharmacist at the 
pharmacy who has access to the patient's records. This toll-free number must be 
disclosed on the label affixed to each container of dispensed medicinal drugs. 

(2)Applications for nonresident pharmacy registration under this section shall be 
made on a form furnished by the board. The board may require such information as 
the board deems reasonably necessary to carry out the purposes of this section. The 
board may grant an exemption from the registration requirements of this section to 
any nonresident pharmacy which confines its dispensing activity to isolated 
transactions. The board may define by rule the term isolated transactions. 

(3)The registration fee and the biennial renewal fee shall be the fee specified in s. 
465.022. 

(4)The board may deny, revoke, or suspend registration of, or fine or reprimand, a 

nonresident pharmacy for failure to comply with s. 465.025 or with any requirement 
of this section in accordance with the provisions of this chapter. 

(5)In addition to the prohibitions of subsection (4) the board may deny, revoke, or 
suspend registration of, or fine or reprimand, a nonresident pharmacy in accordance 
with the provisions of this chapter for conduct which causes serious bodily injury or 
serious psychological injury to a resident of this state if the board has referred the 
matter to the regulatory or licensing agency in the state in which the pharmacy is 
located and the regulatory or licensing agency fails to investigate within 180 days of 
the referral. 



(6)It is unlawful for any nonresident pharmacy which is not registered pursuant to 
this section to advertise its services in this state, or for any person who is a resident 
of this state to advertise the pharmacy services of a nonresident pharmacy which 
has not registered with the board, with the knowledge that the advertisement will or 
is likely to induce members of the public in this state to use the pharmacy to fill 
prescriptions. 

(7)This section does not apply to Internet pharmacies required to be permitted 
under s. 465.0197. 

(8)Notwithstanding s. 465.003(10), for purposes of this section, the registered 
pharmacy and the pharmacist designated by the registered pharmacy as the 
prescription department manager or the equivalent must be licensed in the state of 
location in order to dispense into this state. 
History.—ss. 13, 27, ch. 86-256; s. 3, ch. 89-218; s. 59, ch. 91-137; s. 6, ch. 91- 
156; s. 4, ch. 91-429; s. 31, ch. 95-144; s. 90, ch. 97-264; s. 2, ch. 2004-387. 

465.016 Disciplinary actions.— 
(1)The following acts constitute grounds for denial of a license or disciplinary 

action, as specified in s. 456.072(2): 
(a)Obtaining a license by misrepresentation or fraud or through an error of the 

department or the board. 
(b)Procuring or attempting to procure a license for any other person by making or 

causing to be made any false representation. 
(c)Permitting any person not licensed as a pharmacist in this state or not 

registered as an intern in this state, or permitting a registered intern who is not 
acting under the direct and immediate personal supervision of a licensed pharmacist, 
to fill, compound, or dispense any prescriptions in a pharmacy owned and operated 
by such pharmacist or in a pharmacy where such pharmacist is employed or on duty. 

(d)Being unfit or incompetent to practice pharmacy by reason of: 
1.Habitual intoxication. 
2.The misuse or abuse of any medicinal drug appearing in any schedule set forth in 

chapter 893. 
3.Any abnormal physical or mental condition which threatens the safety of persons 

to whom she or he might sell or dispense prescriptions, drugs, or medical supplies or 
for whom she or he might manufacture, prepare, or package, or supervise the 
manufacturing, preparation, or packaging of, prescriptions, drugs, or medical 
supplies. 

(e)Violating chapter 499; 21 U.S.C. ss. 301-392, known as the Federal Food, Drug, 
and cosmetic Act; 21 U.S.C. ss. 821 et seq., known as the comprehensive Drug 
Abuse Prevention and control Act; or chapter 893. 

(f)Having been convicted or found guilty, regardless of adjudication, in a court of 
this state or other jurisdiction, of a crime which directly relates to the ability to 
practice pharmacy or to the practice of pharmacy. A plea of nob contendere 
constitutes a conviction for purposes of this provision. 

(g)Using in the compounding of a prescription, or furnishing upon prescription, an 
ingredient or article different in any manner from the ingredient or article prescribed, 
except as authorized in s. 465.019(6) or s. 465.025. 

(h)Having been disciplined by a regulatory agency in another state for any offense 
that would constitute a violation of this chapter. 

(i)Compounding, dispensing, or distributing a legend drug, including any controlled 
substance, other than in the course of the professional practice of pharmacy. For 
purposes of this paragraph, it shall be legally presumed that the compounding, 
dispensing, or distributing of legend drugs in excessive or inappropriate quantities is 



not in the best interests of the patient and is not in the course of the professional 
practice of pharmacy. 

(j)Making or filing a report or record which the licensee knows to be false, 
intentionally or negligently failing to file a report or record required by federal or 
state law, willfully impeding or obstructing such filing, or inducing another person to 
do so. Such reports or records include only those which the licensee is required to 
make or file in her or his capacity as a licensed pharmacist. 

(k)Failing to make prescription fee or price information readily available by failing 
to provide such information upon request and upon the presentation of a prescription 
for pricing or dispensing. Nothing in this section shall be construed to prohibit the 
quotation of price information on a prescription drug to a potential consumer by 
telephone. 

(l)Placing in the stock of any pharmacy any part of any prescription compounded 
or dispensed which is returned by a patient; however, in a hospital, nursing home, 
correctional facility, or extended care facility in which unit-dose medication is 
dispensed to inpatients, each dose being individually sealed and the individual unit 
dose or unit-dose system labeled with the name of the drug, dosage strength, 
manufacturer's control number, and expiration date, if any, the unused unit dose of 
medication may be returned to the pharmacy for redispensing. Each pharmacist shall 
maintain appropriate records for any unused or returned medicinal drugs. 

(m)Being unable to practice pharmacy with reasonable skill and safety by reason of 
illness, use of drugs, narcotics, chemicals, or any other type of material or as a result 
of any mental or physical condition. A pharmacist affected under this paragraph shall 
at reasonable intervals be afforded an opportunity to demonstrate that she or he can 
resume the competent practice of pharmacy with reasonable skill and safety to her 
or his customers. 

(n)Violating a rule of the board or department or violating an order of the board or 
department previously entered in a disciplinary hearing. 

(o)Failing to report to the department any licensee under chapter 458 or under 
chapter 459 who the pharmacist knows has violated the grounds for disciplinary 
action set out in the law under which that person is licensed and who provides health 
care services in a facility licensed under chapter 395, or a health maintenance 
organization certificated under part I of chapter 641, in which the pharmacist also 
provides services. 

(p)Failing to notify the Board of Pharmacy in writing within 20 days of the 
commencement or cessation of the practice of the profession of pharmacy in Florida 
when such commencement or cessation of the practice of the profession of pharmacy 
in Florida was a result of a pending or completed disciplinary action or investigation 
in another jurisdiction. 

(q)Using or releasing a patient's records except as authorized by this chapter and 
chapter 456. 

(r)Violating any provision of this chapter or chapter 456, or any rules adopted 
pursuant thereto. 

(s)Dispensing any medicinal drug based upon a communication that purports to be 
a prescription as defined by s. 465.003(14) or s. 893.02 when the pharmacist knows 
or has reason to believe that the purported prescription is not based upon a valid 
practitioner-patient relationship. 

(t)Committing an error or omission during the performance of a specific function of 
prescription drug processing, which includes, for purposes of this paragraph: 

1.Receiving, interpreting, or clarifying a prescription. 
2.Entering prescription data into the pharmacy's record. 
3.Verifying or validating a prescription. 
4.Performing pharmaceutical calculations. 



5.Performing prospective drug review as defined by the board. 
6.Obtaining refill and substitution authorizations. 
7.Interpreting or acting on clinical data. 
8.Performing therapeutic interventions. 
9.Providing drug information concerning a patient's prescription. 
10.Providing patient counseling. 
(2)The board may enter an order denying licensure or imposing any of the 

penalties in s. 456.072(2) against any applicant for licensure or licensee who is 
found guilty of violating any provision of subsection (1) of this section or who is 
found guilty of violating any provision of s. 456.072(1). 

(3)The board shall not reinstate the license of a pharmacist, or cause a license to 
be issued to a person it has deemed unqualified, until such time as it is satisfied that 
she or he has complied with all the terms and conditions set forth in the final order 
and that such person is capable of safely engaging in the practice of pharmacy. 

(4)The board shall by rule establish guidelines for the disposition of disciplinary 
cases involving specific types of violations. Such guidelines may include minimum 
and maximum fines, periods of supervision or probation, or conditions of probation 
or reissuance of a license. 
History.—ss. 1, 7, ch. 79-226; ss. 13, 15, 24, 25, 30, 34, 62, ch. 80-406; s. 324, ch. 
81-259; ss. 2, 3, ch. 81-318; s. 3, ch. 83-101; s. 37, ch. 83-216; ss. 32, 119, ch. 
83-329; s. 1, ch. 84-364; ss. 26, 27, ch. 86-256; s. 41, ch. 88-1; s. 20, ch. 88-277; 
s. 2, ch. 89-77; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 45, ch. 92- 
149; s. 32, ch. 95-144; s. 244, ch. 97-103; s. 91, ch. 97-264; s. 119, ch. 99-397; s. 
126, ch. 2000-160; s. 33, ch. 2001-277; s. 3, ch. 2004-387; s. 10, ch. 2005-240; s. 
5, ch. 2008-184; s. 11, ch. 2011-141. 

465.0161 Distribution of medicinal drugs without a permit.—An Internet pharmacy 
that distributes a medicinal drug to any person in this state without being permitted 
as a pharmacy under this chapter commits a felony of the second degree, punishable 
as provided in s. 775.082, s. 775.083, or s. 775.084. 
History.—s. 4, ch. 2004-387. 

465.017 Authority to inspect; disposal.— 
(1)Duly authorized agents and employees of the department shall have the power 

to inspect in a lawful manner at all reasonable hours any pharmacy, hospital, clinic, 
wholesale establishment, manufacturer, physician's office, or any other place in the 
state in which drugs and medical supplies are manufactured, packed, packaged, 
made, stored, sold, offered for sale, exposed for sale, or kept for sale for the purpose 
of: 

(a)Determining if any of the provisions of this chapter or any rule promulgated 
under its authority is being violated; 

(b)Securing samples or specimens of any drug or medical supply after paying or 
offering to pay for such sample or specimen; or 

(c)Securing such other evidence as may be needed for prosecution under this 
chapter. 

(2)(a)Except as permitted by this chapter, and chapters 406, 409, 456, 499, and 
893, records maintained in a pharmacy relating to the filling of prescriptions and the 
dispensing of medicinal drugs shall not be furnished to any person other than to the 
patient for whom the drugs were dispensed, or her or his legal representative, or to 
the department pursuant to existing law, or, in the event that the patient is 
incapacitated or unable to request said records, her or his spouse except upon the 
written authorization of such patient. Such records may be furnished in any civil or 



criminal proceeding, upon the issuance of a subpoena from a court of competent 
jurisdiction and proper notice to the patient or her or his legal representative by the 
party seeking such records. 

(b)The board shall adopt rules to establish practice guidelines for pharmacies to 
dispose of records maintained in a pharmacy relating to the filling of prescriptions 
and the dispensing of medicinal drugs. Such rules shall be consistent with the duty to 
preserve the confidentiality of such records in accordance with applicable state and 
federal law. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 1, 2, ch. 85-151; ss. 26, 27, 
ch. 86-256; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 125, ch. 94- 
218; s. 245, ch. 97-103; s. 127, ch. 2000-160; s. 1, ch. 2003-166. 

465.018 Community pharmacies; permits.— 
(1)Any person desiring a permit to operate a community pharmacy shall apply to 

the department. 
(2)If the board office certifies that the application complies with the laws of the 

state and the rules of the board governing pharmacies, the department shall issue 
the permit. No permit shall be issued unless a licensed pharmacist is designated as 
the prescription department manager. 

(3)The board may suspend or revoke the permit of, or may refuse to issue a 

permit to: 
(a)Any person who has been disciplined or who has abandoned a permit or allowed 

a permit to become void after written notice that disciplinary proceedings had been 
or would be brought against the permit; 

(b)Any person who is an officer, director, or person interested directly or indirectly 
in a person or business entity that has had a permit disciplined or abandoned or 
become void after written notice that disciplinary proceedings had been or would be 
brought against the permit; or 

(c)Any person who is or has been an officer of a business entity, or who was 
interested directly or indirectly in a business entity, the permit of which has been 
disciplined or abandoned or become null and void after written notice that 
disciplinary proceedings had been or would be brought against the permit. 

(4)In addition to any other remedies provided by law, the board may deny the 
application or suspend or revoke the license, registration, or certificate of any entity 
regulated or licensed by it if the applicant, licensee, registrant, or licenseholder, or, 
in the case of a corporation, partnership, or other business entity, if any officer, 
director, agent, or managing employee of that business entity or any affiliated 
person, partner, or shareholder having an ownership interest equal to 5 percent or 
greater in that business entity, has failed to pay all outstanding fines, liens, or 
overpayments assessed by final order of the department, unless a repayment plan is 
approved by the department, or has failed to comply with any repayment plan. 

(5)In reviewing any application requesting a change of ownership or a change of 
licensee or registrant, the transferor shall, before board approval of the change, 
repay or make arrangements to repay any amounts owed to the department. If the 
transferor fails to repay or make arrangements to repay the amounts owed to the 
department, the license or registration may not be issued to the transferee until 
repayment or until arrangements for repayment are made. 

(6)Passing an onsite inspection is a prerequisite to the issuance of an initial permit 
or a permit for a change of location. The department must make the inspection 
within 90 days before issuance of the permit. 

(7)Community pharmacies that dispense controlled substances must maintain a 

record of all controlled substance dispensing consistent with the requirements of s. 



893.07 and must make the record available to the department and law enforcement 
agencies upon request. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 26, 27, ch. 86-256; s. 3, ch. 
88-172; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 12, ch. 2011-141. 

465.0181 Community pharmacy permit required to dispense Schedule II or 
Schedule III controlled substances.—In order to dispense controlled substances listed 
in Schedule II or Schedule III, as provided in s. 893.03, on or after July 1, 2012, a 

community pharmacy permittee must be permitted pursuant to this chapter, as 
amended by this act, and any rules adopted thereunder. 
History.—s. 13, ch. 2011-141. 

465.019 Institutional pharmacies; permits.— 
(1)Any institution desiring to operate an institutional pharmacy shall apply to the 

department. If the board certifies that the application complies with the laws of the 
state and the rules of the board governing pharmacies, the department shall issue 
the permit. 

(2)The following classes of institutional pharmacies are established: 
(a)"Class I institutional pharmacies" are those institutional pharmacies in which all 

medicinal drugs are administered from individual prescription containers to the 
individual patient and in which medicinal drugs are not dispensed on the premises, 
except that nursing homes licensed under part II of chapter 400 may purchase 
medical oxygen for administration to residents. No medicinal drugs may be 
dispensed in a Class I institutional pharmacy. 

(b)"Class II institutional pharmacies" are those institutional pharmacies which 
employ the services of a registered pharmacist or pharmacists who, in practicing 
institutional pharmacy, shall provide dispensing and consulting services on the 
premises to patients of that institution, for use on the premises of that institution. 
However, an institutional pharmacy located in an area or county included in an 
emergency order or proclamation of a state of emergency declared by the Governor 
may provide dispensing and consulting services to individuals who are not patients of 
the institution. However, a single dose of a medicinal drug may be obtained and 
administered to a patient on a valid physician's drug order under the supervision of a 

physician or charge nurse, consistent with good institutional practice procedures. The 
obtaining and administering of such single dose of a medicinal drug shall be pursuant 
to drug-handling procedures established by a consultant pharmacist. Medicinal drugs 
may be dispensed in a Class II institutional pharmacy, but only in accordance with 
the provisions of this section. 

(c)"Modified Class II institutional pharmacies" are those institutional pharmacies in 
short-term, primary care treatment centers that meet all the requirements for a 

Class II permit, except space and equipment requirements. 
(3)Medicinal drugs shall be stocked, stored, compounded, dispensed, or 

administered in any health care institution only when that institution has secured an 
institutional pharmacy permit from the department. 

(4)Medicinal drugs shall be dispensed in an institutional pharmacy to outpatients 
only when that institution has secured a community pharmacy permit from the 
department. However, an individual licensed to prescribe medicinal drugs in this 
state may dispense up to a 24-hour supply of a medicinal drug to any patient of an 
emergency department of a hospital that operates a Class II institutional pharmacy, 
provided that the physician treating the patient in such hospital's emergency 
department determines that the medicinal drug is warranted and that community 
pharmacy services are not readily accessible, geographically or otherwise, to the 





History.—ss. 34, 118, ch. 83-329; ss. 26, 27, ch. 86-256; S. 59, ch. 91-137; S. 6, 
ch. 91-156; s. 4, ch. 91-429; s. 92, ch. 97-264; s. 122, ch. 99-397; s. 80, ch. 2001- 
277; s. 5, ch. 2004-387; s. 7, ch. 2008-216. 

465.0197 Internet pharmacy permits.— 
(1)Any person desiring a permit to operate an Internet pharmacy shall apply to the 

department for an Internet pharmacy permit. If the board certifies that the 
application complies with the applicable laws and rules of the board governing the 
practice of the profession of pharmacy, the department shall issue the permit. A 
permit may not be issued unless a licensed pharmacist is designated as the 
prescription department manager for dispensing medicinal drugs to persons in this 
state. The licensed pharmacist shall be responsible for maintaining all drug records 
and for providing for the security of the area in the facility in which the 
compounding, storing, and dispensing of medicinal drugs to persons in this state 
occurs. The permittee shall notify the department within 30 days after any change of 
the licensed pharmacist responsible for such duties. A permittee that employs or 
otherwise uses registered pharmacy technicians shall have a written policy and 
procedures manual specifying those duties, tasks, and functions that a registered 
pharmacy technician is allowed to perform. 

(2)An Internet pharmacy must obtain a permit under this section to sell medicinal 
drugs to persons in this state. 

(3)An Internet pharmacy shall provide pharmacy services at a high level of 
protection and competence and shall disclose to the board the following specific 
information: 

(a)That it maintains at all times a valid, unexpired license, permit, or registration 
to operate the pharmacy in compliance with the laws of the state in which the 
dispensing facility is located and from which the medicinal drugs shall be dispensed. 

(b)The location, names, and titles of all principal corporate officers and the 
pharmacist who serves as the prescription department manager for dispensing 
medicinal drugs to persons in this state. This disclosure shall be made within 30 days 
after any change of location, principal corporate officer, or pharmacist serving as the 
prescription department manager for dispensing medicinal drugs to persons in this 
state. 

(c)That it complies with all lawful directions and requests for information from the 
regulatory or licensing agency of all states in which it is licensed as well as with all 
requests for information made by the board pursuant to this section. It shall respond 
directly to all communications from the board concerning emergency circumstances 
arising from errors in the dispensing of medicinal drugs to persons in this state. 

(d)That it maintains its records of medicinal drugs dispensed to patients in this 
state so that the records are readily retrievable from the other business records of 
the pharmacy and from the records of other medicinal drugs dispensed. 

(e)That during its regular hours of operation but not less than 6 days per week, for 
a minimum of 40 hours per week, a toll-free telephone service shall be provided to 
facilitate communication between patients in this state and a pharmacist at the 
pharmacy who has access to the patient's records. This toll-free number must be 
disclosed on the label affixed to each container of dispensed medicinal drugs. 

(4)Notwithstanding s. 465.003(10), for purposes of this section, the Internet 
pharmacy and the pharmacist designated by the Internet pharmacy as the 
prescription department manager or the equivalent must be licensed in the state of 
location in order to dispense into this state. 
History.—s. 6, ch. 2004-387; s. 8, ch. 2008-216. 



465.022 Pharmacies; general requirements; fees.— 
(1)The board shall adopt rules pursuant to ss. 120.536(1) and 120.54 to 

implement the provisions of this chapter. Such rules shall include, but shall not be 
limited to, rules relating to: 

(a)General drug safety measures. 
(b)Minimum standards for the physical facilities of pharmacies. 
(c)Safe storage of floor-stock drugs. 
(d)Functions of a pharmacist in an institutional pharmacy, consistent with the size 

and scope of the pharmacy. 
(e)Procedures for the safe storage and handling of radioactive drugs. 
(f)Procedures for the distribution and disposition of medicinal drugs distributed 

pursuant to s. 499.028. 
(g)Procedures for transfer of prescription files and medicinal drugs upon the 

change of ownership or closing of a pharmacy. 
(h)Minimum equipment which a pharmacy shall at all times possess to fill 

prescriptions properly. 
(i)Procedures for the dispensing of controlled substances to minimize dispensing 

based on fraudulent representations or invalid practitioner-patient relationships. 
(2)A pharmacy permit may be issued only to a natural person who is at least 18 

years of age, to a partnership comprised of at least one natural person and all of 
whose partners are at least 18 years of age, to a governmental agency, or to a 

business entity that is properly registered with the Secretary of State, if required by 
law, and has been issued a federal employer tax identification number. Permits 
issued to business entities may be issued only to entities whose affiliated persons, 
members, partners, officers, directors, and agents, including persons required to be 
fingerprinted under subsection (3), are not less than 18 years of age. 

(3)Any person or business entity, before engaging in the operation of a pharmacy, 
shall file with the board a sworn application on forms provided by the department. 
For purposes of this section, any person required to provide fingerprints under this 
subsection is an affiliated person within the meaning of s. 465.023(1). 

(a)An application for a pharmacy permit must include a set of fingerprints from 
each person having an ownership interest of 5 percent or greater and from any 
person who, directly or indirectly, manages, oversees, or controls the operation of 
the applicant, including officers and members of the board of directors of an 
applicant that is a corporation. The applicant must provide payment in the 
application for the cost of state and national criminal history records checks. 

1.For corporations having more than $100 million of business taxable assets in this 
state, in lieu of these fingerprint requirements, the department shall require the 
prescription department manager or consultant pharmacist of record who will be 
directly involved in the management and operation of the pharmacy to submit a set 
of fingerprints. 

2.A representative of a corporation described in subparagraph 1. satisfies the 
requirement to submit a set of his or her fingerprints if the fingerprints are on file 
with the department or the Agency for Health Care Administration, meet the 
fingerprint specifications for submission by the Department of Law Enforcement, and 
are available to the department. 

(b)The department shall annually submit the fingerprints provided by the applicant 
to the Department of Law Enforcement for a state criminal history records check. 
The Department of Law Enforcement shall annually forward the fingerprints to the 
Federal Bureau of Investigation for a national criminal history records check. The 
department shall report the results of annual criminal history records checks to 
wholesale distributors permitted under chapter 499 for the purposes of s. 
499.0121(15). 



(c)In addition to those documents required by the department or board, each 
applicant having any financial or ownership interest greater than 5 percent in the 
subject of the application must submit a signed affidavit disclosing any financial or 
ownership interest greater than 5 percent in any pharmacy permitted in the past 5 

years, which pharmacy has closed voluntarily or involuntarily, has filed a voluntary 
relinquishment of its permit, has had its permit suspended or revoked, or has had an 
injunction issued against it by a regulatory agency. The affidavit must disclose the 
reason such entity was closed, whether voluntary or involuntary. 

(4)An application for a pharmacy permit must include the applicant's written 
policies and procedures for preventing controlled substance dispensing based on 
fraudulent representations or invalid practitioner-patient relationships. The board 
must review the policies and procedures and may deny a permit if the policies and 
procedures are insufficient to reasonably prevent such dispensing. The department 
may phase in the submission and review of policies and procedures over one 18- 
month period beginning July 1, 2011. 

(5)The department or board shall deny an application for a pharmacy permit if the 
applicant or an affiliated person, partner, officer, director, or prescription department 
manager or consultant pharmacist of record of the applicant: 

(a)Has obtained a permit by misrepresentation or fraud. 
(b)Has attempted to procure, or has procured, a permit for any other person by 

making, or causing to be made, any false representation. 
(c)Has been convicted of, or entered a plea of guilty or nob contendere to, 

regardless of adjudication, a crime in any jurisdiction which relates to the practice of, 
or the ability to practice, the profession of pharmacy. 

(d)Has been convicted of, or entered a plea of guilty or nob contendere to, 
regardless of adjudication, a crime in any jurisdiction which relates to health care 
fraud. 

(e)Has been convicted of, or entered a plea of guilty or nob contendere to, 
regardless of adjudication, a felony under chapter 409, chapter 817, or chapter 893, 
or a similar felony offense committed in another state or jurisdiction, since July 1, 
2009. 

(f)Has been convicted of, or entered a plea of guilty or nob contendere to, 
regardless of adjudication, a felony under 21 U.S.C. ss. 801-970 or 42 U.S.C. ss. 
1395-1396 since July 1, 2009. 

(g)Has been terminated for cause from the Florida Medicaid program pursuant to s. 
409.913, unless the applicant has been in good standing with the Florida Medicaid 
program for the most recent 5-year period. 

(h)Has been terminated for cause, pursuant to the appeals procedures established 
by the state, from any other state Medicaid program, unless the applicant has been 
in good standing with a state Medicaid program for the most recent 5-year period 
and the termination occurred at least 20 years before the date of the application. 

(i)Is currently listed on the United States Department of Health and Human 
Services Office of Inspector General's List of Excluded Individuals and Entities. 

(j)Has dispensed any medicinal drug based upon a communication that purports to 
be a prescription as defined by s. 465.003(14) or s. 893.02 when the pharmacist 
knows or has reason to believe that the purported prescription is not based upon a 

valid practitioner-patient relationship that includes a documented patient evaluation, 
including history and a physical examination adequate to establish the diagnosis for 
which any drug is prescribed and any other requirement established by board rule 
under chapter 458, chapter 459, chapter 461, chapter 463, chapter 464, or chapter 
466. 





(c)Delinquent fee not to exceed $100. 
(d)Change of location fee not to exceed $100. 

History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; s. 36, ch. 82-225; ss. 16, 26, 
27, ch. 86-256; s. 6, ch. 88-172; s. 14, ch. 88-205; s. 59, ch. 91-137; s. 6, ch. 91- 
156; s. 4, ch. 91-429; s. 127, ch. 98-200; s. 27, ch. 2009-223; s. 14, ch. 2011-141. 

465.023 Pharmacy permittee; disciplinary action.— 
(1)The department or the board may revoke or suspend the permit of any 

pharmacy permittee, and may fine, place on probation, or otherwise discipline any 
pharmacy permittee if the permittee, or any affiliated person, partner, officer, 
director, or agent of the permittee, including a person fingerprinted under s. 
465.022(3), has: 

(a)Obtained a permit by misrepresentation or fraud or through an error of the 
department or the board; 

(b)Attempted to procure, or has procured, a permit for any other person by 
making, or causing to be made, any false representation; 

(c)Violated any of the requirements of this chapter or any of the rules of the Board 
of Pharmacy; of chapter 499, known as the "Florida Drug and Cosmetic Act"; of 21 
U.S.C. ss. 301-392, known as the "Federal Food, Drug, and Cosmetic Act"; of 21 
U.S.C. ss. 821 et seq., known as the Comprehensive Drug Abuse Prevention and 
Control Act; or of chapter 893; 

(d)Been convicted or found guilty, regardless of adjudication, of a felony or any 
other crime involving moral turpitude in any of the courts of this state, of any other 
state, or of the United States; 

(e)Been convicted or disciplined by a regulatory agency of the Federal Government 
or a regulatory agency of another state for any offense that would constitute a 

violation of this chapter; 
(f)Been convicted of, or entered a plea of guilty or nob contendere to, regardless 

of adjudication, a crime in any jurisdiction which relates to the practice of, or the 
ability to practice, the profession of pharmacy; 

(g)Been convicted of, or entered a plea of guilty or nob contendere to, regardless 
of adjudication, a crime in any jurisdiction which relates to health care fraud; or 

(h)Dispensed any medicinal drug based upon a communication that purports to be 
a prescription as defined by s. 465.003(14) or s. 893.02 when the pharmacist knows 
or has reason to believe that the purported prescription is not based upon a valid 
practitioner-patient relationship that includes a documented patient evaluation, 
including history and a physical examination adequate to establish the diagnosis for 
which any drug is prescribed and any other requirement established by board rule 
under chapter 458, chapter 459, chapter 461, chapter 463, chapter 464, or chapter 
466. 

(2)If a pharmacy permit is revoked or suspended, the owner, manager, or 
proprietor shall cease to operate the establishment as a pharmacy as of the effective 
date of such suspension or revocation. In the event of such revocation or 
suspension, the owner, manager, or proprietor shall remove from the premises all 
signs and symbols identifying the premises as a pharmacy. The period of such 
suspension shall be prescribed by the Board of Pharmacy, but in no case shall it 
exceed 1 year. In the event that the permit is revoked, the person owning or 
operating the establishment shall not be entitled to make application for a permit to 
operate a pharmacy for a period of 1 year from the date of such revocation. Upon 
the effective date of such revocation, the permittee shall advise the Board of 
Pharmacy of the disposition of the medicinal drugs located on the premises. Such 



disposition shall be subject to continuing supervision and approval by the Board of 
Pharmacy. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; s. 38, ch. 83-216; ss. 35, 119, 
ch. 83-329; ss. 26, 27, ch. 86-256; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91- 
429; s. 33, ch. 95-144; s. 7, ch. 2004-387; s. 6, ch. 2008-184; s. 28, ch. 2009-223. 

465.0235 Automated pharmacy systems used by long-term care facilities, hospices, 
or state correctional institutions.— 

(1)A pharmacy may provide pharmacy services to a long-term care facility or 
hospice licensed under chapter 400 or chapter 429 or a state correctional institution 
operated under chapter 944 through the use of an automated pharmacy system that 
need not be located at the same location as the pharmacy. 

(2)Medicinal drugs stored in bulk or unit of use in an automated pharmacy system 
servicing a long-term care facility, hospice, or correctional institution are part of the 
inventory of the pharmacy providing pharmacy services to that facility, hospice, or 
institution, and drugs delivered by the automated pharmacy system are considered 
to have been dispensed by that pharmacy. 

(3)The operation of an automated pharmacy system must be under the supervision 
of a Florida-licensed pharmacist. To qualify as a supervisor for an automated 
pharmacy system, the pharmacist need not be physically present at the site of the 
automated pharmacy system and may supervise the system electronically. The 
Florida-licensed pharmacist shall be required to develop and implement policies and 
procedures designed to verify that the medicinal drugs delivered by the automated 
dispensing system are accurate and valid and that the machine is properly 
restocked. 

(4)The Legislature does not intend this section to limit the current practice of 
pharmacy in this state. This section is intended to allow automated pharmacy 
systems to enhance the ability of a pharmacist to provide pharmacy services in 
locations that do not employ a full-time pharmacist. This section does not limit or 
replace the use of a consultant pharmacist. 

(5)The board shall adopt rules governing the use of an automated pharmacy 
system by January 1, 2005, which must specify: 

(a)Recordkeeping requirements; 
(b)Security requirements; and 
(c)Labeling requirements that permit the use of unit-dose medications if the 

facility, hospice, or institution maintains medication-administration records that 
include directions for use of the medication and the automated pharmacy system 
identifies: 

1.The dispensing pharmacy; 
2.The prescription number; 
3.The name of the patient; and 
4.The name of the prescribing practitioner. 

History.—s. 3, ch. 2004-25; s. 92, ch. 2006-197. 
465.O24Promoting sale of certain drugs prohibited.— 
(1)It is declared that the unrestricted use of certain controlled substances, causing 

abnormal reactions that may interfere with the user's physical reflexes and 
judgments, may create hazardous circumstances which may cause accidents to the 
user and to others, thereby affecting the public health, safety, and welfare. It is 
further declared to be in the public interest to limit the means of promoting the sale 
and use of these drugs. All provisions of this section shall be liberally construed to 
carry out these objectives and purposes. 



(2)No pharmacist, owner, or employee of a retail drug establishment shall use any 
communication media to promote or advertise the use or sale of any controlled 
substance appearing in any schedule in chapter 893. 

(3)This section shall not prohibit the advertising of any medicinal drugs, other than 
those controlled substances specified in chapter 893, or any patent or proprietary 
preparation, provided the advertising is not false, misleading, or deceptive. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; ss. 26, 27, ch. 86-256; s. 59, 
ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429. 

465.0244 Information disclosure.—Every pharmacy shall make available on its 
Internet website a link to the performance outcome and financial data that is 
published by the Agency for Health Care Administration pursuant to s. 408.05(3)(k) 
and shall place in the area where customers receive filled prescriptions notice that 
such information is available electronically and the address of its Internet website. 
History.—s. 39, ch. 2004-297; s. 14, ch. 2006-261. 

465.025 Substitution of drugs.— 
(1)As used in this section: 
(a)"Brand name" means the registered trademark name given to a drug product by 

its manufacturer, labeler, or distributor. 
(b)"Generically equivalent drug product" means a drug product with the same 

active ingredient, finished dosage form, and strength. 
(c)"Prescriber" means any practitioner licensed to prescribe medicinal drugs. 
(2)A pharmacist who receives a prescription for a brand name drug shall, unless 

requested otherwise by the purchaser, substitute a less expensive, generically 
equivalent drug product that is: 

(a)Distributed by a business entity doing business, and subject to suit and service 
of legal process, in the United States; and 

(b)Listed in the formulary of generic and brand name drug products as provided in 
subsection (5) for the brand name drug prescribed, 

unless the prescriber writes the words "MEDICALLY NECESSARY," in her or his own handwriting, 
on the face of a written prescription; unless, in the case of an oral prescription, the prescriber 
expressly indicates to the pharmacist that the brand name drug prescribed is medically 
necessary; or unless, in the case of a prescription that is electronically generated and 
transmitted, the prescriber makes an overt act when transmitting the prescription to indicate 
that the brand name drug prescribed is medically necessary. When done in conjunction with 
the electronic transmission of the prescription, the prescriber's overt act indicates to the 
pharmacist that the brand name drug prescribed is medically necessary. 

(3)(a)Any pharmacist who substitutes any drug as provided in subsection (2) shall 
notify the person presenting the prescription of such substitution, together with the 
existence and amount of the retail price difference between the brand name drug 
and the drug substituted for it, and shall inform the person presenting the 
prescription that such person may refuse the substitution as provided in subsection 
(2). 

(b)Any pharmacist substituting a less expensive drug product shall pass on to the 
consumer the full amount of the savings realized by such substitution. 

(4)Each pharmacist shall maintain a record of any substitution of a generically 
equivalent drug product for a prescribed brand name drug as provided in this 
section. 



(5)Each community pharmacy shall establish a formulary of generic and brand 
name drug products which, if selected as the drug product of choice, would not pose 
a threat to the health and safety of patients receiving prescription medication. In 
compiling the list of generic and brand name drug products for inclusion in the 
formulary, the pharmacist shall rely on drug product research, testing, information, 
and formularies compiled by other pharmacies, by states, by the United States 
Department of Health, Education, and Welfare, by the United States Department of 
Health and Human Services, or by any other source which the pharmacist deems 
reliable. Each community pharmacy shall make such formulary available to the 
public, the Board of Pharmacy, or any physician requesting same. This formulary 
shall be revised following each addition, deletion, or modification of said formulary. 

(6)The Board of Pharmacy and the Board of Medicine shall establish by rule a 

formulary of generic drug type and brand name drug products which are determined 
by the boards to demonstrate clinically significant biological or therapeutic 
inequivalence and which, if substituted, would pose a threat to the health and safety 
of patients receiving prescription medication. 

(a)The formulary may be added to or deleted from as the Board of Pharmacy and 
the Board of Medicine deem appropriate. Any person who requests any inclusion, 
addition, or deletion of a generic drug type or brand name drug product to the 
formulary shall have the burden of proof to show cause why such inclusion, addition, 
or deletion should be made. 

(b)Upon adoption of the formulary required by this subsection, and upon each 
addition, deletion, or modification to the formulary, the Board of Pharmacy shall mail 
a copy to each manager of the prescription department of each community 
pharmacy licensed by the state, each nonresident pharmacy registered in the state, 
and each board regulating practitioners licensed by the laws of the state to prescribe 
drugs shall incorporate such formulary into its rules. No pharmacist shall substitute a 

generically equivalent drug product for a prescribed brand name drug product if the 
brand name drug product or the generic drug type drug product is included in the 
said formulary. 

(7)Every community pharmacy shall display in a prominent place that is in clear 
and unobstructed public view, at or near the place where prescriptions are 
dispensed, a sign in block letters not less than 1 inch in height which shall read: 
"CONSULT YOUR PHARMACIST CONCERNING THE AVAILABILITY OF A LESS 
EXPENSIVE GENERICALLY EQUIVALENT DRUG AND THE REQUIREMENTS OF FLORIDA 
LAW." 

(8)The standard of care to be applied to the acts of any pharmacist performing 
professional services in compliance with this section when a substitution is made by 
said pharmacist shall be that which would apply to the performance of professional 
services in the dispensing of a prescription order prescribing a drug by generic name. 
In no event when a pharmacist substitutes a drug shall the prescriber be liable in any 
action for loss, damage, injury, or death to any person occasioned by or arising from 
the use or nonuse of the substituted drug, unless the original drug was incorrectly 
prescribed. 
History.—ss. 1, 7, ch. 79-226; s. 325, ch. 81-259; ss. 2, 3, ch. 81-318; ss. 26, 27, 
ch. 86-256; s. 4, ch. 89-218; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 20, ch. 91-220; 
s. 4, ch. 91-429; s. 246, ch. 97-103; s. 4, ch. 2006-271. 

465.0251 Generic drugs; removal from formulary under specified circumstances.— 
(1)The Board of Pharmacy and the Board of Medicine shall remove any generic 

named drug product from the formulary established by s. 465.025(6), if every 
commercially marketed equivalent of that drug product is "A" rated as 



therapeutically equivalent to a reference listed drug or is a reference listed drug as 
referred to in "Approved Drug Products with Therapeutic Equivalence Evaluations" 
(Orange Book) published by the United States Food and Drug Administration. 

(2)Nothing in this act shall alter or amend s. 465.025 as to existing law providing 
for the authority of physicians to prohibit generic drug substitution by writing 
"medically necessary" on the prescription. 
History.—ss. 1, 2, ch. 2001-146. 

465.0255 Expiration date of medicinal drugs; display; related use and storage 
instructions.— 

(1)The manufacturer, repackager, or other distributor of any medicinal drug shall 
display the expiration date of each drug in a readable fashion on the container and 
on its packaging. The term "readable" means conspicuous and bold. 

(2)Each pharmacist for a community pharmacy dispensing medicinal drugs and 
each practitioner dispensing medicinal drugs on an outpatient basis shall display on 
the outside of the container of each medicinal drug dispensed, or in other written 
form delivered to the purchaser: 

(a)The expiration date when provided by the manufacturer, repackager, or other 
distributor of the drug; or 

(b)An earlier beyond-use date for expiration, which may be up to 1 year after the 
date of dispensing. 

The dispensing pharmacist or practitioner must provide information concerning the expiration 
date to the purchaser upon request and must provide appropriate instructions regarding the 
proper use and storage of the drug. 

(3)This section does not impose liability on the dispensing pharmacist or 
practitioner for damages related to, or caused by, a medicinal drug that loses its 
effectiveness prior to the expiration date displayed by the dispensing pharmacist or 
practitioner. 

(4)The provisions of this section are intended to notify the patient receiving a 

medicinal drug of the information required by this section, and the dispensing 
pharmacist or practitioner shall not be liable for the patient's failure to heed such 
notice or to follow the instructions for storage. 
History.—ss. 1, 2, ch. 93-44; s. 8, ch. 2004-387. 

465.026 Filling of certain prescriptions.—Nothing contained in this chapter shall be 
construed to prohibit a pharmacist licensed in this state from filling or refilling a valid 
prescription which is on file in a pharmacy located in this state or in another state 
and has been transferred from one pharmacy to another by any means, including 
any electronic means, under the following conditions: 

(1)Prior to dispensing any transferred prescription, the dispensing pharmacist 
must, either verbally or by any electronic means, do all of the following: 

(a)Advise the patient that the prescription on file at the other pharmacy must be 
canceled before it may be filled or refilled. 

(b)Determine that the prescription is valid and on file at the other pharmacy and 
that the prescription may be filled or refilled, as requested, in accordance with the 
prescriber's intent expressed on the prescription. 

(c)Notify the pharmacist or pharmacy where the prescription is on file that the 
prescription must be canceled. 

(d)Record in writing, or by any electronic means, the prescription order, the name 
of the pharmacy at which the prescription was on file, the prescription number, the 



name of the drug and the original amount dispensed, the date of original dispensing, 
and the number of remaining authorized refills. 

(e)Obtain the consent of the prescriber to the refilling of the prescription when the 
prescription, in the dispensing pharmacist's professional judgment, so requires. Any 
interference with the professional judgment of the dispensing pharmacist by any 
pharmacist or pharmacy permittee, or its agents or employees, shall be grounds for 
discipline. 

(2)Upon receipt of a prescription transfer request, if the pharmacist is satisfied in 
her or his professional judgment that the request is valid, or if the request has been 
validated by any electronic means, the pharmacist or pharmacy must do all of the 
following: 

(a)Transfer the information required by paragraph (1)(d) accurately and 
completely. 

(b)Record on the prescription, or by any electronic means, the requesting 
pharmacy and pharmacist and the date of request. 

(c)Cancel the prescription on file by electronic means or by recording the word 
"void" on the prescription record. No further prescription information shall be given 
or medication dispensed pursuant to the original prescription. 

(3)If a transferred prescription is not dispensed within a reasonable time, the 
pharmacist shall, by any means, so notify the transferring pharmacy. Such notice 
shall serve to revalidate the canceled prescription. The pharmacist who has served 
such notice shall then cancel the prescription in the same manner as set forth in 
paragraph (2)(c). 

(4)In the case of a prescription to be transferred from or to a pharmacy located in 
another state, it shall be the responsibility of the pharmacist or pharmacy located in 
the State of Florida to verify, whether by electronic means or otherwise, that the 
person or entity involved in the transfer is a licensed pharmacist or pharmacy in the 
other state. 

(5)Electronic transfers of prescriptions are permitted regardless of whether the 
transferor or transferee pharmacy is open for business. 

(6)The transfer of a prescription for medicinal drugs listed in Schedules III, IV, and 
V appearing in chapter 893 for the purpose of refill dispensing is permissible, subject 
to the requirements of this section and federal law. Compliance with federal law shall 
be deemed compliance with the requirements of this section. 
History.—ss. 1, 7, ch. 79-226; ss. 2, 3, ch. 81-318; s. 1, ch. 85-71; ss. 17, 26, 27, 
ch. 86-256; s. 1, ch. 90-2; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 
247, ch. 97-103; s. 93, ch. 97-264; s. 4, ch. 2004-25; s. 9, ch. 2004-387; s. 1, ch. 
2006-243. 

465.0265 Centralized prescription filling.— 
(1)A pharmacy licensed under this chapter may perform centralized prescription 

filling for another pharmacy, provided that the pharmacies have the same owner or 
have a written contract specifying the services to be provided by each pharmacy, the 
responsibilities of each pharmacy, and the manner in which the pharmacies will 
comply with federal and state laws, rules, and regulations. 

(2)Each pharmacy performing or contracting for the performance of centralized 
prescription filling pursuant to this section must maintain a policy and procedures 
manual, which shall be made available to the board or its agent upon request. The 
policy and procedures manual shall include the following information: 

(a)A description of how each pharmacy will comply with federal and state laws, 
rules, and regulations. 



(b)The procedure for maintaining appropriate records to identify the pharmacist 
responsible for dispensing the prescription and counseling the patient. 

(c)The procedure for tracking the prescription during each stage of the filling and 
dispensing process. 

(d)The procedure for identifying on the prescription label all pharmacies involved in 
filling and dispensing the prescription. 

(e)The policy and procedure for providing adequate security to protect the 
confidentiality and integrity of patient information. 

(f)The procedure to be used by the pharmacy in implementing and operating a 

quality assurance program designed to objectively and systematically monitor, 
evaluate, and improve the quality and appropriateness of patient care. 

(3)The filling, delivery, and return of a prescription by one pharmacy for another 
pursuant to this section shall not be construed as the filling of a transferred 
prescription as set forth in s. 465.026 or as a wholesale distribution as set forth in s. 
499.003(54). 

(4)The board shall adopt rules pursuant to ss. 120.536(1) and 120.54 necessary to 
implement this section. 
History.—s. 2, ch. 2002-182; s. 40, ch. 2008-207; s. 38, ch. 2010-161. 

465.0266 Common database.—Nothing contained in this chapter shall be construed 
to prohibit the dispensing by a pharmacist licensed in this state or another state of a 

prescription contained in a common database, and such dispensing shall not 
constitute a transfer as defined in s. 465.026(1)-(6), provided that the following 
conditions are met: 

(1)All pharmacies involved in the transactions pursuant to which the prescription is 
dispensed are under common ownership and utilize a common database. 

(2)All pharmacies involved in the transactions pursuant to which the prescription is 
dispensed and all pharmacists engaging in dispensing functions are properly 
licensed, permitted, or registered in this state or another state. 

(3)The common database maintains a record of all pharmacists involved in the 
process of dispensing a prescription. 

(4)The owner of the common database maintains a policy and procedures manual 
that governs its participating pharmacies, pharmacists, and pharmacy employees 
and that is available to the board or its agent upon request. The policy and 
procedures manual shall include the following information: 

(a)A best practices model detailing how each pharmacy and each pharmacist 
accessing the common database will comply with applicable federal and state laws, 
rules, and regulations. 

(b)The procedure for maintaining appropriate records for regulatory oversight for 
tracking a prescription during each stage of the filling and dispensing process, 
identifying the pharmacists involved in filling and dispensing the prescription and 
counseling the patient, and responding to any requests for information made by the 
board under s. 465.0156. 

(c)The policy and procedure for providing adequate security to protect the 
confidentiality and integrity of patient information. 

(d)A quality assurance program designed to objectively and systematically 
monitor, evaluate, and improve the quality and appropriateness of patient care 
through the use of the common database. 

Any pharmacist dispensing a prescription has at all times the right and obligation to exercise 
his or her independent professional judgment. Notwithstanding other provisions in this section, 
no pharmacist licensed in this state participating in the dispensing of a prescription pursuant to 





3.The dispensing of a controlled substance listed in Schedule II or Schedule III in 
connection with the performance of a surgical procedure. The amount dispensed 
pursuant to the subparagraph may not exceed a 14-day supply. This exception does 
not allow for the dispensing of a controlled substance listed in Schedule II or 
Schedule III more than 14 days after the performance of the surgical procedure. For 
purposes of this subparagraph, the term "surgical procedure" means any procedure 
in any setting which involves, or reasonably should involve: 

a.Perioperative medication and sedation that allows the patient to tolerate 
unpleasant procedures while maintaining adequate cardiorespiratory function and the 
ability to respond purposefully to verbal or tactile stimulation and makes intra- and 
postoperative monitoring necessary; or 

b.The use of general anesthesia or major conduction anesthesia and preoperative 
sedation. 

4.The dispensing of a controlled substance listed in Schedule II or Schedule III 
pursuant to an approved clinical trial. For purposes of this subparagraph, the term 
"approved clinical trial" means a clinical research study or clinical investigation that, 
in whole or in part, is state or federally funded or is conducted under an 
investigational new drug application that is reviewed by the United States Food and 
Drug Administration. 

5.The dispensing of methadone in a facility licensed under s. 397.427 where 
medication-assisted treatment for opiate addiction is provided. 

6.The dispensing of a controlled substance listed in Schedule II or Schedule III to a 

patient of a facility licensed under part IV of chapter 400. 
(2)A practitioner who dispenses medicinal drugs for human consumption for fee or 

remuneration of any kind, whether direct or indirect, must: 
(a)Register with her or his professional licensing board as a dispensing practitioner 

and pay a fee not to exceed $100 at the time of such registration and upon each 
renewal of her or his license. Each appropriate board shall establish such fee by rule. 

(b)Comply with and be subject to all laws and rules applicable to pharmacists and 
pharmacies, including, but not limited to, this chapter and chapters 499 and 893 and 
all federal laws and federal regulations. 

(c)Before dispensing any drug, give the patient a written prescription and orally or 
in writing advise the patient that the prescription may be filled in the practitioner's 
office or at any pharmacy. 

(3)The department shall inspect any facility where a practitioner dispenses 
medicinal drugs pursuant to subsection (2) in the same manner and with the same 
frequency as it inspects pharmacies for the purpose of determining whether the 
practitioner is in compliance with all statutes and rules applicable to her or his 
dispensing practice. 

(4)The registration of any practitioner who has been found by her or his respective 
board to have dispensed medicinal drugs in violation of this chapter shall be subject 
to suspension or revocation. 

(5)A practitioner who confines her or his activities to the dispensing of 
complimentary packages of medicinal drugs to the practitioner's own patients in the 
regular course of her or his practice, without the payment of fee or remuneration of 
any kind, whether direct or indirect, and who herself or himself dispenses such drugs 
is not required to register pursuant to this section. The practitioner must dispense 
such drugs in the manufacturer's labeled package with the practitioner's name, 
patient's name, and date dispensed, or, if such drugs are not dispensed in the 
manufacturer's labeled package, they must be dispensed in a container which bears 
the following information: 

(a)Practitioner's name; 
(b)Patient's name; 



(c)Date dispensed; 
(d)Name and strength of drug; and 
(e)Directions for use. 

History.—ss. 20, 27, ch. 86-256; s. 1, ch. 88-159; s. 59, ch. 91-137; s. 6, ch. 91- 
156; s. 4, ch. 91-429; s. 95, ch. 92-149; s. 248, ch. 97-103; s. 11, ch. 2010-211; s. 
15, ch. 2011-141. 

465.035 Dispensing of medicinal drugs pursuant to facsimile of prescription.— 
(1)Notwithstanding any other provision of this chapter, it is lawful for a pharmacy 

to dispense medicinal drugs, including controlled substances authorized under 
subsection (2), based on reception of an electronic facsimile of the original 
prescription if all of the following conditions are met: 

(a)In the course of the transaction the pharmacy complies with laws and 
administrative rules relating to pharmacies and pharmacists. 

(b)Except in the case of the transmission of a prescription by a person authorized 
by law to prescribe medicinal drugs: 

1.The facsimile system making the transmission provides the pharmacy receiving 
the transmission with audio communication via telephonic, electronic, or similar 
means with the person presenting the prescription. 

2.At the time of the delivery of the medicinal drugs, the pharmacy has in its 
possession the original prescription for the medicinal drug involved. 

3.The recipient of the prescription shall sign a log and shall indicate the name and 
address of both the recipient and the patient for whom the medicinal drug was 
prescribed. 

(2)Controlled substances listed in Schedule II as defined in s. 893.03(2) may be 
dispensed as provided in this section to the extent allowed by 21 C.F.R. s. 1306.11. 
History.—s. 5, ch. 90-341; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 8, ch. 91-201; s. 
4, ch. 9 1-429; s. 94, ch. 97-264; s. 5, ch. 99-186. 

465.185 Rebates prohibited; penalties.— 
(1)It is unlawful for any person to pay or receive any commission, bonus, kickback, 

or rebate or engage in any split-fee arrangement in any form whatsoever with any 
physician, surgeon, organization, agency, or person, either directly or indirectly, for 
patients referred to a pharmacy registered under this chapter. 

(2)The department shall adopt rules which assess administrative penalties for acts 
prohibited by subsection (1). In the case of an entity licensed by the department, 
such penalties may include any disciplinary action available to the department under 
the appropriate licensing laws. In the case of an entity not licensed by the 
department, such penalties may include: 

(a)A fine not to exceed $1,000. 
(b)If applicable, a recommendation by the department to the appropriate 

regulatory agency that disciplinary action be taken. 
History.—s. 2, ch. 79-106; s. 326, ch. 81-259; s. 2, ch. 81-318; ss. 26, 27, ch. 86- 
256; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91-429; s. 125, ch. 92-149. 

465.186 Pharmacist's order for medicinal drugs; dispensing procedure; 
development of form ulary.— 

(1)There is hereby created a committee composed of two members of the Board of 
Medicine licensed under chapter 458 chosen by said board, one member of the Board 
of Osteopathic Medicine licensed under chapter 459 chosen by said board, three 
members of the Board of Pharmacy licensed under this chapter and chosen by said 
board, and one additional person with a background in health care or pharmacology 



chosen by the committee. The committee shall establish a formulary of medicinal 
drug products and dispensing procedures which shall be used by a pharmacist when 
ordering and dispensing such drug products to the public. Dispensing procedures 
may include matters related to reception of patient, description of his or her 
condition, patient interview, patient physician referral, product selection, and 
dispensing and use limitations. In developing the formulary of medicinal drug 
products, the committee may include products falling within the following categories: 

(a)Any medicinal drug of single or multiple active ingredients in any strengths 
when such active ingredients have been approved individually or in combination for 
over-the-counter sale by the United States Food and Drug Administration. 

(b)Any medicinal drug recommended by the United States Food and Drug 
Administration Advisory Panel for transfer to over-the-counter status pending 
approval by the United States Food and Drug Administration. 

(c)Any medicinal drug containing any antihistamine or decongestant as a single 
active ingredient or in combination. 

(d)Any medicinal drug containing fluoride in any strength. 
(e)Any medicinal drug containing lindane in any strength. 
(f)Any over-the-counter proprietary drug under federal law that has been approved 

for reimbursement by the Florida Medicaid Program. 
(g)Any topical anti-infectives excluding eye and ear topical anti-infectives. 

However, any drug which is sold as an over-the-counter proprietary drug under federal Law 

shall not be included in the formulary or otherwise affected by this section. 

(2)The Board of Pharmacy, the Board of Medicine, and the Board of Osteopathic 
Medicine shall adopt by rule a formulary of medicinal drugs and dispensing 
procedures as established by the committee. A pharmacist may order and dispense a 

product from the formulary pursuant to the established dispensing procedure, as 
adopted by the boards, for each drug in conjunction with its inclusion in the 
formulary. Any drug product ordered by a pharmacist shall be selected and 
dispensed only by the pharmacist so ordering, and said order shall not be refilled, 
nor shall another medicinal drug be ordered for the same condition unless such act is 
consistent with dispensing procedures established by the committee. Appropriate 
referral to another health care provider is indicated under such circumstances. On 
each occasion of such dispensing, the pharmacist shall create and maintain a 

prescription record in the form required by law. 
(3)Affixed to the container containing a medicinal drug dispensed pursuant to this 

section shall be a label bearing the following information: 
(a)The name of the pharmacist ordering the medication. 
(b)The name and address of the pharmacy from which the medication was 

dispensed. 
(c)The date of dispensing. 
(d)The order number or other identification adequate to readily identify the order. 
(e)The name of the patient for whom the medicinal drug was ordered. 
(f)The directions for use of the medicinal drug ordered. 
(g)A clear, concise statement that the order may not be refilled. 
(4)Any pharmacist performing the services authorized by this section shall be 

eligible for reimbursement by third party prescription programs when so provided by 
contract or when otherwise provided by such program. 

(5)Any person ordering or dispensing medicinal drugs in violation of this section 
shall be guilty of a misdemeanor of the first degree, and such violation shall be 
punishable as provided in s. 775.082 or s. 775.083. 



History.—ss. 2, 3, ch. 85-35; ss. 26, 27, ch. 86-256; S. 56, ch. 87-225; S. 59, ch. 
91-137; s. 21, ch. 91-140; s. 6, ch. 91-156; s. 21, ch. 91-220; s. 92, ch. 91-224; s. 
4, ch. 91-429; s. 96, ch. 92-149; s. 249, ch. 97-103; s. 95, ch. 97-264. 

465.187 Sale of medicinal drugs.—The sale of medicinal drugs dispensed upon the 
order of a practitioner pursuant to this chapter shall be entitled to the exemption 
from sales tax provided for in s. 212.08. 
History.—ss. 21, 27, ch. 86-256; s. 59, ch. 91-137; s. 6, ch. 91-156; s. 4, ch. 91- 
429. 

465.188 Medicaid audits of pharmacies.— 
(1)Notwithstanding any other law, when an audit of the Medicaid-related records of 

a pharmacy licensed under chapter 465 is conducted, such audit must be conducted 
as provided in this section. 

(a)The agency conducting the audit must give the pharmacist at least 1 week's 
prior notice of the initial audit for each audit cycle. 

(b)An audit must be conducted by a pharmacist licensed in this state. 
(c)Any clerical or recordkeeping error, such as a typographical error, scrivener's 

error, or computer error regarding a document or record required under the Medicaid 
program does not constitute a willful violation and is not subject to criminal penalties 
without proof of intent to commit fraud. 

(d)A pharmacist may use the physician's record or other order for drugs or 
medicinal supplies written or transmitted by any means of communication for 
purposes of validating the pharmacy record with respect to orders or refills of a 

legend or narcotic drug. 
(e)A finding of an overpayment or underpayment must be based on the actual 

overpayment or underpayment and may not be a projection based on the number of 
patients served having a similar diagnosis or on the number of similar orders or 
refills for similar drugs. 

(f)Each pharmacy shall be audited under the same standards and parameters. 
(g)A pharmacist must be allowed at least 10 days in which to produce 

documentation to address any discrepancy found during an audit. 
(h)The period covered by an audit may not exceed 1 calendar year. 
(i)An audit may not be scheduled during the first 5 days of any month due to the 

high volume of prescriptions filled during that time. 
(j)The audit report must be delivered to the pharmacist within 90 days after 

conclusion of the audit. A final audit report shall be delivered to the pharmacist 
within 6 months after receipt of the preliminary audit report or final appeal, as 
provided for in subsection (2), whichever is later. 

(k)The audit criteria set forth in this section applies only to audits of claims 
submitted for payment subsequent to July 11, 2003. Notwithstanding any other 
provision in this section, the agency conducting the audit shall not use the 
accounting practice of extrapolation in calculating penalties for Medicaid audits. 

(2)The Agency for Health Care Administration shall establish a process under which 
a pharmacist may obtain a preliminary review of an audit report and may appeal an 
unfavorable audit report without the necessity of obtaining legal counsel. The 
preliminary review and appeal may be conducted by an ad hoc peer review panel, 
appointed by the agency, which consists of pharmacists who maintain an active 
practice. If, following the preliminary review, the agency or review panel finds that 
an unfavorable audit report is unsubstantiated, the agency shall dismiss the audit 
report without the necessity of any further proceedings. 





and the supervising physician must be appropriate to the pharmacist's training and 
certification for administering such vaccines. Pharmacists who have been delegated 
the authority to administer vaccines under this section by the supervising physician 
under the protocol shall provide evidence of current certification by the Board of 
Pharmacy to the supervising physician. A supervising physician shall review the 
administration of such vaccines by the pharmacist pursuant to the written protocol 
between them, and this review shall take place as outlined in the written protocol. 
The process and schedule for the review shall be outlined in the written protocol 
between the pharmacist and the supervising physician. 

(9)The pharmacist shall submit to the Board of Pharmacy a copy of his or her 
protocol or written agreement to administer vaccines under this section. 
History.—s. 3, ch. 2007-152; s. 1, ch. 2012-60. 

465.1901 Practice of orthotics and pedorthics.—The provisions of chapter 468 
relating to orthotics or pedorthics do not apply to any licensed pharmacist or to any 
person acting under the supervision of a licensed pharmacist. The practice of 
orthotics or pedorthics by a pharmacist or any of the pharmacist's employees acting 
under the supervision of a pharmacist shall be construed to be within the meaning of 
the term "practice of the profession of pharmacy" as set forth in s. 465.003(13), and 
shall be subject to regulation in the same manner as any other pharmacy practice. 
The Board of Pharmacy shall develop rules regarding the practice of orthotics and 
pedorthics by a pharmacist. Any pharmacist or person under the supervision of a 

pharmacist engaged in the practice of orthotics or pedorthics is not precluded from 
continuing that practice pending adoption of these rules. 
History.—s. 3, ch. 2009-202. 
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CHAPTER 893 

DRUG ABUSE PREVENTION AND CONTROL 

893.01 Short title. 

893 .O2Definitions. 

893.O3Standards and schedules. 

893.0301 Death resulting from apparent drug overdose; reporting requirements. 

893.031 Industrial exceptions to controlled substance scheduling. 

893.O33Listed chemicals. 

893.O35Control of new substances; findings of fact; delegation of authority to Attorney General 

to control substances by rule. 

893.O355Control of scheduled substances; delegation of authority to Attorney General to 

reschedule substance, or delete substance, by rule. 

893.O356Control of new substances; findings of fact; "controlled substance analog" defined. 

893.O4Pharmacist and practitioner. 

893.O5Practitioners and persons administering controlled substances in their absence. 

893 .O55Prescription drug monitoring program. 

893.0551 Public records exemption for the prescription drug monitoring program. 

893.O6Distribution of controlled substances; order forms; labeling and packaging requirements. 

893.O65Counterfeit-resistant prescription blanks for controlled substances listed in Schedule II, 

Schedule III, Schedule IV, or Schedule V. 

893.O7Records. 

893 .O8Exceptions. 

893 .O9Enforcement. 

893.l0Burden of proof; photograph or video recording of evidence. 

893.101 Legislative findings and intent. 

893.loslesting and destruction of seized substances. 

893.llSuspension, revocation, and reinstatement of business and professional licenses. 

893.1 2Contraband; seizure, forfeiture, sale. 

893.1 3Prohibited acts; penalties. 

893.l3slrafficking; mandatory sentences; suspension or reduction of sentences; conspiracy to 

engage in trafficking. 

893.l35lOwnership, lease, rental, or possession for trafficking in or manufacturing a controlled 

substance. 

893.l38Local administrative action to abate drug-related, prostitution-related, or stolen- 



property-related public nuisances and criminal gang activity. 

893.145"Drug paraphernalia" defined. 

893.l46Determination of paraphernalia. 

893.l47Use, possession, manufacture, delivery, transportation, or advertisement of drug 

paraphernalia. 

893.l49Unlawful possession of listed chemical. 

893.l495Retail sale of ephedrine and related compounds. 

893.1 5Rehabilitation. 

893.l65County alcohol and other drug abuse treatment or education trust funds. 

893.2OContinuing criminal enterprise. 

893.21 Drug-related overdoses; medical assistance; immunity from prosecution. 

893.OlShort title.—This chapter shall be cited and known as the "Florida Comprehensive Drug 

Abuse Prevention and Control Act." 

History.—s. 1, ch. 73-331. 

893.O2Definitions.—The following words and phrases as used in this chapter shall have the 

following meanings, unless the context otherwise requires: 

(1 )"Administer" means the direct application of a controlled substance, whether by injection, 

inhalation, ingestion, or any other means, to the body of a person or animal. 

(2)"Analog" or "chemical analog" means a structural derivative of a parent compound that is a 

controlled substance. 

(3)"Cannabis" means all parts of any plant of the genus Cannabis, whether growing or not; the 

seeds thereof; the resin extracted from any part of the plant; and every compound, manufacture, 

salt, derivative, mixture, or preparation of the plant or its seeds or resin. 

(4)"Controlled substance" means any substance named or described in Schedules I-V of s. 

893.03. Laws controlling the manufacture, distribution, preparation, dispensing, or administration 

of such substances are drug abuse laws. 

(5)"Cultivating" means the preparation of any soil or hydroponic medium for the planting of a 

controlled substance or the tending and care or harvesting of a controlled substance. 

(6)"Deliver" or "delivery" means the actual, constructive, or attempted transfer from one 

person to another of a controlled substance, whether or not there is an agency relationship. 

(7)"Dispense" means the transfer of possession of one or more doses of a medicinal drug by a 

pharmacist or other licensed practitioner to the ultimate consumer thereof or to one who 

represents that it is his or her intention not to consume or use the same but to transfer the same to 

the ultimate consumer or user for consumption by the ultimate consumer or user. 

(8)"Distribute" means to deliver, other than by administering or dispensing, a controlled 

substance. 



(9)"Distributor" means a person who distributes. 

(10)"Department" means the Department of Health. 

(11 )"Homologue" means a chemical compound in a series in which each compound differs by 

one or more alkyl functional groups on an alkyl side chain. 

(12)"Hospital" means an institution for the care and treatment of the sick and injured, 

licensed pursuant to the provisions of chapter 395 or owned or operated by the state or Federal 

Government. 

(13)"Laboratory" means a laboratory approved by the Drug Enforcement Administration as 

proper to be entrusted with the custody of controlled substances for scientific, medical, or 

instructional purposes or to aid law enforcement officers and prosecuting attorneys in the 

enforcement of this chapter. 

(14)"Listed chemical" means any precursor chemical or essential chemical named or described 

in s. 893.033. 

(15) (a)"Manufacture" means the production, preparation, propagation, compounding, 

cultivating, growing, conversion, or processing of a controlled substance, either directly or 

indirectly, by extraction from substances of natural origin, or independently by means of chemical 

synthesis, or by a combination of extraction and chemical synthesis, and includes any packaging of 

the substance or labeling or relabeling of its container, except that this term does not include the 

preparation, compounding, packaging, or labeling of a controlled substance by: 

1 .A practitioner or pharmacist as an incident to his or her administering or delivering of a 

controlled substance in the course of his or her professional practice. 

2.A practitioner, or by his or her authorized agent under the practitioner's supervision, for the 

purpose of, or as an incident to, research, teaching, or chemical analysis, and not for sale. 

(b)"Manufacturer" means and includes every person who prepares, derives, produces, 

compounds, or repackages any drug as defined by the Florida Drug and Cosmetic Act. However, this 

definition does not apply to manufacturers of patent or proprietary preparations as defined in the 

Florida Pharmacy Act. Pharmacies, and pharmacists employed thereby, are specifically excluded 

from this definition. 

(16)"Mixture" means any physical combination of two or more substances. 

(17)"Patient" means an individual to whom a controlled substance is lawfully dispensed or 

administered pursuant to the provisions of this chapter. 

(18)"Pharmacist" means a person who is licensed pursuant to chapter 465 to practice the 

profession of pharmacy in this state. 

(19)"Possession" includes temporary possession for the purpose of verification or testing, 

irrespective of dominion or control. 

(20)"Potential for abuse" means that a substance has properties of a central nervous system 



stimulant or depressant or an hallucinogen that create a substantial likelihood of its being: 

(a)Used in amounts that create a hazard to the user's health or the safety of the community; 

(b)Diverted from legal channels and distributed through illegal channels; or 

(c)Taken on the user's own initiative rather than on the basis of professional medical advice. 

Proof of potential for abuse can be based upon a showing that these activities are already taking 

place, or upon a showing that the nature and properties of the substance make it reasonable to 

assume that there is a substantial likelihood that such activities will take place, in other than 

isolated or occasional instances. 

(21 )"Practitioner" means a physician licensed pursuant to chapter 458, a dentist licensed 

pursuant to chapter 466, a veterinarian licensed pursuant to chapter 474, an osteopathic physician 

licensed pursuant to chapter 459, a naturopath licensed pursuant to chapter 462, or a podiatric 

physician licensed pursuant to chapter 461, provided such practitioner holds a valid federal 

controlled substance registry number. 

(22)"Prescription" means and includes an order for drugs or medicinal supplies written, 

signed, or transmitted by word of mouth, telephone, telegram, or other means of communication 

by a duly licensed practitioner licensed by the laws of the state to prescribe such drugs or 

medicinal supplies, issued in good faith and in the course of professional practice, intended to be 

filled, compounded, or dispensed by another person licensed by the laws of the state to do so, and 

meeting the requirements of s. 893.04. The term also includes an order for drugs or medicinal 

supplies so transmitted or written by a physician, dentist, veterinarian, or other practitioner 

licensed to practice in a state other than Florida, but only if the pharmacist called upon to fill such 

an order determines, in the exercise of his or her professional judgment, that the order was issued 

pursuant to a valid patient-physician relationship, that it is authentic, and that the drugs or 

medicinal supplies so ordered are considered necessary for the continuation of treatment of a 

chronic or recurrent illness. However, if the physician writing the prescription is not known to the 

pharmacist, the pharmacist shall obtain proof to a reasonable certainty of the validity of said 

prescription. A prescription order for a controlled substance shall not be issued on the same 

prescription blank with another prescription order for a controlled substance which is named or 

described in a different schedule, nor shall any prescription order for a controlled substance be 

issued on the same prescription blank as a prescription order for a medicinal drug, as defined in s. 

465.003(8), which does not fall within the definition of a controlled substance as defined in this 

act. 

(23)"Wholesaler" means any person who acts as a jobber, wholesale merchant, or broker, or 

an agent thereof, who sells or distributes for resale any drug as defined by the Florida Drug and 

Cosmetic Act. However, this definition does not apply to persons who sell only patent or 

proprietary preparations as defined in the Florida Pharmacy Act. Pharmacies, and pharmacists 



employed thereby, are specifically excluded from this definition. 

History.—s. 2, ch. 73-331; s. 1, ch. 75-18; s. 470, ch. 77-147; s. 1, ch. 77-174; s. 184, ch. 79-164; s. 1, ch. 79-325; 

s. 37, ch. 82-225; s. 169, ch. 83-216; s. 1, ch. 85-242; s. 1, ch. 91-279; s. 1, ch. 92-19; s. 1434, ch. 97-102; s. 104, 

ch. 97-264; s. 234, ch. 98-166; s. 300, ch. 99-8; s. 10, ch. 99-186; s. 1, ch. 2000-320; s. 3, ch. 2001 -55; S. 10, ch. 

2002-78; s. 13, ch. 2005-128; s. 1, ch. 2008-184; s. 18, ch. 2010-117; s. 1, ch. 2011-73. 

893.O3Standards and schedules.—The substances enumerated in this section are controlled 

by this chapter. The controlled substances listed or to be listed in Schedules I, II, III, IV, and V are 

included by whatever official, common, usual, chemical, or trade name designated. The provisions 

of this section shall not be construed to include within any of the schedules contained in this 

section any excluded drugs listed within the purview of 21 C.F.R. s. 1308.22, styled "Excluded 

Substances"; 21 C.F.R. s. 1308.24, styled "Exempt Chemical Preparations"; 21 C.F.R. s. 1308.32, 

styled "Exempted Prescription Products"; or 21 C.F.R. s. 1308.34, styled "Exempt Anabolic Steroid 

Products." 

(1)SCHEDULE 1.—A substance in Schedule I has a high potential for abuse and has no currently 

accepted medical use in treatment in the United States and in its use under medical supervision 

does not meet accepted safety standards. The following substances are controlled in Schedule I: 

(a)Unless specifically excepted or unless listed in another schedule, any of the following 

substances, including their isomers, esters, ethers, salts, and salts of isomers, esters, and ethers, 

whenever the existence of such isomers, esters, ethers, and salts is possible within the specific 

chemical designation: 

1 .Acetyl-alpha-methylfentanyl. 

2 .Acetylmethadol. 

3.Allylprodine. 

4.Alphacetylmethadol (except levo-alphacetylmethadol, also known as levo-alpha- 

acetylmethadol, levomethadyl acetate, or LAAM). 

5 .Alphamethadol. 

6.Alpha-methylfentanyl (N- 1 - (alpha-methyl-betaphenyl) ethyl-4-piperidyl] propionanilide; 1 - 

(1 -methyl-2-phenylethyl)-4-(N-propanilido) piperidine). 

7.Alpha-methylthiofentanyl. 

8 .Alphameprodine. 

9.Benzethidine. 

10.Benzylfentanyl. 

11 .Betacetylmethadol. 

12.Beta-hydroxyfentanyl. 

1 3.Beta-hydroxy-3-methylfentanyl. 

14.Betameprodine. 



1 5.Betamethadol. 

16.Betaprodine. 

1 7.Clonitazene. 

18.Dextromoramide. 

19.Diampromide. 

20. Diethylthiambutene. 

21 .Difenoxin. 

22. Dimenoxadol. 

23. Dimepheptanol. 

24. Dimethylthiambutene. 

25.Dioxaphetyl butyrate. 

26.Dipipanone. 

27. Ethylmethylthiambutene. 

28.Etonitazene. 

29.Etoxeridine. 

30.Flunitrazepam. 

31 .Furethidine. 

32. Hydroxypethidine. 

33.Ketobemidone. 

34.Levomoramide. 

35. Levophenacylmorphan. 

36.1 -Methyl-4-Phenyl-4-Propionoxypiperidine (MPPP). 

37.3-Methylfentanyl (N- 

3-methyl-i - (2-phenylethyl)-4-piperidyl] -N -phenyipropanamide). 

38. 3-Methylthiofentanyl. 

39.3, 4-Methylenedioxymethamphetamine 

(MDMA). 

40.Morpheridine. 

41 .Noracymethadol. 

42. Norlevorphanol. 

43. Normethadone. 

44.Norpipanone. 

45. Para-Fluorofentanyl. 

46.Phenadoxone. 

47. Phenampromide. 

48.Phenomorphan. 



49. Phenoperidine. 

50.1 - (2-Phenylethyl)-4- Phenyl-4-Acetyloxypiperidine (PEPAP). 

51 .Piritramide. 

52.Proheptazine. 

53.Properidine. 

54.Propiram. 

55.Racemoramide. 

56 .Thenylfentanyl. 

57.Thiofentanyl. 

58.Tilidine. 

59 .Trimeperidi ne. 

(b)Unless specifically excepted or unless listed in another schedule, any of the following 

substances, their salts, isomers, and salts of isomers, whenever the existence of such salts, 

isomers, and salts of isomers is possible within the specific chemical designation: 

1 .Acetorphine. 

2 .Acetyldihydrocodeine. 

3. Benzylmorphine. 

4.Codeine methylbromide. 

5.Codeine-N-Oxide. 

6.Cyprenorphine. 

7. Desomorphine. 

8. Dihydromorphine. 

9.Drotebanol. 

10. Etorphine (except hydrochloride salt). 

11. Heroin 

12.Hydromorphinol. 

1 3.Methyldesorphine. 

1 4.Methyldihydromorphine. 

1 5.Monoacetylmorphine. 

1 6.Morphine methylbromide. 

1 7.Morphine methylsulfonate. 

18.Morphine-N -Oxide. 

19.Myrophine. 

20.Nicocodine. 

21 .Nicomorphine. 

22.Normorphine. 



23.Pholcodine. 

24.Thebacon. 

(c)Unless specifically excepted or unless listed in another schedule, any material, compound, 

mixture, or preparation that contains any quantity of the following hallucinogenic substances or 

that contains any of their salts, isomers, and salts of isomers, if the existence of such salts, 

isomers, and salts of isomers is possible within the specific chemical designation: 

1 .Alpha-ethyltryptamine. 

2.2-Amino-4-methyl-5-phenyl-2-oxazoline (4-methylaminorex). 

3.2-Amino-5-phenyl-2-oxazoline (Aminorex). 

4.4-Bromo-2, 5-dimethoxyamphetamine. 

5 .4-Bromo-2, 5-dimethoxyphenethylamine. 

6. Bufotenine. 

7.Cannabis. 

8.Cathinone. 

9. Diethyltryptamine. 

10.2, 5-Dimethoxyamphetamine. 

11 .2, 5-Dimethoxy-4-ethylamphetamine (DOET). 

12.Dimethyltryptamine. 

13.N-Ethyl-1-phenylcyclohexylamine (PCE) (Ethylamine analog of phencyclidine). 

14.N-Ethyl-3-piperidyl benzilate. 

1 5.N-ethylamphetamine. 

1 6.Fenethylline. 

17.N-Hydroxy-3,4-methylenedioxyamphetamine. 

18.Ibogaine. 

19. Lysergic acid diethylamide (LSD). 

20 .Mescali ne. 

21 .Methcathinone. 

22. 5-Methoxy-3 ,4-methylenedioxyamphetamine. 

23.4-methoxyamphetamine. 

24.4-methoxymethamphetamine. 

25 .4-Methyl-2, 5 -dimethoxyamphetamine. 

26. 3,4-Methylenedioxy-N-ethylamphetamine. 

27. 3,4-Methylenedioxyamphetamine. 

28. N-Methyl-3-piperidyl benzilate. 

29. N, N -dimethylamphetamine. 

30.Parahexyl. 





59. 5-Hydroxy-alpha-methyltryptamine. 

60. 5-Hydroxy-N -methyltryptamine. 

61 . 5-Methoxy-N -methyl- N-isopropyltryptamine. 

62. 5-Methoxy-alpha-methyltryptamine. 

63 .Methyltryptamine. 

64. 5-Methoxy-N , N -dimethyltryptamine. 

65.5-Methyl-N, N -dimethyltryptamine. 

66.Tyramine (4-Hydroxyphenethylamine). 

67.5-Methoxy-N , N-Diisopropyltryptamine. 

68.D1PT (N,N-Diisopropyltryptamine). 

69.DPT (N,N-Dipropyltryptamine). 

70.4-Hydroxy-N , N -diisopropyltryptamine. 

71 . N, N -Diallyl-5-Methoxytryptamine. 

72.DOI (4-Iodo-2,5-dimethoxyamphetamine). 

73.DOC (4-Chloro-2,5-dimethoxyamphetamine). 

74.2C-E (4- Ethyl-2, 5-dimethoxyphenethylamine). 

75 .2C-T-4 (2, 5-Dimethoxy-4-isopropylthiophenethylamine). 

76.2C-C (4-Chloro-2, 5-dimethoxyphenethylamine). 

77.2C-T (2, 5-Dimethoxy-4-methylthiophenethylamine). 

78.2C-T-2 (2, 5-Dimethoxy-4-ethylthiophenethylamine). 

79 .2C-T-7 (2, 5-Dimethoxy-4- (n )-propylthiophenethylamine). 

80.2C-I (4-Iodo-2,5-dimethoxyphenethylamine). 

81 . Butylone (beta-keto-N-methylbenzodioxolylpropylamine). 

82.Ethcathinone. 

83. Ethylone (3,4-methylenedioxy-N-ethylcathinone). 

84. Naphyrone (naphthylpyrovalerone). 

85. N-N -Dimethyl-3 ,4-methylenedioxycathinone. 

86. N-N -Diethyl-3,4-methylenedioxycathinone. 

87.3,4-methylenedioxy-propiophenone. 

88.2-Bromo-3 ,4-Methylenedioxypropiophenone. 

89. 3,4-methylenedioxy-propiophenone-2-oxime. 

90. N-Acetyl-3 ,4-methylenedioxycathinone. 

91 . N-Acetyl- N -Methyl-3 ,4-Methylenedioxycathinone. 

92. N-Acetyl- N - Ethyl-3,4-Methylenedioxycathinone. 

93. Bromomethcathinone. 

94. Buphedrone (alpha- methylamino-butyrophenone). 



95. EutyLone (beta-Keto-EthytbenzodioxotyLbutanamine). 

96. Dimethylcathinone. 

97. DimethyLmethcathinone. 

98. Pentytone (beta-Keto-MethyLbenzodioxoLyLpentanamine). 

99. (MDPPP) 3 ,4-MethyLenedioxy-aLpha-pyrroLidinopropiophenone. 

100. (MDPBP) 3,4-MethyLenedioxy-aLpha-pyrroLidinobutiophenone. 

101 .Methoxy-alpha-pyrrolidinopropiophenone (MOPPP). 

102 .MethyL-aLpha-pyrroLidinohexiophenone (MPHP). 

103. BenocycLidine (BCP) or benzothiophenytcycLohexylpiperidine (BTCP). 

104. Ftuoromethytaminobutyrophenone (F-MABP). 

105 .MethoxypyrroLidinobutyrophenone (MeO-PBP). 

106. EthyL-pyrroLidinobutyrophenone (Et-PBP). 

107. 3-MethyL-4-Methoxymethcathinone (3-Me-4-MeO-MCAT). 

1 08.MethyLethytaminobutyrophenone (Me-EABP). 

109.MethyLamino-butyrophenone (MABP). 

110.PyrroLidinopropiophenone (PPP). 

111 .PyrroLidinobutiophenone (PBP). 

1 12.PyrroLidinovalerophenone (PVP). 

11 3.MethyL-alpha-pyrrolidinopropiophenone (MPPP). 

1 14.JWH-007 (1 -pentyt-2-methyl-3-(1 -naphthoyL)indoLe). 

11 5.JWH-01 5 (2-Methyl-i -propyl-i H-indol-3-yL)-i -naphthatenytmethanone). 

ii 6.JWH-0i 9 (Naphthaten-i -yl-(i -hexylindoL-3-yl)methanone). 

ii 7.JWH-020 (1 -heptyt-3-(i -naphthoyL)indole). 

ii 8.JWH-072 (Naphthaten-i -yl-(i -propyL-i H-indol-3-yL)methanone). 

ii 9.JWH-081 (4-methoxynaphthalen-i -yl-(i -pentyLindoL-3-yL)methanone). 

1 20.JWH-i 22 (1 -Pentyt-3-(4-methyl-i -naphthoyl)indole). 

121 .JWH-i 33 ((6aR, 1 OaR)-3-(i , 1 -DimethylbutyL)-6a,7, 10,1 Oa-tetrahydro-6,6,9-trimethyl-6H- 

b,d]pyran)). 
1 22.JWH-i 75 (3-(naphthaLen-i -ylmethyL)-i -pentyl-i H-indole). 

123 .JWH-201 (1 -pentyt-3- (4-methoxyphenylacetyL)indole). 

1 24.JWH-203 (2-(2-chtorophenyt)-1 -(1 -pentylindoL-3-yL)ethanone). 

1 25.JWH-21 0 (4-ethytnaphthaLen-i -yl-(i -pentylindol-3-yL)methanone). 

1 26.JWH-250 (2-(2-methoxyphenyL)-i -(1 -pentylindoL-3-yl)ethanone). 

1 27.JWH-251 (2-(2-methyLphenyL)-i -(1 -pentyl-i H-indol-3-yl)ethanone). 

1 28.JWH-302 (1 -pentyL-3- (3-methoxyphenylacetyL)indole). 

1 29.JWH-398 (1 -pentyL-3-(4-chloro-i -naphthoyL)indoLe). 



1 30.HU-21 1 ((6aS,1 OaS)-9-(Hydroxymethyl)-6,6-dimethyl-3-(2-methyloctan-2-yl)-6a,7,1 0,1 Oa- 

c]chromen-1 -01). 

131 .HU-308 (1 2,6-dimethoxy-4-(2-methyloctan-2-yl)phenyl]-7,7-dimethyl-4- 3.1 .1]hept-3-enyl] methanol). 

1 32.HU-331 (1 R,6R)-3-methyl-6-(1 - methylethenyl)-2-cyclohexen-1 -yl]-5-pentyl- 

2,5-cyclohexadiene-1 ,4-dione). 

1 33.CB-1 3 (Naphthalen-1 -yl-(4-pentyloxynaphthalen-1 -yl)methanone). 

1 34.CB-25 (N-cyclopropyl-1 1 -(3-hydroxy-5-pentylphenoxy)-undecanamide). 

1 35.CB-52 (N-cyclopropyl-1 1 -(2-hexyl-5-hydroxyphenoxy)-undecanamide). 

1 36.CP 55,940 (1 R,2R,5R)-5-hydroxy-2-(3-hydroxypropyl)cyclohexyl]-5-(2-methyloctan-2- 

yl)phenol). 

1 37.AM-694 (1 (5-fluoropentyl)-1 H-indol-3-yl]-(2-iodophenyl)methanone). 

1 38.AM-2201 (1 (5-fluoropentyl)-1 H-indol-3-yl]-(naphthalen-1 -yl)methanone). 

1 39.RCS-4 ((4-methoxyphenyl) (1 -pentyl-1 H-indol-3-yl)methanone). 

140.RCS-8 (1 -(1 -(2-cyclohexylethyl)-1 H-indol-3-yl)-2-(2-methoxyphenylethanone). 

141 .W1N55,212-2 ,2,3-de]-1 ,4- 

benzoxazin-6-yl] -1 - naphthalenylmethanone). 

142.W1N55,21 2-3 ,2,3-de]-1 ,4- 

benzoxazin-6-yl] -1 - naphthalenylmethanone). 

(d)Unless specifically excepted or unless listed in another schedule, any material, compound, 

mixture, or preparation which contains any quantity of the following substances, including any of 

its salts, isomers, optical isomers, salts of their isomers, and salts of these optical isomers 

whenever the existence of such isomers and salts is possible within the specific chemical 

designation: 

1 .1 ,4-Butanediol. 

2.Gamma-butyrolactone (GBL). 

3.Gamma-hydroxybutyric acid (GHB). 

4 .Methaq ualone. 

5 .Mecloqualone. 

(2)SCHEDULE 11.—A substance in Schedule II has a high potential for abuse and has a currently 

accepted but severely restricted medical use in treatment in the United States, and abuse of the 

substance may lead to severe psychological or physical dependence. The following substances are 

controlled in Schedule II: 

(a)Unless specifically excepted or unless listed in another schedule, any of the following 

substances, whether produced directly or indirectly by extraction from substances of vegetable 

origin or independently by means of chemical synthesis: 



1 .Opium and any salt, compound, derivative, or preparation of opium, except nalmefene or 

isoquinoline alkaloids of opium, including, but not limited to the following: 

a.Raw opium. 

b.Opium extracts. 

c.Opium fluid extracts. 

d.Powdered opium. 

e.Granulated opium. 

f.Tincture of opium. 

g . Codeine. 

h. Ethylmorphine. 

i.Etorphine hydrochloride. 

j . Hydrocodone. 

k. Hydromorphone. 

1.Levo-alphacetylmethadol (also known as levo-alpha-acetylmethadol, levomethadyl acetate, 

or LAAM). 

m.Metopon (methyldihydromorphinone). 

n . Morphine. 

o.Oxycodone. 

p.Oxymorphone. 

q.Thebaine. 

2.Any salt, compound, derivative, or preparation of a substance which is chemically 

equivalent to or identical with any of the substances referred to in subparagraph 1., except that 

these substances shall not include the isoquinoline alkaloids of opium. 

3.Any part of the plant of the species Papaver somniferum, L. 

4.Cocaine or ecgonine, including any of their stereoisomers, and any salt, compound, 

derivative, or preparation of cocaine or ecgonine. 

(b)Unless specifically excepted or unless listed in another schedule, any of the following 

substances, including their isomers, esters, ethers, salts, and salts of isomers, esters, and ethers, 

whenever the existence of such isomers, esters, ethers, and salts is possible within the specific 

chemical designation: 

1 .Alfentanil. 

2 .Alphaprodine. 

3.Anileridine. 

4.Bezitramide. 

5. Bulk propoxyphene (nondosage forms). 

6. Carfentanil. 



7. Dihydrocodeine. 

8. Diphenoxylate. 

9.Fentanyl. 

10.Isomethadone. 

11 .Levomethorphan. 

1 2.Levorphanol. 

1 3.Metazocine. 

1 4.Methadone. 

15 .Methadone- I ntermediate,4-cyano-2- 

dimethylamino-4,4-diphenylbutane. 

1 6.Moramide- I ntermediate,2-methyl- 

3-morpholoino- 1 , 1 -diphenylpropane-carboxylic acid. 

17. Nabi lone. 

18.Pethidine (meperidine). 

19. Pethidine- I ntermediate-A,4-cyano- 1- 

methyl-4-phenylpiperidine. 

20. Pethidine- I ntermediate-B,ethyl-4- 

phenylpiperidine-4-carboxylate. 

21 . Pethidine- Intermediate-C, 1 -methyl-4- phenylpiperidine-4-carboxylic acid. 

22.Phenazocine. 

23.Phencyclidine. 

24.1 -Phenylcyclohexylamine. 

25.Piminodine. 

26.1 -Piperidinocyclohexanecarbonitrile. 

27. Racemethorphan. 

28.Racemorphan. 

29.Sufentanil. 

(c)Unless specifically excepted or unless listed in another schedule, any material, compound, 

mixture, or preparation which contains any quantity of the following substances, including their 

salts, isomers, optical isomers, salts of their isomers, and salts of their optical isomers: 

1 .Amobarbital. 

2.Amphetamine. 

3 .Glutethimide. 

4.Methamphetamine. 

5 .Methylphenidate. 

6. Pentobarbital. 



7. Phenmetrazine. 

8. Phenylacetone. 

9.Secobarbital. 

(3)SCHEDULE 111.—A substance in Schedule III has a potential for abuse less than the substances 

contained in Schedules I and II and has a currently accepted medical use in treatment in the United 

States, and abuse of the substance may lead to moderate or low physical dependence or high 

psychological dependence or, in the case of anabolic steroids, may lead to physical damage. The 

following substances are controlled in Schedule III: 

(a)Unless specifically excepted or unless listed in another schedule, any material, compound, 

mixture, or preparation which contains any quantity of the following substances having a 

depressant or stimulant effect on the nervous system: 

1 .Any substance which contains any quantity of a derivative of barbituric acid, including 

thiobarbituric acid, or any salt of a derivative of barbituric acid or thiobarbituric acid, including, 

but not limited to, butabarbital and butalbital. 

2.Benzphetamine. 

3.Chlorhexadol. 

4.Chlorphentermine. 

5.Clortermine. 

6.Lysergic acid. 

7.Lysergic acid amide. 

8.Methyprylon. 

9. Phendimetrazine. 

1 O.Sulfondiethylmethane. 

11 .Sulfonethylmethane. 

1 2.Sulfonmethane. 

13.Tiletamine and zolazepam or any salt thereof. 

(b )Nalorphine. 

(c)Unless specifically excepted or unless listed in another schedule, any material, compound, 

mixture, or preparation containing limited quantities of any of the following controlled substances 

or any salts thereof: 

1 .Not more than 1.8 grams of codeine per 100 milliliters or not more than 90 milligrams per 

dosage unit, with an equal or greater quantity of an isoquinoline alkaloid of opium. 

2.Not more than 1.8 grams of codeine per 100 milliliters or not more than 90 milligrams per 

dosage unit, with recognized therapeutic amounts of one or more active ingredients which are not 

controlled substances. 

3.Not more than 300 milligrams of hydrocodone per 100 milliliters or not more than 15 





o.Mesterolone. 

p.Methandienone. 

q.Methandranone. 

r.Methandriol. 

s.Methandrostenolone. 

t.Methenolone. 

u . Methyltestosterone. 

v.Mibolerone. 

w. Nandrolone. 

x. Norethandrolone. 

y. Nortestosterone. 

z. Nortestosterone decanoate. 

aa.Nortestosterone phenylpropionate. 

bb.Nortestosterone propionate. 

cc. Oxandrolone. 

dd . Oxymesterone. 

ee.Oxymetholone. 

ff.Stanolone. 

gg.Stanozolol. 

hh.Testolactone. 

ii.Testosterone. 

jj .Testosterone acetate. 

kk.Testosterone benzoate. 

1l.Testosterone cypionate. 

mm .Testosterone decanoate. 

nn.Testosterone enanthate. 

oo.Testosterone isocaproate. 

pp.Testosterone oleate. 

qq.Testosterone phenylpropionate. 

rr.Testosterone propionate. 

ss.Testosterone undecanoate. 

tt .Trenbolone. 

uu.Trenbolone acetate. 

vv.Any salt, ester, or isomer of a drug or substance described or listed in this subparagraph if 

that salt, ester, or isomer promotes muscle growth. 

2.The term does not include an anabolic steroid that is expressly intended for administration 



through implants to cattle or other nonhuman species and that has been approved by the United 

States Secretary of Health and Human Services for such administration. However, any person who 

prescribes, dispenses, or distributes such a steroid for human use is considered to have prescribed, 

dispensed, or distributed an anabolic steroid within the meaning of this paragraph. 

(e)Ketamine, including any isomers, esters, ethers, salts, and salts of isomers, esters, and 

ethers, whenever the existence of such isomers, esters, ethers, and salts is possible within the 

specific chemical designation. 

(f)Dronabinol (synthetic THC) in sesame oil and encapsulated in a soft gelatin capsule in a drug 

product approved by the United States Food and Drug Administration. 

(g)Any drug product containing gamma-hydroxybutyric acid, including its salts, isomers, and 

salts of isomers, for which an application is approved under s. 505 of the Federal Food, Drug, and 

Cosmetic Act. 

(4)SCHEDULE IV.—A substance in Schedule IV has a low potential for abuse relative to the 

substances in Schedule III and has a currently accepted medical use in treatment in the United 

States, and abuse of the substance may lead to limited physical or psychological dependence 

relative to the substances in Schedule III. Unless specifically excepted or unless listed in another 

schedule, any material, compound, mixture, or preparation which contains any quantity of the 

following substances, including its salts, isomers, and salts of isomers whenever the existence of 

such salts, isomers, and salts of isomers is possible within the specific chemical designation, are 

controlled in Schedule IV: 

(a)Alprazolam. 

(b)Barbital. 

(c)Bromazepam. 

(d )Camazepam. 

(e)Cathine. 

(f)Chloral betaine. 

(g)Chloral hydrate. 

(h)Chlordiazepoxide. 

(i)Clobazam. 

(j)Clonazepam. 

(k)Clorazepate. 

(l)Clotiazepam. 

(m )Cloxazolam. 

(n)Delorazepam. 

(o)Propoxyphene (dosage forms). 

(p)Diazepam. 



(q )Diethytpropion. 

(r)Estazolam. 

(s)Ethchlorvynol. 

(t)Ethinamate. 

(u)Ethyl Loflazepate. 

(v)Fencamfamin. 

(w)FenfLuramine. 

(x)Fenproporex. 

(y)Fludiazepam. 

(z)Flurazepam. 

(aa)HaLazepam. 

(bb)HatoxazoLam. 

(cc)Ketazotam. 

(dd)Loprazolam. 

(ee)Lorazepam. 

(ff)Lormetazepam. 

(gg)Mazindot. 

(hh)Mebutamate. 

(ii)Medazepam. 

(jj )Mefenorex. 

(kk)Meprobamate. 

(LL)Methohexitat. 

(mm )Methytphenobarbitat. 

(nn)Midazotam. 

(oo)Nimetazepam. 

(pp)Nitrazepam. 

(qq)Nordiazepam. 

(rr)Oxazepam. 

(ss)OxazoLam. 

(tt)Paratdehyde. 

(uu)Pemotine. 

(vv)Pentazocine. 

(ww ) P he no ba rbita I 

(xx)Phentermine. 

(yy)Pinazepam. 

(zz)PipradroL. 



(aaa)Prazepam. 

(bbb)Propylhexedrine, excluding any patent or proprietary preparation containing 

propylhexedrine, unless otherwise provided by federal law. 

(ccc)Quazepam. 

(ddd )Tetrazepam. (-)-1 dimethylamino-1, 2 

diphenylethane]. 

(fff)Temazepam. 

(ggg)Triazolam. 

(hhh)Not more than 1 milligram of difenoxin and not less than 25 micrograms of atropine 

sulfate per dosage unit. 

(iii)Butorphanol tartrate. 

(jjj )Carisoprodol. 

(5)SCHEDULE V.—A substance, compound, mixture, or preparation of a substance in Schedule 

V has a low potential for abuse relative to the substances in Schedule IV and has a currently 

accepted medical use in treatment in the United States, and abuse of such compound, mixture, or 

preparation may lead to limited physical or psychological dependence relative to the substances in 

Schedule IV. 

(a)Substances controlled in Schedule V include any compound, mixture, or preparation 

containing any of the following limited quantities of controlled substances, which shall include one 

or more active medicinal ingredients which are not controlled substances in sufficient proportion to 

confer upon the compound, mixture, or preparation valuable medicinal qualities other than those 

possessed by the controlled substance alone: 

1.Not more than 200 milligrams of codeine per 100 milliliters or per 100 grams. 

2.Not more than 100 milligrams of dihydrocodeine per 100 milliliters or per 100 grams. 

3.Not more than 100 milligrams of ethylmorphine per 100 milliliters or per 100 grams. 

4.Not more than 2.5 milligrams of diphenoxylate and not less than 25 micrograms of atropine 

sulfate per dosage unit. 

5.Not more than 100 milligrams of opium per 100 milliliters or per 100 grams. 

(b)Narcotic drugs. Unless specifically excepted or unless listed in another schedule, any 

material, compound, mixture, or preparation containing any of the following narcotic drugs and 

their salts: Buprenorphine. 

(c)Stimulants. Unless specifically excepted or unless listed in another schedule, any material, 

compound, mixture, or preparation which contains any quantity of the following substances having 

a stimulant effect on the central nervous system, including its salts, isomers, and salts of isomers: 

Pyrovalerone. 



History.—s. 3, ch. 73-331; s. 247, ch. 77-104; s. 1, ch. 77-174; ss. 1, 2, ch. 78-195; s. 2, ch. 79-325; s. 1, ch. 80- 

353; s. 1, ch. 82-16; s. 1, ch. 84-89; s. 2, ch. 85-242; s. 1, ch. 86-147; s. 2, ch. 87-243; s. 1, ch. 87-299; s. 1, ch. 88- 

59; s. 3, ch. 89-281; s. 54, ch. 92-69; s. 1, ch. 93-92; s. 4, ch. 95-415; s. 1, ch. 96-360; ss. 1, 5, ch. 97-1; s. 96, ch. 

97-264; s. 1, ch. 99-186; s. 2, ch. 2000-320; s. 1, ch. 2001-55; s. 5, ch. 2001-57; s. 1, ch. 2002-78; s. 2, ch. 2003-10; 

s. 1, ch. 2008-88; s. 2, ch. 2011-73; s. 1, ch. 2011-90; s. 1, ch. 2012-23. 

Note.—Section 1, ch. 97-1, added paragraph (4)(w) listing fenfluramine. Section 5, ch. 97-1, 

repealed paragraph (4)(w) effective upon the removal of fenfluramine from the schedules of 

controlled substances in 21 C.F.R. s. 1308. The Drug Enforcement Administration of the United 

States Department of Justice filed a proposed final rule removing fenfluramine from the schedules, 

see 62 F.R. 24620, May 6, 1997. 

893.0301 Death resulting from apparent drug overdose; reporting requirements.—If a 

person dies of an apparent drug overdose: 

(1 )A law enforcement agency shall prepare a report identifying each prescribed controlled 

substance listed in Schedule II, Schedule III, or Schedule IV of s. 893.03 which is found on or near 

the deceased or among the deceased's possessions. The report must identify the person who 

prescribed the controlled substance, if known or ascertainable. Thereafter, the law enforcement 

agency shall submit a copy of the report to the medical examiner. 

(2)A medical examiner who is preparing a report pursuant to s. 406.11 shall include in the 

report information identifying each prescribed controlled substance listed in Schedule II, Schedule 

III, or Schedule IV of s. 893.03 that was found in, on, or near the deceased or among the 

deceased's possessions. 

History.—s. 6, ch. 2007-156. 

893.031 Industrial exceptions to controlled substance scheduling.— 

(1 )For the purpose of this section, the following meanings of terms shall apply: 

(a)"Manufacture" means any process or operation necessary for manufacturing a product. 

(b)"Distribution" means any process or operation necessary for distributing a product, 

including, but not limited to, wholesaling, delivery or transport, and storage. 

(c)"Manufacturer of 1 ,4-Butanediol" means a person who is involved in the manufacture of 

1 ,4-Butanediol for use in the manufacture of an industrial product and who provides that 

manufactured 1 ,4-Butanediol to a distributor of 1 ,4-Butanediol or a manufacturer of an industrial 

product. 

(d)"Distributor of 1 ,4-Butanediol" means a person who is involved in the distribution of 1,4- 

Butanediol. 

(e)"Manufacturer of gamma-butyrolactone (GBL)" means a person who: 

1.Is involved in the manufacture of gamma-butyrolactone (GBL) for use in the manufacture of 

an industrial product and who provides that manufactured gamma-butyrolactone (GBL) to a 





manufacturer of an industrial product; 

(b)A manufacturer of gamma-butyrolactone (GBL) or a distributor of gamma-butyrolactone 

(GBL) who sells, delivers, or otherwise distributes that substance to a person who is not a 

distributor of gamma-butyrolactone (GBL) or a manufacturer of an industrial product; 

(c)A person who possesses 1 ,4-Butanediol but who is not a manufacturer of 1 ,4-Butanediol, a 

distributor of 1 ,4-Butanediol, a manufacturer of an industrial product, a distributor of an industrial 

product, or a person possessing a finished product as described in paragraph (2)(c) or paragraph 

(3)(c); 

(d)A person who possesses gamma-butyrolactone (GBL) but who is not a manufacturer of 

gamma-butyrolactone (GBL), a distributor of gamma-butyrolactone (GBL), a manufacturer of an 

industrial product, a distributor of an industrial product, or a person possessing a finished product 

as described in paragraph (2)(c) or paragraph (3)(c); 

(e)A person who extracts or synthesizes either 1 ,4-Butanediol or gamma-butyrolactone (GBL) 

from a finished product as described in subparagraph(1)(j)2. or a person who extracts or 

synthesizes 1 ,4-Butanediol or gamma-butyrolactone (GBL) from any product or material, unless 

such extraction or synthesis is authorized by law; or 

(f)A person whose possession of either 1 ,4-Butanediol or gamma-butyrolactone (GBL) is not in 

compliance with the requirements of this section or whose possession of either of those substances 

is not specifically authorized by law. 

History.—s. 1, ch. 2003-10. 

893.O33Listed chemicals.—The chemicals listed in this section are included by whatever 

official, common, usual, chemical, or trade name designated. 

(1)PRECURSOR CHEMICALS.—The term "listed precursor chemical" means a chemical that may 

be used in manufacturing a controlled substance in violation of this chapter and is critical to the 

creation of the controlled substance, and such term includes any salt, optical isomer, or salt of an 

optical isomer, whenever the existence of such salt, optical isomer, or salt of optical isomer is 

possible within the specific chemical designation. The following are "listed precursor chemicals": 

(a)Anthranilic acid. 

(b)Benzaldehyde. 

(c)Benzyl cyanide. 

(d)Chloroephedrine. 

(e)Chloropseudoephedrine. 

(f) Ephed ri ne. 

(g)Ergonovine. 

(h)Ergotamine. 

(i)Hydriodic acid. 



(j )Ethylamine. 

(k)Isosaf role. 

(l)Methylamine. 

(m )3, 4-Methylenedioxyphenyl-2-propanone. 

(n)N-acetylanthranilic acid. 

(o)N-ethylephedrine. 

(p)N-ethylpseudoephedri ne. 

(q)N-methylephedrine. 

(r)N-methylpseudoephedrine. 

(s) Nitroethane. 

(t)Norpseudoephedrine. 

(u)Phenylacetic acid. 

(v) Phenylpropanolamine. 

(w)Piperidine. 

(x)Piperonal. 

(y)Propionic anhydride. 

(z)Pseudoephedrine. 

(aa)Safrole. 

(2)ESSENTIAL CHEMICALS.—The term "listed essential chemical" means a chemical that may be 

used as a solvent, reagent, or catalyst in manufacturing a controlled substance in violation of this 

chapter. The following are "listed essential chemicals": 

(a)Acetic anhydride. 

(b)Acetone. 

(c)Anhydrous ammonia. 

(d)Benzyl chloride. 

(e)2-Butanone. 

(f)Ethyl ether. 

(g)Hydrochloric gas. 

(h)Hydriodic acid. 

(i)Iodine. 

(j)Potassium permanganate. 

(k)Toluene. 

History.—s. 2, ch. 91 -279; s. 6, ch. 2001-57; s. 2, ch. 2003-15; s. 1, ch. 2005-128. 

893.O35Control of new substances; findings of fact; delegation of authority to Attorney 

General to control substances by rule.— 

(1 )(a)New substances are being created which are not controlled under the provisions of this 



chapter but which have a potential for abuse similar to or greater than that for substances 

controlled under this chapter. These new substances are sometimes called "designer drugs" 

because they can be designed to produce a desired pharmacological effect and to evade the 

controlling statutory provisions. Designer drugs are being manufactured, distributed, possessed, 

and used as substitutes for controlled substances. 

(b)The hazards attributable to the traffic in and use of these designer drugs are increased 

because their unregulated manufacture produces variations in purity and concentration. 

(c)Many such new substances are untested, and it cannot be immediately determined whether 

they have useful medical or chemical purposes. 

(d)The uncontrolled importation, manufacture, distribution, possession, or use of these 

designer drugs has a substantial and detrimental impact on the health and safety of the people of 

Florida. 

(e)These designer drugs can be created more rapidly than they can be identified and 

controlled by action of the Legislature. There is a need for a speedy and expert administrative 

determination of their proper classification under this chapter. It is therefore necessary to 

delegate to an administrative agency restricted authority to identify and classify new substances 

that have a potential for abuse, so that they can be controlled in the same manner as other 

substances currently controlled under this chapter. 

(2)The Attorney General shall apply the provisions of this section to any substance not 

currently controlled under the provisions of s. 893.03. The Attorney General may by rule: 

(a)Add a substance to a schedule established by s. 893.03, or transfer a substance between 

schedules, if he or she finds that it has a potential for abuse and he or she makes with respect to it 

the other findings appropriate for classification in the particular schedule under s. 893.03 in which 

it is to be placed. 

(b)Remove a substance previously added to a schedule if he or she finds the substance does 

not meet the requirements for inclusion in that schedule. 

Rules adopted under this section shall be made pursuant to the rulemaking procedures 

prescribed by chapter 120. 

(3)(a)The term "potential for abuse" in this section means that a substance has properties as a 

central nervous system stimulant or depressant or a hallucinogen that create a substantial 

likelihood of its being: 

1 .Used in amounts that create a hazard to the user's health or the safety of the community; 

2.Diverted from legal channels and distributed through illegal channels; or 

3.Taken on the user's own initiative rather than on the basis of professional medical advice. 

Proof of potential for abuse can be based upon a showing that these activities are already taking 

place, or upon a showing that the nature and properties of the substance make it reasonable to 



assume that there is a substantial likelihood that such activities will take place, in other than 

isolated or occasional instances. 

(b)The terms "immediate precursor" and "narcotic drug" shall be given the same meanings as 

provided by s. 102 of the Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C. 

s. 802, as amended and in effect on April 1, 1985. 

(4)In making any findings under this section, the Attorney General shall consider the following 

factors with respect to each substance proposed to be controlled or removed from control: 

(a)Its actual or relative potential for abuse. 

(b)Scientific evidence of its pharmacological effect, if known. 

(c)The state of current scientific knowledge regarding the drug or other substance. 

(d)Its history and current pattern of abuse. 

(e)The scope, duration, and significance of abuse. 

(f)What, if any, risk there is to the public health. 

(g)Its psychic or physiological dependence liability. 

(h)Whether the substance is an immediate precursor of a substance already controlled under 

this chapter. 

The findings and conclusions of the United States Attorney General or his or her delegee, as set 

forth in the Federal Register, with respect to any substance pursuant to s. 201 of the 

Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C. s. 811, as amended and 

in effect on April 1, 1985, shall be admissible as evidence in any rulemaking proceeding under this 

section, including an emergency rulemaking proceeding under subsection (7). 

(5)Before initiating proceedings under subsection (2), the Attorney General shall request from 

the Department of Health and the Department of Law Enforcement a medical and scientific 

evaluation of the substance under consideration and a recommendation as to the appropriate 

classification, if any, of such substance as a controlled substance. In responding to this request, the 

Department of Health and the Department of Law Enforcement shall consider the factors listed in 

subsection (4). The Department of Health and the Department of Law Enforcement shall respond to 

this request promptly and in writing; however, their response is not subject to chapter 120. If both 

the Department of Health and the Department of Law Enforcement recommend that a substance 

not be controlled, the Attorney General shall not control that substance. If the Attorney General 

determines, based on the evaluations and recommendations of the Department of Health and the 

Department of Law Enforcement and all other available evidence, that there is substantial 

evidence of potential for abuse, he or she shall initiate proceedings under paragraph (2)(a) with 

respect to that substance. 

(6)(a)The Attorney General shall by rule exempt any nonnarcotic substance controlled by rule 

under this section from the application of this section if such substance may, under the Federal 



Food, Drug, and Cosmetic Act, be lawfully sold over the counter without a prescription. 

(b)The Attorney General may by rule exempt any compound, mixture, or preparation 

containing a substance controlled by rule under this section from the application of this section if 

he or she finds that such compound, mixture, or preparation meets the requirements of either of 

the following subcategories: 

1 .A mixture or preparation containing a nonnarcotic substance controlled by rule, which 

mixture or preparation is approved for prescription use and which contains one or more other 

active ingredients which are not listed in any schedule and which are included therein in such 

combinations, quantity, proportion, or concentration as to vitiate the potential for abuse. 

2.A compound, mixture, or preparation which contains any substance controlled by rule, 

which is not for administration to a human being or animal, and which is packaged in such form or 

concentration, or with adulterants or denaturants, so that as packaged it does not present any 

significant potential for abuse. 

(7)(a)If the Attorney General finds that the scheduling of a substance in Schedule I of s. 893.03 

on a temporary basis is necessary to avoid an imminent hazard to the public safety, he or she may 

by rule and without regard to the requirements of subsection (5) relating to the Department of 

Health and the Department of Law Enforcement schedule such substance in Schedule I if the 

substance is not listed in any other schedule of s. 893.03. The Attorney General shall be required to 

consider, with respect to his or her finding of imminent hazard to the public safety, only those 

factors set forth in paragraphs (3)(a) and (4)(d), (e), and (f), including actual abuse, diversion from 

legitimate channels, and clandestine importation, manufacture, or distribution. 

(b)The Attorney General may use emergency rulemaking provisions under s. 120.54(4) in 

scheduling substances under this subsection. Notwithstanding the provisions of s. 120.54(4)(c), any 

rule adopted under this subsection shall not expire except as provided in subsection (9). 

(8)(a)Upon the effective date of a rule adopted pursuant to this section adding or transferring 

a substance to a schedule under s. 893.03, such substance shall be deemed included in that 

schedule, and all provisions of this chapter applicable to substances in that schedule shall be 

deemed applicable to such substance. 

(b)A rule adopted pursuant to this section shall continue in effect until it is repealed; until it 

is declared invalid in proceedings under s. 120.56 or in proceedings before a court of competent 

jurisdiction; or until it expires under the provisions of subsection (9). 

(9)The Attorney General shall report to the Legislature by March 1 of each year concerning the 

rules adopted under this section during the previous year. Each rule so reported shall expire on the 

following June 30 unless the Legislature adopts the provisions thereof as an amendment to this 

chapter. 

(10)The repeal, expiration, or determination of invalidity of any rule shall not operate to 



create any claim or cause of action against any law enforcement officer or other enforcing 

authority for actions taken in good faith in reliance on the validity of the rule. 

(11 )In construing this section, due consideration and great weight should be given to 

interpretations of the United States Attorney General and the federal courts relating to s. 201 of 

the Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C. s. 811, as amended 

and in effect on April 1, 1985. All substantive rules adopted under this part shall not be 

inconsistent with the rules of the United States Attorney General and the decisions of the federal 

courts interpreting the provisions of s. 201 of the Comprehensive Drug Abuse Prevention and 

Control Act of 1970,21 U.S.C. s. 811, as amended and in effect on April 1, 1985. 

(12)The adoption of a rule transferring a substance from one schedule to another or removing 

a substance from a schedule pursuant to this section shall not affect prosecution or punishment for 

any crime previously committed with respect to that substance. 

History.—s. 3, ch. 85-242; s. 72, ch. 87-226; s. 255, ch. 94-218; s. 318, ch. 96-410; s. 1826, ch. 97-102; s. 16, ch. 

99-186. 

893.O355Control of scheduled substances; delegation of authority to Attorney General to 

reschedule substance, or delete substance, by rule.— 

(1 )The Legislature has determined that, from time to time, additional testings, approvals, or 

scientific evidence may indicate that controlled substances listed in Schedules I, II, III, IV, and V 

hereof have a greater potential for beneficial medical use in treatment in the United States than 

was evident when such substances were initially scheduled. It is the intent of the Legislature to 

quickly provide a method for an immediate change to the scheduling and control of such 

substances to allow for the beneficial medical use thereof so that more flexibility will be available 

than is possible through rescheduling legislatively. 

(2)The Attorney General is hereby delegated the authority to adopt rules rescheduling 

specified substances to a less controlled schedule, or deleting specified substances from a 

schedule, upon a finding that reduced control of such substances is in the public interest. In 

determining whether reduced control of a substance is in the public interest, the Attorney General 

shall consider the following: 

(a)Whether the substance has been rescheduled or deleted from any schedule by rule adopted 

by the United States Attorney General pursuant to s. 201 of the Comprehensive Drug Abuse 

Prevention and Control Act of 1970, 21 U.S.C. s. 811. 

(b)The substance's actual or relative potential for abuse. 

(c)Scientific evidence of the substance's pharmacological effect, if known. 

(d)The state of current scientific knowledge regarding the substance. 

(e)The substance's history and current pattern of abuse. 

(f)The scope, duration, and significance of abuse. 



(g)What, if any, risk there is to the public health. 

(h)The substance's psychic or physiological dependence liability. 

(3)In making the public interest determination, the Attorney General shall give great weight to 

the scheduling rules adopted by the United States Attorney General subsequent to such substances 

being listed in Schedules I, II, III, IV, and V hereof, to achieve the original legislative purpose of the 

Florida Comprehensive Drug Abuse Prevention and Control Act of maintaining uniformity between 

the laws of Florida and the laws of the United States with respect to controlled substances. 

(4)Rulemaking under this section shall be in accordance with the procedural requirements of 

chapter 120, including the emergency rule provisions found in s. 120.54. The Attorney General may 

initiate proceedings for adoption, amendment, or repeal of any rule on his or her own motion or 

upon the petition of any interested party. 

(5)Upon the effective date of a rule adopted pursuant to this section, the rule's rescheduling 

or deletion of a substance shall be effective for all purposes under this chapter. 

(6)Rules adopted pursuant to this section shall be reviewed each year by the Legislature. Each 

rule shall remain in effect until the effective date of legislation that provides for a different 

scheduling of a substance than that set forth in such rule. 

(7)The adoption of a rule rescheduling a substance or deleting a substance from control 

pursuant to this section shall not affect prosecution or punishment for any crime previously 

committed with respect to that substance. 

(8)The provisions of this section apply only to substances controlled expressly by statute and 

not to substances controlled by rules adopted under the authority granted in the provisions of s. 

893.035. 

History.—s. 4, ch. 85-242; s. 1435, ch. 97-102. 

893.O356Control of new substances; findings of fact; "controlled substance analog" 

defined.— 

(1 )(a)New substances are being created which are not controlled under the provisions of this 

chapter but which have a potential for abuse similar to or greater than that for substances 

controlled under this chapter. These new substances are called "controlled substance analogs," 

and can be designed to produce a desired pharmacological effect and to evade the controlling 

statutory provisions. Controlled substance analogs are being manufactured, distributed, possessed, 

and used as substitutes for controlled substances. 

(b)The hazards attributable to the traffic in and use of controlled substance analogs are 

increased because their unregulated manufacture produces variations in purity and concentration. 

(c)Many such new substances are untested, and it cannot be immediately determined whether 

they have useful medical or chemical purposes. 

(d)The uncontrolled importation, manufacture, distribution, possession, or use of controlled 



substance analogs has a substantial and detrimental impact on the health and safety of the people 

of Florida. 

(e)Controlled substance analogs can be created more rapidly than they can be identified and 

controlled by action of the Legislature. There is a need for a speedy determination of their proper 

classification under this chapter. It is therefore necessary to identify and classify new substances 

that have a potential for abuse, so that they can be controlled in the same manner as other 

substances currently controlled under this chapter. 

(2)(a)As used in this section, "controlled substance analog" means a substance which, due to 

its chemical structure and potential for abuse, meets the following criteria: 

1 .Is substantially similar to that of a controlled substance listed in Schedule I or Schedule II of 

s. 893.03; and 

2.Has a stimulant, depressant, or hallucinogenic effect on the central nervous system or is 

represented or intended to have a stimulant, depressant, or hallucinogenic effect on the central 

nervous system substantially similar to or greater than that of a controlled substance listed in 

Schedule I or Schedule II of s. 893.03. 

(b)"Controlled substance analog" does not include: 

1 .A controlled substance; 

2.Any substance for which there is an approved new drug application; 

3.Any compound, mixture, or preparation which contains any controlled substance which is 

not for administration to a human being or animal, and which is packaged in such form or 

concentration, or with adulterants or denaturants, so that as packaged it does not present any 

significant potential for abuse; or 

4.Any substance to which an investigational exemption applies under s. 505 of the Food, Drug, 

and Cosmetic Act, 21 U.S.C. 355, but only to the extent that conduct with respect to the substance 

is pursuant to such exemption. 

(3)The term "potential for abuse" in this section means that a substance has properties as a 

central nervous system stimulant or depressant or a hallucinogen that create a substantial 

likelihood of its being: 

(a)Used in amounts that create a hazard to the user's health or the safety of the community; 

(b)Diverted from legal channels and distributed through illegal channels; or 

(c)Taken on the user's own initiative rather than on the basis of professional medical advice. 

Proof of potential for abuse can be based upon a showing that these activities are already taking 

place, or upon a showing that the nature and properties of the substance make it reasonable to 

assume that there is a substantial likelihood that such activities will take place, in other than 

isolated or occasional instances. 

(4)The following factors shall be relevant to a finding that a substance is a controlled 



substance analog within the purview of this section: 

(a)Its actual or relative potential for abuse. 

(b)Scientific evidence of its pharmacological effect, if known. 

(c)The state of current scientific knowledge regarding the substance. 

(d)Its history and current pattern of abuse. 

(e)The scope, duration, and significance of abuse. 

(f)What, if any, risk there is to the public health. 

(g)Its psychic or physiological dependence liability. 

(h)Its diversion from legitimate channels, and clandestine importation, manufacture, or 

distribution. 

(i)Whether the substance is an immediate precursor of a substance already controlled under 

this chapter. 

(5)A controlled substance analog shall, for purposes of drug abuse prevention and control, be 

treated as a controlled substance in Schedule I of s. 893.03. 

(6)In construing this section, due consideration and great weight should be given to 

interpretations of the United States Attorney General and the federal courts relating to s. 201 of 

the Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C. s. 811, as amended 

and in effect on April 1, 1985. New substances controlled under this section shall not be treated in 

a manner inconsistent with the rules of the United States Attorney General and the decisions of the 

federal courts interpreting the provisions of s. 201 of the Comprehensive Drug Abuse Prevention 

and Control Act of 1970,21 U.S.C. s. 811, as amended and in effect on April 1, 1985. 

(7)The treatment of a new substance as a controlled substance pursuant to this section shall 

not affect prosecution or punishment for any crime previously committed with respect to that 

substance. 

History.—s. 3, ch. 87-243; s. 11, ch. 99-186; s. 20, ch. 2000-320. 

893.O4Pharmacist and practitioner.— 

(1 )A pharmacist, in good faith and in the course of professional practice only, may dispense 

controlled substances upon a written or oral prescription of a practitioner, under the following 

conditions: 

(a)Oral prescriptions must be promptly reduced to writing by the pharmacist or recorded 

electronically if permitted by federal law. 

(b)The written prescription must be dated and signed by the prescribing practitioner on the 

day when issued. 

(c)There shall appear on the face of the prescription or written record thereof for the 

controlled substance the following information: 

1 .The full name and address of the person for whom, or the owner of the animal for which, 



the controlled substance is dispensed. 

2.The full name and address of the prescribing practitioner and the practitioner's federal 

controlled substance registry number shall be printed thereon. 

3.If the prescription is for an animal, the species of animal for which the controlled substance 

is prescribed. 

4.The name of the controlled substance prescribed and the strength, quantity, and directions 

for use thereof. 

5.The number of the prescription, as recorded in the prescription files of the pharmacy in 

which it is filled. 

6.The initials of the pharmacist filling the prescription and the date filled. 

(d)The prescription shall be retained on file by the proprietor of the pharmacy in which it is 

filled for a period of 2 years. 

(e)Affixed to the original container in which a controlled substance is delivered upon a 

prescription or authorized refill thereof, as hereinafter provided, there shall be a label bearing the 

following information: 

1 .The name and address of the pharmacy from which such controlled substance was 

dispensed. 

2.The date on which the prescription for such controlled substance was filled. 

3.The number of such prescription, as recorded in the prescription files of the pharmacy in 

which it is filled. 

4.The name of the prescribing practitioner. 

5.The name of the patient for whom, or of the owner and species of the animal for which, the 

controlled substance is prescribed. 

6.The directions for the use of the controlled substance prescribed in the prescription. 

7.A clear, concise warning that it is a crime to transfer the controlled substance to any person 

other than the patient for whom prescribed. 

(f)A prescription for a controlled substance listed in Schedule II may be dispensed only upon a 

written prescription of a practitioner, except that in an emergency situation, as defined by 

regulation of the Department of Health, such controlled substance may be dispensed upon oral 

prescription but is limited to a 72-hour supply. A prescription for a controlled substance listed in 

Schedule II may not be refilled. 

(g)A prescription for a controlled substance listed in Schedule III, Schedule IV, or Schedule V 

may not be filled or refilled more than five times within a period of 6 months after the date on 

which the prescription was written unless the prescription is renewed by a practitioner. 

(2)(a)A pharmacist may not dispense a controlled substance listed in Schedule II, Schedule III, 

or Schedule IV to any patient or patient's agent without first determining, in the exercise of her or 



his professional judgment, that the order is valid. The pharmacist may dispense the controlled 

substance, in the exercise of her or his professional judgment, when the pharmacist or 

pharmacist's agent has obtained satisfactory patient information from the patient or the patient's 

agent. 

(b)Any pharmacist who dispenses by mail a controlled substance listed in Schedule II, Schedule 

III, or Schedule IV is exempt from the requirement to obtain suitable identification for the 

prescription dispensed by mail if the pharmacist has obtained the patient's identification through 

the patient's prescription benefit plan. 

(c)Any controlled substance listed in Schedule III or Schedule IV may be dispensed by a 

pharmacist upon an oral prescription if, before filling the prescription, the pharmacist reduces it to 

writing or records the prescription electronically if permitted by federal law. Such prescriptions 

must contain the date of the oral authorization. 

(d)Each written prescription prescribed by a practitioner in this state for a controlled 

substance listed in Schedule II, Schedule III, or Schedule IV must include both a written and a 

numerical notation of the quantity of the controlled substance prescribed on the face of the 

prescription and a notation of the date, with the abbreviated month written out on the face of the 

prescription. A pharmacist may, upon verification by the prescriber, document any information 

required by this paragraph. If the prescriber is not available to verify a prescription, the 

pharmacist may dispense the controlled substance but may insist that the person to whom the 

controlled substance is dispensed provide valid photographic identification. If a prescription 

includes a numerical notation of the quantity of the controlled substance or date, but does not 

include the quantity or date written out in textual format, the pharmacist may dispense the 

controlled substance without verification by the prescriber of the quantity or date if the pharmacy 

previously dispensed another prescription for the person to whom the prescription was written. 

(e)A pharmacist may not dispense more than a 30-day supply of a controlled substance listed 

in Schedule III upon an oral prescription issued in this state. 

(f)A pharmacist may not knowingly fill a prescription that has been forged for a controlled 

substance listed in Schedule II, Schedule Ill, or Schedule IV. 

(3)Notwithstanding subsection (1), a pharmacist may dispense a one-time emergency refill of 

up to a 72-hour supply of the prescribed medication for any medicinal drug other than a medicinal 

drug listed in Schedule II, in compliance with the provisions of s. 465.0275. 

(4)The legal owner of any stock of controlled substances in a pharmacy, upon discontinuance 

of dealing in controlled substances, may sell said stock to a manufacturer, wholesaler, or 

pharmacy. Such controlled substances may be sold only upon an order form, when such an order 

form is required for sale by the drug abuse laws of the United States or this state, or regulations 

pursuant thereto. 



History.—s. 4, ch. 73-331; s. 2, ch. 75-18; s. 12, ch. 79-12; s. 2, ch. 90-2; s. 1436, ch. 97-102; s. 301, ch. 99-8; s. 

2, ch. 2007-156; s. 5, ch. 2009-202. 

893.O5Practitioners and persons administering controlled substances in their absence.— 

(1)A practitioner, in good faith and in the course of his or her professional practice only, may 

prescribe, administer, dispense, mix, or otherwise prepare a controlled substance, or the 

practitioner may cause the same to be administered by a licensed nurse or an intern practitioner 

under his or her direction and supervision only. A veterinarian may so prescribe, administer, 

dispense, mix, or prepare a controlled substance for use on animals only, and may cause it to be 

administered by an assistant or orderly under the veterinarian's direction and supervision only. 

(2)When any controlled substance is dispensed by a practitioner, there shall be affixed to the 

original container in which the controlled substance is delivered a label on which appears: 

(a)The date of delivery. 

(b)The directions for use of such controlled substance. 

(c)The name and address of such practitioner. 

(d)The name of the patient and, if such controlled substance is prescribed for an animal, a 

statement describing the species of the animal. 

(e)A clear, concise warning that it is a crime to transfer the controlled substance to any 

person other than the patient for whom prescribed. 

(3)Any person who obtains from a practitioner or the practitioner's agent, or pursuant to 

prescription, any controlled substance for administration to a patient during the absence of such 

practitioner shall return to such practitioner any unused portion of such controlled substance when 

it is no longer required by the patient. 

History.—s. 5, ch. 73-331; s. 1437, ch. 97-102. 

893 .O55Prescription drug monitoring program.— 

(1 )As used in this section, the term: 

(a)"Patient advisory report" or "advisory report" means information provided by the 

department in writing, or as determined by the department, to a prescriber, dispenser, pharmacy, 

or patient concerning the dispensing of controlled substances. All advisory reports are for 

informational purposes only and impose no obligations of any nature or any legal duty on a 

prescriber, dispenser, pharmacy, or patient. The patient advisory report shall be provided in 

accordance with s. 893.13(7)(a)8. The advisory reports issued by the department are not subject to 

discovery or introduction into evidence in any civil or administrative action against a prescriber, 

dispenser, pharmacy, or patient arising out of matters that are the subject of the report; and a 

person who participates in preparing, reviewing, issuing, or any other activity related to an 

advisory report may not be permitted or required to testify in any such civil action as to any 

findings, recommendations, evaluations, opinions, or other actions taken in connection with 



preparing, reviewing, or issuing such a report. 

(b)"Controlled substance" means a controlled substance listed in Schedule II, Schedule III, or 

Schedule IV in s. 893.03. 

(c)"Dispenser" means a pharmacy, dispensing pharmacist, or dispensing health care 

practitioner. 

(d)"Health care practitioner" or "practitioner" means any practitioner who is subject to 

licensure or regulation by the department under chapter 458, chapter 459, chapter 461, chapter 

462, chapter 464, chapter 465, or chapter 466. 

(e)"Health care regulatory board" means any board for a practitioner or health care 

practitioner who is licensed or regulated by the department. 

(f)"Pharmacy" means any pharmacy that is subject to licensure or regulation by the 

department under chapter 465 and that dispenses or delivers a controlled substance to an 

individual or address in this state. 

(g)"Prescriber" means a prescribing physician, prescribing practitioner, or other prescribing 

health care practitioner. 

(h)"Active investigation" means an investigation that is being conducted with a reasonable, 

good faith belief that it could lead to the filing of administrative, civil, or criminal proceedings, or 

that is ongoing and continuing and for which there is a reasonable, good faith anticipation of 

securing an arrest or prosecution in the foreseeable future. 

(i)"Law enforcement agency" means the Department of Law Enforcement, a Florida sheriff's 

department, a Florida police department, or a law enforcement agency of the Federal Government 

which enforces the laws of this state or the United States relating to controlled substances, and 

which its agents and officers are empowered by law to conduct criminal investigations and make 

arrests. 

(j)"Program manager" means an employee of or a person contracted by the Department of 

Health who is designated to ensure the integrity of the prescription drug monitoring program in 

accordance with the requirements established in paragraphs (2)(a) and (b). 

(2)(a)The department shall design and establish a comprehensive electronic database system 

that has controlled substance prescriptions provided to it and that provides prescription 

information to a patient's health care practitioner and pharmacist who inform the department that 

they wish the patient advisory report provided to them. Otherwise, the patient advisory report will 

not be sent to the practitioner, pharmacy, or pharmacist. The system shall be designed to provide 

information regarding dispensed prescriptions of controlled substances and shall not infringe upon 

the legitimate prescribing or dispensing of a controlled substance by a prescriber or dispenser 

acting in good faith and in the course of professional practice. The system shall be consistent with 

standards of the American Society for Automation in Pharmacy (ASAP). The electronic system shall 



also comply with the Health Insurance Portability and Accountability Act (HIPAA) as it pertains to 

protected health information (PHI), electronic protected health information (EPHI), and all other 

relevant state and federal privacy and security laws and regulations. The department shall 

establish policies and procedures as appropriate regarding the reporting, accessing the database, 

evaluation, management, development, implementation, operation, storage, and security of 

information within the system. The reporting of prescribed controlled substances shall include a 

dispensing transaction with a dispenser pursuant to chapter 465 or through a dispensing transaction 

to an individual or address in this state with a pharmacy that is not located in this state but that is 

otherwise subject to the jurisdiction of this state as to that dispensing transaction. The reporting 

of patient advisory reports refers only to reports to patients, pharmacies, and practitioners. 

Separate reports that contain patient prescription history information and that are not patient 

advisory reports are provided to persons and entities as authorized in paragraphs (7)(b) and (c) and 

s. 893.0551. 

(b)The department, when the direct support organization receives at least $20,000 in nonstate 

moneys or the state receives at least $20,000 in federal grants for the prescription drug monitoring 

program, shall adopt rules as necessary concerning the reporting, accessing the database, 

evaluation, management, development, implementation, operation, security, and storage of 

information within the system, including rules for when patient advisory reports are provided to 

pharmacies and prescribers. The patient advisory report shall be provided in accordance with s. 

893.13(7)(a)8. The department shall work with the professional health care licensure boards, such 

as the Board of Medicine, the Board of Osteopathic Medicine, and the Board of Pharmacy; other 

appropriate organizations, such as the Florida Pharmacy Association, the Florida Medical 

Association, the Florida Retail Federation, and the Florida Osteopathic Medical Association, 

including those relating to pain management; and the Attorney General, the Department of Law 

Enforcement, and the Agency for Health Care Administration to develop rules appropriate for the 

prescription drug monitoring program. 

(c)All dispensers and prescribers subject to these reporting requirements shall be notified by 

the department of the implementation date for such reporting requirements. 

(d)The program manager shall work with professional health care licensure boards and the 

stakeholders listed in paragraph (b) to develop rules appropriate for identifying indicators of 

controlled substance abuse. 

(3)The pharmacy dispensing the controlled substance and each prescriber who directly 

dispenses a controlled substance shall submit to the electronic system, by a procedure and in a 

format established by the department and consistent with an ASAP-approved format, the following 

information for inclusion in the database: 

(a)The name of the prescribing practitioner, the practitioner's federal Drug Enforcement 



Administration registration number, the practitioner's National Provider Identification (NPI) or 

other appropriate identifier, and the date of the prescription. 

(b)The date the prescription was filled and the method of payment, such as cash by an 

individual, insurance coverage through a third party, or Medicaid payment. This paragraph does not 

authorize the department to include individual credit card numbers or other account numbers in 

the database. 

(c)The full name, address, and date of birth of the person for whom the prescription was 

written. 

(d)The name, national drug code, quantity, and strength of the controlled substance 

dispensed. 

(e)The full name, federal Drug Enforcement Administration registration number, and address 

of the pharmacy or other location from which the controlled substance was dispensed. If the 

controlled substance was dispensed by a practitioner other than a pharmacist, the practitioner's 

full name, federal Drug Enforcement Administration registration number, and address. 

(f)The name of the pharmacy or practitioner, other than a pharmacist, dispensing the 

controlled substance and the practitioner's National Provider Identification (NPI). 

(g)Other appropriate identifying information as determined by department rule. 

(4)Each time a controlled substance is dispensed to an individual, the controlled substance 

shall be reported to the department through the system as soon thereafter as possible, but not 

more than 7 days after the date the controlled substance is dispensed unless an extension is 

approved by the department for cause as determined by rule. A dispenser must meet the reporting 

requirements of this section by providing the required information concerning each controlled 

substance that it dispensed in a department-approved, secure methodology and format. Such 

approved formats may include, but are not limited to, submission via the Internet, on a disc, or by 

use of regular mail. 

(5)When the following acts of dispensing or administering occur, the following are exempt 

from reporting under this section for that specific act of dispensing or administration: 

(a)A health care practitioner when administering a controlled substance directly to a patient if 

the amount of the controlled substance is adequate to treat the patient during that particular 

treatment session. 

(b)A pharmacist or health care practitioner when administering a controlled substance to a 

patient or resident receiving care as a patient at a hospital, nursing home, ambulatory surgical 

center, hospice, or intermediate care facility for the developmentally disabled which is licensed in 

this state. 

(c)A practitioner when administering or dispensing a controlled substance in the health care 

system of the Department of Corrections. 



(d)A practitioner when administering a controlled substance in the emergency room of a 

licensed hospital. 

(e)A health care practitioner when administering or dispensing a controlled substance to a 

person under the age of 16. 

(f)A pharmacist or a dispensing practitioner when dispensing a one-time, 72-hour emergency 

resupply of a controlled substance to a patient. 

(6)The department may establish when to suspend and when to resume reporting information 

during a state-declared or nationally declared disaster. 

(7)(a)A practitioner or pharmacist who dispenses a controlled substance must submit the 

information required by this section in an electronic or other method in an ASAP format approved 

by rule of the department unless otherwise provided in this section. The cost to the dispenser in 

submitting the information required by this section may not be material or extraordinary. Costs not 

considered to be material or extraordinary include, but are not limited to, regular postage, 

electronic media, regular electronic mail, and facsimile charges. 

(b)A pharmacy, prescriber, or dispenser shall have access to information in the prescription 

drug monitoring program's database which relates to a patient of that pharmacy, prescriber, or 

dispenser in a manner established by the department as needed for the purpose of reviewing the 

patient's controlled substance prescription history. Other access to the program's database shall 

be limited to the program's manager and to the designated program and support staff, who may 

act only at the direction of the program manager or, in the absence of the program manager, as 

authorized. Access by the program manager or such designated staff is for prescription drug 

program management only or for management of the program's database and its system in support 

of the requirements of this section and in furtherance of the prescription drug monitoring program. 

Confidential and exempt information in the database shall be released only as provided in 

paragraph (c) and s. 893.0551. The program manager, designated program and support staff who 

act at the direction of or in the absence of the program manager, and any individual who has 

similar access regarding the management of the database from the prescription drug monitoring 

program shall submit fingerprints to the department for background screening. The department 

shall follow the procedure established by the Department of Law Enforcement to request a 

statewide criminal history record check and to request that the Department of Law Enforcement 

forward the fingerprints to the Federal Bureau of Investigation for a national criminal history 

record check. 

(c)The following entities shall not be allowed direct access to information in the prescription 

drug monitoring program database but may request from the program manager and, when 

authorized by the program manager, the program manager's program and support staff, 

information that is confidential and exempt under s. 893.0551. Prior to release, the request shall 



be verified as authentic and authorized with the requesting organization by the program manager, 

the program manager's program and support staff, or as determined in rules by the department as 

being authentic and as having been authorized by the requesting entity: 

1 .The department or its relevant health care regulatory boards responsible for the licensure, 

regulation, or discipline of practitioners, pharmacists, or other persons who are authorized to 

prescribe, administer, or dispense controlled substances and who are involved in a specific 

controlled substance investigation involving a designated person for one or more prescribed 

controlled substances. 

2.The Attorney General for Medicaid fraud cases involving prescribed controlled substances. 

3.A law enforcement agency during active investigations regarding potential criminal activity, 

fraud, or theft regarding prescribed controlled substances. 

4.A patient or the legal guardian or designated health care surrogate of an incapacitated 

patient as described in s. 893.0551 who, for the purpose of verifying the accuracy of the database 

information, submits a written and notarized request that includes the patient's full name, 

address, and date of birth, and includes the same information if the legal guardian or health care 

surrogate submits the request. The request shall be validated by the department to verify the 

identity of the patient and the legal guardian or health care surrogate, if the patient's legal 

guardian or health care surrogate is the requestor. Such verification is also required for any request 

to change a patient's prescription history or other information related to his or her information in 

the electronic database. 

Information in the database for the electronic prescription drug monitoring system is not 

discoverable or admissible in any civil or administrative action, except in an investigation and 

disciplinary proceeding by the department or the appropriate regulatory board. 

(d)The following entities shall not be allowed direct access to information in the prescription 

drug monitoring program database but may request from the program manager and, when 

authorized by the program manager, the program manager's program and support staff, 

information that contains no identifying information of any patient, physician, health care 

practitioner, prescriber, or dispenser and that is not confidential and exempt: 

1 .Department staff for the purpose of calculating performance measures pursuant to 

subsection (8). 

2.The Program Implementation and Oversight Task Force for its reporting to the Governor, the 

President of the Senate, and the Speaker of the House of Representatives regarding the 

prescription drug monitoring program. This subparagraph expires July 1, 2012. 

(e)All transmissions of data required by this section must comply with relevant state and 

federal privacy and security laws and regulations. However, any authorized agency or person under 

s. 893.0551 receiving such information as allowed by s. 893.0551 may maintain the information 



to 24 months before purging it from his or her records or maintain it for longer than 

24 months if the information is pertinent to ongoing health care or an active law enforcement 

investigation or prosecution. 

(f)The program manager, upon determining a pattern consistent with the rules established 

under paragraph (2)(d) and having cause to believe a violation of s. 893.13(7)(a)8., (8)(a), or (8)(b) 

has occurred, may provide relevant information to the applicable law enforcement agency. 

(8)To assist in fulfilling program responsibilities, performance measures shall be reported 

annually to the Governor, the President of the Senate, and the Speaker of the House of 

Representatives by the department each December 1, beginning in 2011. Data that does not 

contain patient, physician, health care practitioner, prescriber, or dispenser identifying 

information may be requested during the year by department employees so that the department 

may undertake public health care and safety initiatives that take advantage of observed trends. 

Performance measures may include, but are not limited to, efforts to achieve the following 

outcomes: 

(a)Reduction of the rate of inappropriate use of prescription drugs through department 

education and safety efforts. 

(b)Reduction of the quantity of pharmaceutical controlled substances obtained by individuals 

attempting to engage in fraud and deceit. 

(c)Increased coordination among partners participating in the prescription drug monitoring 

program. 

(d)Involvement of stakeholders in achieving improved patient health care and safety and 

reduction of prescription drug abuse and prescription drug diversion. 

(9)Any person who willfully and knowingly fails to report the dispensing of a controlled 

substance as required by this section commits a misdemeanor of the first degree, punishable as 

provided in s. 775.082 or s. 775.083. 

(10)All costs incurred by the department in administering the prescription drug monitoring 

program shall be funded through federal grants or private funding applied for or received by the 

state. The department may not commit funds for the monitoring program without ensuring funding 

is available. The prescription drug monitoring program and the implementation thereof are 

contingent upon receipt of the nonstate funding. The department and state government shall 

cooperate with the direct-support organization established pursuant to subsection (11) in seeking 

federal grant funds, other nonstate grant funds, gifts, donations, or other private moneys for the 

department so long as the costs of doing so are not considered material. Nonmaterial costs for this 

purpose include, but are not limited to, the costs of mailing and personnel assigned to research or 

apply for a grant. Notwithstanding the exemptions to competitive-solicitation requirements under 

s. 287.057(3)(f), the department shall comply with the competitive-solicitation requirements under 







opportunities for the public to use such facilities for established purposes. Any moneys received 

from rentals of facilities and properties managed by the department may be held in a separate 

depository account in the name of the direct-support organization and subject to the provisions of 

the letter of agreement with the department. The letter of agreement must provide that any funds 

held in the separate depository account in the name of the direct-support organization must revert 

to the department if the direct-support organization is no longer approved by the department to 

operate in the best interests of the state. 

(g)The department may adopt rules under s. 120.54 to govern the use of administrative 

services, property, or facilities of the department or office by the direct-support organization. 

(h)The department may not permit the use of any administrative services, property, or 

facilities of the state by a direct-support organization if that organization does not provide equal 

membership and employment opportunities to all persons regardless of race, color, religion, 

gender, age, or national origin. 

(i)The direct-support organization shall provide for an independent annual financial audit in 

accordance with s. 215.981. Copies of the audit shall be provided to the department and the Office 

of Policy and Budget in the Executive Office of the Governor. 

(j)The direct-support organization may not exercise any power under s. 61 7.0302(12) or (16). 

(12)A prescriber or dispenser may have access to the information under this section which 

relates to a patient of that prescriber or dispenser as needed for the purpose of reviewing the 

patient's controlled drug prescription history. A prescriber or dispenser acting in good faith is 

immune from any civil, criminal, or administrative liability that might otherwise be incurred or 

imposed for receiving or using information from the prescription drug monitoring program. This 

subsection does not create a private cause of action, and a person may not recover damages 

against a prescriber or dispenser authorized to access information under this subsection for 

accessing or failing to access such information. 

(13)10 the extent that funding is provided for such purpose through federal or private grants 

or gifts and other types of available moneys, the department shall study the feasibility of 

enhancing the prescription drug monitoring program for the purposes of public health initiatives 

and statistical reporting that respects the privacy of the patient, the prescriber, and the dispenser. 

Such a study shall be conducted in order to further improve the quality of health care services and 

safety by improving the prescribing and dispensing practices for prescription drugs, taking 

advantage of advances in technology, reducing duplicative prescriptions and the overprescribing of 

prescription drugs, and reducing drug abuse. The requirements of the National All Schedules 

Prescription Electronic Reporting (NASPER) Act are authorized in order to apply for federal NASPER 

funding. In addition, the direct-support organization shall provide funding for the department to 

conduct training for health care practitioners and other appropriate persons in using the monitoring 



program to support the program enhancements. 

(14)A pharmacist, pharmacy, or dispensing health care practitioner or his or her agent, before 

releasing a controlled substance to any person not known to such dispenser, shall require the 

person purchasing, receiving, or otherwise acquiring the controlled substance to present valid 

photographic identification or other verification of his or her identity to the dispenser. If the 

person does not have proper identification, the dispenser may verify the validity of the prescription 

and the identity of the patient with the prescriber or his or her authorized agent. Verification of 

health plan eligibility through a real-time inquiry or adjudication system will be considered to be 

proper identification. This subsection does not apply in an institutional setting or to a long-term 

care facility, including, but not limited to, an assisted living facility or a hospital to which patients 

are admitted. As used in this subsection, the term "proper identification" means an identification 

that is issued by a state or the Federal Government containing the person's photograph, printed 

name, and signature or a document considered acceptable under 8 C.F.R. s. 274a.2(b)(1 )(v)(A) and 

(B). 

(15)The Agency for Health Care Administration shall continue the promotion of electronic 

prescribing by health care practitioners, health care facilities, and pharmacies under s. 408.0611. 

(16)The department shall adopt rules pursuant to ss. 120.536(1) and 120.54 to administer the 

provisions of this section, which shall include as necessary the reporting, accessing, evaluation, 

management, development, implementation, operation, and storage of information within the 

monitoring program's system. 

History.—s. 1, ch. 2009-198; s. 41, ch. 2010-151; s. 12, ch. 2010-211; s. 50, ch. 2011-4; s. 23, ch. 2011-141; s. 86, 

ch. 2012-5. 

893.O55lPubIic records exemption for the prescription drug monitoring program.— 

(1 )For purposes of this section, the term: 

(a)"Active investigation" has the same meaning as provided in s. 893.055. 

(b)"Dispenser" has the same meaning as provided in s. 893.055. 

(c)"Health care practitioner" or "practitioner" has the same meaning as provided in s. 

893.055. 

(d)"Health care regulatory board" has the same meaning as provided in s. 893.055. 

(e)"Law enforcement agency" has the same meaning as provided in s. 893.055. 

(f)"Pharmacist" means any person licensed under chapter 465 to practice the profession of 

pharmacy. 

(g)"Pharmacy" has the same meaning as provided in s. 893.055. 

(h)"Prescriber" has the same meaning as provided in s. 893.055. 

(2)The following information of a patient or patient's agent, a health care practitioner, a 

dispenser, an employee of the practitioner who is acting on behalf of and at the direction of the 



practitioner, a pharmacist, or a pharmacy that is contained in records held by the department 

under s. 893.055 is confidential and exempt from s. 119.07(1) and s. 24(a), Art. I of the State 

Constitution: 

(a)Name. 

(b)Address. 

(c)Telephone number. 

(d)Insurance plan number. 

(e)Government-issued identification number. 

(f)Provider number. 

(g)Drug Enforcement Administration number. 

(h)Any other unique identifying information or number. 

(3)The department shall disclose such confidential and exempt information to the following 

entities after using a verification process to ensure the legitimacy of that person's or entity's 

request for the information: 

(a)The Attorney General and his or her designee when working on Medicaid fraud cases 

involving prescription drugs or when the Attorney General has initiated a review of specific 

identifiers of Medicaid fraud regarding prescription drugs. The Attorney General or his or her 

designee may disclose the confidential and exempt information received from the department to a 

criminal justice agency as defined in s. 119.011 as part of an active investigation that is specific to 

a violation of prescription drug abuse or prescription drug diversion law as it relates to controlled 

substances. The Attorney General's Medicaid fraud investigators may not have direct access to the 

department's database. 

(b)The department's relevant health care regulatory boards responsible for the licensure, 

regulation, or discipline of a practitioner, pharmacist, or other person who is authorized to 

prescribe, administer, or dispense controlled substances and who is involved in a specific 

controlled substances investigation for prescription drugs involving a designated person. The health 

care regulatory boards may request information from the department but may not have direct 

access to its database. The health care regulatory boards may provide such information to a law 

enforcement agency pursuant to ss. 456.066 and 456.073. 

(c)A law enforcement agency that has initiated an active investigation involving a specific 

violation of law regarding prescription drug abuse or diversion of prescribed controlled substances. 

The law enforcement agency may disclose the confidential and exempt information received from 

the department to a criminal justice agency as defined ins. 119.011 as part of an active 

investigation that is specific to a violation of prescription drug abuse or prescription drug diversion 

law as it relates to controlled substances. A law enforcement agency may request information from 

the department but may not have direct access to its database. 



(d)A health care practitioner who certifies that the information is necessary to provide 

medical treatment to a current patient in accordance with ss. 893.05 and 893.055. 

(e)A pharmacist who certifies that the requested information will be used to dispense 

controlled substances to a current patient in accordance with ss. 893.04 and 893.055. 

(f)A patient or the legal guardian or designated health care surrogate for an incapacitated 

patient, if applicable, making a request as provided in s. 893.055(7)(c)4. 

(g)The patient's pharmacy, prescriber, or dispenser who certifies that the information is 

necessary to provide medical treatment to his or her current patient in accordance with s. 893.055. 

(4)The department shall disclose such confidential and exempt information to the applicable 

law enforcement agency in accordance with s. 893.055(7)(f). The law enforcement agency may 

disclose the confidential and exempt information received from the department to a criminal 

justice agency as defined in s. 119.011 as part of an active investigation that is specific to a 

violation of s. 893.13(7)(a)8., s. 893.13(8)(a), or s. 893.13(8)(b). 

(5)Any agency or person who obtains such confidential and exempt information pursuant to 

this section must maintain the confidential and exempt status of that information. 

(6)Any person who willfully and knowingly violates this section commits a felony of the third 

degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(7)This section is subject to the Open Government Sunset Review Act in accordance with s. 

119.15 and shall stand repealed on October 2, 2014, unless reviewed and saved from repeal 

through reenactment by the Legislature. 

History.—s. 1, ch. 2009-197; s. 13, ch. 2010-211; s. 51, ch. 2011-4. 

893.O6Distribution of controlled substances; order forms; labeling and packaging 

requirements.— 

(1 )Controlled substances in Schedules I and II shall be distributed by a duly licensed 

manufacturer, distributor, or wholesaler to a duly licensed manufacturer, wholesaler, distributor, 

practitioner, pharmacy, as defined in chapter 465, hospital, or laboratory only pursuant to an order 

form. It shall be deemed a compliance with this subsection if the parties to the transaction have 

complied with federal law respecting the use of order forms. 

(2)Possession or control of controlled substances obtained as authorized by this section shall 

be lawful if in the regular course of business, occupation, profession, employment, or duty. 

(3)A person in charge of a hospital or laboratory or in the employ of this state or of any other 

state, or of any political subdivision thereof, and a master or other proper officer of a ship or 

aircraft, who obtains controlled substances under the provisions of this section or otherwise, shall 

not administer, dispense, or otherwise use such controlled substances within this state, except 

within the scope of her or his employment or official duty, and then only for scientific or medicinal 

purposes and subject to the provisions of this chapter. 



(4)It shall be unlawful to distribute a controlled substance in a commercial container unless 

such container bears a label showing the name and address of the manufacturer, the quantity, 

kind, and form of controlled substance contained therein, and the identifying symbol for such 

substance, as required by federal law. No person except a pharmacist, for the purpose of 

dispensing a prescription, or a practitioner, for the purpose of dispensing a controlled substance to 

a patient, shall alter, deface, or remove any labels so affixed. 

History.—s. 6, ch. 73-331; s. 1438, ch. 97-102. 

893.O65Counterfeit-resistant prescription blanks for controlled substances listed in 

Schedule II, Schedule III, Schedule IV, or Schedule V.—The Department of Health shall develop 

and adopt by rule the form and content for a counterfeit-resistant prescription blank which must 

be used by practitioners for the purpose of prescribing a controlled substance listed in Schedule II, 

Schedule III, Schedule IV, or Schedule V pursuant to s. 456.42. The Department of Health may 

require the prescription blanks to be printed on distinctive, watermarked paper and to bear the 

preprinted name, address, and category of professional licensure of the practitioner and that 

practitioner's federal registry number for controlled substances. The prescription blanks may not 

be transferred. 

History.—s. 4, ch. 2007-156; s. 24, ch. 2011-141. 

893.O7Records.— 

(1 )Every person who engages in the manufacture, compounding, mixing, cultivating, growing, 

or by any other process producing or preparing, or in the dispensing, importation, or, as a 

wholesaler, distribution, of controlled substances shall: 

(a)On January 1, 1974, or as soon thereafter as any person first engages in such activity, and 

every second year thereafter, make a complete and accurate record of all stocks of controlled 

substances on hand. The inventory may be prepared on the regular physical inventory date which is 

nearest to, and does not vary by more than 6 months from, the biennial date that would otherwise 

apply. As additional substances are designated for control under this chapter, they shall be 

inventoried as provided for in this subsection. 

(b)On and after January 1, 1974, maintain, on a current basis, a complete and accurate record 

of each substance manufactured, received, sold, delivered, or otherwise disposed of by him or her, 

except that this subsection shall not require the maintenance of a perpetual inventory. 

Compliance with the provisions of federal law pertaining to the keeping of records of controlled 

substances shall be deemed a compliance with the requirements of this subsection. 

(2)The record of controlled substances received shall in every case show: 

(a)The date of receipt. 

(b)The name and address of the person from whom received. 

(c)The kind and quantity of controlled substances received. 



(3)The record of all controlled substances sold, administered, dispensed, or otherwise 

disposed of shall show: 

(a)The date of selling, administering, or dispensing. 

(b)The correct name and address of the person to whom or for whose use, or the owner and 

species of animal for which, sold, administered, or dispensed. 

(c)The kind and quantity of controlled substances sold, administered, or dispensed. 

(4)Every inventory or record required by this chapter, including prescription records, shall be 

maintained: 

(a)Separately from all other records of the registrant, or 

(b)Alternatively, in the case of Schedule III, IV, or V controlled substances, in such form that 

information required by this chapter is readily retrievable from the ordinary business records of the 

registrant. 

In either case, the records described in this subsection shall be kept and made available for a 

period of at least 2 years for inspection and copying by law enforcement officers whose duty it is to 

enforce the laws of this state relating to controlled substances. Law enforcement officers are not 

required to obtain a subpoena, court order, or search warrant in order to obtain access to or copies 

of such records. 

(5)Each person described in subsection (1) shall: 

(a)Maintain a record which shall contain a detailed list of controlled substances lost, 

destroyed, or stolen, if any; the kind and quantity of such controlled substances; and the date of 

the discovering of such loss, destruction, or theft. 

(b)In the event of the discovery of the theft or significant loss of controlled substances, report 

such theft or significant loss to the sheriff of that county within 24 hours after discovery. A person 

who fails to report a theft or significant loss of a substance listed in s. 893.03(3), (4), or (5) within 

24 hours after discovery as required in this paragraph commits a misdemeanor of the second 

degree, punishable as provided in s. 775.082 or s. 775.083. A person who fails to report a theft or 

significant loss of a substance listed in s. 893.03(2) within 24 hours after discovery as required in 

this paragraph commits a misdemeanor of the first degree, punishable as provided in s. 775.082 or 

s. 775.083. 

History.—s. 7, ch. 73-331; s. 1439, ch. 97-102; s. 25, ch. 2011-141. 

893.O8Exceptions.— 

(1 )The following may be distributed at retail without a prescription, but only by a registered 

pharmacist: 

(a)Any compound, mixture, or preparation described in Schedule V. 

(b)Any compound, mixture, or preparation containing any depressant or stimulant substance 

described in s. 893.03(2)(a) or (c) except any amphetamine drug or sympathomimetic amine drug 



or compound designated as a Schedule II controlled substance pursuant to this chapter; in s. 

893.03(3)(a); or in Schedule IV, if: 

1 .The compound, mixture, or preparation contains one or more active medicinal ingredients 

not having depressant or stimulant effect on the central nervous system, and 

2.Such ingredients are included therein in such combinations, quantity, proportion, or 

concentration as to vitiate the potential for abuse of the controlled substances which do have a 

depressant or stimulant effect on the central nervous system. 

(2)No compound, mixture, or preparation may be dispensed under subsection (1) unless such 

substance may, under the Federal Food, Drug, and Cosmetic Act, be lawfully sold at retail without 

a prescription. 

(3)The exemptions authorized by this section shall be subject to the following conditions: 

(a)The compounds, mixtures, and preparations referred to in subsection (1) may be dispensed 

to persons under age 18 only on prescription. A bound volume must be maintained as a record of 

sale at retail of excepted compounds, mixtures, and preparations, and the pharmacist must require 

suitable identification from every unknown purchaser. 

(b)Such compounds, mixtures, and preparations shall be sold by the pharmacist in good faith 

as a medicine and not for the purpose of evading the provisions of this chapter. The pharmacist 

may, in his or her discretion, withhold sale to any person whom the pharmacist reasonably believes 

is attempting to purchase excepted compounds, mixtures, or preparations for the purpose of 

abuse. 

(c)The total quantity of controlled substance listed in Schedule V which may be sold to any 

one purchaser within a given 48-hour period shall not exceed 120 milligrams of codeine, 60 

milligrams dihydrocodeine, 30 milligrams of ethyl morphine, or 240 milligrams of opium. 

(d)Nothing in this section shall be construed to limit the kind and quantity of any controlled 

substance that may be prescribed, administered, or dispensed to any person, or for the use of any 

person or animal, when it is prescribed, administered, or dispensed in compliance with the general 

provisions of this chapter. 

(4)The dextrorotatory isomer of 3-methoxy-n-methylmorphinan and its salts 

(dextromethorphan) shall not be deemed to be included in any schedule by reason of enactment of 

this chapter. 

History.—s. 8, ch. 73-331; s. 1, ch. 77-174; s. 6, ch. 80-354; s. 4, ch. 89-281; s. 2, ch. 93-92; s. 1440, ch. 97-102; 

s. 105, ch. 97-264; s. 12, ch. 99-186. 

893.O9Enforcement.— 

(1 )The Department of Law Enforcement, all state agencies which regulate professions or 

institutions affected by the provisions of this chapter, and all peace officers of the state shall 

enforce all provisions of this chapter except those specifically delegated, and shall cooperate with 



all agencies charged with the enforcement of the laws of the United States, this state, and all 

other states relating to controlled substances. 

(2)Any agency authorized to enforce this chapter shall have the right to institute an action in 

its own name to enjoin the violation of any of the provisions of this chapter. Said action for an 

injunction shall be in addition to any other action, proceeding, or remedy authorized by law. 

(3)All law enforcement officers whose duty it is to enforce this chapter shall have authority to 

administer oaths in connection with their official duties, and any person making a material false 

statement under oath before such law enforcement officers shall be deemed guilty of perjury and 

subject to the same punishment as prescribed for perjury. 

(4)It shall be unlawful and punishable as provided in chapter 843 for any person to interfere 

with any such law enforcement officer in the performance of the officer's official duties. It shall 

also be unlawful for any person falsely to represent himself or herself to be authorized to enforce 

the drug abuse laws of this state, the United States, or any other state. 

(5)No civil or criminal liability shall be imposed by virtue of this chapter upon any person 

whose duty it is to enforce the provisions of this chapter, by reason of his or her being lawfully 

engaged in the enforcement of any law or municipal ordinance relating to controlled substances. 

History.—s. 9, ch. 73-331; s. 1, ch. 77-174; s. 30, ch. 79-8; s. 1441, ch. 97-102. 

893.lOBurden of proof; photograph or video recording of evidence.— 

(1 )It is not necessary for the state to negative any exemption or exception set forth in this 

chapter in any indictment, information, or other pleading or in any trial, hearing, or other 

proceeding under this chapter, and the burden of going forward with the evidence with respect to 

any exemption or exception is upon the person claiming its benefit. 

(2)In the prosecution of an offense involving the manufacture of a controlled substance, a 

photograph or video recording of the manufacturing equipment used in committing the offense, 

including, but not limited to, grow lights, growing trays, and chemical fertilizers, may be 

introduced as competent evidence of the existence and use of the equipment and is admissible in 

the prosecution of the offense to the same extent as if the property were introduced as evidence. 

(3)After a law enforcement agency documents the manufacturing equipment by photography 

or video recording, the manufacturing equipment may be destroyed on site and left in disrepair. 

The law enforcement agency destroying the equipment is immune from civil liability for the 

destruction of the equipment. The destruction of the equipment must be recorded by the 

supervising law enforcement officer in the manner described ins. 893.12(1)(a), and records must 

be maintained for 24 months. 

History.—s. 10, ch. 73-331; s. 1442, ch. 97-102; s. 3, ch. 2008-184; s. 19, ch. 2010-117. 

893.101 Legislative findings and intent.— 

(1 )The Legislature finds that the cases of Scott v. State, Slip Opinion No. 5C94701 (Fla. 2002) 





a controlled substance or for conspiracy to sell, or traffic in, a controlled substance. The clerk of 

court shall provide electronic access to each state agency at no cost and also provide certified 

copies of the judgment upon request to the agency. Upon a showing by any such convicted 

defendant whose professional license has been suspended or revoked pursuant to this section that 

his or her civil rights have been restored or upon a showing that the convicted defendant meets the 

following criteria, the agency head may reinstate or reactivate such license when: 

(1 )The person has complied with the conditions of paragraphs (a) and (b) which shall be 

monitored by the Department of Corrections while the person is under any supervisory sanction. If 

the person fails to comply with provisions of these paragraphs by either failing to maintain 

treatment or by testing positive for drug use, the department shall notify the licensing agency, 

which shall revoke the license. The person under supervision may: 

(a)Seek evaluation and enrollment in, and once enrolled maintain enrollment in until 

completion, a drug treatment and rehabilitation program which is approved or regulated by the 

Department of Children and Family Services. The treatment and rehabilitation program shall be 

specified by: 

1 .The court, in the case of court-ordered supervisory sanctions; 

2.The Parole Commission, in the case of parole, control release, or conditional release; or 

3.The Department of Corrections, in the case of imprisonment or any other supervision 

required by law. 

(b)Submit to periodic urine drug testing pursuant to procedures prescribed by the Department 

of Corrections. If the person is indigent, the costs shall be paid by the Department of Corrections; 

or 

(2)The person has successfully completed an appropriate program under the Correctional 

Education Program. 

(3)As used in this section, the term "professional license" includes any license, permit, or 

certificate that authorizes a person to practice his or her profession. However, the term does not 

include any of the taxes, fees, or permits regulated, controlled, or administered by the 

Department of Revenue in accordance with s. 213.05. 

History.—s. 11, ch. 73-331; s. 1, ch. 77-117; s. 19, ch. 78-95; s. 3, ch. 90-266; s. 126, ch. 91-112; s. 14, ch. 95- 

325; s. 1443, ch. 97-102; s. 302, ch. 99-8; s. 18, ch. 2012-100. 

893.1 2Contraband; seizure, forfeiture, sale.— 

(1 )All substances controlled by this chapter and all listed chemicals, which substances or 

chemicals are handled, delivered, possessed, or distributed contrary to any provisions of this 

chapter, and all such controlled substances or listed chemicals the lawful possession of which is not 

established or the title to which cannot be ascertained, are declared to be contraband, are subject 

to seizure and confiscation by any person whose duty it is to enforce the provisions of the chapter, 



and shall be disposed of as follows: 

(a)Except as in this section otherwise provided, the court having jurisdiction shall order such 

controlled substances or listed chemicals forfeited and destroyed. A record of the place where said 

controlled substances or listed chemicals were seized, of the kinds and quantities of controlled 

substances or listed chemicals destroyed, and of the time, place, and manner of destruction shall 

be kept, and a return under oath reporting said destruction shall be made to the court by the 

officer who destroys them. 

(b)Upon written application by the Department of Health, the court by whom the forfeiture of 

such controlled substances or listed chemicals has been decreed may order the delivery of any of 

them to said department for distribution or destruction as hereinafter provided. 

(c)Upon application by any hospital or laboratory within the state not operated for private 

gain, the department may, in its discretion, deliver any controlled substances or listed chemicals 

that have come into its custody by authority of this section to the applicant for medical use. The 

department may from time to time deliver excess stocks of such controlled substances or listed 

chemicals to the United States Drug Enforcement Administration or destroy same. 

(d)The department shall keep a full and complete record of all controlled substances or listed 

chemicals received and of all controlled substances or listed chemicals disposed of, showing: 

1 .The exact kinds, quantities, and forms of such controlled substances or listed chemicals; 

2.The persons from whom received and to whom delivered; 

3.By whose authority received, delivered, and destroyed; and 

4.The dates of the receipt, disposal, or destruction, 

which record shall be open to inspection by all persons charged with the enforcement of federal 

and state drug abuse laws. 

(2)(a)Any vessel, vehicle, aircraft, or drug paraphernalia as defined in s. 893.145 which has 

been or is being used in violation of any provision of this chapter or in, upon, or by means of which 

any violation of this chapter has taken or is taking place may be seized and forfeited as provided by 

the Florida Contraband Forfeiture Act. 

(b)All real property, including any right, title, leasehold interest, and other interest in the 

whole of any lot or tract of land and any appurtenances or improvements, which real property is 

used, or intended to be used, in any manner or part, to commit or to facilitate the commission of, 

or which real property is acquired with proceeds obtained as a result of, a violation of any 

provision of this chapter related to a controlled substance described in s. 893.03(1) or (2) may be 

seized and forfeited as provided by the Florida Contraband Forfeiture Act except that no property 

shall be forfeited under this paragraph to the extent of an interest of an owner or lienholder by 

reason of any act or omission established by that owner or lienholder to have been committed or 

omitted without the knowledge or consent of that owner or lienholder. 



(c)A11 moneys, negotiable instruments, securities, and other things of value furnished or 

intended to be furnished by any person in exchange for a controlled substance described in s. 

893.03(1) or (2) or a listed chemical in violation of any provision of this chapter, all proceeds 

traceable to such an exchange, and all moneys, negotiable instruments, and securities used or 

intended to be used to facilitate any violation of any provision of this chapter or which are 

acquired with proceeds obtained in violation of any provision of this chapter may be seized and 

forfeited as provided by the Florida Contraband Forfeiture Act, except that no property shall be 

forfeited under this paragraph to the extent of an interest of an owner or lienholder by reason of 

any act or omission established by that owner or lienholder to have been committed or omitted 

without the knowledge or consent of that owner or lienholder. 

(d)All books, records, and research, including formulas, microfilm, tapes, and data which are 

used, or intended for use, or which are acquired with proceeds obtained, in violation of any 

provision of this chapter related to a controlled substance described in s. 893.03(1) or (2) or a 

listed chemical may be seized and forfeited as provided by the Florida Contraband Forfeiture Act. 

(e)If any of the property described in this subsection: 

1.Cannot be located; 

2.Has been transferred to, sold to, or deposited with, a third party; 

3.Has been placed beyond the jurisdiction of the court; 

4.Has been substantially diminished in value by any act or omission of the defendant; or 

5.Has been commingled with any property which cannot be divided without difficulty, 

the court shall order the forfeiture of any other property of the defendant up to the value of any 

property subject to forfeiture under this subsection. 

(3)Any law enforcement agency is empowered to authorize or designate officers, agents, or 

other persons to carry out the seizure provisions of this section. It shall be the duty of any officer, 

agent, or other person so authorized or designated, or authorized by law, whenever she or he shall 

discover any vessel, vehicle, aircraft, real property or interest in real property, money, negotiable 

instrument, security, book, record, or research which has been or is being used or intended to be 

used, or which is acquired with proceeds obtained, in violation of any of the provisions of this 

chapter, or in, upon, or by means of which any violation of this chapter has taken or is taking 

place, to seize such vessel, vehicle, aircraft, real property or interest in real property, money, 

negotiable instrument, security, book, record, or research and place it in the custody of such 

person as may be authorized or designated for that purpose by the respective law enforcement 

agency pursuant to these provisions. 

(4)The rights of any bona fide holder of a duly recorded mortgage or duly recorded vendor's 

privilege on the property seized under this chapter shall not be affected by the seizure. 

History.—s. 12, ch. 73-331; ss. 10, 11, ch. 74-385; s. 471, ch. 77-147; s. 185, ch. 79-164; s. 4, ch. 80-30; s. 9, ch. 



80-68; s. 5, ch. 89-148; s. 4, ch. 91 -279; s. 1444, ch. 97-102; s. 1, ch. 98-395; s. 303, ch. 99-8; s. 13, ch. 99-186; s. 

21, ch. 2000-320; s. 17, ch. 2004-11. 

893.1 3 Prohibited acts; penalties.— 

(1 )(a)Except as authorized by this chapter and chapter 499, it is unlawful for any person to 

sell, manufacture, or deliver, or possess with intent to sell, manufacture, or deliver, a controlled 

substance. Any person who violates this provision with respect to: 

1 .A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), or 

(2)(c)4., commits a felony of the second degree, punishable as provided in s. 775.082, s. 775.083, 

or s. 775.084. 

2.Acontrolled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the third degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

3.A controlled substance named or described in s. 893.03(5) commits a misdemeanor of the 

first degree, punishable as provided in s. 775.082 or s. 775.083. 

(b)Except as provided in this chapter, it is unlawful to sell or deliver in excess of 10 grams of 

any substance named or described in s. 893.03(1 )(a) or (1 )(b), or any combination thereof, or any 

mixture containing any such substance. Any person who violates this paragraph commits a felony of 

the first degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(c)Except as authorized by this chapter, it is unlawful for any person to sell, manufacture, or 

deliver, or possess with intent to sell, manufacture, or deliver, a controlled substance in, on, or 

within 1,000 feet of the real property comprising a child care facility as defined in s. 402.302 or a 

public or private elementary, middle, or secondary school between the hours of 6 a.m. and 12 

midnight, or at any time in, on, or within 1,000 feet of real property comprising a state, county, or 

municipal park, a community center, or a publicly owned recreational facility. For the purposes of 

this paragraph, the term "community center" means a facility operated by a nonprofit community- 

based organization for the provision of recreational, social, or educational services to the public. 

Any person who violates this paragraph with respect to: 

1 .A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), or 

(2)(c)4., commits a felony of the first degree, punishable as provided in s. 775.082, s. 775.083, or 

s. 775.084. The defendant must be sentenced to a minimum term of imprisonment of 3 calendar 

years unless the offense was committed within 1,000 feet of the real property comprising a child 

care facility as defined in s. 402.302. 

2.Acontrolled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the second degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

3.Any other controlled substance, except as lawfully sold, manufactured, or delivered, must 



be sentenced to pay a $500 fine and to serve 100 hours of public service in addition to any other 

penalty prescribed by law. 

This paragraph does not apply to a child care facility unless the owner or operator of the facility 

posts a sign that is not less than 2 square feet in size with a word legend identifying the facility as 

a licensed child care facility and that is posted on the property of the child care facility in a 

conspicuous place where the sign is reasonably visible to the public. 

(d)Except as authorized by this chapter, it is unlawful for any person to sell, manufacture, or 

deliver, or possess with intent to sell, manufacture, or deliver, a controlled substance in, on, or 

within 1,000 feet of the real property comprising a public or private college, university, or other 

postsecondary educational institution. Any person who violates this paragraph with respect to: 

1 .A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), or 

(2)(c)4., commits a felony of the first degree, punishable as provided in s. 775.082, s. 775.083, or 

s. 775.084. 

2.Acontrolled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the second degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

3.Any other controlled substance, except as lawfully sold, manufactured, or delivered, must 

be sentenced to pay a $500 fine and to serve 100 hours of public service in addition to any other 

penalty prescribed by law. 

(e)Except as authorized by this chapter, it is unlawful for any person to sell, manufacture, or 

deliver, or possess with intent to sell, manufacture, or deliver, a controlled substance not 

authorized by law in, on, or within 1 ,000 feet of a physical place for worship at which a church or 

religious organization regularly conducts religious services or within 1 ,000 feet of a convenience 

business as defined in s. 812.171. Any person who violates this paragraph with respect to: 

1 .A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), or 

(2)(c)4., commits a felony of the first degree, punishable as provided in s. 775.082, s. 775.083, or 

s. 775.084. 

2.Acontrolled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the second degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

3.Any other controlled substance, except as lawfully sold, manufactured, or delivered, must 

be sentenced to pay a $500 fine and to serve 100 hours of public service in addition to any other 

penalty prescribed by law. 

(f)Except as authorized by this chapter, it is unlawful for any person to sell, manufacture, or 

deliver, or possess with intent to sell, manufacture, or deliver, a controlled substance in, on, or 

within 1,000 feet of the real property comprising a public housing facility at any time. For purposes 





provision with respect to: 

1 .A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), or 

(2)(c)4., commits a felony of the second degree, punishable as provided in s. 775.082, s. 775.083, 

or s. 775.084. 

2.Acontrolled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the third degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

3.A controlled substance named or described in s. 893.03(5) commits a misdemeanor of the 

first degree, punishable as provided in s. 775.082 or s. 775.083. 

(b)Except as provided in this chapter, it is unlawful to purchase in excess of 10 grams of any 

substance named or described in s. 893.03(1 )(a) or (1 )(b), or any combination thereof, or any 

mixture containing any such substance. Any person who violates this paragraph commits a felony of 

the first degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(3)Any person who delivers, without consideration, not more than 20 grams of cannabis, as 

defined in this chapter, commits a misdemeanor of the first degree, punishable as provided in s. 

775.082 or s. 775.083. For the purposes of this paragraph, "cannabis" does not include the resin 

extracted from the plants of the genus Cannabis or any compound manufacture, salt, derivative, 

mixture, or preparation of such resin. 

(4)Except as authorized by this chapter, it is unlawful for any person 18 years of age or older 

to deliver any controlled substance to a person under the age of 18 years, or to use or hire a person 

under the age of 18 years as an agent or employee in the sale or delivery of such a substance, or to 

use such person to assist in avoiding detection or apprehension for a violation of this chapter. Any 

person who violates this provision with respect to: 

(a)A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), 

or (2)(c)4., commits a felony of the first degree, punishable as provided in s. 775.082, s. 775.083, 

or s. 775.084. 

(b)A controlled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the second degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

Imposition of sentence may not be suspended or deferred, nor shall the person so convicted be 

placed on probation. 

(5)It is unlawful for any person to bring into this state any controlled substance unless the 

possession of such controlled substance is authorized by this chapter or unless such person is 

licensed to do so by the appropriate federal agency. Any person who violates this provision with 

respect to: 

(a)A controlled substance named or described in s. 893.03(1 )(a), (1 )(b), (1 )(d), (2)(a), (2)(b), 



or (2)(c)4., commits a felony of the second degree, punishable as provided in s. 775.082, s. 

775.083, or s. 775.084. 

(b)A controlled substance named or described ins. 893.03(1)(c), (2)(c)1., (2)(c)2., (2)(c)3., 

(2)(c)5., (2)(c)6., (2)(c)7., (2)(c)8., (2)(c)9., (3), or (4) commits a felony of the third degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(c)A controlled substance named or described in s. 893.03(5) commits a misdemeanor of the 

first degree, punishable as provided in s. 775.082 or s. 775.083. 

(6)(a)It is unlawful for any person to be in actual or constructive possession of a controlled 

substance unless such controlled substance was lawfully obtained from a practitioner or pursuant 

to a valid prescription or order of a practitioner while acting in the course of his or her professional 

practice or to be in actual or constructive possession of a controlled substance except as otherwise 

authorized by this chapter. Any person who violates this provision commits a felony of the third 

degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(b)If the offense is the possession of not more than 20 grams of cannabis, as defined in this 

chapter, or 3 grams or less of a controlled substance described ins. 893.03(1)(c)46.-50. and 114.- 

142., the person commits a misdemeanor of the first degree, punishable as provided in s. 775.082 

or s. 775.083. For the purposes of this subsection, "cannabis" does not include the resin extracted 

from the plants of the genus Cannabis, or any compound manufacture, salt, derivative, mixture, or 

preparation of such resin, and a controlled substance described in s. 893.03(1 )(c)46.-50. and 114.- 

142. does not include the substance in a powdered form. 

(c)Except as provided in this chapter, it is unlawful to possess in excess of 10 grams of any 

substance named or described in s. 893.03(1 )(a) or (1 )(b), or any combination thereof, or any 

mixture containing any such substance. Any person who violates this paragraph commits a felony of 

the first degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(d)Notwithstanding any provision to the contrary of the laws of this state relating to arrest, a 

law enforcement officer may arrest without warrant any person who the officer has probable cause 

to believe is violating the provisions of this chapter relating to possession of cannabis. 

(7)(a)A person may not: 

1 .Distribute or dispense a controlled substance in violation of this chapter. 

2.Refuse or fail to make, keep, or furnish any record, notification, order form, statement, 

invoice, or information required under this chapter. 

3.Refuse entry into any premises for any inspection or refuse to allow any inspection 

authorized by this chapter. 

4.Distribute a controlled substance named or described in s. 893.03(1) or (2) except pursuant 

to an order form as required by s. 893.06. 

5.Keep or maintain any store, shop, warehouse, dwelling, building, vehicle, boat, aircraft, or 



other structure or place which is resorted to by persons using controlled substances in violation of 

this chapter for the purpose of using these substances, or which is used for keeping or selling them 

in violation of this chapter. 

6.Use to his or her own personal advantage, or reveal, any information obtained in 

enforcement of this chapter except in a prosecution or administrative hearing for a violation of this 

chapter. 

7.Possess a prescription form which has not been completed and signed by the practitioner 

whose name appears printed thereon, unless the person is that practitioner, is an agent or 

employee of that practitioner, is a pharmacist, or is a supplier of prescription forms who is 

authorized by that practitioner to possess those forms. 

8.Withhold information from a practitioner from whom the person seeks to obtain a controlled 

substance or a prescription for a controlled substance that the person making the request has 

received a controlled substance or a prescription for a controlled substance of like therapeutic use 

from another practitioner within the previous 30 days. 

9.Acquire or obtain, or attempt to acquire or obtain, possession of a controlled substance by 

misrepresentation, fraud, forgery, deception, or subterfuge. 

10.Affix any false or forged label to a package or receptacle containing a controlled 

substance. 

11 .Furnish false or fraudulent material information in, or omit any material information from, 

any report or other document required to be kept or filed under this chapter or any record 

required to be kept by this chapter. 

12.Store anhydrous ammonia in a container that is not approved by the United States 

Department of Transportation to hold anhydrous ammonia or is not constructed in accordance with 

sound engineering, agricultural, or commercial practices. 

13.With the intent to obtain a controlled substance or combination of controlled substances 

that are not medically necessary for the person or an amount of a controlled substance or 

substances that is not medically necessary for the person, obtain or attempt to obtain from a 

practitioner a controlled substance or a prescription for a controlled substance by 

misrepresentation, fraud, forgery, deception, subterfuge, or concealment of a material fact. For 

purposes of this subparagraph, a material fact includes whether the person has an existing 

prescription for a controlled substance issued for the same period of time by another practitioner 

or as described in subparagraph 8. 

(b)A health care practitioner, with the intent to provide a controlled substance or combination 

of controlled substances that are not medically necessary to his or her patient or an amount of 

controlled substances that is not medically necessary for his or her patient, may not provide a 

controlled substance or a prescription for a controlled substance by misrepresentation, fraud, 



forgery, deception, subterfuge, or concealment of a material fact. For purposes of this paragraph, 

a material fact includes whether the patient has an existing prescription for a controlled substance 

issued for the same period of time by another practitioner or as described in subparagraph (a)8. 

(c)Any person who violates the provisions of subparagraphs (a)1 . -7. commits a misdemeanor of 

the first degree, punishable as provided in s. 775.082 or s. 775.083; except that, upon a second or 

subsequent violation, the person commits a felony of the third degree, punishable as provided in s. 

775.082, s. 775.083, or s. 775.084. 

(d)Any person who violates the provisions of subparagraphs (a)8.-12. commits a felony of the 

third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(e)A person or health care practitioner who violates the provisions of subparagraph (a)13. or 

paragraph (b) commits a felony of the third degree, punishable as provided in s. 775.082, s. 

775.083, or s. 775.084, if any controlled substance that is the subject of the offense is listed in 

Schedule II, Schedule III, or Schedule IV. 

(8)(a)Notwithstanding subsection (9), a prescribing practitioner may not: 

1 .Knowingly assist a patient, other person, or the owner of an animal in obtaining a controlled 

substance through deceptive, untrue, or fraudulent representations in or related to the practice of 

the prescribing practitioner's professional practice; 

2.Employ a trick or scheme in the practice of the prescribing practitioner's professional 

practice to assist a patient, other person, or the owner of an animal in obtaining a controlled 

substance; 

3.Knowingly write a prescription for a controlled substance for a fictitious person; or 

4.Write a prescription for a controlled substance for a patient, other person, or an animal if 

the sole purpose of writing such prescription is to provide a monetary benefit to, or obtain a 

monetary benefit for, the prescribing practitioner. 

(b)If the prescribing practitioner wrote a prescription or multiple prescriptions for a controlled 

substance for the patient, other person, or animal for which there was no medical necessity, or 

which was in excess of what was medically necessary to treat the patient, other person, or animal, 

that fact does not give rise to any presumption that the prescribing practitioner violated 

subparagraph (a)1., but may be considered with other competent evidence in determining whether 

the prescribing practitioner knowingly assisted a patient, other person, or the owner of an animal 

to obtain a controlled substance in violation of subparagraph (a)1. 

(c)A person who violates paragraph (a) commits a felony of the third degree, punishable as 

provided in s. 775.082, s. 775.083, or s. 775.084. 

(d)Notwithstanding paragraph (c), if a prescribing practitioner has violated paragraph (a) and 

received $1 ,000 or more in payment for writing one or more prescriptions or, in the case of a 

prescription written for a controlled substance described in s. 893.135, has written one or more 





s. 11, ch. 2002-78; s. 2, ch. 2002-81; s. 3, ch. 2003-10; s. 1, ch. 2003-95; s. 2, ch. 2005-128; s. 108, ch. 2006-197; s. 

2, ch. 2006-306; s. 2, ch. 2008-88; s. 6, ch. 2010-113; ss. 3,4, ch. 2011-73; s. 2, ch. 2011-90; s. 26, ch. 2011-141; s. 

2, ch. 201 2-23. 

893.1 35Trafficking; mandatory sentences; suspension or reduction of sentences; 

conspiracy to engage in trafficking.— 

(1 )Except as authorized in this chapter or in chapter 499 and notwithstanding the provisions of 

s. 893.13: 

(a)Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, in excess of 25 pounds of 

cannabis, or 300 or more cannabis plants, commits a felony of the first degree, which felony shall 

be known as "trafficking in cannabis," punishable as provided in s. 775.082, s. 775.083, or s. 

775.084. If the quantity of cannabis involved: 

1.Is in excess of 25 pounds, but less than 2,000 pounds, or is 300 or more cannabis plants, but 

not more than 2,000 cannabis plants, such person shall be sentenced to a mandatory minimum 

term of imprisonment of 3 years, and the defendant shall be ordered to pay a fine of $25,000. 

2.Is 2,000 pounds or more, but less than 10,000 pounds, or is 2,000 or more cannabis plants, 

but not more than 10,000 cannabis plants, such person shall be sentenced to a mandatory minimum 

term of imprisonment of 7 years, and the defendant shall be ordered to pay a fine of $50,000. 

3.Is 10,000 pounds or more, or is 10,000 or more cannabis plants, such person shall be 

sentenced to a mandatory minimum term of imprisonment of 15 calendar years and pay a fine of 

$200,000. 

For the purpose of this paragraph, a plant, including, but not limited to, a seedling or cutting, is 

a "cannabis plant" if it has some readily observable evidence of root formation, such as root hairs. 

To determine if a piece or part of a cannabis plant severed from the cannabis plant is itself a 

cannabis plant, the severed piece or part must have some readily observable evidence of root 

formation, such as root hairs. Callous tissue is not readily observable evidence of root formation. 

The viability and sex of a plant and the fact that the plant may or may not be a dead harvested 

plant are not relevant in determining if the plant is a "cannabis plant" or in the charging of an 

offense under this paragraph. Upon conviction, the court shall impose the longest term of 

imprisonment provided for in this paragraph. 

(b)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 28 grams or more of cocaine, as 

described ins. 893.03(2)(a)4., or of any mixture containing cocaine, but less than 150 kilograms of 

cocaine or any such mixture, commits a felony of the first degree, which felony shall be known as 

"trafficking in cocaine," punishable as provided in s. 775.082, s. 775.083, or s. 775.084. If the 

quantity involved: 



a.Is 28 grams or more, but less than 200 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a fine of 

$50,000. 

b.Is 200 grams or more, but less than 400 grams, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a 

fine of $100,000. 

c.Is 400 grams or more, but less than 150 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 15 calendar years and pay a fine of $250,000. 

2.Any person who knowingly sells, purchases, manufactures, delivers, or brings into this state, 

or who is knowingly in actual or constructive possession of, 1 50 kilograms or more of cocaine, as 

described in s. 893.03(2)(a)4., commits the first degree felony of trafficking in cocaine. A person 

who has been convicted of the first degree felony of trafficking in cocaine under this subparagraph 

shall be punished by life imprisonment and is ineligible for any form of discretionary early release 

except pardon or executive clemency or conditional medical release under s. 947.149. However, if 

the court determines that, in addition to committing any act specified in this paragraph: 

a.The person intentionally killed an individual or counseled, commanded, induced, procured, 

or caused the intentional killing of an individual and such killing was the result; or 

b.The person's conduct in committing that act led to a natural, though not inevitable, lethal 

resu It, 

such person commits the capital felony of trafficking in cocaine, punishable as provided in ss. 

775.082 and 921.142. Any person sentenced for a capital felony under this paragraph shall also be 

sentenced to pay the maximum fine provided under subparagraph 1. 

3.Any person who knowingly brings into this state 300 kilograms or more of cocaine, as 

described in s. 893.03(2)(a)4., and who knows that the probable result of such importation would 

be the death of any person, commits capital importation of cocaine, a capital felony punishable as 

provided in ss. 775.082 and 921.142. Any person sentenced for a capital felony under this 

paragraph shall also be sentenced to pay the maximum fine provided under subparagraph 1. 

(c)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 4 grams or more of any 

morphine, opium, oxycodone, hydrocodone, hydromorphone, or any salt, derivative, isomer, or salt 

of an isomer thereof, including heroin, as described ins. 893.03(1)(b), (2)(a), (3)(c)3., or (3)(c)4., 

or 4 grams or more of any mixture containing any such substance, but less than 30 kilograms of 

such substance or mixture, commits a felony of the first degree, which felony shall be known as 

"trafficking in illegal drugs," punishable as provided in s. 775.082, s. 775.083, or s. 775.084. If the 

quantity involved: 

a.Is 4 grams or more, but less than 14 grams, such person shall be sentenced to a mandatory 



minimum term of imprisonment of 3 years, and the defendant shalt be ordered to pay a fine of 

$50,000. 

b.Is 14 grams or more, but less than 28 grams, such person shalt be sentenced to a mandatory 

minimum term of imprisonment of 15 years, and the defendant shall be ordered to pay a fine of 

$100,000. 

c.Is 28 grams or more, but less than 30 kilograms, such person shalt be sentenced to a 

mandatory minimum term of imprisonment of 25 calendar years and pay a fine of $500,000. 

2.Any person who knowingly sells, purchases, manufactures, delivers, or brings into this state, 

or who is knowingly in actual or constructive possession of, 30 kilograms or more of any morphine, 

opium, oxycodone, hydrocodone, hydromorphone, or any salt, derivative, isomer, or salt of an 

isomer thereof, including heroin, as described in s. 893.03(1 )(b), (2)(a), (3)(c)3., or (3)(c)4., or 30 

kilograms or more of any mixture containing any such substance, commits the first degree felony of 

trafficking in illegal drugs. A person who has been convicted of the first degree felony of trafficking 

in illegal drugs under this subparagraph shall be punished by life imprisonment and is ineligible for 

any form of discretionary early release except pardon or executive clemency or conditional medical 

release under s. 947.149. However, if the court determines that, in addition to committing any act 

specified in this paragraph: 

a.The person intentionally killed an individual or counseled, commanded, induced, procured, 

or caused the intentional killing of an individual and such killing was the result; or 

b.The person's conduct in committing that act led to a natural, though not inevitable, lethal 

resu It, 

such person commits the capital felony of trafficking in illegal drugs, punishable as provided in 

ss. 775.082 and 921.142. Any person sentenced for a capital felony under this paragraph shall also 

be sentenced to pay the maximum fine provided under subparagraph 1. 

3.Any person who knowingly brings into this state 60 kilograms or more of any morphine, 

opium, oxycodone, hydrocodone, hydromorphone, or any salt, derivative, isomer, or salt of an 

isomer thereof, including heroin, as described in s. 893.03(1 )(b), (2)(a), (3)(c)3., or (3)(c)4., or 60 

kilograms or more of any mixture containing any such substance, and who knows that the probable 

result of such importation would be the death of any person, commits capital importation of illegal 

drugs, a capital felony punishable as provided in ss. 775.082 and 921.142. Any person sentenced for 

a capital felony under this paragraph shall also be sentenced to pay the maximum fine provided 

under subparagraph 1. 

(d)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 28 grams or more of 

phencyclidine or of any mixture containing phencyclidine, as described in s. 893.03(2)(b), commits 

a felony of the first degree, which felony shall be known as "trafficking in phencyclidine," 





amphetamine, as described in s. 893.03(2)(c)2., or methamphetamine, as described in s. 

893.03(2)(c)4., or of any mixture containing amphetamine or methamphetamine, or 

phenylacetone, phenylacetic acid, pseudoephedrine, or ephedrine in conjunction with other 

chemicals and equipment utilized in the manufacture of amphetamine or methamphetamine, 

commits a felony of the first degree, which felony shall be known as "trafficking in amphetamine," 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. If the quantity involved: 

a.Is 14 grams or more, but less than 28 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a fine of 

$50,000. 

b.Is 28 grams or more, but less than 200 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a fine of 

$100,000. 

c.Is 200 grams or more, such person shall be sentenced to a mandatory minimum term of 

imprisonment of 15 calendar years and pay a fine of $250,000. 

2.Any person who knowingly manufactures or brings into this state 400 grams or more of 

amphetamine, as described in s. 893.03(2)(c)2., or methamphetamine, as described in s. 

893.03(2)(c)4., or of any mixture containing amphetamine or methamphetamine, or 

phenylacetone, phenylacetic acid, pseudoephedrine, or ephedrine in conjunction with other 

chemicals and equipment used in the manufacture of amphetamine or methamphetamine, and who 

knows that the probable result of such manufacture or importation would be the death of any 

person commits capital manufacture or importation of amphetamine, a capital felony punishable as 

provided in 55. 775.082 and 921.142. Any person sentenced for a capital felony under this 

paragraph shall also be sentenced to pay the maximum fine provided under subparagraph 1. 

(g)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 4 grams or more of flunitrazepam 

or any mixture containing flunitrazepam as described in s. 893.03(1 )(a) commits a felony of the 

first degree, which felony shall be known as "trafficking in flunitrazepam," punishable as provided 

in s. 775.082, s. 775.083, or s. 775.084. If the quantity involved: 

a.Is 4 grams or more but less than 14 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a fine of 

$50,000. 

b.Is 14 grams or more but less than 28 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a fine of 

$100,000. 

c.Is 28 grams or more but less than 30 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 25 calendar years and pay a fine of $500,000. 



2.Any person who knowingly sells, purchases, manufactures, delivers, or brings into this state 

or who is knowingly in actual or constructive possession of 30 kilograms or more of flunitrazepam or 

any mixture containing flunitrazepam as described ins. 893.03(1)(a) commits the first degree 

felony of trafficking in flunitrazepam. A person who has been convicted of the first degree felony 

of trafficking in flunitrazepam under this subparagraph shall be punished by life imprisonment and 

is ineligible for any form of discretionary early release except pardon or executive clemency or 

conditional medical release under s. 947.149. However, if the court determines that, in addition to 

committing any act specified in this paragraph: 

a.The person intentionally killed an individual or counseled, commanded, induced, procured, 

or caused the intentional killing of an individual and such killing was the result; or 

b.The person's conduct in committing that act led to a natural, though not inevitable, lethal 

resu It, 

such person commits the capital felony of trafficking in flunitrazepam, punishable as provided in 

ss. 775.082 and 921.142. Any person sentenced for a capital felony under this paragraph shall also 

be sentenced to pay the maximum fine provided under subparagraph 1. 

(h)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 1 kilogram or more of gamma- 

hydroxybutyric acid (GHB), as described ins. 893.03(1)(d), or any mixture containing gamma- 

hydroxybutyric acid (GHB), commits a felony of the first degree, which felony shall be known as 

"trafficking in gamma-hydroxybutyric acid (GHB)," punishable as provided in s. 775.082, s. 

775.083, or s. 775.084. If the quantity involved: 

a.Is 1 kilogram or more but less than 5 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a 

fine of $50,000. 

b.Is 5 kilograms or more but less than 10 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a 

fine of $100,000. 

c.Is 10 kilograms or more, such person shall be sentenced to a mandatory minimum term of 

imprisonment of 15 calendar years and pay a fine of $250,000. 

2.Any person who knowingly manufactures or brings into this state 150 kilograms or more of 

gamma-hydroxybutyric acid (GHB), as described in s. 893.03(1 )(d), or any mixture containing 

gamma-hydroxybutyric acid (GHB), and who knows that the probable result of such manufacture or 

importation would be the death of any person commits capital manufacture or importation of 

gamma-hydroxybutyric acid (GHB), a capital felony punishable as provided in ss. 775.082 and 

921.142. Any person sentenced for a capital felony under this paragraph shall also be sentenced to 

pay the maximum fine provided under subparagraph 1. 



(i)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 1 kilogram or more of gamma- 

butyrolactone (GBL), as described in s. 893.03(1 )(d), or any mixture containing gamma- 

butyrolactone (GBL), commits a felony of the first degree, which felony shall be known as 

"trafficking in gamma-butyrolactone (GBL)," punishable as provided in s. 775.082, s. 775.083, or s. 

775.084. If the quantity involved: 

a.Is 1 kilogram or more but less than 5 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a 

fine of $50,000. 

b.Is 5 kilograms or more but less than 10 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a 

fine of $100,000. 

c.Is 10 kilograms or more, such person shall be sentenced to a mandatory minimum term of 

imprisonment of 15 calendar years and pay a fine of $250,000. 

2.Any person who knowingly manufactures or brings into the state 150 kilograms or more of 

gamma-butyrolactone (GBL), as described ins. 893.03(1)(d), or any mixture containing gamma- 

butyrolactone (GBL), and who knows that the probable result of such manufacture or importation 

would be the death of any person commits capital manufacture or importation of gamma- 

butyrolactone (GBL), a capital felony punishable as provided in ss. 775.082 and 921.142. Any 

person sentenced for a capital felony under this paragraph shall also be sentenced to pay the 

maximum fine provided under subparagraph 1. 

(j)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 1 kilogram or more of 1 ,4- 

Butanediol as described in s. 893.03(1 )(d), or of any mixture containing 1 ,4-Butanediol, commits a 

felony of the first degree, which felony shall be known as "trafficking in 1,4-Butanediol," 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. If the quantity involved: 

a.Is 1 kilogram or more, but less than 5 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a 

fine of $50,000. 

b.Is 5 kilograms or more, but less than 10 kilograms, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a 

fine of $100,000. 

c.Is 10 kilograms or more, such person shall be sentenced to a mandatory minimum term of 

imprisonment of 15 calendar years and pay a fine of $500,000. 

2.Any person who knowingly manufactures or brings into this state 150 kilograms or more of 

1 ,4-Butanediol as described in s. 893.03(1 )(d), or any mixture containing 1 ,4-Butanediol, and who 



knows that the probable result of such manufacture or importation would be the death of any 

person commits capital manufacture or importation of 1 ,4-Butanediol, a capital felony punishable 

as provided in ss. 775.082 and 921.142. Any person sentenced for a capital felony under this 

paragraph shall also be sentenced to pay the maximum fine provided under subparagraph 1. 

(k)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 10 grams or more of any of the 

following substances described in s. 893.03(1 )(a) or (c): 

a.3,4-Methylenedioxymethamphetamine (MDMA); 

b.4-Bromo-2, 5-dimethoxyamphetamine; 

c.4-Bromo-2 , 5-dimethoxyphenethylamine; 

d.2,5-Dimethoxyamphetamine; 

e.2, 5-Dimethoxy-4-ethylamphetamine (DOET); 

f. N-ethylamphetamine; 

g. N - Hydroxy-3,4-methylenedioxyamphetamine; 

h. 5-Methoxy-3 ,4-methylenedioxyamphetamine; 

i.4-methoxyamphetamine; 

j .4-methoxymethamphetamine; 

k.4-Methyl-2, 5-dimethoxyamphetamine; 

1.3 ,4-Methylenedioxy-N -ethylamphetamine; 

m .3 ,4-Methylenedioxyamphetamine; 

n.N,N-dimethylamphetamine; or 

o.3,4,5-Trimethoxyamphetamine, 

individually or in any combination of or any mixture containing any substance listed in sub- 

subparagraphs a.-o., commits a felony of the first degree, which felony shall be known as 

"trafficking in Phenethylamines," punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

2.If the quantity involved: 

a.Is 10 grams or more but less than 200 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a fine of 

$50,000. 

b.Is 200 grams or more, but less than 400 grams, such person shall be sentenced to a 

mandatory minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a 

fine of $100,000. 

c.Is 400 grams or more, such person shall be sentenced to a mandatory minimum term of 

imprisonment of 15 calendar years and pay a fine of $250,000. 

3.Any person who knowingly manufactures or brings into this state 30 kilograms or more of any 

of the following substances described in s. 893.03(1 )(a) or (c): 



a.3,4-Methylenedioxymethamphetamine (MDMA); 

b.4-Bromo-2, 5-dimethoxyamphetamine; 

c.4-Bromo-2 , 5-dimethoxyphenethylamine; 

d.2,5-Dimethoxyamphetamine; 

e.2, 5-Dimethoxy-4-ethylamphetamine (DOET); 

f. N-ethylamphetamine; 

g. N - Hydroxy-3,4-methylenedioxyamphetamine; 

h. 5-Methoxy-3 ,4-methylenedioxyamphetamine; 

i.4-methoxyamphetamine; 

j .4-methoxymethamphetamine; 

k.4-Methyl-2, 5-dimethoxyamphetamine; 

1.3 ,4-Methylenedioxy-N -ethylamphetamine; 

m .3 ,4-Methylenedioxyamphetamine; 

n.N,N-dimethylamphetamine; or 

o.3,4,5-Trimethoxyamphetamine, 

individually or in any combination of or any mixture containing any substance listed in sub- 

subparagraphs a.-o., and who knows that the probable result of such manufacture or importation 

would be the death of any person commits capital manufacture or importation of Phenethylamines, 

a capital felony punishable as provided in ss. 775.082 and 921.142. Any person sentenced for a 

capital felony under this paragraph shall also be sentenced to pay the maximum fine provided 

under subparagraph 1. 

(1)1 .Any person who knowingly sells, purchases, manufactures, delivers, or brings into this 

state, or who is knowingly in actual or constructive possession of, 1 gram or more of lysergic acid 

diethylamide (LSD) as described in s. 893.03(1 )(c), or of any mixture containing lysergic acid 

diethylamide (LSD), commits a felony of the first degree, which felony shall be known as 

"trafficking in lysergic acid diethylamide (LSD)," punishable as provided in s. 775.082, s. 775.083, 

or s. 775.084. If the quantity involved: 

a.Is 1 gram or more, but less than 5 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 3 years, and the defendant shall be ordered to pay a fine of 

$50,000. 

b.Is 5 grams or more, but less than 7 grams, such person shall be sentenced to a mandatory 

minimum term of imprisonment of 7 years, and the defendant shall be ordered to pay a fine of 

$100,000. 

c.Is 7 grams or more, such person shall be sentenced to a mandatory minimum term of 

imprisonment of 15 calendar years and pay a fine of $500,000. 

2.Any person who knowingly manufactures or brings into this state 7 grams or more of lysergic 



acid diethylamide (LSD) as described in s. 893.03(1 )(c), or any mixture containing lysergic acid 

diethylamide (LSD), and who knows that the probable result of such manufacture or importation 

would be the death of any person commits capital manufacture or importation of lysergic acid 

diethylamide (LSD), a capital felony punishable as provided in ss. 775.082 and 921.142. Any person 

sentenced for a capital felony under this paragraph shall also be sentenced to pay the maximum 

fine provided under subparagraph 1. 

(2)A person acts knowingly under subsection (1) if that person intends to sell, purchase, 

manufacture, deliver, or bring into this state, or to actually or constructively possess, any of the 

controlled substances listed in subsection (1), regardless of which controlled substance listed in 

subsection (1) is in fact sold, purchased, manufactured, delivered, or brought into this state, or 

actually or constructively possessed. 

(3)Notwithstanding the provisions of s. 948.01, with respect to any person who is found to 

have violated this section, adjudication of guilt or imposition of sentence shall not be suspended, 

deferred, or withheld, nor shall such person be eligible for parole prior to serving the mandatory 

minimum term of imprisonment prescribed by this section. A person sentenced to a mandatory 

minimum term of imprisonment under this section is not eligible for any form of discretionary early 

release, except pardon or executive clemency or conditional medical release under s. 947.149, 

prior to serving the mandatory minimum term of imprisonment. 

(4)The state attorney may move the sentencing court to reduce or suspend the sentence of 

any person who is convicted of a violation of this section and who provides substantial assistance in 

the identification, arrest, or conviction of any of that person's accomplices, accessories, 

coconspirators, or principals or of any other person engaged in trafficking in controlled substances. 

The arresting agency shall be given an opportunity to be heard in aggravation or mitigation in 

reference to any such motion. Upon good cause shown, the motion may be filed and heard in 

camera. The judge hearing the motion may reduce or suspend the sentence if the judge finds that 

the defendant rendered such substantial assistance. 

(5)Any person who agrees, conspires, combines, or confederates with another person to 

commit any act prohibited by subsection (1) commits a felony of the first degree and is punishable 

as if he or she had actually committed such prohibited act. Nothing in this subsection shall be 

construed to prohibit separate convictions and sentences for a violation of this subsection and any 

violation of subsection (1). 

(6)A mixture, as defined in s. 893.02, containing any controlled substance described in this 

section includes, but is not limited to, a solution or a dosage unit, including but not limited to, a 

pill or tablet, containing a controlled substance. For the purpose of clarifying legislative intent 

regarding the weighing of a mixture containing a controlled substance described in this section, the 

weight of the controlled substance is the total weight of the mixture, including the controlled 



substance and any other substance in the mixture. If there is more than one mixture containing the 

same controlled substance, the weight of the controlled substance is calculated by aggregating the 

total weight of each mixture. 

(7)For the purpose of further clarifying legislative intent, the Legislature finds that the 

opinion in Hayes v. State, 750 So. 2d 1 (Fla. 1999) does not correctly construe legislative intent. 

The Legislature finds that the opinions in State v. Hayes, 720 So. 2d 1095 (Fla. 4th DCA 1998) and 

State v. Baxley, 684 So. 2d 831 (Fla. 5th DCA 1996) correctly construe legislative intent. 

History.—s. 1, ch. 79-1; s. 1, ch. 80-70; s. 2, ch. 80-353; s. 491, ch. 81-259; s. 1, ch. 82-2; s. 3, ch. 82-16; s. 53, 

ch. 83-21 5; s. 5, ch. 87-243; ss. 1, 4, ch. 89-281; s. 1, ch. 90-112; s. 3, ch. 93-92; s. 24, ch. 93-406; s. 15, ch. 95- 

184; s. 5, ch. 95-415; s. 54, ch. 96-388; s. 3, ch. 97-1; s. 1828, ch. 97-102; s. 23, ch. 97-194; s. 9, ch. 99-188; s. 4, 

ch. 2000-320; s. 2, ch. 2001 -55; S. 7, ch. 2001 -57; ss. 1, 2, 3, ch. 2002-212; s. 4, ch. 2003-10; s. 3, ch. 2005-128; s. 

7, ch. 2008-184; s. 5, ch. 2011-73; s. 3, ch. 2011-90. 

893.l35lOwnership, lease, rental, or possession for trafficking in or manufacturing a 

controlled substance.— 

(1 )A person may not own, lease, or rent any place, structure, or part thereof, trailer, or other 

conveyance with the knowledge that the place, structure, trailer, or conveyance will be used for 

the purpose of trafficking in a controlled substance, as provided in s. 893.135; for the sale of a 

controlled substance, as provided in s. 893.13; or for the manufacture of a controlled substance 

intended for sale or distribution to another. A person who violates this subsection commits a felony 

of the third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(2)A person may not knowingly be in actual or constructive possession of any place, structure, 

or part thereof, trailer, or other conveyance with the knowledge that the place, structure, or part 

thereof, trailer, or conveyance will be used for the purpose of trafficking in a controlled substance, 

as provided in s. 893.135; for the sale of a controlled substance, as provided in s. 893.13; or for the 

manufacture of a controlled substance intended for sale or distribution to another. A person who 

violates this subsection commits a felony of the second degree, punishable as provided in s. 

775.082, s. 775.083, or s. 775.084. 

(3)A person who is in actual or constructive possession of a place, structure, trailer, or 

conveyance with the knowledge that the place, structure, trailer, or conveyance is being used to 

manufacture a controlled substance intended for sale or distribution to another and who knew or 

should have known that a minor is present or resides in the place, structure, trailer, or conveyance 

commits a felony of the first degree, punishable as provided in s. 775.082, s. 775.083, or s. 

775.084. 

(4)For the purposes of this section, proof of the possession of 25 or more cannabis plants 

constitutes prima facie evidence that the cannabis is intended for sale or distribution. 

History.—s. 1, ch. 91-118; s. 10, ch. 99-188; s. 22, ch. 2000-320; s. 1, ch. 2002-212; s. 14, ch. 2005-128; s. 2, ch. 



2008-184. 

893.l38Local administrative action to abate drug-related, prostitution-related, or stolen- 

property-related public nuisances and criminal gang activity.— 

(1 )It is the intent of this section to promote, protect, and improve the health, safety, and 

welfare of the citizens of the counties and municipalities of this state by authorizing the creation 

of administrative boards with authority to impose administrative fines and other noncriminal 

penalties in order to provide an equitable, expeditious, effective, and inexpensive method of 

enforcing ordinances in counties and municipalities under circumstances when a pending or 

repeated violation continues to exist. 

(2)Any place or premises that has been used: 

(a)On more than two occasions within a 6-month period, as the site of a violation of s. 796.07; 

(b)On more than two occasions within a 6-month period, as the site of the unlawful sale, 

delivery, manufacture, or cultivation of any controlled substance; 

(c)On one occasion as the site of the unlawful possession of a controlled substance, where 

such possession constitutes a felony and that has been previously used on more than one occasion 

as the site of the unlawful sale, delivery, manufacture, or cultivation of any controlled substance; 

(d)By a criminal gang for the purpose of conducting criminal gang activity as defined by s. 

874.03; or 

(e)On more than two occasions within a 6-month period, as the site of a violation of s. 812.019 

relating to dealing in stolen property 

may be declared to be a public nuisance, and such nuisance may be abated pursuant to the 

procedures provided in this section. 

(3)Any pain-management clinic, as described in s. 458.3265 or s. 459.0137, which has been 

used on more than two occasions within a 6-month period as the site of a violation of: 

(a)Section 784.011, s. 784.021, s. 784.03, or s. 784.045, relating to assault and battery; 

(b)Section 810.02, relating to burglary; 

(c)Section 812.014, relating to dealing in theft; 

(d)Section 812.131, relating to robbery by sudden snatching; or 

(e)Section 893.13, relating to the unlawful distribution of controlled substances, 

may be declared to be a public nuisance, and such nuisance may be abated pursuant to the 

procedures provided in this section. 

(4)Any county or municipality may, by ordinance, create an administrative board to hear 

complaints regarding the nuisances described in subsection (2). Any employee, officer, or resident 

of the county or municipality may bring a complaint before the board after giving not less than 3 

days' written notice of such complaint to the owner of the place or premises at his or her last 

known address. After a hearing in which the board may consider any evidence, including evidence 



of the general reputation of the place or premises, and at which the owner of the premises shall 

have an opportunity to present evidence in his or her defense, the board may declare the place or 

premises to be a public nuisance as described in subsection (2). 

(5)If the board declares a place or premises to be a public nuisance, it may enter an order 

requiring the owner of such place or premises to adopt such procedure as may be appropriate 

under the circumstances to abate any such nuisance or it may enter an order immediately 

prohibiting: 

(a)The maintaining of the nuisance; 

(b)The operating or maintaining of the place or premises, including the closure of the place or 

premises or any part thereof; or 

(c)The conduct, operation, or maintenance of any business or activity on the premises which is 

conducive to such nuisance. 

(6)An order entered under subsection (5) shall expire after 1 year or at such earlier time as is 

stated in the order. 

(7)An order entered under subsection (5) may be enforced pursuant to the procedures 

contained in s. 120.69. This subsection does not subject a municipality that creates a board under 

this section, or the board so created, to any other provision of chapter 120. 

(8)The board may bring a complaint under s. 60.05 seeking temporary and permanent 

injunctive relief against any nuisance described in subsection (2). 

(9)This section does not restrict the right of any person to proceed under s. 60.05 against any 

public nuisance. 

(10)As used in this section, the term "controlled substance" includes any substance sold in lieu 

of a controlled substance in violation of s. 817.563 or any imitation controlled substance defined in 

s. 817.564. 

(11 )The provisions of this section may be supplemented by a county or municipal ordinance. 

The ordinance may include, but is not limited to, provisions that establish additional penalties for 

public nuisances, including fines not to exceed $250 per day; provide for the payment of 

reasonable costs, including reasonable attorney fees associated with investigations of and hearings 

on public nuisances; provide for continuing jurisdiction for a period of 1 year over any place or 

premises that has been or is declared to be a public nuisance; establish penalties, including fines 

not to exceed $500 per day for recurring public nuisances; provide for the recording of orders on 

public nuisances so that notice must be given to subsequent purchasers, successors in interest, or 

assigns of the real property that is the subject of the order; provide that recorded orders on public 

nuisances may become liens against the real property that is the subject of the order; and provide 

for the foreclosure of property subject to a lien and the recovery of all costs, including reasonable 

attorney fees, associated with the recording of orders and foreclosure. No lien created pursuant to 





(8)Blenders, bowls, containers, spoons, and mixing devices used, intended for use, or designed 

for use in compounding controlled substances. 

(9)Capsules, balloons, envelopes, and other containers used, intended for use, or designed for 

use in packaging small quantities of controlled substances. 

(1O)Containers and other objects used, intended for use, or designed for use in storing, 

concealing, or transporting controlled substances. 

(11 )Hypodermic syringes, needles, and other objects used, intended for use, or designed for 

use in parenterally injecting controlled substances into the human body. 

(12)Objects used, intended for use, or designed for use in ingesting, inhaling, or otherwise 

introducing cannabis, cocaine, hashish, hashish oil, or nitrous oxide into the human body, such as: 

(a)Metal, wooden, acrylic, glass, stone, plastic, or ceramic pipes, with or without screens, 

permanent screens, hashish heads, or punctured metal bowls. 

(b)Water pipes. 

(c)Carburetion tubes and devices. 

(d)Smoking and carburetion masks. 

(e)Roach clips: meaning objects used to hold burning material, such as a cannabis cigarette, 

that has become too small or too short to be held in the hand. 

(f)Miniature cocaine spoons, and cocaine vials. 

(g)Chamber pipes. 

(h)Carburetor pipes. 

(i)Electric pipes. 

(j)Air-driven pipes. 

(k)Chillums. 

(l)Bongs. 

(m)Ice pipes or chillers. 

(n)A cartridge or canister, which means a small metal device used to contain nitrous oxide. 

(o)A charger, sometimes referred to as a "cracker," which means a small metal or plastic 

device that contains an interior pin that may be used to expel nitrous oxide from a cartridge or 

container. 

(p)A charging bottle, which means a device that may be used to expel nitrous oxide from a 

cartridge or canister. 

(q)A whip-it, which means a device that may be used to expel nitrous oxide. 

(r)A tank. 

(s)A balloon. 

(t)A hose or tube. 

(u)A 2-liter-type soda bottle. 



(v)Duct tape. 

History.—s. 1, ch. 80-30; s. 6, ch. 2000-320; s. 15, ch. 2000-360. 

893.l46Determination of paraphernalia.—In determining whether an object is drug 

paraphernalia, a court or other authority or jury shall consider, in addition to all other logically 

relevant factors, the following: 

(1 )Statements by an owner or by anyone in control of the object concerning its use. 

(2)The proximity of the object, in time and space, to a direct violation of this act. 

(3)The proximity of the object to controlled substances. 

(4)The existence of any residue of controlled substances on the object. 

(5)Direct or circumstantial evidence of the intent of an owner, or of anyone in control of the 

object, to deliver it to persons who he or she knows, or should reasonably know, intend to use the 

object to facilitate a violation of this act. The innocence of an owner, or of anyone in control of 

the object, as to a direct violation of this act shall not prevent a finding that the object is intended 

for use, or designed for use, as drug paraphernalia. 

(6)Instructions, oral or written, provided with the object concerning its use. 

(7)Descriptive materials accompanying the object which explain or depict its use. 

(8)Any advertising concerning its use. 

(9)The manner in which the object is displayed for sale. 

(1O)Whether the owner, or anyone in control of the object, is a legitimate supplier of like or 

related items to the community, such as a licensed distributor of or dealer in tobacco products. 

(11 )Direct or circumstantial evidence of the ratio of sales of the object or objects to the total 

sales of the business enterprise. 

(12)The existence and scope of legitimate uses for the object in the community. 

(13)Expert testimony concerning its use. 

History.—s. 2, ch. 80-30; s. 1445, ch. 97-102. 

893.l47Use, possession, manufacture, delivery, transportation, or advertisement of drug 

paraphernalia. 

(1 )USE OR POSSESSION OF DRUG PARAPHERNALIA.—It is unlawful for any person to use, or to 

possess with intent to use, drug paraphernalia: 

(a)To plant, propagate, cultivate, grow, harvest, manufacture, compound, convert, produce, 

process, prepare, test, analyze, pack, repack, store, contain, or conceal a controlled substance in 

violation of this chapter; or 

(b)To inject, ingest, inhale, or otherwise introduce into the human body a controlled 

substance in violation of this chapter. 

Any person who violates this subsection is guilty of a misdemeanor of the first degree, 

punishable as provided in s. 775.082 or s. 775.083. 



(2)MANUFACTURE OR DELIVERY OF DRUG PARAPHERNALIA.—It is unlawful for any person to 

deliver, possess with intent to deliver, or manufacture with intent to deliver drug paraphernalia, 

knowing, or under circumstances where one reasonably should know, that it will be used: 

(a)To plant, propagate, cultivate, grow, harvest, manufacture, compound, convert, produce, 

process, prepare, test, analyze, pack, repack, store, contain, or conceal a controlled substance in 

violation of this act; or 

(b)To inject, ingest, inhale, or otherwise introduce into the human body a controlled 

substance in violation of this act. 

Any person who violates this subsection is guilty of a felony of the third degree, punishable as 

provided in s. 775.082, s. 775.083, or s. 775.084. 

(3)DELIVERY OF DRUG PARAPHERNALIA TO A MINOR.— 

(a)Any person 18 years of age or over who violates subsection (2) by delivering drug 

paraphernalia to a person under 18 years of age is guilty of a felony of the second degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(b)It is unlawful for any person to sell or otherwise deliver hypodermic syringes, needles, or 

other objects which may be used, are intended for use, or are designed for use in parenterally 

injecting substances into the human body to any person under 18 years of age, except that 

hypodermic syringes, needles, or other such objects may be lawfully dispensed to a person under 

18 years of age by a licensed practitioner, parent, or legal guardian or by a pharmacist pursuant to 

a valid prescription for same. Any person who violates the provisions of this paragraph is guilty of a 

misdemeanor of the first degree, punishable as provided in s. 775.082 or s. 775.083. 

(4)TRANSPORTATION OF DRUG PARAPHERNALIA.—It is unlawful to use, possess with the intent 

to use, or manufacture with the intent to use drug paraphernalia, knowing or under circumstances 

in which one reasonably should know that it will be used to transport: 

(a)A controlled substance in violation of this chapter; or 

(b)Contraband as defined in s. 932.701 (2)(a)1. 

Any person who violates this subsection commits a felony of the third degree, punishable as 

provided in s. 775.082, s. 775.083, or s. 775.084. 

(5)ADVERTISEMENT OF DRUG PARAPHERNALIA.—It is unlawful for any person to place in any 

newspaper, magazine, handbill, or other publication any advertisement, knowing, or under 

circumstances where one reasonably should know, that the purpose of the advertisement, in whole 

or in part, is to promote the sale of objects designed or intended for use as drug paraphernalia. 

Any person who violates this subsection is guilty of a misdemeanor of the first degree, punishable 

as provided in s. 775.082 or s. 775.083. 

History.—s. 3, ch. 80-30; s. 1, ch. 81-149; s. 54, ch. 83-215; s. 1, ch. 85-8; s. 223, ch. 91 -224; s. 16, ch. 2000-360. 

893.1 49Unlawfu I possession of listed chemical.— 



(1 )It is unlawful for any person to knowingly or intentionally: 

(a)Possess a listed chemical with the intent to unlawfully manufacture a controlled substance; 

(b)Possess or distribute a listed chemical knowing, or having reasonable cause to believe, that 

the listed chemical will be used to unlawfully manufacture a controlled substance. 

(2)Any person who violates this section commits a felony of the second degree, punishable as 

provided in s. 775.082, s. 775.083, or s. 775.084. 

(3)This section does not apply to a public employee or private contractor authorized to clean 

up or dispose of hazardous waste or toxic substances resulting from the prohibited activities listed 

ins. 893.13(1)(g). 

(4)Any damages arising out of the unlawful possession of, storage of, or tampering with a 

listed chemical, as defined in s. 893.033, shall be the sole responsibility of the person or persons 

unlawfully possessing, storing, or tampering with the listed chemical. In no case shall liability for 

damages arising out of the unlawful possession of, storage of, or tampering with a listed chemical 

extend to the lawful owner, installer, maintainer, designer, manufacturer, possessor, or seller of 

the listed chemical, unless such damages arise out of the acts or omissions of the owner, installer, 

maintainer, designer, manufacturer, possessor, or seller which constitute negligent misconduct or 

failure to abide by the laws regarding the possession or storage of a listed chemical. 

History.—s. 5, ch. 91 -279; s. 3, ch. 2003-15; s. 4, ch. 2005-128. 

893.l495Retail sale of ephedrine and related compounds.— 

(1 )For purposes of this section, the term "ephedrine or related compounds" means ephedrine, 

pseudoephedrine, phenylpropanolamine, or any of their salts, optical isomers, or salts of optical 

isomers. 

(2)A person may not knowingly obtain or deliver to an individual in any retail over-the-counter 

sale any nonprescription compound, mixture, or preparation containing ephedrine or related 

compounds in excess of the following amounts: 

(a)In any single day, any number of packages that contain a total of 3.6 grams of ephedrine or 

related compounds; 

(b)In any single retail, over-the-counter sale, three packages, regardless of weight, containing 

ephedrine or related compounds; or 

(c)In any 30-day period, in any number of retail, over-the-counter sales, a total of 9 grams or 

more of ephedrine or related compounds. 

(3)A person may not knowingly display and offer for retail sale any nonprescription compound, 

mixture, or preparation containing ephedrine or related compounds other than behind a checkout 

counter where the public is not permitted or other such location that is not otherwise accessible to 

the general public. 

(4)A person who is the owner or primary operator of a retail outlet where any nonprescription 





or related compounds may not be sold over the counter unless reported to an electronic 

recordkeeping system approved by the Department of Law Enforcement. This subsection does not 

apply if the pharmacy or retailer has received an exemption from the Department of Law 

Enforcement under paragraph (5 )(b). 

(7)Prior to completing a transaction, a pharmacy or retailer distributing products containing 

ephedrine or related compounds to consumers in this state shall submit all required data into an 

electronic recordkeeping system approved by the Department of Law Enforcement at the point of 

sale or through an interface with the electronic recordkeeping system, unless granted an 

exemption by the Department of Law Enforcement pursuant to paragraph (5)(b). 

(8)The data submitted to the electronic recordkeeping system must be retained within the 

system for no less than 2 years following the date of entry. 

(9)The requirements of this section relating to the marketing, sale, or distribution of products 

containing ephedrine or related compounds supersede any local ordinance or regulation passed by a 

county, municipality, or other local governmental authority. 

(10)This section does not apply to: 

(a)Licensed manufacturers manufacturing and lawfully distributing products in the channels of 

commerce. 

(b)Wholesalers lawfully distributing products in the channels of commerce. 

(c)Health care facilities licensed under chapter 395. 

(d)Licensed long-term care facilities. 

(e)Government-operated health departments. 

(f)Physicians' offices. 

(g)Publicly operated prisons, jails, or juvenile correctional facilities or private adult or 

juvenile correctional facilities under contract with the state. 

(h)Public or private educational institutions maintaining health care programs. 

(i)Government-operated or industry-operated medical facilities serving employees of the 

government or industry operating them. 

(11 )Any individual who violates subsection (2), subsection (3), or subsection (4) commits: 

(a)For a first offense, a misdemeanor of the second degree, punishable as provided in s. 

775.083. 

(b)For a second offense, a misdemeanor of the first degree, punishable as provided in s. 

775.082 or s. 775.083. 

(c)For a third or subsequent offense, a felony of the third degree, punishable as provided in s. 

775.082, s. 775.083, or s. 775.084. 

(12)Information contained within the electronic recordkeeping system shall be disclosed in a 

manner authorized by state or federal law. Any retailer or entity that collects information on 



behalf of a retailer as required by the Combat Methamphetamine Epidemic Act of 2005 and this 

section may not access or use that information, except for law enforcement purposes pursuant to 

state or federal law or to facilitate a product recall for public health and safety. 

(13)A person who sells any product containing ephedrine or related compounds who in good 

faith releases information under this section to federal, state, or local law enforcement officers, or 

any person acting on behalf of such an officer, is immune from civil liability for the release unless 

the release constitutes gross negligence or intentional, wanton, or willful misconduct. 

(14)The Department of Law Enforcement shall contract or enter into a memorandum of 

understanding, as applicable, with a private third-party administrator to implement the electronic 

recordkeeping system required by this section. 

(15)The Department of Law Enforcement shall adopt rules necessary to implement this 

section. 

History.—s. 5, ch. 2005-128; S. 1, ch. 2010-191. 

893.l5Rehabilitation.—Any person who violates s. 893.13(6)(a) or (b) relating to possession 

may, in the discretion of the trial judge, be required to participate in a substance abuse services 

program approved or regulated by the Department of Children and Family Services pursuant to the 

provisions of chapter 397, provided the director of such program approves the placement of the 

defendant in such program. Such required participation shall be imposed in addition to any penalty 

or probation otherwise prescribed by law. However, the total time of such penalty, probation, and 

program participation shall not exceed the maximum length of sentence possible for the offense. 

History.—s. 15, ch. 73-331; s. 46, ch. 91-110; s. 40, ch. 93-39; s. 3, ch. 94-107; s. 39, ch. 97-194; s. 304, ch. 99-8. 

893.l65County alcohol and other drug abuse treatment or education trust funds.— 

(1 )Counties in which there is established or in existence a comprehensive alcohol and other 

drug abuse treatment or education program which meets the standards for qualification of such 

programs by the Department of Children and Family Services are authorized to establish a County 

Alcohol and Other Drug Abuse Trust Fund for the purpose of receiving the assessments collected 

pursuant to s. 938.23 and disbursing assistance grants on an annual basis to such alcohol and other 

drug abuse treatment or education program. 

(2)Assessments collected by the clerks of court pursuant to s. 938.23 shall be remitted to the 

board of county commissioners of the county in which the indictment was found or the prosecution 

commenced for payment into the County Alcohol and Other Drug Abuse Trust Fund. The county 

commissioners shall require a full report from all clerks of county courts and clerks of circuit courts 

once each month of the amount of assessments imposed by their courts. 

(3)(a)No county shall receive assessments collected pursuant to s. 938.23 in an amount 

exceeding that county's jurisdictional share as described in subsection (2). 

(b)Assessments collected by clerks of circuit courts having more than one county in the 
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(5)If the board of county commissioners chooses to establish a County Alcohol and Other Drug 

Abuse Trust Fund, the board shall be responsible for the establishment of such fund and its 

implementation, administration, supervision, and evaluation. 

(6)In order to receive assistance grants from the County Alcohol and Other Drug Abuse Trust 

Fund, county alcohol and other drug abuse prevention, treatment, or education programs shall be 

designated by the board of county commissioners as the chosen program recipients. Designations 

shall be made annually, based on success of the programs. 

(7)An alcohol and other drug abuse treatment or education program recipient shall, in seeking 

assistance grants from the County Alcohol and Other Drug Abuse Trust Fund, provide the board of 

county commissioners with detailed financial information and requests for expenditures. 

History.—s. 4, ch. 88-381; s. 3, ch. 93-194; s. 37, ch. 97-271; S. 305, ch. 99-8; s. 5, ch. 2009-47. 

893.20Continuing criminal enterprise.— 

(1 )Any person who commits three or more felonies under this chapter in concert with five or 

more other persons with respect to whom such person occupies a position of organizer, a 

supervisory position, or any other position of management and who obtains substantial assets or 

resources from these acts is guilty of engaging in a continuing criminal enterprise. 

(2)A person who commits the offense of engaging in a continuing criminal enterprise is guilty 

of a life felony, punishable pursuant to the Criminal Punishment Code and by a fine of $500,000. 

(3)Notwithstanding the provisions of s. 948.01, with respect to any person who is found to 

have violated this section, adjudication of guilt or imposition of sentence may not be suspended, 

deferred, or withheld. 

(4)This section does not prohibit separate convictions and sentences for violation of this 

section and for felony violations of this chapter. 

(5)This section must be interpreted in concert with its federal analog, 21 U.S.C. s. 848. 

History.—s. 1, ch. 89-145; s. 25, ch. 93-406; s. 24, ch. 97-194. 

893.21 Drug-related overdoses; medical assistance; immunity from prosecution.— 

(1 )A person acting in good faith who seeks medical assistance for an individual experiencing a 

drug-related overdose may not be charged, prosecuted, or penalized pursuant to this chapter for 

possession of a controlled substance if the evidence for possession of a controlled substance was 



obtained as a result of the person's seeking medical assistance. 

(2)A person who experiences a drug-related overdose and is in need of medical assistance may 

not be charged, prosecuted, or penalized pursuant to this chapter for possession of a controlled 

substance if the evidence for possession of a controlled substance was obtained as a result of the 

overdose and the need for medical assistance. 

(3)Protection in this section from prosecution for possession offenses under this chapter may 

not be grounds for suppression of evidence in other criminal prosecutions. 

History.—s. 2, ch. 2012-36 





456.031 Requirement for instruction on domestic violence. 

456.032 Hepatitis B or HIV carriers. 

456.033 Requirement for instruction for certain licensees on HIV and AIDS. 

456.035 Address of record. 

456.036 Licenses; active and inactive status; delinquency. 

456.037 Business establishments; requirements for active status licenses; delinquency; discipline; 

applicability. 

456.038 Renewal and cancellation notices. 

456.039 Designated health care professionals; information required for licensure. 

456.0391 Advanced registered nurse practitioners; information required for certification. 

456.0392 Prescription labeling. 

456.041 Practitioner profile; creation. 

456.042 Practitioner profiles; update. 

456.043 Practitioner profiles; data storage. 

456.044 Practitioner profiles; rules; workshops. 

456.045 Practitioner profiles; maintenance of superseded information. 

456.046 Practitioner profiles; confidentiality. 

456.048 Financial responsibility requirements for certain health care practitioners. 

456.049 Health care practitioners; reports on professional liability claims and actions. 

456.051 Reports of professional liability actions; bankruptcies; Department of Health's 

responsibility to provide. 

456.052 Disclosure of financial interest by production. 

456.053 Financial arrangements between referring health care providers and providers of health 

care services. 

456.054 Kickbacks prohibited. 

456.055 Chiropractic and podiatric health care; denial of payment; limitation. 

456.056 Treatment of Medicare beneficiaries; refusal, emergencies, consulting physicians. 

456.057 Ownership and control of patient records; report or copies of records to be furnished. 

456.0575 Duty to notify patients. 

456.058 Disposition of records of deceased practitioners or practitioners relocating or terminating 

practice. 

456.059 Communications confidential; exceptions. 

456.061 Practitioner disclosure of confidential information; immunity from civil or criminal 

liability. 

456.062 Advertisement by a health care practitioner of free or discounted services; required 

statement. 

456.063 Sexual misconduct; disqualification for license, certificate, or registration. 



456.0635 Health care fraud; disqualification for license, certificate, or registration. 

456.065 Unlicensed practice of a health care profession; intent; cease and desist notice; penalties; 

enforcement; citations; fees; allocation and disposition of moneys collected. 

456.066 Prosecution of criminal violations. 

456.067 Penalty for giving false information. 

456.068 Toll-free telephone number for reporting of complaints. 

456.069 Authority to inspect. 

456.071 Power to administer oaths, take depositions, and issue subpoenas. 

456.072 Grounds for discipline; penalties; enforcement. 

456.0721 Practitioners in default on student loan or scholarship obligations; investigation; report. 

456.073 Disciplinary proceedings. 

456.074 Certain health care practitioners; immediate suspension of license. 

456.075 Criminal proceedings against licensees; appearances by department representatives. 

456.076 Treatment programs for impaired practitioners. 

456.077 Authority to issue citations. 

456.078 Mediation. 

456.079 Disciplinary guidelines. 

456.081 Publication of information. 

456.082 Disclosure of confidential information. 

456.36 Health care professionals; exemption from disqualification from employment or 

contracting. 

456.38 Practitioner registry for disasters and emergencies. 

456.41 Complementary or alternative health care treatments. 

456.42 Written prescriptions for medicinal drugs. 

456.43 Electronic prescribing for medicinal drugs. 

456.44 Controlled substance prescribing. 

456.50 Repeated medical malpractice. 

45 6.001 Definitions.—As used in this chapter, the term: 

(1 )"Board" means any board or commission, or other statutorily created entity to the extent such 

entity is authorized to exercise regulatory or rulemaking functions, within the department, except 

that, for ss. 456.003-456.01 8, 456.022, 456.023, 456.025-456.034, and 456.039-456.082, "board" 

means only a board, or other statutorily created entity to the extent such entity is authorized to 

exercise regulatory or rulemaking functions, within the Division of Medical Quality Assurance. 

(2)"Consumer member" means a person appointed to serve on a specific board or who has served 

on a specific board, who is not, and never has been, a member or practitioner of the profession, or of 

any closely related profession, regulated by such board. 



(3)"Department" means the Department of Health. 

(4)"Health care practitioner" means any person licensed under chapter 457; chapter 458; chapter 

459; chapter 460; chapter 461; chapter 462; chapter 463; chapter 464; chapter 465; chapter 466; 

chapter 467; part I, part II, part III, part V, part X, part XIII, or part XIV of chapter 468; chapter 478; 

chapter 480; part III or part IV of chapter 483; chapter 484; chapter 486; chapter 490; or chapter 491. 

(5)"License" means any permit, registration, certificate, or license, including a provisional license, 

issued by the department. 

(6)"Licensee" means any person or entity issued a permit, registration, certificate, or license, 

including a provisional license, by the department. 

(7)"Profession" means any activity, occupation, profession, or vocation regulated by the 

department in the Division of Medical Quality Assurance. 

History.—s. 33, ch. 97-261; s. 72, ch. 99-397; s. 36, ch. 2000-160; s. 2, ch. 2002-199. 

Note.—Former s. 455.501. 

456.O02Applicability.—This chapter applies only to the regulation by the department of 

professions. 

History.—s. 34, ch. 97-261; s. 37, ch. 2000-160. 

Note.—Former s. 455.504. 

456.Oo3Legislative intent; requirements.— 

(1 )It is the intent of the Legislature that persons desiring to engage in any lawful profession 

regulated by the department shall be entitled to do so as a matter of right if otherwise qualified. 

(2)The Legislature further believes that such professions shall be regulated only for the 

preservation of the health, safety, and welfare of the public under the police powers of the state. Such 

professions shall be regulated when: 

(a)Their unregulated practice can harm or endanger the health, safety, and welfare of the public, 

and when the potential for such harm is recognizable and clearly outweighs any anticompetitive impact 

which may result from regulation. 

(b)The public is not effectively protected by other means, including, but not limited to, other 

state statutes, local ordinances, or federal legislation. 

(c)Less restrictive means of regulation are not available. 

(3)It is further legislative intent that the use of the term "profession" with respect to those 

activities licensed and regulated by the department shall not be deemed to mean that such activities 

are not occupations for other purposes in state or federal law. 

(4)(a)Neither the department nor any board may create unreasonably restrictive and extraordinary 

standards that deter qualified persons from entering the various professions. Neither the department 

nor any board may take any action that tends to create or maintain an economic condition that 

unreasonably restricts competition, except as specifically provided by law. 



(b)Neither the department nor any board may create a regulation that has an unreasonable effect 

on job creation or job retention in the state or that places unreasonable restrictions on the ability of 

individuals who seek to practice or who are practicing a profession or occupation to find employment. 

(c)The Legislature shall evaluate proposals to increase the regulation of regulated professions or 

occupations to determine the effect of increased regulation on job creation or retention and 

employment opportunities. 

(5)Policies adopted by the department shall ensure that all expenditures are made in the most 

cost-effective manner to maximize competition, minimize licensure costs, and maximize public access 

to meetings conducted for the purpose of professional regulation. The long-range planning function of 

the department shall be implemented to facilitate effective operations and to eliminate inefficiencies. 

(6)Unless expressly and specifically granted in statute, the duties conferred on the boards do not 

include the enlargement, modification, or contravention of the lawful scope of practice of the 

profession regulated by the boards. This subsection shall not prohibit the boards, or the department 

when there is no board, from taking disciplinary action or issuing a declaratory statement. 

History.—s. 38, ch. 97-261; s. 135, ch. 99-251; s. 38, ch. 2000-160; s. 57, ch. 2001 -277. 

Note.—Former s. 455.517. 

456.OO4Department; powers and duties.—The department, for the professions under its 

jurisdiction, shall: 

(1 )Adopt rules establishing a procedure for the biennial renewal of licenses; however, the 

department may issue up to a 4-year license to selected licensees notwithstanding any other provisions 

of law to the contrary. The rules shall specify the expiration dates of licenses and the process for 

tracking compliance with continuing education requirements, financial responsibility requirements, and 

any other conditions of renewal set forth in statute or rule. Fees for such renewal shall not exceed the 

fee caps for individual professions on an annualized basis as authorized by law. 

(2)Appoint the executive director of each board, subject to the approval of the board. 

(3)Submit an annual budget to the Legislature at a time and in the manner provided by law. 

(4)Develop a training program for persons newly appointed to membership on any board. The 

program shall familiarize such persons with the substantive and procedural laws and rules and fiscal 

information relating to the regulation of the appropriate profession and with the structure of the 

department. 

(5)Adopt rules pursuant to ss. 120.536(1) and 120.54 to implement the provisions of this chapter. 

(6)Establish by rules procedures by which the department shall use the expert or technical advice 

of the appropriate board for the purposes of investigation, inspection, evaluation of applications, other 

duties of the department, or any other areas the department may deem appropriate. 

(7)Require all proceedings of any board or panel thereof and all formal or informal proceedings 

conducted by the department, an administrative law judge, or a hearing officer with respect to 



licensing or discipline to be electronically recorded in a manner sufficient to assure the accurate 

transcription of all matters so recorded. 

(8)Select only those investigators, or consultants who undertake investigations, who meet criteria 

established with the advice of the respective boards. 

(9)Work cooperatively with the Department of Revenue to establish an automated method for 

periodically disclosing information relating to current licensees to the Department of Revenue, the 

state's Title IV-D agency. The purpose of this subsection is to promote the public policy of this state 

relating to child support as established in s. 409.2551. The department shall, when directed by the 

court or the Department of Revenue pursuant to s. 409.2598, suspend or deny the license of any 

licensee found not to be in compliance with a support order, a subpoena, an order to show cause, or a 

written agreement with the Department of Revenue. The department shall issue or reinstate the 

license without additional charge to the licensee when notified by the court or the Department of 

Revenue that the licensee has complied with the terms of the support order. The department is not 

liable for any license denial or suspension resulting from the discharge of its duties under this 

subsection. 

(10)Set an examination fee that includes all costs to develop, purchase, validate, administer, and 

defend the examination and is an amount certain to cover all administrative costs plus the actual per- 

applicant cost of the examination. 

(11 )Work cooperatively with the Agency for Health Care Administration and the judicial system to 

recover Medicaid overpayments by the Medicaid program. The department shall investigate and 

prosecute health care practitioners who have not remitted amounts owed to the state for an 

overpayment from the Medicaid program pursuant to a final order, judgment, or stipulation or 

settlement. 

History.—s. 39, ch. 97-261; s. 118, ch. 98-200; s. 74, ch. 99-397; s. 39, ch. 2000-160; s. 52, ch. 2001-158; s. 5, ch. 

2001 -277; s. 6, ch. 2008-92; s. 21, ch. 2009-223. 

Note.—Former s. 455.521. 

456.OO5Long-range policy planning.—To facilitate efficient and cost-effective regulation, the 

department and the board, if appropriate, shall develop and implement a long-range policy planning 

and monitoring process that includes recommendations specific to each profession. The process shall 

include estimates of revenues, expenditures, cash balances, and performance statistics for each 

profession. The period covered may not be less than 5 years. The department, with input from the 

boards and licensees, shall develop and adopt the long-range plan. The department shall monitor 

compliance with the plan and, with input from the boards and licensees, shall annually update the 

plans. The department shall provide concise management reports to the boards quarterly. As part of 

the review process, the department shall evaluate: 

(1 )Whether the department, including the boards and the various functions performed by the 



department, is operating efficiently and effectively and if there is a need for a board or council to 

assist in cost-effective regulation. 

(2)How and why the various professions are regulated. 

(3)Whether there is a need to continue regulation, and to what degree. 

(4)Whether or not consumer protection is adequate, and how it can be improved. 

(5)Whether there is consistency between the various practice acts. 

(6)Whether unlicensed activity is adequately enforced. 

The plans shall include conclusions and recommendations on these and other issues as appropriate. 

History.—s. 40, ch. 97-261; s. 40, ch. 2000-160; s. 61, ch. 2008-6; s. 148, ch. 2010-102. 

Note.—Former s. 455.524. 

456.OO6Contacting boards through department.—Each board under the jurisdiction of the 

department may be contacted through the headquarters of the department in the City of Tallahassee. 

History.—s. 41, ch. 97-261; s. 40, ch. 2000-160. 

Note.—Former s. 455.527. 

456.OO7Board members.—Notwithstanding any provision of law to the contrary, any person who 

otherwise meets the requirements of law for board membership and who is connected in any way with 

any medical college, dental college, or community college may be appointed to any board so long as 

that connection does not result in a relationship wherein such college represents the person's principal 

source of income. However, this section shall not apply to the physicians required by s. 458.307(2) to 

be on the faculty of a medical school in this state or on the full-time staff of a teaching hospital in this 

state. 

History.—s. 2, ch. 84-161; s. 1, ch. 84-271; s. 3, ch. 88-392; s. 42, ch. 97-261; s. 17, ch. 97-264; s. 40, ch. 2000-160. 

Note.—Former s. 455.206; s. 455.531. 

456.OO8Accountability and liability of board members.— 

(1 )Each board member shall be accountable to the Governor for the proper performance of duties 

as a member of the board. The Governor shall investigate any legally sufficient complaint or 

unfavorable written report received by the Governor or by the department or a board concerning the 

actions of the board or its individual members. The Governor may suspend from office any board 

member for malfeasance, misfeasance, neglect of duty, drunkenness, incompetence, permanent 

inability to perform his or her official duties, or commission of a felony. 

(2)Each board member and each former board member serving on a probable cause panel shall be 

exempt from civil liability for any act or omission when acting in the member's official capacity, and 

the department shall defend any such member in any action against any board or member of a board 

arising from any such act or omission. In addition, the department may defend the member's company 

or business in any action against the company or business if the department determines that the 



actions from which the suit arises are actions taken by the member in the member's official capacity 

and were not beyond the member's statutory authority. In providing such defense, the department may 

employ or utilize the legal services of the Department of Legal Affairs or outside counsel retained 

pursuant to s. 287.059. Fees and costs of providing legal services provided under this subsection shall 

be paid from a trust fund used by the department to implement this chapter, subject to the provisions 

of s. 456.025. 

History.—s. 45, ch. 97-261; s. 21, ch. 99-7; s. 153, ch. 99-251; s. 41, ch. 2000-160. 

Note.—Former s. 455.541. 

456.OO9Legal and investigative services.— 

(1 )The department shall provide board counsel for boards within the department by contracting 

with the Department of Legal Affairs, by retaining private counsel pursuant to s. 287.059, or by 

providing department staff counsel. The primary responsibility of board counsel shall be to represent 

the interests of the citizens of the state. A board shall provide for the periodic review and evaluation 

of the services provided by its board counsel. Fees and costs of such counsel shall be paid from a trust 

fund used by the department to implement this chapter, subject to the provisions of s. 456.025. All 

contracts for independent counsel shall provide for periodic review and evaluation by the board and 

the department of services provided. 

(2)The department may employ or use the legal services of outside counsel and the investigative 

services of outside personnel. However, no attorney employed or utilized by the department shall 

prosecute a matter and provide legal services to the board with respect to the same matter. 

(3)Any person retained by the department under contract to review materials, make site visits, or 

provide expert testimony regarding any complaint or application filed with the department relating to 

a profession under the jurisdiction of the department shall be considered an agent of the department 

in determining the state insurance coverage and sovereign immunity protection applicability of ss. 

284.31 and 768.28. 

History.—s. 60, ch. 97-261; s. 154, ch. 99-251; s. 42, ch. 2000-160. 

Note.—Former s. 455.594. 

456.011 Boards; organization; meetings; compensation and travel expenses.— 

(1 )Each board within the department shall comply with the provisions of this chapter. 

(2)The board shall annually elect from among its number a chairperson and vice chairperson. 

(3)The board shall meet at least once annually and may meet as often as is necessary. Meetings 

shall be conducted through teleconferencing or other technological means, unless disciplinary hearings 

involving standard of care, sexual misconduct, fraud, impairment, or felony convictions; licensure 

denial hearings; or controversial rule hearings are being conducted; or unless otherwise approved in 

advance of the meeting by the director of the Division of Medical Quality Assurance. The chairperson or 

a quorum of the board shall have the authority to call meetings, except as provided above relating to 



in-person meetings. A quorum shall be necessary for the conduct of official business by the board or 

any committee thereof. Unless otherwise provided by law, 51 percent or more of the appointed 

members of the board or any committee, when applicable, shall constitute a quorum. The membership 

of committees of the board, except as otherwise authorized pursuant to this chapter or the applicable 

practice act, shall be composed of currently appointed members of the board. The vote of a majority 

of the members of the quorum shall be necessary for any official action by the board or committee. 

Three consecutive unexcused absences or absences constituting 50 percent or more of the board's 

meetings within any 12-month period shall cause the board membership of the member in question to 

become void, and the position shall be considered vacant. The board, or the department when there is 

no board, shall, by rule, define unexcused absences. 

(4)Unless otherwise provided by law, a board member or former board member serving on a 

probable cause panel shall be compensated $50 for each day in attendance at an official meeting of 

the board and for each day of participation in any other business involving the board. Each board shall 

adopt rules defining the phrase "other business involving the board," but the phrase may not routinely 

be defined to include telephone conference calls that last less than 4 hours. A board member also shall 

be entitled to reimbursement for expenses pursuant to s. 112.061. Travel out of state shall require the 

prior approval of the State Surgeon General. 

(5)When two or more boards have differences between them, the boards may elect to, or the State 

Surgeon General may request that the boards, establish a special committee to settle those 

differences. The special committee shall consist of three members designated by each board, who may 

be members of the designating board or other experts designated by the board, and of one additional 

person designated and agreed to by the members of the special committee. In the event the special 

committee cannot agree on the additional designee, upon request of the special committee, the State 

Surgeon General may select the designee. The committee shall recommend rules necessary to resolve 

the differences. If a rule adopted pursuant to this provision is challenged, the participating boards shall 

share the costs associated with defending the rule or rules. The department shall provide legal 

representation for any special committee established pursuant to this section. 

History.—s. 43, ch. 97-261; s. 43, ch. 2000-160; s. 10, ch. 2001 -277; s. 62, ch. 2008-6. 

Note.—Former s. 455.534. 

456.01 2Board rules; final agency action; challenges.— 

(1 )The State Surgeon General shall have standing to challenge any rule or proposed rule of a board 

under its jurisdiction pursuant to s. 120.56. In addition to challenges for any invalid exercise of 

delegated legislative authority, the administrative law judge, upon such a challenge by the State 

Surgeon General, may declare all or part of a rule or proposed rule invalid if it: 

(a)Does not protect the public from any significant and discernible harm or damages; 

(b)Unreasonably restricts competition or the availability of professional services in the state or in a 



significant part of the state; or 

(c)Unnecessarily increases the cost of professional services without a corresponding or equivalent 

public benefit. 

However, there shall not be created a presumption of the existence of any of the conditions cited in 

this subsection in the event that the rule or proposed rule is challenged. 

(2)In addition, either the State Surgeon General or the board shall be a substantially interested 

party for purposes of s. 120.54(7). The board may, as an adversely affected party, initiate and maintain 

an action pursuant to s. 120.68 challenging the final agency action. 

(3)No board created within the department shall have standing to challenge a rule or proposed rule 

of another board. However, if there is a dispute between boards concerning a rule or proposed rule, 

the boards may avail themselves of the provisions of s. 456.011(5). 

History.—s. 46, ch. 97-261; s. 44, ch. 2000-160; s. 63, ch. 2008-6. 

Note.—Former s. 455.544. 

456.01 3Department; general licensing provisions. 

(1 )(a)Any person desiring to be licensed in a profession within the jurisdiction of the department 

shall apply to the department in writing to take the licensure examination. The application shall be 

made on a form prepared and furnished by the department. The application form must be available on 

the World Wide Web and the department may accept electronically submitted applications beginning 

July 1, 2001. The application shall require the social security number of the applicant, except as 

provided in paragraph (b). The form shall be supplemented as needed to reflect any material change in 

any circumstance or condition stated in the application which takes place between the initial filing of 

the application and the final grant or denial of the license and which might affect the decision of the 

department. If an application is submitted electronically, the department may require supplemental 

materials, including an original signature of the applicant and verification of credentials, to be 

submitted in a nonelectronic format. An incomplete application shall expire 1 year after initial filing. 

In order to further the economic development goals of the state, and notwithstanding any law to the 

contrary, the department may enter into an agreement with the county tax collector for the purpose of 

appointing the county tax collector as the department's agent to accept applications for licenses and 

applications for renewals of licenses. The agreement must specify the time within which the tax 

collector must forward any applications and accompanying application fees to the department. 

(b)If an applicant has not been issued a social security number by the Federal Government at the 

time of application because the applicant is not a citizen or resident of this country, the department 

may process the application using a unique personal identification number. If such an applicant is 

otherwise eligible for licensure, the board, or the department when there is no board, may issue a 

temporary license to the applicant, which shall expire 30 days after issuance unless a social security 

number is obtained and submitted in writing to the department. Upon receipt of the applicant's social 



security number, the department shall issue a new license, which shall expire at the end of the current 

biennium. 

(2)Before the issuance of any license, the department shall charge an initial license fee as 

determined by the applicable board or, if there is no board, by rule of the department. Upon receipt of 

the appropriate license fee, the department shall issue a license to any person certified by the 

appropriate board, or its designee, as having met the licensure requirements imposed by law or rule. 

The license shall consist of a wallet-size identification card and a wall card measuring 61/2 inches by 5 

inches. The licensee shall surrender to the department the wallet-size identification card and the wall 

card if the licensee's license is issued in error or is revoked. 

(3)(a)The board, or the department when there is no board, may refuse to issue an initial license 

to any applicant who is under investigation or prosecution in any jurisdiction for an action that would 

constitute a violation of this chapter or the professional practice acts administered by the department 

and the boards, until such time as the investigation or prosecution is complete, and the time period in 

which the licensure application must be granted or denied shall be tolled until 1 5 days after the 

receipt of the final results of the investigation or prosecution. 

(b)If an applicant has been convicted of a felony related to the practice or ability to practice any 

health care profession, the board, or the department when there is no board, may require the 

applicant to prove that his or her civil rights have been restored. 

(c)In considering applications for licensure, the board, or the department when there is no board, 

may require a personal appearance of the applicant. If the applicant is required to appear, the time 

period in which a licensure application must be granted or denied shall be tolled until such time as the 

applicant appears. However, if the applicant fails to appear before the board at either of the next two 

regularly scheduled board meetings, or fails to appear before the department within 30 days if there is 

no board, the application for licensure shall be denied. 

(4)When any administrative law judge conducts a hearing pursuant to the provisions of chapter 120 

with respect to the issuance of a license by the department, the administrative law judge shall submit 

his or her recommended order to the appropriate board, which shall thereupon issue a final order. The 

applicant for licensure may appeal the final order of the board in accordance with the provisions of 

chapter 120. 

(5)A privilege against civil liability is hereby granted to any witness for any information furnished 

by the witness in any proceeding pursuant to this section, unless the witness acted in bad faith or with 

malice in providing such information. 

(6)As a condition of renewal of a license, the Board of Medicine, the Board of Osteopathic 

Medicine, the Board of Chiropractic Medicine, and the Board of Podiatric Medicine shall each require 

licensees which they respectively regulate to periodically demonstrate their professional competency 

by completing at least 40 hours of continuing education every 2 years. The boards may require by rule 

that up to 1 hour of the required 40 or more hours be in the area of risk management or cost 



containment. This provision shall not be construed to limit the number of hours that a licensee may 

obtain in risk management or cost containment to be credited toward satisfying the 40 or more 

required hours. This provision shall not be construed to require the boards to impose any requirement 

on licensees except for the completion of at least 40 hours of continuing education every 2 years. Each 

of such boards shall determine whether any specific continuing education requirements not otherwise 

mandated by law shall be mandated and shall approve criteria for, and the content of, any continuing 

education mandated by such board. Notwithstanding any other provision of law, the board, or the 

department when there is no board, may approve by rule alternative methods of obtaining continuing 

education credits in risk management. The alternative methods may include attending a board meeting 

at which another licensee is disciplined, serving as a volunteer expert witness for the department in a 

disciplinary case, or serving as a member of a probable cause panel following the expiration of a board 

member's term. Other boards within the Division of Medical Quality Assurance, or the department if 

there is no board, may adopt rules granting continuing education hours in risk management for 

attending a board meeting at which another licensee is disciplined, for serving as a volunteer expert 

witness for the department in a disciplinary case, or for serving as a member of a probable cause panel 

following the expiration of a board member's term. 

(7)The boards, or the department when there is no board, shall require the completion of a 2-hour 

course relating to prevention of medical errors as part of the licensure and renewal process. The 2- 

hour course shall count towards the total number of continuing education hours required for the 

profession. The course shall be approved by the board or department, as appropriate, and shall include 

a study of root-cause analysis, error reduction and prevention, and patient safety. In addition, the 

course approved by the Board of Medicine and the Board of Osteopathic Medicine shall include 

information relating to the five most misdiagnosed conditions during the previous biennium, as 

determined by the board. If the course is being offered by a facility licensed pursuant to chapter 395 

for its employees, the board may approve up to 1 hour of the 2-hour course to be specifically related to 

error reduction and prevention methods used in that facility. 

(8)The respective boards within the jurisdiction of the department, or the department when there 

is no board, may adopt rules to provide for the use of approved videocassette courses, not to exceed 5 

hours per subject, to fulfill the continuing education requirements of the professions they regulate. 

Such rules shall provide for prior approval of the board, or the department when there is no board, of 

the criteria for and content of such courses and shall provide for a videocassette course validation form 

to be signed by the vendor and the licensee and submitted to the department, along with the license 

renewal application, for continuing education credit. 

(9)Any board that currently requires continuing education for renewal of a license, or the 

department if there is no board, shall adopt rules to establish the criteria for continuing education 

courses. The rules may provide that up to a maximum of 25 percent of the required continuing 

education hours can be fulfilled by the performance of pro bono services to the indigent or to 



underserved populations or in areas of critical need within the state where the licensee practices. The 

board, or the department if there is no board, must require that any pro bono services be approved in 

advance in order to receive credit for continuing education under this subsection. The standard for 

determining indigency shall be that recognized by the Federal Poverty Income Guidelines produced by 

the United States Department of Health and Human Services. The rules may provide for approval by the 

board, or the department if there is no board, that a part of the continuing education hours can be 

fulfilled by performing research in critical need areas or for training leading to advanced professional 

certification. The board, or the department if there is no board, may make rules to define underserved 

and critical need areas. The department shall adopt rules for administering continuing education 

requirements adopted by the boards or the department if there is no board. 

(10)Notwithstanding any law to the contrary, an elected official who is licensed under a practice 

act administered by the Division of Medical Quality Assurance may hold employment for compensation 

with any public agency concurrent with such public service. Such dual service must be disclosed 

according to any disclosure required by applicable law. 

(11 )In any instance in which a licensee or applicant to the department is required to be in 

compliance with a particular provision by, on, or before a certain date, and if that date occurs on a 

Saturday, Sunday, or a legal holiday, then the licensee or applicant is deemed to be in compliance with 

the specific date requirement if the required action occurs on the first succeeding day which is not a 

Saturday, Sunday, or legal holiday. 

(12)Pursuant to the federal Personal Responsibility and Work Opportunity Reconciliation Act of 

1996, each party is required to provide his or her social security number in accordance with this 

section. Disclosure of social security numbers obtained through this requirement shall be limited to the 

purpose of administration of the Title IV-D program for child support enforcement. 

History.—s. 44, ch. 92-33; s. 1, ch. 93-27; s. 23, ch. 93-129; s. 27, ch. 95-144; s. 2, ch. 96-309; s. 209, ch. 96-410; s. 

1079, ch. 97-103; s. 64, ch. 97-170; s. 51, ch. 97-261; s. 54, ch. 97-278; ss. 7, 237, 262, ch. 98-166; s. 145, ch. 99-251; s. 

76, ch. 99-397; s. 45, ch. 2000-160; s. 20, ch. 2000-318; ss. 11, 68, ch. 2001-277; s. 11, ch. 2003-416; s. 1, ch. 2005-62. 

Note.—Former s. 455.2141; s. 455.564. 

456.013 5General background screening provisions.— 

(1 )An application for initial licensure received on or after January 1, 2013, under chapter 458, 

chapter 459, chapter 460, chapter 461, chapter 464, or s. 465.022 shall include fingerprints pursuant to 

procedures established by the department through a vendor approved by the Department of Law 

Enforcement and fees imposed for the initial screening and retention of fingerprints. Fingerprints must 

be submitted electronically to the Department of Law Enforcement for state processing, and the 

Department of Law Enforcement shall forward the fingerprints to the Federal Bureau of Investigation 

for national processing. Each board, or the department if there is no board, shall screen the results to 

determine if an applicant meets licensure requirements. For any subsequent renewal of the applicant's 





public, the use of retired professionals in good standing to serve the indigent, underserved, or critical 

need populations of this state should be encouraged. To that end, the board, or the department when 

there is no board, may adopt rules to permit practice by retired professionals as limited licensees 

under this section. 

(2)Any person desiring to obtain a limited license, when permitted by rule, shall submit to the 

board, or the department when there is no board, an application and fee, not to exceed $300, and an 

affidavit stating that the applicant has been licensed to practice in any jurisdiction in the United States 

for at least 10 years in the profession for which the applicant seeks a limited license. The affidavit 

shall also state that the applicant has retired or intends to retire from the practice of that profession 

and intends to practice only pursuant to the restrictions of the limited license granted pursuant to this 

section. If the applicant for a limited license submits a notarized statement from the employer stating 

that the applicant will not receive monetary compensation for any service involving the practice of her 

or his profession, the application and all licensure fees shall be waived. 

(3)The board, or the department when there is no board, may deny limited licensure to an 

applicant who has committed, or is under investigation or prosecution for, any act which would 

constitute the basis for discipline pursuant to the provisions of this chapter or the applicable practice 

act. 

(4)The recipient of a limited license may practice only in the employ of public agencies or 

institutions or nonprofit agencies or institutions which meet the requirements of s. 501 (c)(3) of the 

Internal Revenue Code, and which provide professional liability coverage for acts or omissions of the 

limited licensee. A limited licensee may provide services only to the indigent, underserved, or critical 

need populations within the state. The standard for determining indigency shall be that recognized by 

the Federal Poverty Income Guidelines produced by the United States Department of Health and 

Human Services. The board, or the department when there is no board, may adopt rules to define 

underserved and critical need areas and to ensure implementation of this section. 

(5)A board, or the department when there is no board, may provide by rule for supervision of 

limited licensees to protect the health, safety, and welfare of the public. 

(6)Each applicant granted a limited license is subject to all the provisions of this chapter and the 

respective practice act under which the limited license is issued which are not in conflict with this 

section. 

(7)This section does not apply to chapter 458 or chapter 459. 

History.—s. 50, ch. 97-261; s. 22, ch. 99-7; s. 47, ch. 2000-160. 

Note.—Former s. 455.561. 

456.Ol6Use of professional testing services.—Notwithstanding any other provision of law to the 

contrary, the department may use a professional testing service to prepare, administer, grade, and 

evaluate any computerized examination, when that service is available and approved by the board, or 



the department if there is no board. 

History.—s. 53, ch. 97-261; s. 48, ch. 2000-160. 

Note.—Former s. 455.571. 

456.01 7Examinations.— 

(1 )(a)The department shalt provide, contract, or approve services for the development, 

preparation, administration, scoring, score reporting, and evaluation of all examinations, in 

consultation with the appropriate board. The department shalt certify that examinations developed 

and approved by the department adequately and reliably measure an applicant's ability to practice the 

profession regulated by the department. After an examination developed or approved by the 

department has been administered, the board, or the department when there is no board, may reject 

any question which does not reliably measure the general areas of competency specified in the rules of 

the board. The department may contract for the preparation, administration, scoring, score reporting, 

and evaluation of examinations, when such services are available and approved by the board. 

(b)For each examination developed by the department or contracted vendor, to the extent not 

otherwise specified by statute, the board, or the department when there is no board, shall by rule 

specify the general areas of competency to be covered by each examination, the relative weight to be 

assigned in grading each area tested, and the score necessary to achieve a passing grade. The 

department shall assess fees to cover the actual cost for any purchase, development, validation, 

administration, and defense of required examinations. This subsection does not apply to national 

examinations approved and administered pursuant to paragraph (c). If a practical examination is 

deemed to be necessary, the rules shall specify the criteria by which examiners are to be selected, the 

grading criteria to be used by the examiner, the relative weight to be assigned in grading each 

criterion, and the score necessary to achieve a passing grade. When a mandatory standardization 

exercise for a practical examination is required by law, the board, or the department when there is no 

board, may conduct such exercise. Therefore, board members, or employees of the department when 

there is no board, may serve as examiners at a practical examination with the consent of the board or 

department, as appropriate. 

(c)The board, or the department when there is no board, shall approve by rule the use of one or 

more national examinations that the department has certified as meeting requirements of national 

examinations and generally accepted testing standards pursuant to department rules. 

1 .Providers of examinations seeking certification shall pay the actual costs incurred by the 

department in making a determination regarding the certification. The name and number of a 

candidate may be provided to a national contractor for the limited purpose of preparing the grade tape 

and information to be returned to the board or department; or, to the extent otherwise specified by 

rule, the candidate may apply directly to the vendor of the national examination and supply test score 

information to the department. The department may delegate to the board the duty to provide and 



administer the examination. Any national examination approved by a board, or the department when 

there is no board, prior to October 1, 1997, is deemed certified under this paragraph. 

2.Neither the board nor the department may administer a state-developed written examination if a 

national examination has been certified by the department. The examination may be administered 

electronically if adequate security measures are used, as determined by rule of the department. 

3.The board, or the department when there is no board, may administer a state-developed 

practical or clinical examination, as required by the applicable practice act, if all costs of 

development, purchase, validation, administration, review, and defense are paid by the examination 

candidate prior to the administration of the examination. If a national practical or clinical examination 

is available and certified by the department pursuant to this section, the board, or the department 

when there is no board, may administer the national examination. 

4.It is the intent of the Legislature to reduce the costs associated with state examinations and to 

encourage the use of national examinations whenever possible. 

(d)Each board, or the department when there is no board, shall adopt rules regarding the security 

and monitoring of examinations. The department shall implement those rules adopted by the 

respective boards. In order to maintain the security of examinations, the department may employ the 

procedures set forth in s. 456.065 to seek fines and injunctive relief against an examinee who violates 

the provisions of s. 456.018 or the rules adopted pursuant to this paragraph. The department, or any 

agent thereof, may, for the purposes of investigation, confiscate any written, photographic, or 

recording material or device in the possession of the examinee at the examination site which the 

department deems necessary to enforce such provisions or rules. The scores of candidates who have 

taken state-developed examinations shall be provided to the candidates electronically using a 

candidate identification number, and the department shall post the aggregate scores on the 

department's website without identifying the names of the candidates. 

(e)If the professional board with jurisdiction over an examination concurs, the department may, 

for a fee, share with any other state's licensing authority or a national testing entity an examination or 

examination item bank developed by or for the department unless prohibited by a contract entered 

into by the department for development or purchase of the examination. The department, with the 

concurrence of the appropriate board, shall establish guidelines that ensure security of a shared exam 

and shall require that any other state's licensing authority comply with those guidelines. Those 

guidelines shall be approved by the appropriate professional board. All fees paid by the user shall be 

applied to the department's examination and development program for professions regulated by this 

chapter. 

(f)The department may adopt rules necessary to administer this subsection. 

(2)For each examination developed by the department or a contracted vendor, the board, or the 

department when there is no board, shall adopt rules providing for reexamination of any applicants 

who failed an examination developed by the department or a contracted vendor. If both a written and 



a practical examination are given, an applicant shall be required to retake only the portion of the 

examination on which the applicant failed to achieve a passing grade, if the applicant successfully 

passes that portion within a reasonable time, as determined by rule of the board, or the department 

when there is no board, of passing the other portion. Except for national examinations approved and 

administered pursuant to this section, the department shall provide procedures for applicants who fail 

an examination developed by the department or a contracted vendor to review their examination 

questions, answers, papers, grades, and grading key for the questions the candidate answered 

incorrectly or, if not feasible, the parts of the examination failed. Applicants shall bear the actual cost 

for the department to provide examination review pursuant to this subsection. An applicant may waive 

in writing the confidentiality of the applicant's examination grades. Notwithstanding any other 

provisions, only candidates who fail an examination with a score that is less than 10 percent below the 

minimum score required to pass the examination shall be entitled to challenge the validity of the 

examination at hearing. 

(3)For each examination developed or administered by the department or a contracted vendor, an 

accurate record of each applicant's examination questions, answers, papers, grades, and grading key 

shall be kept for a period of not less than 2 years immediately following the examination, and such 

record shall thereafter be maintained or destroyed as provided in chapters 119 and 257. This 

subsection does not apply to national examinations approved and administered pursuant to this 

section. 

(4)Meetings of any member of the department or of any board within the department held for the 

exclusive purpose of creating or reviewing licensure examination questions or proposed examination 

questions are exempt from the provisions of s. 286.011 and s. 24(b), Art. I of the State Constitution. 

Any public records, such as tape recordings, minutes, or notes, generated during or as a result of such 

meetings are confidential and exempt from the provisions of s. 119.07(1) and s. 24(a), Art. I of the 

State Constitution. However, these exemptions shall not affect the right of any person to review an 

examination as provided in subsection (2). 

(5)For examinations developed by the department or a contracted vendor, each board, or the 

department when there is no board, may provide licensure examinations in an applicant's native 

language. Notwithstanding any other provision of law, applicants for examination or reexamination 

pursuant to this subsection shall bear the full cost for the department's development, preparation, 

validation, administration, grading, and evaluation of any examination in a language other than English 

prior to the examination being administered. Requests for translated examinations must be on file in 

the board office at least 6 months prior to the scheduled examination. When determining whether it is 

in the public interest to allow the examination to be translated into a language other than English, the 

board shall consider the percentage of the population who speak the applicant's native language. 

Applicants must apply for translation to the applicable board at least 6 months prior to the scheduled 

examination. 



(6)In addition to meeting any other requirements for licensure by examination or by endorsement, 

and notwithstanding the provisions in paragraph (1 )(c), an applicant may be required by a board, or the 

department when there is no board, to certify competency in state laws and rules relating to the 

applicable practice act. Beginning October 1, 2001, all laws and rules examinations shall be 

administered electronically unless the laws and rules examination is administered concurrently with 

another written examination for that profession or unless the electronic administration would be 

substantially more expensive. 

(7)The department may post examination scores electronically on the Internet in lieu of mailing 

the scores to each applicant. The electronic posting of the examination scores meets the requirements 

of chapter 120 if the department also posts along with the examination scores a notification of the 

rights set forth in chapter 120. The date of receipt for purposes of chapter 120 is the date the 

examination scores are posted electronically. The department shall also notify the applicant when 

scores are posted electronically of the availability of postexamination review, if applicable. 

History.—s. 46, ch. 92-33; s. 23, ch. 93-129; s. 1, ch. 95-367; s. 304, ch. 96-406; s. 1081, ch. 97-103; s. 54, ch. 97-261; 

s. 238, ch. 98-166; s. 79, ch. 99-397; s. 49, ch. 2000-160; s. 46, ch. 2000-318; s. 12, ch. 2001-277; s. 2, ch. 2005-62. 

Note.—Former s. 455.2173; s. 455.574. 

456.Ol8PenaIty for theft or reproduction of an examination.—In addition to, or in lieu of, any 

other discipline imposed pursuant to s. 456.072, the theft of an examination in whole or in part or the 

act of reproducing or copying any examination administered by the department, whether such 

examination is reproduced or copied in part or in whole and by any means, constitutes a felony of the 

third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

History.—s. 55, ch. 97-261; s. 50, ch. 2000-160; s. 27, ch. 2000-318. 

Note.—Former s. 455.577. 

456.Ol9Restriction on requirement of citizenship.—A person is not disqualified from practicing 

an occupation or profession regulated by the state solely because she or he is not a United States 

citizen. 

History.—s. 36, ch. 97-261; s. 20, ch. 99-7; s. 51, ch. 2000-160. 

Note.—Former s. 455.511. 

456.O2lQualification of immigrants for examination to practice a licensed profession or 

occupation.— 

(1 )It is the declared purpose of this section to encourage the use of foreign-speaking Florida 

residents duly qualified to become actively qualified in their professions so that all people of this state 

may receive better services. 

(2)Any person who has successfully completed, or is currently enrolled in, an approved course of 

study created pursuant to chapters 74-105 and 75-177, Laws of Florida, shall be deemed qualified for 



examination and reexaminations for a professional or occupational license which shall be administered 

in the English language unless 1 5 or more such applicants request that the reexamination be 

administered in their native language. In the event that such reexamination is administered in a foreign 

language, the full cost to the board of preparing and administering it shall be borne by the applicants. 

(3)Each board within the department shall adopt and implement programs designed to qualify for 

examination all persons who were resident nationals of the Republic of Cuba and who, on July 1, 1977, 

were residents of this state. 

History.—s. 37, ch. 97-261; s. 51, ch. 2000-160. 

Note.—Former s. 455.514. 

456.O22Foreign-trained professionals; special examination and license provisions.— 

(1)When not otherwise provided by law, within its jurisdiction, the department shall by rule 

provide procedures under which exiled professionals may be examined within each practice act. A 

person shall be eligible for such examination if the person: 

(a)Immigrated to the United States after leaving the person's home country because of political 

reasons, provided such country is located in the Western Hemisphere and lacks diplomatic relations 

with the United States; 

(b)Applies to the department and submits a fee; 

(c)Was a Florida resident immediately preceding the person's application; 

(d)Demonstrates to the department, through submission of documentation verified by the 

applicant's respective professional association in exile, that the applicant was graduated with an 

appropriate professional or occupational degree from a college or university; however, the department 

may not require receipt of any documentation from the Republic of Cuba as a condition of eligibility 

under this section; 

(e)Lawfully practiced the profession for at least 3 years; 

(f)Prior to 1980, successfully completed an approved course of study pursuant to chapters 74-105 

and 75-177, Laws of Florida; and 

(g)Presents a certificate demonstrating the successful completion of a continuing education 

program which offers a course of study that will prepare the applicant for the examination offered 

under subsection (2). The department shall develop rules for the approval of such programs for its 

boards. 

(2)Upon request of a person who meets the requirements of subsection (1) and submits an 

examination fee, the department, for its boards, shall provide a written practical examination which 

tests the person's current ability to practice the profession competently in accordance with the actual 

practice of the profession. Evidence of meeting the requirements of subsection (1) shall be treated by 

the department as evidence of the applicant's preparation in the academic and preprofessional 

fundamentals necessary for successful professional practice, and the applicant shall not be examined 



by the department on such fundamentals. 

(3)The fees charged for the examinations offered under subsection (2) shall be established by the 

department, for its boards, by rule and shall be sufficient to develop or to contract for the 

development of the examination and its administration, grading, and grade reviews. 

(4)The department shall examine any applicant who meets the requirements of subsections (1) and 

(2). Upon passing the examination and the issuance of the license, a licensee is subject to the 

administrative requirements of this chapter and the respective practice act under which the license is 

issued. Each applicant so licensed is subject to all provisions of this chapter and the respective practice 

act under which the license was issued. 

(5)Upon a request by an applicant otherwise qualified under this section, the examinations offered 

under subsection (2) may be given in the applicant's native language, provided that any translation 

costs are borne by the applicant. 

(6)The department, for its boards, shall not issue an initial license to, or renew a license of, any 

applicant or licensee who is under investigation or prosecution in any jurisdiction for an action which 

would constitute a violation of this chapter or the professional practice acts administered by the 

department and the boards until such time as the investigation or prosecution is complete, at which 

time the provisions of the professional practice acts shall apply. 

History.—s. 56, ch. 97-261; s. 52, ch. 2000-160. 

Note.—Former s. 455.581. 

456.O23Exemption for certain out-of-state or foreign professionals; limited practice 

permitted. 

(1 )A professional of any other state or of any territory or other jurisdiction of the United States or 

of any other nation or foreign jurisdiction is exempt from the requirements of licensure under this 

chapter and the applicable professional practice act under the agency with regulatory jurisdiction over 

the profession if that profession is regulated in this state under the agency with regulatory jurisdiction 

over the profession and if that person: 

(a)Holds, if so required in the jurisdiction in which that person practices, an active license to 

practice that profession. 

(b)Engages in the active practice of that profession outside the state. 

(c)Is employed or designated in that professional capacity by a sports entity visiting the state for a 

specific sporting event. 

(2)A professional's practice under this section is limited to the members, coaches, and staff of the 

team for which that professional is employed or designated and to any animals used if the sporting 

event for which that professional is employed or designated involves animals. A professional practicing 

under authority of this section shall not have practice privileges in any licensed health care facility or 

veterinary facility without the approval of that facility. 



History.—s. 57, ch. 97-261; s. 53, ch. 2000-160. 

Note.—Former s. 455.584. 

456.O24Members of Armed Forces in good standing with administrative boards or the 

department; spouses.— 

(1 )Any member of the Armed Forces of the United States now or hereafter on active duty who, at 

the time of becoming such a member, was in good standing with any administrative board of the state, 

or the department when there is no board, and was entitled to practice or engage in his or her 

profession or vocation in the state shall be kept in good standing by such administrative board, or the 

department when there is no board, without registering, paying dues or fees, or performing any other 

act on his or her part to be performed, as long as he or she is a member of the Armed Forces of the 

United States on active duty and for a period of 6 months after discharge from active duty as a member 

of the Armed Forces of the United States, provided he or she is not engaged in his or her licensed 

profession or vocation in the private sector for profit. 

(2)The boards listed in s. 20.43, or the department when there is no board, shall adopt rules 

exempting the spouses of members of the Armed Forces of the United States from licensure renewal 

provisions, but only in cases of absence from the state because of their spouses' duties with the Armed 

Forces. 

(3)(a)The board, or the department if there is no board, may issue a temporary professional license 

to the spouse of an active duty member of the Armed Forces of the United States who submits to the 

department: 

1 .A completed application upon a form prepared and furnished by the department in accordance 

with the board's rules; 

2.The required application fee; 

3.Proof that the applicant is married to a member of the Armed Forces of the United States who is 

on active duty; 

4.Proof that the applicant holds a valid license for the profession issued by another state, the 

District of Columbia, or a possession or territory of the United States, and is not the subject of any 

disciplinary proceeding in any jurisdiction in which the applicant holds a license to practice a 

profession regulated by this chapter; 

5.Proof that the applicant's spouse is assigned to a duty station in this state pursuant to the 

member's official active duty military orders; and 

6.Proof that the applicant would otherwise be entitled to full licensure under the appropriate 

practice act, and is eligible to take the respective licensure examination as required in Florida. 

(b)The applicant must also submit to the Department of Law Enforcement a complete set of 

fingerprints. The Department of Law Enforcement shall conduct a statewide criminal history check and 

forward the fingerprints to the Federal Bureau of Investigation for a national criminal history check. 



(c)Each board, or the department if there is no board, shall review the results of the state and 

federal criminal history checks according to the level 2 screening standards in s. 435.04 when granting 

an exemption and when granting or denying the temporary license. 

(d)The applicant shall pay the cost of fingerprint processing. If the fingerprints are submitted 

through an authorized agency or vendor, the agency or vendor shall collect the required processing 

fees and remit the fees to the Department of Law Enforcement. 

(e)The department shall set an application fee, which may not exceed the cost of issuing the 

license. 

(f)A temporary license expires 12 months after the date of issuance and is not renewable. 

(g)An applicant for a temporary license under this subsection is subject to the requirements under 

s. 456.013(3)(a) and (c). 

(h)An applicant shall be deemed ineligible for a temporary license pursuant to this section if the 

applicant: 

1 .Has been convicted of or pled nob contendere to, regardless of adjudication, any felony or 

misdemeanor related to the practice of a health care profession; 

2.Has had a health care provider license revoked or suspended from another of the United States, 

the District of Columbia, or a United States territory; 

3.Has been reported to the National Practitioner Data Bank, unless the applicant has successfully 

appealed to have his or her name removed from the data bank; or 

4.Has previously failed the Florida examination required to receive a license to practice the 

profession for which the applicant is seeking a license. 

(i)The board, or department if there is no board, may revoke a temporary license upon finding that 

the individual violated the profession's governing practice act. 

(j)An applicant who is issued a temporary professional license to practice as a dentist pursuant to 

this section must practice under the indirect supervision, as defined in s. 466.003, of a dentist licensed 

pursuant to chapter 466. 

History.—s. 35, ch. 97-261; s. 19, ch. 99-7; s. 73, ch. 99-397; s. 54, ch. 2000-160; s. 1, ch. 2011-95. 

Note.—FOrmer s. 455.507. 

456.O25Fees; receipts; disposition.— 

(1 )It is the intent of the Legislature that all costs of regulating health care professions and 

practitioners shall be borne solely by licensees and licensure applicants. It is also the intent of the 

Legislature that fees should be reasonable and not serve as a barrier to licensure. Moreover, it is the 

intent of the Legislature that the department operate as efficiently as possible and regularly report to 

the Legislature additional methods to streamline operational costs. Therefore, the boards in 

consultation with the department, or the department if there is no board, shall, by rule, set renewal 

fees which: 



(a)Shall be based on revenue projections prepared using generally accepted accounting 

procedures; 

(b)Shall be adequate to cover all expenses relating to that board identified in the department's 

long-range policy plan, as required by s. 456.005; 

(c)Shall be reasonable, fair, and not serve as a barrier to licensure; 

(d)Shall be based on potential earnings from working under the scope of the license; 

(e)Shall be similar to fees imposed on similar licensure types; 

(f)Shall not be more than 10 percent greater than the actual cost to regulate that profession for 

the previous biennium; and 

(g)Shall be subject to challenge pursuant to chapter 120. 

(2)The chairpersons of the boards and councils listed in s. 20.43(3)(g) shall meet annually at 

division headquarters to review the long-range policy plan required by s. 456.005 and current and 

proposed fee schedules. The chairpersons shall make recommendations for any necessary statutory 

changes relating to fees and fee caps. Such recommendations shall be compiled by the Department of 

Health and be included in the annual report to the Legislature required by s. 456.026 as well as be 

included in the long-range policy plan required by s. 456.005. 

(3)Each board within the jurisdiction of the department, or the department when there is no 

board, shall determine by rule the amount of license fees for the profession it regulates, based upon 

long-range estimates prepared by the department of the revenue required to implement laws relating 

to the regulation of professions by the department and the board. Each board, or the department if 

there is no board, shall ensure that license fees are adequate to cover all anticipated costs and to 

maintain a reasonable cash balance, as determined by rule of the agency, with advice of the applicable 

board. If sufficient action is not taken by a board within 1 year after notification by the department 

that license fees are projected to be inadequate, the department shall set license fees on behalf of the 

applicable board to cover anticipated costs and to maintain the required cash balance. The department 

shall include recommended fee cap increases in its annual report to the Legislature. Further, it is the 

legislative intent that no regulated profession operate with a negative cash balance. The department 

may provide by rule for advancing sufficient funds to any profession operating with a negative cash 

balance. The advancement may be for a period not to exceed 2 consecutive years, and the regulated 

profession must pay interest. Interest shall be calculated at the current rate earned on investments of 

a trust fund used by the department to implement this chapter. Interest earned shall be allocated to 

the various funds in accordance with the allocation of investment earnings during the period of the 

advance. 

(4)Each board, or the department if there is no board, may charge a fee not to exceed $25, as 

determined by rule, for the issuance of a wall certificate pursuant to s. 456.01 3(2) requested by a 

licensee who was licensed prior to July 1, 1998, or for the issuance of a duplicate wall certificate 

requested by any licensee. 



(5)Each board, or the department if there is no board, may, by rule, assess and collect a one-time 

fee from each active status licensee and each inactive status licensee in an amount necessary to 

eliminate a cash deficit or, if there is not a cash deficit, in an amount sufficient to maintain the 

financial integrity of the professions as required in this section. Not more than one such assessment 

may be made in any 4-year period without specific legislative authorization. 

(6)If the cash balance of the trust fund at the end of any fiscal year exceeds the total 

appropriation provided for the regulation of the health care professions in the prior fiscal year, the 

boards, in consultation with the department, may lower the license renewal fees. 

(7)Each board, or the department if there is no board, shall establish, by rule, a fee not to exceed 

$250 for anyone seeking approval to provide continuing education courses or programs and shall 

establish by rule a biennial renewal fee not to exceed $250 for the renewal of providership of such 

courses. The fees collected from continuing education providers shall be used for the purposes of 

reviewing course provider applications, monitoring the integrity of the courses provided, covering legal 

expenses incurred as a result of not granting or renewing a providership, and developing and 

maintaining an electronic continuing education tracking system. The department shall implement an 

electronic continuing education tracking system for each new biennial renewal cycle for which 

electronic renewals are implemented after the effective date of this act and shall integrate such 

system into the licensure and renewal system. All approved continuing education providers shall 

provide information on course attendance to the department necessary to implement the electronic 

tracking system. The department shall, by rule, specify the form and procedures by which the 

information is to be submitted. 

(8)All moneys collected by the department from fees or fines or from costs awarded to the agency 

by a court shall be paid into a trust fund used by the department to implement this chapter. The 

Legislature shall appropriate funds from this trust fund sufficient to carry out this chapter and the 

provisions of law with respect to professions regulated by the Division of Medical Quality Assurance 

within the department and the boards. The department may contract with public and private entities 

to receive and deposit revenue pursuant to this section. The department shall maintain separate 

accounts in the trust fund used by the department to implement this chapter for every profession 

within the department. To the maximum extent possible, the department shall directly charge all 

expenses to the account of each regulated profession. For the purpose of this subsection, direct charge 

expenses include, but are not limited to, costs for investigations, examinations, and legal services. For 

expenses that cannot be charged directly, the department shall provide for the proportionate 

allocation among the accounts of expenses incurred by the department in the performance of its duties 

with respect to each regulated profession. The regulation by the department of professions, as defined 

in this chapter, shall be financed solely from revenue collected by it from fees and other charges and 

deposited in the Medical Quality Assurance Trust Fund, and all such revenue is hereby appropriated to 

the department. However, it is legislative intent that each profession shall operate within its 



anticipated fees. The department may not expend funds from the account of a profession to pay for 

the expenses incurred on behalf of another profession, except that the Board of Nursing must pay for 

any costs incurred in the regulation of certified nursing assistants. The department shall maintain 

adequate records to support its allocation of agency expenses. The department shall provide any board 

with reasonable access to these records upon request. On or before October 1 of each year, the 

department shall provide each board an annual report of revenue and direct and allocated expenses 

related to the operation of that profession. The board shall use these reports and the department's 

adopted long-range plan to determine the amount of license fees. A condensed version of this 

information, with the department's recommendations, shall be included in the annual report to the 

Legislature prepared under s. 456.026. 

(9)The department shall provide a management report of revenues and expenditures, performance 

measures, and recommendations to each board at least once a quarter. 

(10)If a duplicate license is required or requested by the licensee, the board or, if there is no 

board, the department may charge a fee as determined by rule not to exceed $25 before issuance of 

the duplicate license. 

(11 )The department or the appropriate board shall charge a fee not to exceed $25 for the 

certification of a public record. The fee shall be determined by rule of the department. The 

department or the appropriate board shall assess a fee for duplicating a public record as provided in s. 

119.07(4). 

History.—s. 49, ch. 92-33; s. 23, ch. 93-129; s. 58, ch. 97-261; s. 80, ch. 99-397; s. 55, ch. 2000-160; ss. 32, 164, ch. 

2000-318; s. 73, ch. 2001-62; s. 6, ch. 2001-277; s. 12, ch. 2003-416; s. 45, ch. 2004-335; s. 149, ch. 2010-102. 

Note.—Former s. 455.220; s. 455.587. 

456.O26AnnuaI report concerning finances, administrative complaints, disciplinary actions, and 

recommendations.—The department is directed to prepare and submit a report to the President of the 

Senate and the Speaker of the House of Representatives by November 1 of each year. In addition to 

finances and any other information the Legislature may require, the report shall include statistics and 

relevant information, profession by profession, detailing: 

(1 )The revenues, expenditures, and cash balances for the prior year, and a review of the adequacy 

of existing fees. 

(2)The number of complaints received and investigated. 

(3)The number of findings of probable cause made. 

(4)The number of findings of no probable cause made. 

(5)The number of administrative complaints filed. 

(6)The disposition of all administrative complaints. 

(7)A description of disciplinary actions taken. 

(8)A description of any effort by the department to reduce or otherwise close any investigation or 



disciplinary proceeding not before the Division of Administrative Hearings under chapter 120 or 

otherwise not completed within 1 year after the initial filing of a complaint under this chapter. 

(9)The status of the development and implementation of rules providing for disciplinary guidelines 

pursuant to s. 456.079. 

(10)Such recommendations for administrative and statutory changes necessary to facilitate 

efficient and cost-effective operation of the department and the various boards. 

History.—s. 75, ch. 97-261; s. 56, ch. 2000-160; s. 4, ch. 2002-254. 

Note.—FOrmer s. 455.644. 

456.O27Education; accreditation.—Notwithstanding any other provision of law, educational 

programs and institutions which are required by statute to be accredited, but which were accredited 

by an agency that has since ceased to perform an accrediting function, shall be recognized until such 

programs and institutions are accredited by a qualified successor to the original accrediting agency, an 

accrediting agency recognized by the United States Department of Education, or an accrediting agency 

recognized by the board, or the department when there is no board. 

History.—s. 48, ch. 97-261; s. 57, ch. 2000-160. 

Note.—FOrmer s. 455.551. 

456.O28Consultation with postsecondary education boards prior to adoption of changes to 

training requirements.—Any state agency or board that has jurisdiction over the regulation of a 

profession or occupation shall consult with the Commission for Independent Education, the Board of 

Governors of the State University System, and the State Board of Education prior to adopting any 

changes to training requirements relating to entry into the profession or occupation. This consultation 

must allow the educational board to provide advice regarding the impact of the proposed changes in 

terms of the length of time necessary to complete the training program and the fiscal impact of the 

changes. The educational board must be consulted only when an institution offering the training 

program falls under its jurisdiction. 

History.—s. 49, ch. 97-261; s. 35, ch. 98-421; s. 57, ch. 2000-160; s. 72, ch. 2004-5; s. 14, ch. 2004-41; s. 54, ch. 2007- 

217. 

Note.—Former s. 455.554. 

456.O29Education; substituting demonstration of competency for clock-hour requirements.— 

Any board, or the department when there is no board, that requires student completion of a specific 

number of clock hours of classroom instruction for initial licensure purposes shall establish the minimal 

competencies that such students must demonstrate in order to be licensed. The demonstration of such 

competencies may be substituted for specific classroom clock-hour requirements established in statute 

or rule which are related to instructional programs for licensure purposes. Student demonstration of 

the established minimum competencies shall be certified by the educational institution. The provisions 



of this section shall not apply to boards for which federal licensure standards are more restrictive or 

stringent than the standards prescribed in statute. 

History.—s. 47, ch. 97-261; s. 57, ch. 2000-160. 

Note.—Former s. 455.547. 

456.03 IRequirement for instruction on domestic violence.— 

(1 )(a)The appropriate board shall require each person licensed or certified under chapter 458, 

chapter 459, part I of chapter 464, chapter 466, chapter 467, chapter 490, or chapter 491 to complete 

a 2-hour continuing education course, approved by the board, on domestic violence, as defined in s. 

741 .28, as part of every third biennial relicensure or recertification. The course shall consist of 

information on the number of patients in that professional's practice who are likely to be victims of 

domestic violence and the number who are likely to be perpetrators of domestic violence, screening 

procedures for determining whether a patient has any history of being either a victim or a perpetrator 

of domestic violence, and instruction on how to provide such patients with information on, or how to 

refer such patients to, resources in the local community, such as domestic violence centers and other 

advocacy groups, that provide legal aid, shelter, victim counseling, batterer counseling, or child 

protection services. 

(b)Each such licensee or certificateholder shall submit confirmation of having completed such 

course, on a form provided by the board, when submitting fees for every third biennial renewal. 

(c)The board may approve additional equivalent courses that may be used to satisfy the 

requirements of paragraph (a). Each licensing board that requires a licensee to complete an 

educational course pursuant to this subsection may include the hour required for completion of the 

course in the total hours of continuing education required by law for such profession unless the 

continuing education requirements for such profession consist of fewer than 30 hours biennially. 

(d)Any person holding two or more licenses subject to the provisions of this subsection shall be 

permitted to show proof of having taken one board-approved course on domestic violence, for purposes 

of relicensure or recertification for additional licenses. 

(e)Failure to comply with the requirements of this subsection shall constitute grounds for 

disciplinary action under each respective practice act and under s. 456.072(1 )(k). In addition to 

discipline by the board, the licensee shall be required to complete such course. 

(2)Each board may adopt rules to carry out the provisions of this section. 

History.—s. 4, ch. 95-187; s. 61, ch. 97-261; s. 58, ch. 2000-160; s. 6, ch. 2000-295; s. 112, ch. 2000-318; s. 1, ch. 

2001-176; s. 1, ch. 2001-250; s. 105, ch. 2001-277; s. 1, ch. 2006-251. 

Note.—Former s. 455.222; s. 455.597. 

456.O32Hepatitis B or HIV carriers.— 

(1 )The department and each appropriate board within the Division of Medical Quality Assurance 

shall have the authority to establish procedures to handle, counsel, and provide other services to 





and acquired immune deficiency syndrome, for purposes of relicensure or recertification for additional 

licenses. 

(5)Failure to comply with the above requirements shall constitute grounds for disciplinary action 

under each respective licensing chapter and s. 456.072(1 )(e). In addition to discipline by the board, the 

licensee shall be required to complete the course. 

History.—s. 63, ch. 97-261; s. 4, ch. 98-171; S. 9, ch. 99-331; s. 82, ch. 99-397; s. 60, ch. 2000-160; s. 113, ch. 2000- 

318; s. 2, ch. 2001-176; s. 2, ch. 2001-250; s. 106, ch. 2001-277; s. 2, ch. 2006-251. 

Note.—Former s. 455.604. 

456.O35Address of record.— 

(1 )Each licensee of the department is solely responsible for notifying the department in writing of 

the licensee's current mailing address and place of practice, as defined by rule of the board or the 

department if there is no board. Electronic notification shall be allowed by the department; however, 

it shall be the responsibility of the licensee to ensure that the electronic notification was received by 

the department. A licensee's failure to notify the department of a change of address constitutes a 

violation of this section, and the licensee may be disciplined by the board or the department if there is 

no board. 

(2)Notwithstanding any other law, service by regular mail to a licensee's last known address of 

record with the department constitutes adequate and sufficient notice to the licensee for any official 

communication to the licensee by the board or the department except when other service is required 

under s. 456.076. 

History.—s. 97, ch. 97-261; s. 39, ch. 98-166; s. 62, ch. 2000-160; s. 13, ch. 2001-277. 

Note.—Former s. 455.71 7. 

456.O36Licenses; active and inactive status; delinquency.— 

(1 )A licensee may practice a profession only if the licensee has an active status license. A licensee 

who practices a profession with an inactive status license, a retired status license, or a delinquent 

license is in violation of this section and s. 456.072, and the board, or the department if there is no 

board, may impose discipline on the licensee. 

(2)Each board, or the department if there is no board, shall permit a licensee to choose, at the 

time of licensure renewal, an active, inactive, or retired status. 

(3)Each board, or the department if there is no board, shall by rule impose a fee for renewal of an 

active or inactive status license. The renewal fee for an inactive status license may not exceed the fee 

for an active status license. 

(4)Notwithstanding any other provision of law to the contrary, a licensee may change licensure 

status at any time. 

(a)Active status licensees choosing inactive status at the time of license renewal must pay the 

inactive status renewal fee, and, if applicable, the delinquency fee and the fee to change licensure 



status. Active status licensees choosing inactive status at any other time than at the time of license 

renewal must pay the fee to change licensure status. 

(b)An active status licensee or an inactive status licensee who chooses retired status at the time of 

license renewal must pay the retired status fee, which may not exceed $50 as established by rule of 

the board or the department if there is no board. An active status licensee or inactive status licensee 

who chooses retired status at any time other than at the time of license renewal must pay the retired 

status fee plus a change-of-status fee. 

(c)An inactive status licensee may change to active status at any time, if the licensee meets all 

requirements for active status. Inactive status licensees choosing active status at the time of license 

renewal must pay the active status renewal fee, any applicable reactivation fees as set by the board, 

or the department if there is no board, and, if applicable, the delinquency fee and the fee to change 

licensure status. Inactive status licensees choosing active status at any other time than at the time of 

license renewal must pay the difference between the inactive status renewal fee and the active status 

renewal fee, if any exists, any applicable reactivation fees as set by the board, or the department if 

there is no board, and the fee to change licensure status. 

(5)A licensee must apply with a complete application, as defined by rule of the board, or the 

department if there is no board, to renew an active or inactive status license before the license 

expires. If a licensee fails to renew before the license expires, the license becomes delinquent in the 

license cycle following expiration. 

(6)A delinquent licensee must affirmatively apply with a complete application, as defined by rule 

of the board, or the department if there is no board, for active or inactive status during the licensure 

cycle in which a licensee becomes delinquent. Failure by a delinquent licensee to become active or 

inactive before the expiration of the current licensure cycle renders the license null without any 

further action by the board or the department. Any subsequent licensure shall be as a result of 

applying for and meeting all requirements imposed on an applicant for new licensure. 

(7)Each board, or the department if there is no board, shall by rule impose an additional 

delinquency fee, not to exceed the biennial renewal fee for an active status license, on a delinquent 

licensee when such licensee applies for active or inactive status. 

(8)Each board, or the department if there is no board, shall by rule impose an additional fee, not 

to exceed the biennial renewal fee for an active status license, for processing a licensee's request to 

change licensure status at any time other than at the beginning of a licensure cycle. 

(9)Each board, or the department if there is no board, may by rule impose reasonable conditions, 

excluding full reexamination but including part of a national examination or a special purpose 

examination to assess current competency, necessary to ensure that a licensee who has been on 

inactive status for more than two consecutive biennial licensure cycles and who applies for active 

status can practice with the care and skill sufficient to protect the health, safety, and welfare of the 

public. Reactivation requirements may differ depending on the length of time licensees are inactive. 



The costs to meet reactivation requirements shall be borne by licensees requesting reactivation. 

(10)Each board, or the department if there is no board, may by rule impose reasonable conditions, 

including full reexamination to assess current competency, in order to ensure that a licensee who has 

been on retired status for more than 5 years, or a licensee from another state who has not been in 

active practice within the past 5 years, and who applies for active status is able to practice with the 

care and skill sufficient to protect the health, safety, and welfare of the public. Requirements for 

reactivation of a license may differ depending on the length of time a licensee has been retired. 

(11 )Before reactivation, an inactive status licensee or a delinquent licensee who was inactive prior 

to becoming delinquent must meet the same continuing education requirements, if any, imposed on an 

active status licensee for all biennial licensure periods in which the licensee was inactive or 

delinquent. 

(12)Before the license of a retired status licensee is reactivated, the licensee must meet the same 

requirements for continuing education, if any, and pay any renewal fees imposed on an active status 

licensee for all biennial licensure periods during which the licensee was on retired status. 

(13)The status or a change in status of a licensee does not alter in any way the right of the board, 

or of the department if there is no board, to impose discipline or to enforce discipline previously 

imposed on a licensee for acts or omissions committed by the licensee while holding a license, whether 

active, inactive, retired, or delinquent. 

(14)A person who has been denied renewal of licensure, certification, or registration under s. 

456.0635(3) may regain licensure, certification, or registration only by meeting the qualifications and 

completing the application process for initial licensure as defined by the board, or the department if 

there is no board. However, a person who was denied renewal of licensure, certification, or 

registration under s. 24, chapter 2009-223, Laws of Florida, between July 1, 2009, and June 30, 2012, 

is not required to retake and pass examinations applicable for initial licensure, certification, or 

registration. 

(15)This section does not apply to a business establishment registered, permitted, or licensed by 

the department to do business. 

(16)The board, or the department when there is no board, may adopt rules pursuant to ss. 

120.536(1) and 120.54 as necessary to implement this section. 

History.—s. 95, ch. 97-261; s. 63, ch. 2000-160; s. 31, ch. 2000-318; s. 3, ch. 2005-62; s. 2, ch. 2012-64. 

Note.—Former s. 455.711. 

456.O37Business establishments; requirements for active status licenses; delinquency; 

discipline; applicability.— 

(1 )A business establishment regulated by the Division of Medical Quality Assurance pursuant to this 

chapter may provide regulated services only if the business establishment has an active status license. 

A business establishment that provides regulated services without an active status license is in violation 



of this section and s. 456.072, and the board, or the department if there is no board, may impose 

discipline on the business establishment. 

(2)A business establishment must apply with a complete application, as defined by rule of the 

board, or the department if there is no board, to renew an active status license before the license 

expires. If a business establishment fails to renew before the license expires, the license becomes 

delinquent, except as otherwise provided in statute, in the license cycle following expiration. 

(3)A delinquent business establishment must apply with a complete application, as defined by rule 

of the board, or the department if there is no board, for active status within 6 months after becoming 

delinquent. Failure of a delinquent business establishment to renew the license within the 6 months 

after the expiration date of the license renders the license null without any further action by the board 

or the department. Any subsequent licensure shall be as a result of applying for and meeting all 

requirements imposed on a business establishment for new licensure. 

(4)The status or a change in status of a business establishment license does not alter in any way 

the right of the board, or of the department if there is no board, to impose discipline or to enforce 

discipline previously imposed on a business establishment for acts or omissions committed by the 

business establishment while holding a license, whether active or null. 

(5)This section applies to any business establishment registered, permitted, or licensed by the 

department to do business. Business establishments include, but are not limited to, dental 

laboratories, electrology facilities, massage establishments, pharmacies, and pain-management clinics 

required to be registered under s. 458.3265 or s. 459.0137. 

History.—s. 89, ch. 99-397; s. 64, ch. 2000-160; s. 27, ch. 2000-318; s. 102, ch. 2000-349; s. 1, ch. 2010-211. 

Note.—Former s. 455.712. 

456.O38Renewal and cancellation notices.— 

(1 )At least 90 days before the end of a licensure cycle, the department shall: 

(a)Forward a licensure renewal notification to an active or inactive status licensee at the 

licensee's last known address of record with the department. 

(b)Forward a notice of pending cancellation of licensure to a delinquent licensee at the licensee's 

last known address of record with the department. 

(2)Each licensure renewal notification and each notice of pending cancellation of licensure must 

state conspicuously that a licensee who remains on inactive status for more than two consecutive 

biennial licensure cycles and who wishes to reactivate the license may be required to demonstrate the 

competency to resume active practice by sitting for a special purpose examination or by completing 

other reactivation requirements, as defined by rule of the board or the department if there is no 

board. 

History.—s. 96, ch. 97-261; s. 65, ch. 2000-160; s. 33, ch. 2000-318. 

Note.—Former s. 455.714. 



456.O39Designated health care professionals; information required for licensure.— 

(1 )Each person who applies for initial licensure as a physician under chapter 458, chapter 459, 

chapter 460, or chapter 461, except a person applying for registration pursuant to ss. 458.345 and 

459.021, must, at the time of application, and each physician who applies for license renewal under 

chapter 458, chapter 459, chapter 460, or chapter 461, except a person registered pursuant to ss. 

458.345 and 459.021, must, in conjunction with the renewal of such license and under procedures 

adopted by the Department of Health, and in addition to any other information that may be required 

from the applicant, furnish the following information to the Department of Health: 

(a)1 .The name of each medical school that the applicant has attended, with the dates of 

attendance and the date of graduation, and a description of all graduate medical education completed 

by the applicant, excluding any coursework taken to satisfy medical licensure continuing education 

requirements. 

2.The name of each hospital at which the applicant has privileges. 

3.The address at which the applicant will primarily conduct his or her practice. 

4.Any certification that the applicant has received from a specialty board that is recognized by the 

board to which the applicant is applying. 

5.The year that the applicant began practicing medicine. 

6.Any appointment to the faculty of a medical school which the applicant currently holds and an 

indication as to whether the applicant has had the responsibility for graduate medical education within 

the most recent 10 years. 

7.A description of any criminal offense of which the applicant has been found guilty, regardless of 

whether adjudication of guilt was withheld, or to which the applicant has pled guilty or nob 

contendere. A criminal offense committed in another jurisdiction which would have been a felony or 

misdemeanor if committed in this state must be reported. If the applicant indicates that a criminal 

offense is under appeal and submits a copy of the notice for appeal of that criminal offense, the 

department must state that the criminal offense is under appeal if the criminal offense is reported in 

the applicant's profile. If the applicant indicates to the department that a criminal offense is under 

appeal, the applicant must, upon disposition of the appeal, submit to the department a copy of the 

final written order of disposition. 

8.A description of any final disciplinary action taken within the previous 10 years against the 

applicant by the agency regulating the profession that the applicant is or has been licensed to practice, 

whether in this state or in any other jurisdiction, by a specialty board that is recognized by the 

American Board of Medical Specialties, the American Osteopathic Association, or a similar national 

organization, or by a licensed hospital, health maintenance organization, prepaid health clinic, 

ambulatory surgical center, or nursing home. Disciplinary action includes resignation from or 

nonrenewal of medical staff membership or the restriction of privileges at a licensed hospital, health 



maintenance organization, prepaid health clinic, ambulatory surgical center, or nursing home taken in 

lieu of or in settlement of a pending disciplinary case related to competence or character. If the 

applicant indicates that the disciplinary action is under appeal and submits a copy of the document 

initiating an appeal of the disciplinary action, the department must state that the disciplinary action is 

under appeal if the disciplinary action is reported in the applicant's profile. 

9.Relevant professional qualifications as defined by the applicable board. 

(b)In addition to the information required under paragraph (a), each applicant who seeks licensure 

under chapter 458, chapter 459, or chapter 461, and who has practiced previously in this state or in 

another jurisdiction or a foreign country must provide the information required of licensees under 

those chapters pursuant to s. 456.049. An applicant for licensure under chapter 460 who has practiced 

previously in this state or in another jurisdiction or a foreign country must provide the same 

information as is required of licensees under chapter 458, pursuant to s. 456.049. 

(2)Before the issuance of the licensure renewal notice required by s. 456.038, the Department of 

Health shall send a notice to each person licensed under chapter 458, chapter 459, chapter 460, or 

chapter 461, at the licensee's last known address of record with the department, regarding the 

requirements for information to be submitted by those practitioners pursuant to this section in 

conjunction with the renewal of such license and under procedures adopted by the department. 

(3)Each person who has submitted information pursuant to subsection (1) must update that 

information in writing by notifying the Department of Health within 45 days after the occurrence of an 

event or the attainment of a status that is required to be reported by subsection (1). Failure to comply 

with the requirements of this subsection to update and submit information constitutes a ground for 

disciplinary action under each respective licensing chapter and s. 456.072(1 )(k). For failure to comply 

with the requirements of this subsection to update and submit information, the department or board, 

as appropriate, may: 

(a)Refuse to issue a license to any person applying for initial licensure who fails to submit and 

update the required information. 

(b)Issue a citation to any licensee who fails to submit and update the required information and may 

fine the licensee up to $50 for each day that the licensee is not in compliance with this subsection. The 

citation must clearly state that the licensee may choose, in lieu of accepting the citation, to follow the 

procedure under s. 456.073. If the licensee disputes the matter in the citation, the procedures set 

forth in s. 456.073 must be followed. However, if the licensee does not dispute the matter in the 

citation with the department within 30 days after the citation is served, the citation becomes a final 

order and constitutes discipline. Service of a citation may be made by personal service or certified 

mail, restricted delivery, to the subject at the licensee's last known address. 

(4)(a)An applicant for initial licensure must submit a set of fingerprints to the Department of 

Health in accordancewith s. 458.311,s. 458.3115, s. 458.3124, s. 458.313, s. 459.0055, s.460.406, or 

s. 461 .006. 



(b)An applicant for renewed licensure must submit a set of fingerprints for the initial renewal of 

his or her license after January 1, 2000, to the agency regulating that profession in accordance with 

procedures established under s. 458.319, s. 459.008, s. 460.407, or s. 461 .007. 

(c)The Department of Health shall submit the fingerprints provided by an applicant for initial 

licensure to the Florida Department of Law Enforcement for a statewide criminal history check, and 

the Florida Department of Law Enforcement shall forward the fingerprints to the Federal Bureau of 

Investigation for a national criminal history check of the applicant. The department shall submit the 

fingerprints provided by an applicant for a renewed license to the Florida Department of Law 

Enforcement for a statewide criminal history check, and the Florida Department of Law Enforcement 

shall forward the fingerprints to the Federal Bureau of Investigation for a national criminal history 

check for the initial renewal of the applicant's license after January 1, 2000; for any subsequent 

renewal of the applicant's license, the department shall submit the required information for a 

statewide criminal history check of the applicant. 

(5)Each person who is required to submit information pursuant to this section may submit 

additional information. Such information may include, but is not limited to: 

(a)Information regarding publications in peer-reviewed medical literature within the previous 10 

years. 

(b)Information regarding professional or community service activities or awards. 

(c)Languages, other than English, used by the applicant to communicate with patients and 

identification of any translating service that may be available at the place where the applicant 

primarily conducts his or her practice. 

(d)An indication of whether the person participates in the Medicaid program. 

History.—s. 127, ch. 97-237; s. 3, ch. 97-273; ss. 8, 34, ch. 98-166; s. 60, ch. 99-397; s. 66, ch. 2000-160; s. 21, ch. 

2000-318; s. 74, ch. 2001 -62; s. 13, ch. 2003-41 6; s. 57, ch. 2010-114. 

Note.—Former s. 455.565. 

456.O39lAdvanced registered nurse practitioners; information required for certification.— 

(1)(a)Each person who applies for initial certification under s. 464.012 must, at the time of 

application, and each person certified under s. 464.012 who applies for certification renewal must, in 

conjunction with the renewal of such certification and under procedures adopted by the Department of 

Health, and in addition to any other information that may be required from the applicant, furnish the 

following information to the Department of Health: 

1 .The name of each school or training program that the applicant has attended, with the months 

and years of attendance and the month and year of graduation, and a description of all graduate 

professional education completed by the applicant, excluding any coursework taken to satisfy 

continuing education requirements. 

2.The name of each location at which the applicant practices. 



3.The address at which the applicant will primarily conduct his or her practice. 

4.Any certification or designation that the applicant has received from a specialty or certification 

board that is recognized or approved by the regulatory board or department to which the applicant is 

applying. 

5.The year that the applicant received initial certification and began practicing the profession in 

any jurisdiction and the year that the applicant received initial certification in this state. 

6.Any appointment which the applicant currently holds to the faculty of a school related to the 

profession and an indication as to whether the applicant has had the responsibility for graduate 

education within the most recent 10 years. 

7.A description of any criminal offense of which the applicant has been found guilty, regardless of 

whether adjudication of guilt was withheld, or to which the applicant has pled guilty or nob 

contendere. A criminal offense committed in another jurisdiction which would have been a felony or 

misdemeanor if committed in this state must be reported. If the applicant indicates that a criminal 

offense is under appeal and submits a copy of the notice for appeal of that criminal offense, the 

department must state that the criminal offense is under appeal if the criminal offense is reported in 

the applicant's profile. If the applicant indicates to the department that a criminal offense is under 

appeal, the applicant must, within 1 5 days after the disposition of the appeal, submit to the 

department a copy of the final written order of disposition. 

8.A description of any final disciplinary action taken within the previous 10 years against the 

applicant by a licensing or regulatory body in any jurisdiction, by a specialty board that is recognized 

by the board or department, or by a licensed hospital, health maintenance organization, prepaid 

health clinic, ambulatory surgical center, or nursing home. Disciplinary action includes resignation from 

or nonrenewal of staff membership or the restriction of privileges at a licensed hospital, health 

maintenance organization, prepaid health clinic, ambulatory surgical center, or nursing home taken in 

lieu of or in settlement of a pending disciplinary case related to competence or character. If the 

applicant indicates that the disciplinary action is under appeal and submits a copy of the document 

initiating an appeal of the disciplinary action, the department must state that the disciplinary action is 

under appeal if the disciplinary action is reported in the applicant's profile. 

(b)ln addition to the information required under paragraph (a), each applicant for initial 

certification or certification renewal must provide the information required of licensees pursuant to s. 

456.049. 

(2)The Department of Health shall send a notice to each person certified under s. 464.012 at the 

certificateholder's last known address of record regarding the requirements for information to be 

submitted by advanced registered nurse practitioners pursuant to this section in conjunction with the 

renewal of such certificate. 

(3)Each person certified under s. 464.012 who has submitted information pursuant to subsection (1) 

must update that information in writing by notifying the Department of Health within 45 days after the 



occurrence of an event or the attainment of a status that is required to be reported by subsection (1). 

Failure to comply with the requirements of this subsection to update and submit information 

constitutes a ground for disciplinary action under chapter 464 and s. 456.072(1 )(k). For failure to 

comply with the requirements of this subsection to update and submit information, the department or 

board, as appropriate, may: 

(a)Refuse to issue a certificate to any person applying for initial certification who fails to submit 

and update the required information. 

(b)Issue a citation to any certificateholder who fails to submit and update the required information 

and may fine the certificateholder up to $50 for each day that the certificateholder is not in 

compliance with this subsection. The citation must clearly state that the certificateholder may choose, 

in lieu of accepting the citation, to follow the procedure under s. 456.073. If the certificateholder 

disputes the matter in the citation, the procedures set forth in s. 456.073 must be followed. However, 

if the certificateholder does not dispute the matter in the citation with the department within 30 days 

after the citation is served, the citation becomes a final order and constitutes discipline. Service of a 

citation may be made by personal service or certified mail, restricted delivery, to the subject at the 

certificateholder's last known address. 

(4)(a)An applicant for initial certification under s. 464.012 must submit a set of fingerprints to the 

Department of Health on a form and under procedures specified by the department, along with 

payment in an amount equal to the costs incurred by the Department of Health for a national criminal 

history check of the applicant. 

(b)An applicant for renewed certification who has not previously submitted a set of fingerprints to 

the Department of Health for purposes of certification must submit a set of fingerprints to the 

department as a condition of the initial renewal of his or her certificate after the effective date of this 

section. The applicant must submit the fingerprints on a form and under procedures specified by the 

department, along with payment in an amount equal to the costs incurred by the Department of Health 

for a national criminal history check. For subsequent renewals, the applicant for renewed certification 

must only submit information necessary to conduct a statewide criminal history check, along with 

payment in an amount equal to the costs incurred by the Department of Health for a statewide 

criminal history check. 

(c)1 .The Department of Health shall submit the fingerprints provided by an applicant for initial 

certification to the Florida Department of Law Enforcement for a statewide criminal history check, and 

the Florida Department of Law Enforcement shall forward the fingerprints to the Federal Bureau of 

Investigation for a national criminal history check of the applicant. 

2.The department shall submit the fingerprints provided by an applicant for the initial renewal of 

certification to the Florida Department of Law Enforcement for a statewide criminal history check, and 

the Florida Department of Law Enforcement shall forward the fingerprints to the Federal Bureau of 

Investigation for a national criminal history check for the initial renewal of the applicant's certificate 



after the effective date of this section. 

3.For any subsequent renewal of the applicant's certificate, the department shall submit the 

required information for a statewide criminal history check of the applicant to the Florida Department 

of Law Enforcement. 

(d)Any applicant for initial certification or renewal of certification as an advanced registered nurse 

practitioner who submits to the Department of Health a set of fingerprints and information required for 

the criminal history check required under this section shall not be required to provide a subsequent set 

of fingerprints or other duplicate information required for a criminal history check to the Agency for 

Health Care Administration, the Department of Juvenile Justice, or the Department of Children and 

Family Services for employment or licensure with such agency or department, if the applicant has 

undergone a criminal history check as a condition of initial certification or renewal of certification as 

an advanced registered nurse practitioner with the Department of Health, notwithstanding any other 

provision of law to the contrary. In lieu of such duplicate submission, the Agency for Health Care 

Administration, the Department of Juvenile Justice, and the Department of Children and Family 

Services shall obtain criminal history information for employment or licensure of persons certified 

under s. 464.012 by such agency or department from the Department of Health's health care 

practitioner credentialing system. 

(5)Each person who is required to submit information pursuant to this section may submit 

additional information to the Department of Health. Such information may include, but is not limited 

to: 

(a)Information regarding publications in peer-reviewed professional literature within the previous 

10 years. 

(b)Information regarding professional or community service activities or awards. 

(c)Languages, other than English, used by the applicant to communicate with patients or clients 

and identification of any translating service that may be available at the place where the applicant 

primarily conducts his or her practice. 

(d)An indication of whether the person participates in the Medicaid program. 

History.—s. 152, ch. 2000-318. 

456.O392Prescription labeling.— 

(1 )A prescription written by a practitioner who is authorized under the laws of this state to write 

prescriptions for drugs that are not listed as controlled substances in chapter 893 but who is not 

eligible for a federal Drug Enforcement Administration number shall include that practitioner's name 

and professional license number. The pharmacist or dispensing practitioner must include the 

practitioner's name on the container of the drug that is dispensed. A pharmacist shall be permitted, 

upon verification by the prescriber, to document any information required by this section. 

(2)A prescription for a drug that is not listed as a controlled substance in chapter 893 which is 



written by an advanced registered nurse practitioner certified under s. 464.012 is presumed, subject to 

rebuttal, to be valid and within the parameters of the prescriptive authority delegated by a 

practitioner licensed under chapter 458, chapter 459, or chapter 466. 

(3)A prescription for a drug that is not listed as a controlled substance in chapter 893 which is 

written by a physician assistant licensed under chapter 458 or chapter 459 is presumed, subject to 

rebuttal, to be valid and within the parameters of the prescriptive authority delegated by the physician 

assistant's supervising physician. 

History.—s. 1, ch. 2004-8. 

456.041 Practitioner profile; creation.— 

(1)(a)The Department of Health shall compile the information submitted pursuant to s. 456.039 

into a practitioner profile of the applicant submitting the information, except that the Department of 

Health shall develop a format to compile uniformly any information submitted under s. 456.039(4)(b). 

Beginning July 1, 2001, the Department of Health may compile the information submitted pursuant to 

s. 456.0391 into a practitioner profile of the applicant submitting the information. The protocol 

submitted pursuant to s. 464.012(3) must be included in the practitioner profile of the advanced 

registered nurse practitioner. 

(b)Beginning July 1, 2005, the department shall verify the information submitted by the applicant 

under s. 456.039 concerning disciplinary history and medical malpractice claims at the time of initial 

licensure and license renewal using the National Practitioner Data Bank. The physician profiles shall 

reflect the disciplinary action and medical malpractice claims as reported by the National Practitioner 

Data Bank, and shall include information relating to liability and disciplinary actions obtained as a 

result of a search of the National Practitioner Data Bank. 

(c)Within 30 calendar days after receiving an update of information required for the practitioner's 

profile, the department shall update the practitioner's profile in accordance with the requirements of 

subsection (8). 

(2)On the profile published under subsection (1), the department shall indicate if the information 

provided under s. 456.039(1 )(a)7. or s. 456.0391 (1 )(a)7. is or is not corroborated by a criminal history 

check conducted according to this subsection. The department, or the board having regulatory 

authority over the practitioner acting on behalf of the department, shall investigate any information 

received by the department or the board. 

(3)The Department of Health shall include in each practitioner's practitioner profile that criminal 

information that directly relates to the practitioner's ability to competently practice his or her 

profession. The department must include in each practitioner's practitioner profile the following 

statement: "The criminal history information, if any exists, may be incomplete; federal criminal history 

information is not available to the public." The department shall provide in each practitioner profile, 

for every final disciplinary action taken against the practitioner, an easy-to-read narrative description 



that explains the administrative complaint filed against the practitioner and the final disciplinary 

action imposed on the practitioner. The department shall include a hyperlink to each final order listed 

in its website report of dispositions of recent disciplinary actions taken against practitioners. 

(4)The Department of Health shall include, with respect to a practitioner licensed under chapter 

458 or chapter 459, a statement of how the practitioner has elected to comply with the financial 

responsibility requirements of s. 458.320 or s. 459.0085. The department shall include, with respect to 

practitioners subject to s. 456.048, a statement of how the practitioner has elected to comply with the 

financial responsibility requirements of that section. The department shall include, with respect to 

practitioners licensed under chapter 461, information relating to liability actions which has been 

reported under s. 456.049 or s. 627.912 within the previous 10 years for any paid claim that exceeds 

$5,000. The department shall include, with respect to practitioners licensed under chapter 458 or 

chapter 459, information relating to liability actions which has been reported under ss. 456.049 and 

627.912 within the previous 10 years for any paid claim that exceeds $100,000. Such claims information 

shall be reported in the context of comparing an individual practitioner's claims to the experience of 

other practitioners within the same specialty, or profession if the practitioner is not a specialist. The 

department must provide a hyperlink in such practitioner's profile to all such comparison reports. If 

information relating to a liability action is included in a practitioner's practitioner profile, the profile 

must also include the following statement: "Settlement of a claim may occur for a variety of reasons 

that do not necessarily reflect negatively on the professional competence or conduct of the 

practitioner. A payment in settlement of a medical malpractice action or claim should not be construed 

as creating a presumption that medical malpractice has occurred." 

(5)The Department of Health shall include the date of a hospital or ambulatory surgical center 

disciplinary action taken by a licensed hospital or an ambulatory surgical center, in accordance with 

the requirements of s. 395.0193, in the practitioner profile. The department shall state whether the 

action related to professional competence and whether it related to the delivery of services to a 

patient. 

(6)The Department of Health shall provide in each practitioner profile for every physician or 

advanced registered nurse practitioner terminated for cause from participating in the Medicaid 

program, pursuant to s. 409.913, or sanctioned by the Medicaid program a statement that the 

practitioner has been terminated from participating in the Florida Medicaid program or sanctioned by 

the Medicaid program. 

(7)The Department of Health may include in the practitioner's practitioner profile any other 

information that is a public record of any governmental entity and that relates to a practitioner's 

ability to competently practice his or her profession. 

(8)Upon the completion of a practitioner profile under this section, the Department of Health shall 

furnish the practitioner who is the subject of the profile a copy of it for review and verification. The 

practitioner has a period of 30 days in which to review and verify the contents of the profile and to 





Health may corroborate any information that practitioners are required to report under s. 456.039 or s. 

456.0391. 

History.—s. 130, ch. 97-237; s. 6, ch. 97-273; s. 112, ch. 2000-153; s. 69, ch. 2000-160; ss. 23, 154, ch. 2000-318. 

Note.—FOrmer s. 455.5653. 

456.O44Practitioner profiles; rules; workshops.—Effective upon this act becoming a law, the 

Department of Health shall adopt rules for the form of a practitioner profile that the agency is required 

to prepare. The Department of Health, pursuant to chapter 120, must hold public workshops for 

purposes of rule development to implement this section. An agency to which information is to be 

submitted under this act may adopt by rule a form for the submission of the information required under 

s. 456.039 or s. 456.0391. 

History.—s. 131, ch. 97-237; s. 7, ch. 97-273; s. 113, ch. 2000-153; s. 70, ch. 2000-160; ss. 24, 155, ch. 2000-318. 

Note.—FOrmer s. 455.5654. 

456.O45Practitioner profiles; maintenance of superseded information.—Information in 

superseded practitioner profiles must be maintained by the Department of Health, in accordance with 

general law and the rules of the Department of State. 

History.—s. 132, ch. 97-237; s. 8, ch. 97-273; s. 71, ch. 2000-160. 

Note.—FOrmer s. 455.5655. 

456.O46Practitioner profiles; confidentiality.—Any patient name or other information that 

identifies a patient which is in a record obtained by the Department of Health or its agent for the 

purpose of compiling a practitioner profile pursuant to s. 456.041 is confidential and exempt from the 

provisions of s. 119.07(1) and s. 24(a), Art. I of the State Constitution. Other data received by the 

department or its agent as a result of its duty to compile and promulgate practitioner profiles are 

confidential and exempt from the provisions of s. 119.07(1) and s. 24(a), Art. I of the State Constitution 

until the profile into which the data are incorporated or with respect to which the data are submitted 

is made public pursuant to the requirements of s. 456.041. Any information or record that the 

Department of Health obtains from the Agency for Health Care Administration or any other 

governmental entity for the purpose of compiling a practitioner profile or substantiating other 

information or records submitted for that purpose which is otherwise exempt from public disclosure 

shall remain exempt as otherwise provided by law. 

History.—s. 1, ch. 97-175; s. 71, ch. 2000-160; s. 1, ch. 2002-198. 

Note.—FOrmer s. 455.5656. 

456.O48Financial responsibility requirements for certain health care practitioners.— 

(1 )As a prerequisite for licensure or license renewal, the Board of Acupuncture, the Board of 

Chiropractic Medicine, the Board of Podiatric Medicine, and the Board of Dentistry shall, by rule, 



require that all health care practitioners licensed under the respective board, and the Board of 

Medicine and the Board of Osteopathic Medicine shall, by rule, require that all anesthesiologist 

assistants licensed pursuant to s. 458.3475 or s. 459.023, and the Board of Nursing shall, by rule, 

require that advanced registered nurse practitioners certified under s. 464.012, and the department 

shall, by rule, require that midwives maintain medical malpractice insurance or provide proof of 

financial responsibility in an amount and in a manner determined by the board or department to be 

sufficient to cover claims arising out of the rendering of or failure to render professional care and 

services in this state. 

(2)The board or department may grant exemptions upon application by practitioners meeting any 

of the following criteria: 

(a)Any person licensed under chapter 457, s. 458.3475, s. 459.023, chapter 460, chapter 461, s. 

464.012, chapter 466, or chapter 467 who practices exclusively as an officer, employee, or agent of the 

Federal Government or of the state or its agencies or its subdivisions. For the purposes of this 

subsection, an agent of the state, its agencies, or its subdivisions is a person who is eligible for 

coverage under any self-insurance or insurance program authorized by the provisions of s. 768.28(16) or 

who is a volunteer under s. 110.501(1). 

(b)Any person whose license or certification has become inactive under chapter 457, s. 458.3475, 

s. 459.023, chapter 460, chapter 461, part I of chapter 464, chapter 466, or chapter 467 and who is not 

practicing in this state. Any person applying for reactivation of a license must show either that such 

licensee maintained tail insurance coverage which provided liability coverage for incidents that 

occurred on or after October 1, 1993, or the initial date of licensure in this state, whichever is later, 

and incidents that occurred before the date on which the license became inactive; or such licensee 

must submit an affidavit stating that such licensee has no unsatisfied medical malpractice judgments or 

settlements at the time of application for reactivation. 

(c)Any person holding a limited license pursuant to s. 456.015, and practicing under the scope of 

such limited license. 

(d)Any person licensed or certified under chapter 457, s. 458.3475, s. 459.023, chapter 460, 

chapter 461, s. 464.012, chapter 466, or chapter 467 who practices only in conjunction with his or her 

teaching duties at an accredited school or in its main teaching hospitals. Such person may engage in 

the practice of medicine to the extent that such practice is incidental to and a necessary part of duties 

in connection with the teaching position in the school. 

(e)Any person holding an active license or certification under chapter 457, s. 458.3475, s. 459.023, 

chapter 460, chapter 461, s. 464.012, chapter 466, or chapter 467 who is not practicing in this state. If 

such person initiates or resumes practice in this state, he or she must notify the department of such 

activity. 

(f)Any person who can demonstrate to the board or department that he or she has no malpractice 

exposure in the state. 



(3)Notwithstanding the provisions of this section, the financial responsibility requirements of ss. 

458.320 and 459.0085 shall continue to apply to practitioners licensed under those chapters, except for 

anesthesiologist assistants licensed pursuant to s. 458.3475 or s. 459.023 who must meet the 

requirements of this section. 

History.—s. 1, ch. 93-41; S. 193, ch. 97-103; s. 90, ch. 97-261; s. 266, ch. 98-166; s. 88, ch. 99-397; S. 73, ch. 2000- 

160; s. 116, ch. 2000-318; S. 73, ch. 2004-5; S. 1, ch. 2004-303. 

Note.—Former s. 455.2456; s. 455.694. 

456.O49Health care practitioners; reports on professional liability claims and actions.—Any 

practitioner of medicine licensed pursuant to the provisions of chapter 458, practitioner of osteopathic 

medicine licensed pursuant to the provisions of chapter 459, podiatric physician licensed pursuant to 

the provisions of chapter 461, or dentist licensed pursuant to the provisions of chapter 466 shall report 

to the Office of Insurance Regulation any claim or action for damages for personal injury alleged to 

have been caused by error, omission, or negligence in the performance of such licensee's professional 

services or based on a claimed performance of professional services without consent pursuant to s. 

627.912. 

History.—s. 13, ch. 88-1; s. 7, ch. 91-140; s. 309, ch. 96-406; s. 91, ch. 97-261; s. 193, ch. 98-166; s. 74, ch. 2000-160; 

s. 16, ch. 2003-416. 

Note.—Former s. 455.247; s. 455.697. 

456.O5lReports of professional liability actions; bankruptcies; Department of Health's 

responsibility to provide.— 

(1 )The report of a claim or action for damages for personal injury which is required to be provided 

to the Department of Health under s. 456.049 or s. 627.912 is public information except for the name 

of the claimant or injured person, which remains confidential as provided in s. 627.912(2)(e). The 

Department of Health shall, upon request, make such report available to any person. The department 

shall make such report available as a part of the practitioner's profile within 30 calendar days after 

receipt. 

(2)Any information in the possession of the Department of Health which relates to a bankruptcy 

proceeding by a practitioner of medicine licensed under chapter 458, a practitioner of osteopathic 

medicine licensed under chapter 459, a podiatric physician licensed under chapter 461, or a dentist 

licensed under chapter 466 is public information. The Department of Health shall, upon request, make 

such information available to any person. The department shall make such report available as a part of 

the practitioner's profile within 30 calendar days after receipt. 

History.—s. 146, ch. 97-237; s. 22, ch. 97-273; ss. 38, 194, ch. 98-166; s. 75, ch. 2000-160; s. 17, ch. 2003-41 6; s. 74, 

ch. 2004-5. 

Note.—Former s. 455.698. 



456.O52Disclosure of financial interest by production.— 

(1 )A health care provider shall not refer a patient to an entity in which such provider is an investor 

unless, prior to the referral, the provider furnishes the patient with a written disclosure form, 

informing the patient of: 

(a)The existence of the investment interest. 

(b)The name and address of each applicable entity in which the referring health care provider is an 

investor. 

(c)The patient's right to obtain the items or services for which the patient has been referred at the 

location or from the provider or supplier of the patient's choice, including the entity in which the 

referring provider is an investor. 

(d)The names and addresses of at least two alternative sources of such items or services available 

to the patient. 

(2)The physician or health care provider shall post a copy of the disclosure forms in a conspicuous 

public place in his or her office. 

(3)A violation of this section shall constitute a misdemeanor of the first degree, punishable as 

provided in s. 775.082 or s. 775.083. In addition to any other penalties or remedies provided, a 

violation of this section shall be grounds for disciplinary action by the respective board. 

History.—s. 1, ch. 86-31; s. 84, ch. 91-224; s. 13, ch. 92-178; s. 92, ch. 97-261; s. 76, ch. 2000-160. 

Note.—Former s. 455.25; s. 455.701. 

456.O53Financial arrangements between referring health care providers and providers of 

health care services.— 

(1)SHORT TITLE.—This section may be cited as the "Patient Self-Referral Act of 1992." 

(2)LEGISLATIVE INTENT.—It is recognized by the Legislature that the referral of a patient by a 

health care provider to a provider of health care services in which the referring health care provider 

has an investment interest represents a potential conflict of interest. The Legislature finds these 

referral practices may limit or eliminate competitive alternatives in the health care services market, 

may result in overutilization of health care services, may increase costs to the health care system, and 

may adversely affect the quality of health care. The Legislature also recognizes, however, that it may 

be appropriate for providers to own entities providing health care services, and to refer patients to 

such entities, as long as certain safeguards are present in the arrangement. It is the intent of the 

Legislature to provide guidance to health care providers regarding prohibited patient referrals between 

health care providers and entities providing health care services and to protect the people of Florida 

from unnecessary and costly health care expenditures. 

(3)DEFINITIONS.—For the purpose of this section, the word, phrase, or term: 

(a)"Board" means any of the following boards relating to the respective professions: the Board of 

Medicine as created in s. 458.307; the Board of Osteopathic Medicine as created in s. 459.004; the 



Board of Chiropractic Medicine as created in s. 460.404; the Board of Podiatric Medicine as created in 

s. 461 .004; the Board of Optometry as created in s. 463.003; the Board of Pharmacy as created in s. 

465.004; and the Board of Dentistry as created in s. 466.004. 

(b)"Comprehensive rehabilitation services" means services that are provided by health care 

professionals licensed under part I or part III of chapter 468 or chapter 486 to provide speech, 

occupational, or physical therapy services on an outpatient or ambulatory basis. 

(c)"Designated health services" means, for purposes of this section, clinical laboratory services, 

physical therapy services, comprehensive rehabilitative services, diagnostic-imaging services, and 

radiation therapy services. 

(d)"Diagnostic imaging services" means magnetic resonance imaging, nuclear medicine, 

angiography, arteriography, computed tomography, positron emission tomography, digital vascular 

imaging, bronchography, lymphangiography, splenography, ultrasound, EEG, EKG, nerve conduction 

studies, and evoked potentials. 

(e)"Direct supervision" means supervision by a physician who is present in the office suite and 

immediately available to provide assistance and direction throughout the time services are being 

performed. 

(f)"Entity" means any individual, partnership, firm, corporation, or other business entity. 

(g)"Fair market value" means value in arms length transactions, consistent with the general 

market value, and, with respect to rentals or leases, the value of rental property for general 

commercial purposes, not taking into account its intended use, and, in the case of a lease of space, not 

adjusted to reflect the additional value the prospective lessee or lessor would attribute to the 

proximity or convenience to the lessor where the lessor is a potential source of patient referrals to the 

lessee. 

(h)"Group practice" means a group of two or more health care providers legally organized as a 

partnership, professional corporation, or similar association: 

1 .In which each health care provider who is a member of the group provides substantially the full 

range of services which the health care provider routinely provides, including medical care, 

consultation, diagnosis, or treatment, through the joint use of shared office space, facilities, 

equipment, and personnel; 

2.For which substantially all of the services of the health care providers who are members of the 

group are provided through the group and are billed in the name of the group and amounts so received 

are treated as receipts of the group; and 

3.In which the overhead expenses of and the income from the practice are distributed in 

accordance with methods previously determined by members of the group. 

(i)"Health care provider" means any physician licensed under chapter 458, chapter 459, chapter 

460, or chapter 461, or any health care provider licensed under chapter 463 or chapter 466. 

(j)"Immediate family member" means a health care provider's spouse, child, child's spouse, 



grandchild, grandchild's spouse, parent, parent-in-law, or sibling. 

(k)"Investment interest" means an equity or debt security issued by an entity, including, without 

limitation, shares of stock in a corporation, units or other interests in a partnership, bonds, 

debentures, notes, or other equity interests or debt instruments. The following investment interests 

shall be excepted from this definition: 

1 .An investment interest in an entity that is the sole provider of designated health services in a 

rural area; 

2.An investment interest in notes, bonds, debentures, or other debt instruments issued by an 

entity which provides designated health services, as an integral part of a plan by such entity to acquire 

such investor's equity investment interest in the entity, provided that the interest rate is consistent 

with fair market value, and that the maturity date of the notes, bonds, debentures, or other debt 

instruments issued by the entity to the investor is not later than October 1, 1996. 

3.An investment interest in real property resulting in a landlord-tenant relationship between the 

health care provider and the entity in which the equity interest is held, unless the rent is determined, 

in whole or in part, by the business volume or profitability of the tenant or exceeds fair market value; 

or 

4.An investment interest in an entity which owns or leases and operates a hospital licensed under 

chapter 395 or a nursing home facility licensed under chapter 400. 

(l)"Investor" means a person or entity owning a legal or beneficial ownership or investment 

interest, directly or indirectly, including, without limitation, through an immediate family member, 

trust, or another entity related to the investor within the meaning of 42 C.F.R. s. 413.17, in an entity. 

(m)"Outside referral for diagnostic imaging services" means a referral of a patient to a group 

practice or sole provider for diagnostic imaging services by a physician who is not a member of the 

group practice or of the sole provider's practice and who does not have an investment interest in the 

group practice or sole provider's practice, for which the group practice or sole provider billed for both 

the technical and the professional fee for the patient, and the patient did not become a patient of the 

group practice or sole provider's practice. 

(n)"Patient of a group practice" or "patient of a sole provider" means a patient who receives a 

physical examination, evaluation, diagnosis, and development of a treatment plan if medically 

necessary by a physician who is a member of the group practice or the sole provider's practice. 

(o)"Referral" means any referral of a patient by a health care provider for health care services, 

including, without limitation: 

1 .The forwarding of a patient by a health care provider to another health care provider or to an 

entity which provides or supplies designated health services or any other health care item or service; 

or 

2.The request or establishment of a plan of care by a health care provider, which includes the 

provision of designated health services or other health care item or service. 



3.The following orders, recommendations, or plans of care shall not constitute a referral by a 

health care provider: 

a.By a radiologist for diagnostic-imaging services. 

b.By a physician specializing in the provision of radiation therapy services for such services. 

c.By a medical oncologist for drugs and solutions to be prepared and administered intravenously to 

such oncologist's patient, as well as for the supplies and equipment used in connection therewith to 

treat such patient for cancer and the complications thereof. 

d.By a cardiologist for cardiac catheterization services. 

e.By a pathologist for diagnostic clinical laboratory tests and pathological examination services, if 

furnished by or under the supervision of such pathologist pursuant to a consultation requested by 

another physician. 

f.By a health care provider who is the sole provider or member of a group practice for designated 

health services or other health care items or services that are prescribed or provided solely for such 

referring health care provider's or group practice's own patients, and that are provided or performed 

by or under the direct supervision of such referring health care provider or group practice; provided, 

however, that effective July 1, 1999, a physician licensed pursuant to chapter 458, chapter 459, 

chapter 460, or chapter 461 may refer a patient to a sole provider or group practice for diagnostic 

imaging services, excluding radiation therapy services, for which the sole provider or group practice 

billed both the technical and the professional fee for or on behalf of the patient, if the referring 

physician has no investment interest in the practice. The diagnostic imaging service referred to a group 

practice or sole provider must be a diagnostic imaging service normally provided within the scope of 

practice to the patients of the group practice or sole provider. The group practice or sole provider may 

accept no more than 15 percent of their patients receiving diagnostic imaging services from outside 

referrals, excluding radiation therapy services. 

g.By a health care provider for services provided by an ambulatory surgical center licensed under 

chapter 395. 

h.By a urologist for lithotripsy services. 

i.By a dentist for dental services performed by an employee of or health care provider who is an 

independent contractor with the dentist or group practice of which the dentist is a member. 

j.By a physician for infusion therapy services to a patient of that physician or a member of that 

physician's group practice. 

k.By a nephrologist for renal dialysis services and supplies, except laboratory services. 

l.By a health care provider whose principal professional practice consists of treating patients in 

their private residences for services to be rendered in such private residences, except for services 

rendered by a home health agency licensed under chapter 400. For purposes of this sub-subparagraph, 

the term "private residences" includes patients' private homes, independent living centers, and 

assisted living facilities, but does not include skilled nursing facilities. 



m.By a health care provider for sleep-related testing. 

(p)"Present in the office suite" means that the physician is actually physically present; provided, 

however, that the health care provider is considered physically present during brief unexpected 

absences as well as during routine absences of a short duration if the absences occur during time 

periods in which the health care provider is otherwise scheduled and ordinarily expected to be present 

and the absences do not conflict with any other requirement in the Medicare program for a particular 

level of health care provider supervision. 

(q)"Rural area" means a county with a population density of no greater than 100 persons per 

square mile, as defined by the United States Census. 

(r)"Sole provider" means one health care provider licensed under chapter 458, chapter 459, 

chapter 460, or chapter 461, who maintains a separate medical office and a medical practice separate 

from any other health care provider and who bills for his or her services separately from the services 

provided by any other health care provider. A sole provider shall not share overhead expenses or 

professional income with any other person or group practice. 

(4)REQUIREMENTS FOR ACCEPTING OUTSIDE REFERRALS FOR DIAGNOSTIC IMAGING.— 

(a)A group practice or sole provider accepting outside referrals for diagnostic imaging services is 

required to comply with the following conditions: 

1 .Diagnostic imaging services must be provided exclusively by a group practice physician or by a 

full-time or part-time employee of the group practice or of the sole provider's practice. 

2.All equity in the group practice or sole provider's practice accepting outside referrals for 

diagnostic imaging must be held by the physicians comprising the group practice or the sole provider's 

practice, each of whom must provide at least 75 percent of his or her professional services to the 

group. Alternatively, the group must be incorporated under chapter 617 and must be exempt under the 

provisions of s. 501 (c)(3) of the Internal Revenue Code and be part of a foundation in existence prior to 

January 1, 1999, that is created for the purpose of patient care, medical education, and research. 

3.A group practice or sole provider may not enter into, extend or renew any contract with a 

practice management company that provides any financial incentives, directly or indirectly, based on 

an increase in outside referrals for diagnostic imaging services from any group or sole provider 

managed by the same practice management company. 

4.The group practice or sole provider accepting outside referrals for diagnostic imaging services 

must bill for both the professional and technical component of the service on behalf of the patient, 

and no portion of the payment, or any type of consideration, either directly or indirectly, may be 

shared with the referring physician. 

5.Group practices or sole providers that have a Medicaid provider agreement with the Agency for 

Health Care Administration must furnish diagnostic imaging services to their Medicaid patients and may 

not refer a Medicaid recipient to a hospital for outpatient diagnostic imaging services unless the 

physician furnishes the hospital with documentation demonstrating the medical necessity for such a 



referral. If necessary, the Agency for Health Care Administration may apply for a federal waiver to 

implement this subparagraph. 

6.All group practices and sole providers accepting outside referrals for diagnostic imaging shall 

report annually to the Agency for Health Care Administration providing the number of outside referrals 

accepted for diagnostic imaging services and the total number of all patients receiving diagnostic 

imaging services. 

(b)If a group practice or sole provider accepts an outside referral for diagnostic imaging services in 

violation of this subsection or if a group practice or sole provider accepts outside referrals for 

diagnostic imaging services in excess of the percentage limitation established in subparagraph (a)2., 

the group practice or the sole provider shall be subject to the penalties in subsection (5). 

(c)Each managing physician member of a group practice and each sole provider who accepts 

outside referrals for diagnostic imaging services shall submit an annual attestation signed under oath to 

the Agency for Health Care Administration which shall include the annual report required under 

subparagraph (a)6. and which shall further confirm that each group practice or sole provider is in 

compliance with the percentage limitations for accepting outside referrals and the requirements for 

accepting outside referrals listed in paragraph (a). The agency may verify the report submitted by 

group practices and sole providers. 

(5)PROHIBITED REFERRALS AND CLAIMS FOR PAYMENT.—Except as provided in this section: 

(a)A health care provider may not refer a patient for the provision of designated health services to 

an entity in which the health care provider is an investor or has an investment interest. 

(b)A health care provider may not refer a patient for the provision of any other health care item or 

service to an entity in which the health care provider is an investor unless: 

1 .The provider's investment interest is in registered securities purchased on a national exchange or 

over-the-counter market and issued by a publicly held corporation: 

a.Whose shares are traded on a national exchange or on the over-the-counter market; and 

b.Whose total assets at the end of the corporation's most recent fiscal quarter exceeded $50 

million; or 

2.With respect to an entity other than a publicly held corporation described in subparagraph 1., 

and a referring provider's investment interest in such entity, each of the following requirements are 

met: 

a.No more than 50 percent of the value of the investment interests are held by investors who are 

in a position to make referrals to the entity. 

b.The terms under which an investment interest is offered to an investor who is in a position to 

make referrals to the entity are no different from the terms offered to investors who are not in a 

position to make such referrals. 

c.The terms under which an investment interest is offered to an investor who is in a position to 

make referrals to the entity are not related to the previous or expected volume of referrals from that 



investor to the entity. 

d.There is no requirement that an investor make referrals or be in a position to make referrals to 

the entity as a condition for becoming or remaining an investor. 

3.With respect to either such entity or publicly held corporation: 

a.The entity or corporation does not loan funds to or guarantee a loan for an investor who is in a 

position to make referrals to the entity or corporation if the investor uses any part of such loan to 

obtain the investment interest. 

b.The amount distributed to an investor representing a return on the investment interest is 

directly proportional to the amount of the capital investment, including the fair market value of any 

preoperational services rendered, invested in the entity or corporation by that investor. 

4.Each board and, in the case of hospitals, the Agency for Health Care Administration, shall 

encourage the use by licensees of the declaratory statement procedure to determine the applicability 

of this section or any rule adopted pursuant to this section as it applies solely to the licensee. Boards 

shall submit to the Agency for Health Care Administration the name of any entity in which a provider 

investment interest has been approved pursuant to this section, and the Agency for Health Care 

Administration shall adopt rules providing for periodic quality assurance and utilization review of such 

entities. 

(c)No claim for payment may be presented by an entity to any individual, third-party payor, or 

other entity for a service furnished pursuant to a referral prohibited under this section. 

(d)If an entity collects any amount that was billed in violation of this section, the entity shall 

refund such amount on a timely basis to the payor or individual, whichever is applicable. 

(e)Any person that presents or causes to be presented a bill or a claim for service that such person 

knows or should know is for a service for which payment may not be made under paragraph (c), or for 

which a refund has not been made under paragraph (d), shall be subject to a civil penalty of not more 

than $15,000 for each such service to be imposed and collected by the appropriate board. 

(f)Any health care provider or other entity that enters into an arrangement or scheme, such as a 

cross-referral arrangement, which the physician or entity knows or should know has a principal purpose 

of assuring referrals by the physician to a particular entity which, if the physician directly made 

referrals to such entity, would be in violation of this section, shall be subject to a civil penalty of not 

more than $100,000 for each such circumvention arrangement or scheme to be imposed and collected 

by the appropriate board. 

(g)A violation of this section by a health care provider shall constitute grounds for disciplinary 

action to be taken by the applicable board pursuant to s. 458.331 (2), s. 459.01 5(2), s. 460.41 3(2), s. 

461 .013(2), s. 463.016(2), or s. 466.028(2). Any hospital licensed under chapter 395 found in violation 

of this section shall be subject to the rules adopted by the Agency for Health Care Administration 

pursuant to s. 395.01 85(2). 

(h)Any hospital licensed under chapter 395 that discriminates against or otherwise penalizes a 



health care provider for compliance with this act. 

(i)The provision of paragraph (a) shall not apply to referrals to the offices of radiation therapy 

centers managed by an entity or subsidiary or general partner thereof, which performed radiation 

therapy services at those same offices prior to April 1, 1991, and shall not apply also to referrals for 

radiation therapy to be performed at no more than one additional office of any entity qualifying for the 

foregoing exception which, prior to February 1, 1992, had a binding purchase contract on and a 

nonrefundable deposit paid for a linear accelerator to be used at the additional office. The physical 

site of the radiation treatment centers affected by this provision may be relocated as a result of the 

following factors: acts of God; fire; strike; accident; war; eminent domain actions by any governmental 

body; or refusal by the lessor to renew a lease. A relocation for the foregoing reasons is limited to 

relocation of an existing facility to a replacement location within the county of the existing facility 

upon written notification to the Office of Licensure and Certification. 

(j)A health care provider who meets the requirements of paragraphs (b) and (i) must disclose his or 

her investment interest to his or her patients as provided in s. 456.052. 

History.—s. 7, ch. 92-178; s. 89, ch. 94-218; s. 60, ch. 95-144; s. 35, ch. 95-146; S. 8, ch. 96-296; s. 1083, ch. 97-103; 

s. 78, ch. 97-261; s. 70, ch. 97-264; s. 263, ch. 98-166; s. 62, ch. 98-171; s. 1, ch. 99-356; s. 10, ch. 2000-159; s. 77, ch. 

2000-160; s. 14, ch. 2002-389; s. 23, ch. 2009-223. 

Note.—FOrmer s. 455.236; s. 455.654. 

456.O54Kickbacks prohibited.— 

(1 )As used in this section, the term "kickback" means a remuneration or payment, by or on behalf 

of a provider of health care services or items, to any person as an incentive or inducement to refer 

patients for past or future services or items, when the payment is not tax deductible as an ordinary and 

necessary expense. 

(2)It is unlawful for any health care provider or any provider of health care services to offer, pay, 

solicit, or receive a kickback, directly or indirectly, overtly or covertly, in cash or in kind, for referring 

or soliciting patients. 

(3)Violations of this section shall be considered patient brokering and shall be punishable as 

provided in s. 817.505. 

History.—s. 8, ch. 92-178; s. 2, ch. 96-152; s. 79, ch. 97-261; s. 8, ch. 99-204; s. 78, ch. 2000-160; s. 6, ch. 2006-305. 

Note.—FOrmer s. 455.237; s. 455.657. 

456.O55Chiropractic and podiatric health care; denial of payment; limitation.—A chiropractic 

physician licensed under chapter 460 or a podiatric physician licensed under chapter 461 shall not be 

denied payment for treatment rendered solely on the basis that the chiropractic physician or podiatric 

physician is not a member of a particular preferred provider organization or exclusive provider 

organization which is composed only of physicians licensed under the same chapter. 

History.—s. 43, ch. 85-167; s. 87, ch. 97-261; ss. 191, 264, ch. 98-166; s. 78, ch. 2000-160. 



Note.—Former s. 455.244; s. 455.684. 

456.O56Treatment of Medicare beneficiaries; refusal, emergencies, consulting physicians.— 

(1)Effective as of January 1, 1993, as used in this section, the term: 

(a)"Physician" means a physician licensed under chapter 458, an osteopathic physician licensed 

under chapter 459, a chiropractic physician licensed under chapter 460, a podiatric physician licensed 

under chapter 461, or an optometrist licensed under chapter 463. 

(b)"Beneficiary" means a beneficiary of health insurance under Title XVIII of the federal Social 

Security Act. 

(c)"Consulting physician" means any physician to whom a primary physician refers a Medicare 

beneficiary for treatment. 

(2)A physician may refuse to treat a beneficiary. However, nothing contained in this section shall 

be construed to limit a physician's obligation under state or federal law to treat a patient for an 

emergency medical condition, regardless of the patient's ability to pay. 

(3)If treatment is provided to a beneficiary for an emergency medical condition as defined in 's. 

395.0142(2)(c), the physician must accept Medicare assignment provided that the requirement to 

accept Medicare assignment for an emergency medical condition shall not apply to treatment rendered 

after the patient is stabilized, or the treatment is unrelated to the original emergency medical 

condition. For the purpose of this subsection "stabilized" is defined to mean with respect to an 

emergency medical condition, that no material deterioration of the condition is likely within 

reasonable medical probability. 

(4)If treatment provided to a beneficiary is not for such emergency medical condition, and the 

primary physician accepts assignment, all consulting physicians must accept assignment unless the 

patient agrees in writing, before receiving the treatment, that the physician need not accept 

assignment. 

(5)Any attempt by a primary physician or a consulting physician to collect from a Medicare 

beneficiary any amount of charges for medical services in excess of those authorized under this 

section, other than the unmet deductible and the 20 percent of charges that Medicare does not pay, 

shall be deemed null, void, and of no merit. 

History.—s. 1, ch. 92-118; s. 160, ch. 92-149; s. 89, ch. 97-261; ss. 192, 265, ch. 98-166; s. 78, ch. 2000-160. 

Note.—"Emergency medical condition" is no longer defined in s. 395.0142, which was amended and 

transferred to s. 395.1041 by s. 24, ch. 92-289. 

Note.—Former s. 455.2455; s. 455.691. 

456.O57Ownership and control of patient records; report or copies of records to be 

furnished.— 

(1 )As used in this section, the term "records owner" means any health care practitioner who 

generates a medical record after making a physical or mental examination of, or administering 



treatment or dispensing legend drugs to, any person; any health care practitioner to whom records are 

transferred by a previous records owner; or any health care practitioner's employer, including, but not 

limited to, group practices and staff-model health maintenance organizations, provided the 

employment contract or agreement between the employer and the health care practitioner designates 

the employer as the records owner. 

(2)As used in this section, the terms "records owner," "health care practitioner," and "health care 

practitioner's employer" do not include any of the following persons or entities; furthermore, the 

following persons or entities are not authorized to acquire or own medical records, but are authorized 

under the confidentiality and disclosure requirements of this section to maintain those documents 

required by the part or chapter under which they are licensed or regulated: 

(a)Certified nursing assistants regulated under part II of chapter 464. 

(b)Pharmacists and pharmacies licensed under chapter 465. 

(c)Dental hygienists licensed under s. 466.023. 

(d)Nursing home administrators licensed under part II of chapter 468. 

(e)Respiratory therapists regulated under part V of chapter 468. 

(f)Athletic trainers licensed under part XIII of chapter 468. 

(g)Electrologists licensed under chapter 478. 

(h)Clinical laboratory personnel licensed under part III of chapter 483. 

(i)Medical physicists licensed under part IV of chapter 483. 

(j)Opticians and optical establishments licensed or permitted under part I of chapter 484. 

(k)Persons or entities practicing under s. 627.736(7). 

(3)As used in this section, the term "records custodian" means any person or entity that: 

(a)Maintains documents that are authorized in subsection (2); or 

(b)Obtains medical records from a records owner. 

(4)Any health care practitioner's employer who is a records owner and any records custodian shall 

maintain records or documents as provided under the confidentiality and disclosure requirements of 

this section. 

(5)This section does not apply to facilities licensed under chapter 395. 

(6)Any health care practitioner licensed by the department or a board within the department who 

makes a physical or mental examination of, or administers treatment or dispenses legend drugs to, any 

person shall, upon request of such person or the person's legal representative, furnish, in a timely 

manner, without delays for legal review, copies of all reports and records relating to such examination 

or treatment, including X rays and insurance information. However, when a patient's psychiatric, 

chapter 490 psychological, or chapter 491 psychotherapeutic records are requested by the patient or 

the patient's legal representative, the health care practitioner may provide a report of examination 

and treatment in lieu of copies of records. Upon a patient's written request, complete copies of the 

patient's psychiatric records shall be provided directly to a subsequent treating psychiatrist. The 



furnishing of such report or copies shall not be conditioned upon payment of a fee for services 

rendered. 

(7)(a)Except as otherwise provided in this section and in s. 440.13(4)(c), such records may not be 

furnished to, and the medical condition of a patient may not be discussed with, any person other than 

the patient or the patient's legal representative or other health care practitioners and providers 

involved in the care or treatment of the patient, except upon written authorization of the patient. 

However, such records may be furnished without written authorization under the following 

circumstances: 

1 .10 any person, firm, or corporation that has procured or furnished such examination or 

treatment with the patient's consent. 

2.When compulsory physical examination is made pursuant to Rule 1 .360, Florida Rules of Civil 

Procedure, in which case copies of the medical records shall be furnished to both the defendant and 

the plaintiff. 

3.In any civil or criminal action, unless otherwise prohibited by law, upon the issuance of a 

subpoena from a court of competent jurisdiction and proper notice to the patient or the patient's legal 

representative by the party seeking such records. 

4.For statistical and scientific research, provided the information is abstracted in such a way as to 

protect the identity of the patient or provided written permission is received from the patient or the 

patient's legal representative. 

5.10 a regional poison control center for purposes of treating a poison episode under evaluation, 

case management of poison cases, or compliance with data collection and reporting requirements of s. 

395.1027 and the professional organization that certifies poison control centers in accordance with 

federal law. 

(b)Absent a specific written release or authorization permitting utilization of patient information 

for solicitation or marketing the sale of goods or services, any use of that information for those 

purposes is prohibited. 

(8)Except in a medical negligence action or administrative proceeding when a health care 

practitioner or provider is or reasonably expects to be named as a defendant, information disclosed to 

a health care practitioner by a patient in the course of the care and treatment of such patient is 

confidential and may be disclosed only to other health care practitioners and providers involved in the 

care or treatment of the patient, or if permitted by written authorization from the patient or 

compelled by subpoena at a deposition, evidentiary hearing, or trial for which proper notice has been 

given. 

(9)(a)1 .The department may obtain patient records pursuant to a subpoena without written 

authorization from the patient if the department and the probable cause panel of the appropriate 

board, if any, find reasonable cause to believe that a health care practitioner has excessively or 

inappropriately prescribed any controlled substance specified in chapter 893 in violation of this chapter 



or any professional practice act or that a health care practitioner has practiced his or her profession 

below that level of care, skill, and treatment required as defined by this chapter or any professional 

practice act and also find that appropriate, reasonable attempts were made to obtain a patient 

release. Notwithstanding the foregoing, the department need not attempt to obtain a patient release 

when investigating an offense involving the inappropriate prescribing, overprescribing, or diversion of 

controlled substances and the offense involves a pain-management clinic. The department may obtain 

patient records without patient authorization or subpoena from any pain-management clinic required 

to be licensed if the department has probable cause to believe that a violation of any provision of s. 

458.3265 or s. 459.0137 is occurring or has occurred and reasonably believes that obtaining such 

authorization is not feasible due to the volume of the dispensing and prescribing activity involving 

controlled substances and that obtaining patient authorization or the issuance of a subpoena would 

jeopardize the investigation. 

2.The department may obtain patient records and insurance information pursuant to a subpoena 

without written authorization from the patient if the department and the probable cause panel of the 

appropriate board, if any, find reasonable cause to believe that a health care practitioner has provided 

inadequate medical care based on termination of insurance and also find that appropriate, reasonable 

attempts were made to obtain a patient release. 

3.The department may obtain patient records, billing records, insurance information, provider 

contracts, and all attachments thereto pursuant to a subpoena without written authorization from the 

patient if the department and probable cause panel of the appropriate board, if any, find reasonable 

cause to believe that a health care practitioner has submitted a claim, statement, or bill using a billing 

code that would result in payment greater in amount than would be paid using a billing code that 

accurately describes the services performed, requested payment for services that were not performed 

by that health care practitioner, used information derived from a written report of an automobile 

accident generated pursuant to chapter 316 to solicit or obtain patients personally or through an agent 

regardless of whether the information is derived directly from the report or a summary of that report 

or from another person, solicited patients fraudulently, received a kickback as defined in s. 456.054, 

violated the patient brokering provisions of s. 817.505, or presented or caused to be presented a false 

or fraudulent insurance claim within the meaning of s. 817.234(1)(a), and also find that, within the 

meaning of s. 817.234(1 )(a), patient authorization cannot be obtained because the patient cannot be 

located or is deceased, incapacitated, or suspected of being a participant in the fraud or scheme, and 

if the subpoena is issued for specific and relevant records. 

4.Notwithstanding subparagraphs 1 .-3., when the department investigates a professional liability 

claim or undertakes action pursuant to s. 456.049 or s. 627.912, the department may obtain patient 

records pursuant to a subpoena without written authorization from the patient if the patient refuses to 

cooperate or if the department attempts to obtain a patient release and the failure to obtain the 

patient records would be detrimental to the investigation. 



(b)Patient records, billing records, insurance information, provider contracts, and all attachments 

thereto obtained by the department pursuant to this subsection shall be used solely for the purpose of 

the department and the appropriate regulatory board in disciplinary proceedings. This section does not 

limit the assertion of the psychotherapist-patient privilege under s. 90.503 in regard to records of 

treatment for mental or nervous disorders by a medical practitioner licensed pursuant to chapter 458 

or chapter 459 who has primarily diagnosed and treated mental and nervous disorders for a period of 

not less than 3 years, inclusive of psychiatric residency. However, the health care practitioner shall 

release records of treatment for medical conditions even if the health care practitioner has also 

treated the patient for mental or nervous disorders. If the department has found reasonable cause 

under this section and the psychotherapist-patient privilege is asserted, the department may petition 

the circuit court for an in camera review of the records by expert medical practitioners appointed by 

the court to determine if the records or any part thereof are protected under the psychotherapist- 

patient privilege. 

(10)(a)All patient records obtained by the department and any other documents maintained by the 

department which identify the patient by name are confidential and exempt from s. 119.07(1) and 

shall be used solely for the purpose of the department and the appropriate regulatory board in its 

investigation, prosecution, and appeal of disciplinary proceedings. The records shall not be available to 

the public as part of the record of investigation for and prosecution in disciplinary proceedings made 

available to the public by the department or the appropriate board. 

(b)Notwithstanding paragraph (a), all patient records obtained by the department and any other 

documents maintained by the department which relate to a current or former Medicaid recipient shall 

be provided to the Medicaid Fraud Control Unit in the Department of Legal Affairs, upon request. 

(11 )All records owners shall develop and implement policies, standards, and procedures to protect 

the confidentiality and security of the medical record. Employees of records owners shall be trained in 

these policies, standards, and procedures. 

(12)Records owners are responsible for maintaining a record of all disclosures of information 

contained in the medical record to a third party, including the purpose of the disclosure request. The 

record of disclosure may be maintained in the medical record. The third party to whom information is 

disclosed is prohibited from further disclosing any information in the medical record without the 

expressed written consent of the patient or the patient's legal representative. 

(13)Notwithstanding the provisions of s. 456.058, records owners shall place an advertisement in 

the local newspaper or notify patients, in writing, when they are terminating practice, retiring, or 

relocating, and no longer available to patients, and offer patients the opportunity to obtain a copy of 

their medical record. 

(14)Notwithstanding the provisions of s. 456.058, records owners shall notify the appropriate board 

office when they are terminating practice, retiring, or relocating, and no longer available to patients, 

specifying who the new records owner is and where medical records can be found. 



(15)Whenever a records owner has turned records over to a new records owner, the new records 

owner shalt be responsible for providing a copy of the complete medical record, upon written request, 

of the patient or the patient's legal representative. 

(16)Licensees in violation of the provisions of this section shall be disciplined by the appropriate 

licensing authority. 

(17)The Attorney General is authorized to enforce the provisions of this section for records owners 

not otherwise licensed by the state, through injunctive relief and fines not to exceed $5,000 per 

violation. 

(18)A health care practitioner or records owner furnishing copies of reports or records or making 

the reports or records available for digital scanning pursuant to this section shall charge no more than 

the actual cost of copying, including reasonable staff time, or the amount specified in administrative 

rule by the appropriate board, or the department when there is no board. 

(19)Nothing in this section shall be construed to limit health care practitioner consultations, as 

necessary. 

(20)A records owner shall release to a health care practitioner who, as an employee of the records 

owner, previously provided treatment to a patient, those records that the health care practitioner 

actually created or generated when the health care practitioner treated the patient. Records released 

pursuant to this subsection shall be released only upon written request of the health care practitioner 

and shall be limited to the notes, plans of care, and orders and summaries that were actually 

generated by the health care practitioner requesting the record. 

(21 )The board, or department when there is no board, may temporarily or permanently appoint a 

person or entity as a custodian of medical records in the event of the death of a practitioner, the 

mental or physical incapacitation of the practitioner, or the abandonment of medical records by a 

practitioner. The custodian appointed shall comply with all provisions of this section, including the 

release of patient records. 

History.—s. 1, ch. 79-302; s. 1, ch. 82-22; s. 1, ch. 83-108; s. 81, ch. 83-218; ss. 14, 119, ch. 83-329; s. 2, ch. 84-15; s. 

41, ch. 85-175; s. 4, ch. 87-333; s. 9, ch. 88-1; s. 2, ch. 88-208; s. 14, ch. 88-219; s. 6, ch. 88-277; s. 10, ch. 88-392; s. 2, 

ch. 89-85; s. 14, ch. 89-124; s. 28, ch. 89-289; s. 1, ch. 90-263; s. 11, ch. 91-137; s. 6, ch. 91-140; s. 12, ch. 91-176; s. 4, 

ch. 91 -269; s. 62, ch. 92-33; s. 32, ch. 92-149; s. 23, ch. 93-129; s. 315, ch. 94-119; ss. 90, 91, ch. 94-218; s. 308, ch. 96- 

406; s. 1084, ch. 97-103; s. 82, ch. 97-261; s. 6, ch. 98-166; s. 12, ch. 99-349; s. 86, ch. 99-397; s. 79, ch. 2000-160; s. 9, 

ch. 2000-163; s. 114, ch. 2000-318; s. 9, ch. 2001-222; ss. 69, 140, ch. 2001-277; s. 18, ch. 2003-416; s. 4, ch. 2005-256; 

s. 1, ch. 2006-271; s. 2, ch. 2010-211. 

Note.—FOrmer s. 455.241; s. 455.667. 

456.O575Duty to notify patients.—Every licensed health care practitioner shall inform each 

patient, or an individual identified pursuant to s. 765.401 (1), in person about adverse incidents that 

result in serious harm to the patient. Notification of outcomes of care that result in harm to the 



patient under this section shall not constitute an acknowledgment of admission of liability, nor can 

such notifications be introduced as evidence. 

History.—s. 8, ch. 2003-416. 

456.O58Disposition of records of deceased practitioners or practitioners relocating or 

terminating practice.—Each board created under the provisions of chapter 457, chapter 458, chapter 

459, chapter 460, chapter 461, chapter 463, part I of chapter 464, chapter 465, chapter 466, part I of 

chapter 484, chapter 486, chapter 490, or chapter 491, and the department under the provisions of 

chapter 462, shall provide by rule for the disposition, under that chapter, of the medical records or 

records of a psychological nature of practitioners which are in existence at the time the practitioner 

dies, terminates practice, or relocates and is no longer available to patients and which records pertain 

to the practitioner's patients. The rules shall provide that the records be retained for at least 2 years 

after the practitioner's death, termination of practice, or relocation. In the case of the death of the 

practitioner, the rules shall provide for the disposition of such records by the estate of the 

practitioner. 

History.—s. 85, ch. 97-261; s. 80, ch. 2000-160; s. 115, ch. 2000-318. 

Note.—Former s. 455.677. 

456.O59Communications confidential; exceptions.—Communications between a patient and a 

psychiatrist, as defined in s. 394.455, shall be held confidential and shall not be disclosed except upon 

the request of the patient or the patient's legal representative. Provision of psychiatric records and 

reports shall be governed by s. 456.057. Notwithstanding any other provision of this section or s. 

90.503, where: 

(1 )A patient is engaged in a treatment relationship with a psychiatrist; 

(2)Such patient has made an actual threat to physically harm an identifiable victim or victims; and 

(3)The treating psychiatrist makes a clinical judgment that the patient has the apparent capability 

to commit such an act and that it is more likely than not that in the near future the patient will carry 

out that threat, 

the psychiatrist may disclose patient communications to the extent necessary to warn any potential 

victim or to communicate the threat to a law enforcement agency. No civil or criminal action shall be 

instituted, and there shall be no liability on account of disclosure of otherwise confidential 

communications by a psychiatrist in disclosing a threat pursuant to this section. 

History.—s. 10, ch. 88-1; s. 33, ch. 92-149; s. 43, ch. 96-169; s. 83, ch. 97-261; s. 81, ch. 2000-160. 

Note.—Former s. 455.2415; s. 455.671. 

456.O6lPractitioner disclosure of confidential information; immunity from civil or criminal 

liability. 

(1 )A practitioner regulated through the Division of Medical Quality Assurance of the department 



shall not be civilly or criminally liable for the disclosure of otherwise confidential information to a 

sexual partner or a needle-sharing partner under the following circumstances: 

(a)If a patient of the practitioner who has tested positive for human immunodeficiency virus 

discloses to the practitioner the identity of a sexual partner or a needle-sharing partner; 

(b)The practitioner recommends the patient notify the sexual partner or the needle-sharing 

partner of the positive test and refrain from engaging in sexual or drug activity in a manner likely to 

transmit the virus and the patient refuses, and the practitioner informs the patient of his or her intent 

to inform the sexual partner or needle-sharing partner; and 

(c)If pursuant to a perceived civil duty or the ethical guidelines of the profession, the practitioner 

reasonably and in good faith advises the sexual partner or the needle-sharing partner of the patient of 

the positive test and facts concerning the transmission of the virus. 

However, any notification of a sexual partner or a needle-sharing partner pursuant to this section 

shall be done in accordance with protocols developed pursuant to rule of the Department of Health. 

(2)Notwithstanding the foregoing, a practitioner regulated through the Division of Medical Quality 

Assurance of the department shall not be civilly or criminally liable for failure to disclose information 

relating to a positive test result for human immunodeficiency virus of a patient to a sexual partner or a 

needle-sharing partner. 

History.—s. 43, ch. 88-380; s. 12, ch. 89-350; s. 191, ch. 97-103; s. 84, ch. 97-261; s. 220, ch. 99-8; s. 82, ch. 2000- 

160. 

Note.—Former s. 455.2416; s. 455.674. 

456.O62Advertisement by a health care practitioner of free or discounted services; required 

statement.—In any advertisement for a free, discounted fee, or reduced fee service, examination, or 

treatment by a health care practitioner licensed under chapter 458, chapter 459, chapter 460, chapter 

461, chapter 462, chapter 463, chapter 464, chapter 465, chapter 466, chapter 467, chapter 478, 

chapter 483, part I of chapter 484, chapter 486, chapter 490, or chapter 491, the following statement 

shall appear in capital letters clearly distinguishable from the rest of the text: THE PATIENT AND ANY 

OTHER PERSON RESPONSIBLE FOR PAYMENT HAS A RIGHT TO REFUSE TO PAY, CANCEL PAYMENT, OR BE 

REIMBURSED FOR PAYMENT FOR ANY OTHER SERVICE, EXAMINATION, OR TREATMENT THAT IS 

PERFORMED AS A RESULT OF AND WITHIN 72 HOURS OF RESPONDING TO THE ADVERTISEMENT FOR THE 

FREE, DISCOUNTED FEE, OR REDUCED FEE SERVICE, EXAMINATION, OR TREATMENT. However, the 

required statement shall not be necessary as an accompaniment to an advertisement of a licensed 

health care practitioner defined by this section if the advertisement appears in a classified directory 

the primary purpose of which is to provide products and services at free, reduced, or discounted prices 

to consumers and in which the statement prominently appears in at least one place. 

History.—s. 81, ch. 97-261; s. 85, ch. 99-397; s. 82, ch. 2000-160; s. 1, ch. 2006-215. 

Note.—Former s. 455.664. 



456.O63Sexual misconduct; disqualification for license, certificate, or registration.— 

(1 )Sexual misconduct in the practice of a health care profession means violation of the professional 

relationship through which the health care practitioner uses such relationship to engage or attempt to 

engage the patient or client, or an immediate family member, guardian, or representative of the 

patient or client in, or to induce or attempt to induce such person to engage in, verbal or physical 

sexual activity outside the scope of the professional practice of such health care profession. Sexual 

misconduct in the practice of a health care profession is prohibited. 

(2)Each board within the jurisdiction of the department, or the department if there is no board, 

shall refuse to admit a candidate to any examination and refuse to issue a license, certificate, or 

registration to any applicant if the candidate or applicant has: 

(a)Had any license, certificate, or registration to practice any profession or occupation revoked or 

surrendered based on a violation of sexual misconduct in the practice of that profession under the laws 

of any other state or any territory or possession of the United States and has not had that license, 

certificate, or registration reinstated by the licensing authority of the jurisdiction that revoked the 

license, certificate, or registration; or 

(b)Committed any act in any other state or any territory or possession of the United States which if 

committed in this state would constitute sexual misconduct. 

For purposes of this subsection, a licensing authority's acceptance of a candidate's relinquishment of 

a license which is offered in response to or in anticipation of the filing of administrative charges 

against the candidate's license constitutes the surrender of the license. 

(3)Licensed health care practitioners shall report allegations of sexual misconduct to the 

department, regardless of the practice setting in which the alleged sexual misconduct occurred. 

History.—s. 1, ch. 95-183; s. 52, ch. 97-261; s. 78, ch. 99-397; s. 82, ch. 2000-160; s. 25, ch. 2000-318; s. 70, ch. 2001- 

277. 

Note.—Former s. 455.2142; s. 455.567. 

456.O635Health care fraud; disqualification for license, certificate, or registration.— 

(1 )Health care fraud in the practice of a health care profession is prohibited. 

(2)Each board within the jurisdiction of the department, or the department if there is no board, 

shall refuse to admit a candidate to any examination and refuse to issue a license, certificate, or 

registration to any applicant if the candidate or applicant or any principal, officer, agent, managing 

employee, or affiliated person of the applicant: 

(a)Has been convicted of, or entered a plea of guilty or nob contendere to, regardless of 

adjudication, a felony under chapter 409, chapter 817, or chapter 893, or a similar felony offense 

committed in another state or jurisdiction, unless the candidate or applicant has successfully 

completed a drug court program for that felony and provides proof that the plea has been withdrawn 

or the charges have been dismissed. Any such conviction or plea shall exclude the applicant or 



candidate from licensure, examination, certification, or registration unless the sentence and any 

subsequent period of probation for such conviction or plea ended: 

1.For felonies of the first or second degree, more than 15 years before the date of application. 

2.For felonies of the third degree, more than 10 years before the date of application, except for 

felonies of the third degree under s. 893.13(6)(a). 

3.For felonies of the third degree under s. 893.13(6)(a), more than 5 years before the date of 

application; 

(b)Has been convicted of, or entered a plea of guilty or nob contendere to, regardless of 

adjudication, a felony under 21 U.S.C. ss. 801 -970, or 42 U.S.C. ss. 1395-1396, unless the sentence and 

any subsequent period of probation for such conviction or plea ended more than 15 years before the 

date of the application; 

(c)Has been terminated for cause from the Florida Medicaid program pursuant to s. 409.91 3, unless 

the candidate or applicant has been in good standing with the Florida Medicaid program for the most 

recent 5 years; 

(d)Has been terminated for cause, pursuant to the appeals procedures established by the state, 

from any other state Medicaid program, unless the candidate or applicant has been in good standing 

with a state Medicaid program for the most recent 5 years and the termination occurred at least 20 

years before the date of the application; or 

(e)Is currently listed on the United States Department of Health and Human Services Office of 

Inspector General's List of Excluded Individuals and Entities. 

This subsection does not apply to candidates or applicants for initial licensure or certification who 

were enrolled in an educational or training program on or before July 1, 2009, which was recognized by 

a board or, if there is no board, recognized by the department, and who applied for licensure after 

July 1,2012. 

(3)The department shall refuse to renew a license, certificate, or registration of any applicant if 

the applicant or any principal, officer, agent, managing employee, or affiliated person of the 

applicant: 

(a)Has been convicted of, or entered a plea of guilty or nob contendere to, regardless of 

adjudication, a felony under chapter 409, chapter 817, or chapter 893, or a similar felony offense 

committed in another state or jurisdiction, unless the applicant is currently enrolled in a drug court 

program that allows the withdrawal of the plea for that felony upon successful completion of that 

program. Any such conviction or plea excludes the applicant from licensure renewal unless the 

sentence and any subsequent period of probation for such conviction or plea ended: 

1.For felonies of the first or second degree, more than 15 years before the date of application. 

2.For felonies of the third degree, more than 10 years before the date of application, except for 

felonies of the third degree under s. 893.13(6)(a). 

3.For felonies of the third degree under s. 893.13(6)(a), more than 5 years before the date of 



application. 

(b)Has been convicted of, or entered a plea of guilty or nob contendere to, regardless of 

adjudication, a felony under 21 U.S.C. ss. 801 -970, or 42 U.S.C. ss. 1395-1396 since July 1, 2009, unless 

the sentence and any subsequent period of probation for such conviction or plea ended more than 15 

years before the date of the application. 

(c)Has been terminated for cause from the Florida Medicaid program pursuant to s. 409.913, unless 

the applicant has been in good standing with the Florida Medicaid program for the most recent 5 years. 

(d)Has been terminated for cause, pursuant to the appeals procedures established by the state, 

from any other state Medicaid program, unless the applicant has been in good standing with a state 

Medicaid program for the most recent 5 years and the termination occurred at least 20 years before 

the date of the application. 

(e)Is currently listed on the United States Department of Health and Human Services Office of 

Inspector General's List of Excluded Individuals and Entities. 

(4)Licensed health care practitioners shall report allegations of health care fraud to the 

department, regardless of the practice setting in which the alleged health care fraud occurred. 

(5)The acceptance by a licensing authority of a licensee's relinquishment of a license which is 

offered in response to or anticipation of the filing of administrative charges alleging health care fraud 

or similar charges constitutes the permanent revocation of the license. 

History.—s. 24, ch. 2009-223; s. 1, ch. 2012-64. 

456.O65Unlicensed practice of a health care profession; intent; cease and desist notice; 

penalties; enforcement; citations; fees; allocation and disposition of moneys collected.— 

(1 )It is the intent of the Legislature that vigorous enforcement of licensure regulation for all health 

care professions is a state priority in order to protect Florida residents and visitors from the potentially 

serious and dangerous consequences of receiving medical and health care services from unlicensed 

persons whose professional education and training and other relevant qualifications have not been 

approved through the issuance of a license by the appropriate regulatory board or the department 

when there is no board. The unlicensed practice of a health care profession or the performance or 

delivery of medical or health care services to patients in this state without a valid, active license to 

practice that profession, regardless of the means of the performance or delivery of such services, is 

strictly prohibited. 

(2)The penalties for unlicensed practice of a health care profession shall include the following: 

(a)When the department has probable cause to believe that any person not licensed by the 

department, or the appropriate regulatory board within the department, has violated any provision of 

this chapter or any statute that relates to the practice of a profession regulated by the department, or 

any rule adopted pursuant thereto, the department may issue and deliver to such person a notice to 

cease and desist from such violation. In addition, the department may issue and deliver a notice to 



cease and desist to any person who aids and abets the unlicensed practice of a profession by employing 

such unlicensed person. The issuance of a notice to cease and desist shall not constitute agency action 

for which a hearing under ss. 120.569 and 120.57 may be sought. For the purpose of enforcing a cease 

and desist order, the department may file a proceeding in the name of the state seeking issuance of an 

injunction or a writ of mandamus against any person who violates any provisions of such order. 

(b)In addition to the remedies under paragraph (a), the department may impose by citation an 

administrative penalty not to exceed $5,000 per incident. The citation shall be issued to the subject 

and shall contain the subject's name and any other information the department determines to be 

necessary to identify the subject, a brief factual statement, the sections of the law allegedly violated, 

and the penalty imposed. If the subject does not dispute the matter in the citation with the 

department within 30 days after the citation is served, the citation shall become a final order of the 

department. The department may adopt rules to implement this section. The penalty shall be a fine of 

not less than $500 nor more than $5,000 as established by rule of the department. Each day that the 

unlicensed practice continues after issuance of a notice to cease and desist constitutes a separate 

violation. The department shall be entitled to recover the costs of investigation and prosecution in 

addition to the fine levied pursuant to the citation. Service of a citation may be made by personal 

service or by mail to the subject at the subject's last known address or place of practice. If the 

department is required to seek enforcement of the cease and desist or agency order, it shall be 

entitled to collect its attorney's fees and costs. 

(c)In addition to or in lieu of any other administrative remedy, the department may seek the 

imposition of a civil penalty through the circuit court for any violation for which the department may 

issue a notice to cease and desist. The civil penalty shall be no less than $500 and no more than $5,000 

for each offense. The court may also award to the prevailing party court costs and reasonable attorney 

fees and, in the event the department prevails, may also award reasonable costs of investigation and 

prosecution. 

(d)In addition to the administrative and civil remedies under paragraphs (b) and (c) and in addition 

to the criminal violations and penalties listed in the individual health care practice acts: 

1 .It is a felony of the third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084, 

to practice, attempt to practice, or offer to practice a health care profession without an active, valid 

Florida license to practice that profession. Practicing without an active, valid license also includes 

practicing on a suspended, revoked, or void license, but does not include practicing, attempting to 

practice, or offering to practice with an inactive or delinquent license for a period of up to 12 months 

which is addressed in subparagraph 3. Applying for employment for a position that requires a license 

without notifying the employer that the person does not currently possess a valid, active license to 

practice that profession shall be deemed to be an attempt or offer to practice that health care 

profession without a license. Holding oneself out, regardless of the means of communication, as able to 

practice a health care profession or as able to provide services that require a health care license shall 



be deemed to be an attempt or offer to practice such profession without a license. The minimum 

penalty for violating this subparagraph shall be a fine of $1,000 and a minimum mandatory period of 

incarceration of 1 year. 

2.It is a felony of the second degree, punishable as provided in s. 775.082, s. 775.083, or s. 

775.084, to practice a health care profession without an active, valid Florida license to practice that 

profession when such practice results in serious bodily injury. For purposes of this section, "serious 

bodily injury" means death; brain or spinal damage; disfigurement; fracture or dislocation of bones or 

joints; limitation of neurological, physical, or sensory function; or any condition that required 

subsequent surgical repair. The minimum penalty for violating this subparagraph shall be a fine of 

$1,000 and a minimum mandatory period of incarceration of 1 year. 

3.It is a misdemeanor of the first degree, punishable as provided in s. 775.082 or s. 775.083, to 

practice, attempt to practice, or offer to practice a health care profession with an inactive or 

delinquent license for any period of time up to 12 months. However, practicing, attempting to 

practice, or offering to practice a health care profession when that person's license has been inactive 

or delinquent for a period of time of 12 months or more shall be a felony of the third degree, 

punishable as provided in s. 775.082, s. 775.083, or s. 775.084. The minimum penalty for violating this 

subparagraph shall be a term of imprisonment of 30 days and a fine of $500. 

(3)Because all enforcement costs should be covered by professions regulated by the department, 

the department shall impose, upon initial licensure and each licensure renewal, a special fee of $5 per 

licensee to fund efforts to combat unlicensed activity. Such fee shall be in addition to all other fees 

collected from each licensee. The department shall make direct charges to the Medical Quality 

Assurance Trust Fund by profession. The department shall seek board advice regarding enforcement 

methods and strategies. The department shall directly credit the Medical Quality Assurance Trust Fund, 

by profession, with the revenues received from the department's efforts to enforce licensure 

provisions. The department shall include all financial and statistical data resulting from unlicensed 

activity enforcement as a separate category in the quarterly management report provided for in s. 

456.025. For an unlicensed activity account, a balance which remains at the end of a renewal cycle 

may, with concurrence of the applicable board and the department, be transferred to the operating 

fund account of that profession. The department shall also use these funds to inform and educate 

consumers generally on the importance of using licensed health care practitioners. 

(4)The provisions of this section apply only to health care professional practice acts administered 

by the department. 

(5)Nothing herein shall be construed to limit or restrict the sale, use, or recommendation of the 

use of a dietary supplement, as defined by the Food, Drug, and Cosmetic Act, 21 U.S.C. s. 321, so long 

as the person selling, using, or recommending the dietary supplement does so in compliance with 

federal and state law. 

History.—s. 73, ch. 97-261; s. 84, ch. 2000-160; s. 35, ch. 2000-318; s. 54, ch. 2001 -277. 



Note.—Former s. 455.637. 

456.O66Prosecution of criminal violations.—The department or the appropriate board shall report 

any criminal violation of any statute relating to the practice of a profession regulated by the 

department or appropriate board to the proper prosecuting authority for prompt prosecution. 

History.—s. 72, ch. 97-261; s. 85, ch. 2000-160. 

Note.—Former s. 455.634. 

456.O67Penalty for giving false information.—In addition to, or in lieu of, any other discipline 

imposed pursuant to s. 456.072, the act of knowingly giving false information in the course of applying 

for or obtaining a license from the department, or any board thereunder, with intent to mislead a 

public servant in the performance of his or her official duties, or the act of attempting to obtain or 

obtaining a license from the department, or any board thereunder, to practice a profession by 

knowingly misleading statements or knowing misrepresentations constitutes a felony of the third 

degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

History.—s. 71, ch. 97-261; s. 24, ch. 99-7; s. 86, ch. 2000-160; s. 27, ch. 2000-318. 

Note.—Former s. 455.631. 

456.O68Toll-free telephone number for reporting of complaints.—The Agency for Health Care 

Administration shall establish a toll-free telephone number for public reporting of complaints relating 

to medical treatment or services provided by health care professionals. 

History.—s. 148, ch. 97-237; s. 24, ch. 97-273; s. 87, ch. 2000-160. 

Note.—Former s. 455.699. 

456.O69Authority to inspect.—In addition to the authority specified in s. 465.01 7, duly authorized 

agents and employees of the department shall have the power to inspect in a lawful manner at all 

reasonable hours: 

(1)Any pharmacy; or 

(2)Any establishment at which the services of a licensee authorized to prescribe controlled 

substances specified in chapter 893 are offered, 

for the purpose of determining if any of the provisions of this chapter or any practice act of a 

profession or any rule adopted thereunder is being violated; or for the purpose of securing such other 

evidence as may be needed for prosecution. 

History.—s. 86, ch. 97-261; s. 88, ch. 2000-160. 

Note.—Former s. 455.681. 

456.071 Power to administer oaths, take depositions, and issue subpoenas.—For the purpose of 

any investigation or proceeding conducted by the department, the department shall have the power to 

administer oaths, take depositions, make inspections when authorized by statute, issue subpoenas 



which shalt be supported by affidavit, serve subpoenas and other process, and compel the attendance 

of witnesses and the production of books, papers, documents, and other evidence. The department 

shall exercise this power on its own initiative or whenever requested by a board or the probable cause 

panel of any board. Challenges to, and enforcement of, the subpoenas and orders shall be handled as 

provided in s. 120.569. 

History.—s. 65, ch. 97-261; s. 89, ch. 2000-160. 

Note.—Former s. 455.611. 

456.O72Grounds for discipline; penalties; enforcement.— 

(1 )The following acts shall constitute grounds for which the disciplinary actions specified in 

subsection (2) may be taken: 

(a)Making misleading, deceptive, or fraudulent representations in or related to the practice of the 

licensee's profession. 

(b)Intentionally violating any rule adopted by the board or the department, as appropriate. 

(c)Being convicted or found guilty of, or entering a plea of guilty or nob contendere to, regardless 

of adjudication, a crime in any jurisdiction which relates to the practice of, or the ability to practice, a 

licensee's profession. 

(d)Using a Class III or a Class IV laser device or product, as defined by federal regulations, without 

having complied with the rules adopted under s. 501.122(2) governing the registration of the devices. 

(e)Failing to comply with the educational course requirements for human immunodeficiency virus 

and acquired immune deficiency syndrome. 

(f)Having a license or the authority to practice any regulated profession revoked, suspended, or 

otherwise acted against, including the denial of licensure, by the licensing authority of any 

jurisdiction, including its agencies or subdivisions, for a violation that would constitute a violation 

under Florida law. The licensing authority's acceptance of a relinquishment of licensure, stipulation, 

consent order, or other settlement, offered in response to or in anticipation of the filing of charges 

against the license, shall be construed as action against the license. 

(g)Having been found liable in a civil proceeding for knowingly filing a false report or complaint 

with the department against another licensee. 

(h)Attempting to obtain, obtaining, or renewing a license to practice a profession by bribery, by 

fraudulent misrepresentation, or through an error of the department or the board. 

(i)Except as provided in s. 465.01 6, failing to report to the department any person who the 

licensee knows is in violation of this chapter, the chapter regulating the alleged violator, or the rules 

of the department or the board. 

(j)Aiding, assisting, procuring, employing, or advising any unlicensed person or entity to practice a 

profession contrary to this chapter, the chapter regulating the profession, or the rules of the 

department or the board. 



(k)Failing to perform any statutory or legal obligation placed upon a licensee. For purposes of this 

section, failing to repay a student loan issued or guaranteed by the state or the Federal Government in 

accordance with the terms of the loan or failing to comply with service scholarship obligations shall be 

considered a failure to perform a statutory or legal obligation, and the minimum disciplinary action 

imposed shall be a suspension of the license until new payment terms are agreed upon or the 

scholarship obligation is resumed, followed by probation for the duration of the student loan or 

remaining scholarship obligation period, and a fine equal to 10 percent of the defaulted loan amount. 

Fines collected shall be deposited into the Medical Quality Assurance Trust Fund. 

(l)Making or filing a report which the licensee knows to be false, intentionally or negligently failing 

to file a report or record required by state or federal law, or willfully impeding or obstructing another 

person to do so. Such reports or records shall include only those that are signed in the capacity of a 

licensee. 

(m)Making deceptive, untrue, or fraudulent representations in or related to the practice of a 

profession or employing a trick or scheme in or related to the practice of a profession. 

(n)Exercising influence on the patient or client for the purpose of financial gain of the licensee or a 

third party. 

(o)Practicing or offering to practice beyond the scope permitted by law or accepting and 

performing professional responsibilities the licensee knows, or has reason to know, the licensee is not 

competent to perform. 

(p)Delegating or contracting for the performance of professional responsibilities by a person when 

the licensee delegating or contracting for performance of the responsibilities knows, or has reason to 

know, the person is not qualified by training, experience, and authorization when required to perform 

them. 

(q)Violating a lawful order of the department or the board, or failing to comply with a lawfully 

issued subpoena of the department. 

(r)Improperly interfering with an investigation or inspection authorized by statute, or with any 

disciplinary proceeding. 

(s)Failing to comply with the educational course requirements for domestic violence. 

(t)Failing to identify through written notice, which may include the wearing of a name tag, or 

orally to a patient the type of license under which the practitioner is practicing. Any advertisement for 

health care services naming the practitioner must identify the type of license the practitioner holds. 

This paragraph does not apply to a practitioner while the practitioner is providing services in a facility 

licensed under chapter 394, chapter 395, chapter 400, or chapter 429. Each board, or the department 

where there is no board, is authorized by rule to determine how its practitioners may comply with this 

disclosure requirement. 

(u)Failing to comply with the requirements of ss. 381 .026 and 381 .0261 to provide patients with 

information about their patient rights and how to file a patient complaint. 



(v)Engaging or attempting to engage in sexual misconduct as defined and prohibited in s. 

456.063(1). 

(w)Failing to comply with the requirements for profiling and credentialing, including, but not 

limited to, failing to provide initial information, failing to timely provide updated information, or 

making misleading, untrue, deceptive, or fraudulent representations on a profile, credentialing, or 

initial or renewal licensure application. 

(x)Failing to report to the board, or the department if there is no board, in writing within 30 days 

after the licensee has been convicted or found guilty of, or entered a plea of nob contendere to, 

regardless of adjudication, a crime in any jurisdiction. Convictions, findings, adjudications, and pleas 

entered into prior to the enactment of this paragraph must be reported in writing to the board, or 

department if there is no board, on or before October 1, 1999. 

(y)Using information about people involved in motor vehicle accidents which has been derived from 

accident reports made by law enforcement officers or persons involved in accidents under s. 316.066, 

or using information published in a newspaper or other news publication or through a radio or 

television broadcast that has used information gained from such reports, for the purposes of 

commercial or any other solicitation whatsoever of the people involved in the accidents. 

(z)Being unable to practice with reasonable skill and safety to patients by reason of illness or use 

of alcohol, drugs, narcotics, chemicals, or any other type of material or as a result of any mental or 

physical condition. In enforcing this paragraph, the department shall have, upon a finding of the State 

Surgeon General or the State Surgeon General's designee that probable cause exists to believe that the 

licensee is unable to practice because of the reasons stated in this paragraph, the authority to issue an 

order to compel a licensee to submit to a mental or physical examination by physicians designated by 

the department. If the licensee refuses to comply with the order, the department's order directing the 

examination may be enforced by filing a petition for enforcement in the circuit court where the 

licensee resides or does business. The department shall be entitled to the summary procedure provided 

in s. 51 .011. A licensee or certificateholder affected under this paragraph shall at reasonable intervals 

be afforded an opportunity to demonstrate that he or she can resume the competent practice of his or 

her profession with reasonable skill and safety to patients. 

(aa)Testing positive for any drug, as defined in s. 112.0455, on any confirmed preempboyment or 

employer-ordered drug screening when the practitioner does not have a lawful prescription and 

legitimate medical reason for using the drug. 

(bb)Performing or attempting to perform health care services on the wrong patient, a wrong-site 

procedure, a wrong procedure, or an unauthorized procedure or a procedure that is medically 

unnecessary or otherwise unrelated to the patient's diagnosis or medical condition. For the purposes of 

this paragraph, performing or attempting to perform health care services includes the preparation of 

the patient. 

(cc)Leaving a foreign body in a patient, such as a sponge, clamp, forceps, surgical needle, or other 



paraphernalia commonly used in surgical, examination, or other diagnostic procedures. For the 

purposes of this paragraph, it shall be legally presumed that retention of a foreign body is not in the 

best interest of the patient and is not within the standard of care of the profession, regardless of the 

intent of the professional. 

(dd)Violating any provision of this chapter, the applicable practice act, or any rules adopted 

pursuant thereto. 

(ee)With respect to making a personal injury protection claim as required by s. 627.736, 

intentionally submitting a claim, statement, or bill that has been "upcoded" as defined in s. 627.732. 

(ff)With respect to making a personal injury protection claim as required by s. 627.736, 

intentionally submitting a claim, statement, or bill for payment of services that were not rendered. 

(gg)Engaging in a pattern of practice when prescribing medicinal drugs or controlled substances 

which demonstrates a lack of reasonable skill or safety to patients, a violation of any provision of this 

chapter, a violation of the applicable practice act, or a violation of any rules adopted under this 

chapter or the applicable practice act of the prescribing practitioner. Notwithstanding s. 456.073(1 3), 

the department may initiate an investigation and establish such a pattern from billing records, data, or 

any other information obtained by the department. 

(hh)Being terminated from a treatment program for impaired practitioners, which is overseen by 

an impaired practitioner consultant as described in s. 456.076, for failure to comply, without good 

cause, with the terms of the monitoring or treatment contract entered into by the licensee, or for not 

successfully completing any drug treatment or alcohol treatment program. 

(ii)Being convicted of, or entering a plea of guilty or nob contendere to, any misdemeanor or 

felony, regardless of adjudication, under 18 U.S.C. s. 669, ss. 285-287, s. 371, s. 1001, s. 1035, s. 1341, 

s. 1343, s. 1347, s. 1349, or s. 1518, or 42 U.S.C. ss. 1320a-7b, relating to the Medicaid program. 

(jj)Failing to remit the sum owed to the state for an overpayment from the Medicaid program 

pursuant to a final order, judgment, or stipulation or settlement. 

(kk)Being terminated from the state Medicaid program pursuant to s. 409.913, any other state 

Medicaid program, or the federal Medicare program, unless eligibility to participate in the program 

from which the practitioner was terminated has been restored. 

(ll)Being convicted of, or entering a plea of guilty or nob contendere to, any misdemeanor or 

felony, regardless of adjudication, a crime in any jurisdiction which relates to health care fraud. 

(mm)Failure to comply with controlled substance prescribing requirements of s. 456.44. 

(nn)Violating any of the provisions of s. 790.338. 

(2)When the board, or the department when there is no board, finds any person guilty of the 

grounds set forth in subsection (1) or of any grounds set forth in the applicable practice act, including 

conduct constituting a substantial violation of subsection (1) or a violation of the applicable practice 

act which occurred prior to obtaining a license, it may enter an order imposing one or more of the 

following penalties: 



(a)Refusal to certify, or to certify with restrictions, an application for a license. 

(b)Suspension or permanent revocation of a license. 

(c)Restriction of practice or license, including, but not limited to, restricting the licensee from 

practicing in certain settings, restricting the licensee to work only under designated conditions or in 

certain settings, restricting the licensee from performing or providing designated clinical and 

administrative services, restricting the licensee from practicing more than a designated number of 

hours, or any other restriction found to be necessary for the protection of the public health, safety, 

and welfare. 

(d)Imposition of an administrative fine not to exceed $10,000 for each count or separate offense. If 

the violation is for fraud or making a false or fraudulent representation, the board, or the department 

if there is no board, must impose a fine of $10,000 per count or offense. 

(e)Issuance of a reprimand or letter of concern. 

(f)Placement of the licensee on probation for a period of time and subject to such conditions as 

the board, or the department when there is no board, may specify. Those conditions may include, but 

are not limited to, requiring the licensee to undergo treatment, attend continuing education courses, 

submit to be reexamined, work under the supervision of another licensee, or satisfy any terms which 

are reasonably tailored to the violations found. 

(g)Corrective action. 

(h)Imposition of an administrative fine in accordance with s. 381 .0261 for violations regarding 

patient rights. 

(i)Refund of fees billed and collected from the patient or a third party on behalf of the patient. 

(j)Requirement that the practitioner undergo remedial education. 

In determining what action is appropriate, the board, or department when there is no board, must 

first consider what sanctions are necessary to protect the public or to compensate the patient. Only 

after those sanctions have been imposed may the disciplining authority consider and include in the 

order requirements designed to rehabilitate the practitioner. All costs associated with compliance with 

orders issued under this subsection are the obligation of the practitioner. 

(3)(a)Notwithstanding subsection (2), if the ground for disciplinary action is the first-time failure of 

the licensee to satisfy continuing education requirements established by the board, or by the 

department if there is no board, the board or department, as applicable, shall issue a citation in 

accordance with s. 456.077 and assess a fine, as determined by the board or department by rule. In 

addition, for each hour of continuing education not completed or completed late, the board or 

department, as applicable, may require the licensee to take 1 additional hour of continuing education 

for each hour not completed or completed late. 

(b)Notwithstanding subsection (2), if the ground for disciplinary action is the first-time violation of 

a practice act for unprofessional conduct, as used in ss. 464.01 8(1 )(h), 467.203(1)(f), 468.365(1)(f), and 

478.52(1 )(f), and no actual harm to the patient occurred, the board or department, as applicable, shall 



issue a citation in accordance with s. 456.077 and assess a penalty as determined by rule of the board 

or department. 

(4)In addition to any other discipline imposed through final order, or citation, entered on or after 

July 1, 2001, under this section or discipline imposed through final order, or citation, entered on or 

after July 1, 2001, for a violation of any practice act, the board, or the department when there is no 

board, shall assess costs related to the investigation and prosecution of the case. The costs related to 

the investigation and prosecution include, but are not limited to, salaries and benefits of personnel, 

costs related to the time spent by the attorney and other personnel working on the case, and any other 

expenses incurred by the department for the case. The board, or the department when there is no 

board, shall determine the amount of costs to be assessed after its consideration of an affidavit of 

itemized costs and any written objections thereto. In any case where the board or the department 

imposes a fine or assessment and the fine or assessment is not paid within a reasonable time, the 

reasonable time to be prescribed in the rules of the board, or the department when there is no board, 

or in the order assessing the fines or costs, the department or the Department of Legal Affairs may 

contract for the collection of, or bring a civil action to recover, the fine or assessment. 

(5)In addition to, or in lieu of, any other remedy or criminal prosecution, the department may file 

a proceeding in the name of the state seeking issuance of an injunction or a writ of mandamus against 

any person who violates any of the provisions of this chapter, or any provision of law with respect to 

professions regulated by the department, or any board therein, or the rules adopted pursuant thereto. 

(6)If the board, or the department when there is no board, determines that revocation of a license 

is the appropriate penalty, the revocation shall be permanent. However, the board may establish by 

rule requirements for reapplication by applicants whose licenses have been permanently revoked. The 

requirements may include, but are not limited to, satisfying current requirements for an initial license. 

(7)Notwithstanding subsection (2), upon a finding that a physician has prescribed or dispensed a 

controlled substance, or caused a controlled substance to be prescribed or dispensed, in a manner that 

violates the standard of practice set forth in s. 458.331(1 )(q) or (t), s. 459.01 5(1 )(t) or (x), s. 

461 .013(1 )(o) or (s), or s. 466.028(1 )(p) or (x), the physician shall be suspended for a period of not less 

than 6 months and pay a fine of not less than $10,000 per count. Repeated violations shall result in 

increased penalties. 

(8)The purpose of this section is to facilitate uniform discipline for those actions made punishable 

under this section and, to this end, a reference to this section constitutes a general reference under 

the doctrine of incorporation by reference. 

History.—s. 69, ch. 97-261; s. 84, ch. 99-397; s. 90, ch. 2000-160; s. 26, ch. 2000-318; s. 71, ch. 2001 -277; s. 2, ch. 

2002-254; s. 6, ch. 2003-411; s. 19, ch. 2003-416; s. 10, ch. 2004-344; s. 1, ch. 2005-240; s. 2, ch. 2006-207; s. 111, ch. 

2007-5; s. 64, ch. 2008-6; s. 25, ch. 2009-223; s. 3, ch. 2011-112; s. 1, ch. 2011-141. 

Note.—Former s. 455.624. 



456.0721 Practitioners in default on student loan or scholarship obligations; investigation; 

report.—The Department of Health shall obtain from the United States Department of Health and 

Human Services information necessary to investigate and prosecute health care practitioners for failing 

to repay a student loan or comply with scholarship service obligations pursuant to s. 456.072(1 )(k). The 

department shall obtain from the United States Department of Health and Human Services a list of 

default health care practitioners each month, along with the information necessary to investigate a 

complaint in accordance with s. 456.073. The department may obtain evidence to support the 

investigation and prosecution from any financial institution or educational institution involved in 

providing the loan or education to the practitioner. The department shall report to the Legislature as 

part of the annual report required by s. 456.026, the number of practitioners in default, along with the 

results of the department's investigations and prosecutions, and the amount of fines collected from 

practitioners prosecuted for violating s. 456.072(1 )(k). 

History.—s. 3, ch. 2002-254. 

456.O73Disciplinary proceedings.—Disciplinary proceedings for each board shall be within the 

jurisdiction of the department. 

(1 )The department, for the boards under its jurisdiction, shall cause to be investigated any 

complaint that is filed before it if the complaint is in writing, signed by the complainant, and legally 

sufficient. A complaint filed by a state prisoner against a health care practitioner employed by or 

otherwise providing health care services within a facility of the Department of Corrections is not legally 

sufficient unless there is a showing that the prisoner complainant has exhausted all available 

administrative remedies within the state correctional system before filing the complaint. However, if 

the Department of Health determines after a preliminary inquiry of a state prisoner's complaint that 

the practitioner may present a serious threat to the health and safety of any individual who is not a 

state prisoner, the Department of Health may determine legal sufficiency and proceed with discipline. 

The Department of Health shall be notified within 15 days after the Department of Corrections 

disciplines or allows a health care practitioner to resign for an offense related to the practice of his or 

her profession. A complaint is legally sufficient if it contains ultimate facts that show that a violation 

of this chapter, of any of the practice acts relating to the professions regulated by the department, or 

of any rule adopted by the department or a regulatory board in the department has occurred. In order 

to determine legal sufficiency, the department may require supporting information or documentation. 

The department may investigate, and the department or the appropriate board may take appropriate 

final action on, a complaint even though the original complainant withdraws it or otherwise indicates a 

desire not to cause the complaint to be investigated or prosecuted to completion. The department may 

investigate an anonymous complaint if the complaint is in writing and is legally sufficient, if the 

alleged violation of law or rules is substantial, and if the department has reason to believe, after 

preliminary inquiry, that the violations alleged in the complaint are true. The department may 



investigate a complaint made by a confidential informant if the complaint is legally sufficient, if the 

alleged violation of law or rule is substantial, and if the department has reason to believe, after 

preliminary inquiry, that the allegations of the complainant are true. The department may initiate an 

investigation if it has reasonable cause to believe that a licensee or a group of licensees has violated a 

Florida statute, a rule of the department, or a rule of a board. Notwithstanding subsection (13), the 

department may investigate information filed pursuant to s. 456.041 (4) relating to liability actions with 

respect to practitioners licensed under chapter 458 or chapter 459 which have been reported under s. 

456.049 or s. 627.912 within the previous 6 years for any paid claim that exceeds $50,000. Except as 

provided in ss. 458.331 (9), 459.015(9), 460.413(5), and 461 .013(6), when an investigation of any 

subject is undertaken, the department shall promptly furnish to the subject or the subject's attorney a 

copy of the complaint or document that resulted in the initiation of the investigation. The subject may 

submit a written response to the information contained in such complaint or document within 20 days 

after service to the subject of the complaint or document. The subject's written response shall be 

considered by the probable cause panel. The right to respond does not prohibit the issuance of a 

summary emergency order if necessary to protect the public. However, if the State Surgeon General, 

or the State Surgeon General's designee, and the chair of the respective board or the chair of its 

probable cause panel agree in writing that such notification would be detrimental to the investigation, 

the department may withhold notification. The department may conduct an investigation without 

notification to any subject if the act under investigation is a criminal offense. 

(2)The department shall allocate sufficient and adequately trained staff to expeditiously and 

thoroughly determine legal sufficiency and investigate all legally sufficient complaints. For purposes of 

this section, it is the intent of the Legislature that the term "expeditiously" means that the 

department complete the report of its initial investigative findings and recommendations concerning 

the existence of probable cause within 6 months after its receipt of the complaint. The failure of the 

department, for disciplinary cases under its jurisdiction, to comply with the time limits of this section 

while investigating a complaint against a licensee constitutes harmless error in any subsequent 

disciplinary action unless a court finds that either the fairness of the proceeding or the correctness of 

the action may have been impaired by a material error in procedure or a failure to follow prescribed 

procedure. When its investigation is complete and legally sufficient, the department shall prepare and 

submit to the probable cause panel of the appropriate regulatory board the investigative report of the 

department. The report shall contain the investigative findings and the recommendations of the 

department concerning the existence of probable cause. The department shall not recommend a letter 

of guidance in lieu of finding probable cause if the subject has already been issued a letter of guidance 

for a related offense. At any time after legal sufficiency is found, the department may dismiss any 

case, or any part thereof, if the department determines that there is insufficient evidence to support 

the prosecution of allegations contained therein. The department shall provide a detailed report to the 

appropriate probable cause panel prior to dismissal of any case or part thereof, and to the subject of 



the complaint after dismissal of any case or part thereof, under this section. For cases dismissed prior 

to a finding of probable cause, such report is confidential and exempt from s. 119.07(1). The probable 

cause panel shall have access, upon request, to the investigative files pertaining to a case prior to 

dismissal of such case. If the department dismisses a case, the probable cause panel may retain 

independent legal counsel, employ investigators, and continue the investigation and prosecution of the 

case as it deems necessary. 

(3)As an alternative to the provisions of subsections (1) and (2), when a complaint is received, the 

department may provide a licensee with a notice of noncompliance for an initial offense of a minor 

violation. Each board, or the department if there is no board, shall establish by rule those minor 

violations under this provision which do not endanger the public health, safety, and welfare and which 

do not demonstrate a serious inability to practice the profession. Failure of a licensee to take action in 

correcting the violation within 15 days after notice may result in the institution of regular disciplinary 

proceedings. 

(4)The determination as to whether probable cause exists shall be made by majority vote of a 

probable cause panel of the board, or by the department, as appropriate. Each regulatory board shall 

provide by rule that the determination of probable cause shall be made by a panel of its members or by 

the department. Each board may provide by rule for multiple probable cause panels composed of at 

least two members. Each board may provide by rule that one or more members of the panel or panels 

may be a former board member. The length of term or repetition of service of any such former board 

member on a probable cause panel may vary according to the direction of the board when authorized 

by board rule. Any probable cause panel must include one of the board's former or present consumer 

members, if one is available, is willing to serve, and is authorized to do so by the board chair. Any 

probable cause panel must include a present board member. Any probable cause panel must include a 

former or present professional board member. However, any former professional board member serving 

on the probable cause panel must hold an active valid license for that profession. All proceedings of 

the panel are exempt from s. 286.011 until 10 days after probable cause has been found to exist by the 

panel or until the subject of the investigation waives his or her privilege of confidentiality. The 

probable cause panel may make a reasonable request, and upon such request the department shall 

provide such additional investigative information as is necessary to the determination of probable 

cause. A request for additional investigative information shall be made within 1 5 days from the date of 

receipt by the probable cause panel of the investigative report of the department or the agency. The 

probable cause panel or the department, as may be appropriate, shall make its determination of 

probable cause within 30 days after receipt by it of the final investigative report of the department. 

The State Surgeon General may grant extensions of the 15-day and the 30-day time limits. In lieu of a 

finding of probable cause, the probable cause panel, or the department if there is no board, may issue 

a letter of guidance to the subject. If, within the 30-day time limit, as may be extended, the probable 

cause panel does not make a determination regarding the existence of probable cause or does not issue 



a letter of guidance in lieu of a finding of probable cause, the department must make a determination 

regarding the existence of probable cause within 10 days after the expiration of the time limit. If the 

probable cause panel finds that probable cause exists, it shall direct the department to file a formal 

complaint against the licensee. The department shall follow the directions of the probable cause panel 

regarding the filing of a formal complaint. If directed to do so, the department shall file a formal 

complaint against the subject of the investigation and prosecute that complaint pursuant to chapter 

120. However, the department may decide not to prosecute the complaint if it finds that probable 

cause has been improvidently found by the panel. In such cases, the department shall refer the matter 

to the board. The board may then file a formal complaint and prosecute the complaint pursuant to 

chapter 120. The department shall also refer to the board any investigation or disciplinary proceeding 

not before the Division of Administrative Hearings pursuant to chapter 120 or otherwise completed by 

the department within 1 year after the filing of a complaint. The department, for disciplinary cases 

under its jurisdiction, must establish a uniform reporting system to quarterly refer to each board the 

status of any investigation or disciplinary proceeding that is not before the Division of Administrative 

Hearings or otherwise completed by the department within 1 year after the filing of the complaint. 

Annually, the department, in consultation with the applicable probable cause panel, must establish a 

plan to expedite or otherwise close any investigation or disciplinary proceeding that is not before the 

Division of Administrative Hearings or otherwise completed by the department within 1 year after the 

filing of the complaint. A probable cause panel or a board may retain independent legal counsel, 

employ investigators, and continue the investigation as it deems necessary; all costs thereof shall be 

paid from a trust fund used by the department to implement this chapter. All proceedings of the 

probable cause panel are exempt from s. 120.525. 

(5)A formal hearing before an administrative law judge from the Division of Administrative 

Hearings shall be held pursuant to chapter 120 if there are any disputed issues of material fact. The 

determination of whether or not a licensee has violated the laws and rules regulating the profession, 

including a determination of the reasonable standard of care, is a conclusion of law to be determined 

by the board, or department when there is no board, and is not a finding of fact to be determined by 

an administrative law judge. The administrative law judge shall issue a recommended order pursuant 

to chapter 120. Notwithstanding s. 120.569(2), the department shall notify the division within 45 days 

after receipt of a petition or request for a formal hearing. 

(6)The appropriate board, with those members of the panel, if any, who reviewed the investigation 

pursuant to subsection (4) being excused, or the department when there is no board, shall determine 

and issue the final order in each disciplinary case. Such order shall constitute final agency action. Any 

consent order or agreed-upon settlement shall be subject to the approval of the department. 

(7)The department shall have standing to seek judicial review of any final order of the board, 

pursuant to s. 120.68. 

(8)Any proceeding for the purpose of summary suspension of a license, or for the restriction of the 



license, of a licensee pursuant to s. 120.60(6) shall be conducted by the State Surgeon General or his or 

her designee, as appropriate, who shall issue the final summary order. 

(9)(a)The department shall periodically notify the person who filed the complaint, as well as the 

patient or the patient's legal representative, of the status of the investigation, indicating whether 

probable cause has been found and the status of any civil action or administrative proceeding or 

appeal. 

(b)In any disciplinary case for which probable cause has been found, the department shall provide 

to the person who filed the complaint a copy of the administrative complaint and: 

1 .A written explanation of how an administrative complaint is resolved by the disciplinary process. 

2.A written explanation of how and when the person may participate in the disciplinary process. 

3.A written notice of any hearing before the Division of Administrative Hearings or the regulatory 

board at which final agency action may be taken. 

(c)In any disciplinary case for which probable cause is not found, the department shall so inform 

the person who filed the complaint and notify that person that he or she may, within 60 days, provide 

any additional information to the department which may be relevant to the decision. To facilitate the 

provision of additional information, the person who filed the complaint may receive, upon request, a 

copy of the department's expert report that supported the recommendation for closure, if such a 

report was relied upon by the department. In no way does this require the department to procure an 

expert opinion or report if none was used. Additionally, the identity of the expert shall remain 

confidential. In any administrative proceeding under s. 120.57, the person who filed the disciplinary 

complaint shall have the right to present oral or written communication relating to the alleged 

disciplinary violations or to the appropriate penalty. 

(10)The complaint and all information obtained pursuant to the investigation by the department 

are confidential and exempt from s. 119.07(1) until 10 days after probable cause has been found to 

exist by the probable cause panel or by the department, or until the regulated professional or subject 

of the investigation waives his or her privilege of confidentiality, whichever occurs first. Upon 

completion of the investigation and a recommendation by the department to find probable cause, and 

pursuant to a written request by the subject or the subject's attorney, the department shall provide 

the subject an opportunity to inspect the investigative file or, at the subject's expense, forward to the 

subject a copy of the investigative file. Notwithstanding s. 456.057, the subject may inspect or receive 

a copy of any expert witness report or patient record connected with the investigation if the subject 

agrees in writing to maintain the confidentiality of any information received under this subsection until 

10 days after probable cause is found and to maintain the confidentiality of patient records pursuant to 

s. 456.057. The subject may file a written response to the information contained in the investigative 

file. Such response must be filed within 20 days of mailing by the department, unless an extension of 

time has been granted by the department. This subsection does not prohibit the department from 

providing such information to any law enforcement agency or to any other regulatory agency. 



(11 )A privilege against civil liability is hereby granted to any complainant or any witness with 

regard to information furnished with respect to any investigation or proceeding pursuant to this 

section, unless the complainant or witness acted in bad faith or with malice in providing such 

information. 

(12)(a)No person who reports in any capacity, whether or not required by law, information to the 

department with regard to the incompetence, impairment, or unprofessional conduct of any health 

care provider licensed under chapter 458, chapter 459, chapter 460, chapter 461, chapter 462, chapter 

463, chapter 464, chapter 465, or chapter 466 shall be held liable in any civil action for reporting 

against such health care provider if such person acts without intentional fraud or malice. 

(b)No facility licensed under chapter 395, health maintenance organization certificated under part 

I of chapter 641, physician licensed under chapter 458, or osteopathic physician licensed under chapter 

459 shall discharge, threaten to discharge, intimidate, or coerce any employee or staff member by 

reason of such employee's or staff member's report to the department about a physician licensed 

under chapter 458, chapter 459, chapter 460, chapter 461, or chapter 466 who may be guilty of 

incompetence, impairment, or unprofessional conduct so long as such report is given without 

intentional fraud or malice. 

(c)In any civil suit brought outside the protections of paragraphs (a) and (b) in which intentional 

fraud or malice is alleged, the person alleging intentional fraud or malice shall be liable for all court 

costs and for the other party's reasonable attorney's fees if intentional fraud or malice is not proved. 

(13)Notwithstanding any provision of law to the contrary, an administrative complaint against a 

licensee shall be filed within 6 years after the time of the incident or occurrence giving rise to the 

complaint against the licensee. If such incident or occurrence involved criminal actions, diversion of 

controlled substances, sexual misconduct, or impairment by the licensee, this subsection does not 

apply to bar initiation of an investigation or filing of an administrative complaint beyond the 6-year 

timeframe. In those cases covered by this subsection in which it can be shown that fraud, 

concealment, or intentional misrepresentation of fact prevented the discovery of the violation of law, 

the period of limitations is extended forward, but in no event to exceed 12 years after the time of the 

incident or occurrence. 

History.—s. 68, ch. 97-261; s. 23, ch. 99-7; s. 114, ch. 2000-153; s. 91, ch. 2000-160; ss. 14, 72, ch. 2001-277; s. 5, ch. 

2002-254; s. 1, ch. 2003-27; s. 20, ch. 2003-416; s. 65, ch. 2008-6. 

Note.—Former s. 455.621. 

456.O74Certain health care practitioners; immediate suspension of license.— 

(1 )The department shall issue an emergency order suspending the license of any person licensed 

under chapter 458, chapter 459, chapter 460, chapter 461, chapter 462, chapter 463, chapter 464, 

chapter 465, chapter 466, or chapter 484 who pleads guilty to, is convicted or found guilty of, or who 

enters a plea of nob contendere to, regardless of adjudication, to: 



(a)A felony under chapter 409, chapter 817, or chapter 893 or under 21 U.S.C. ss. 801 -970 or under 

42 U.S.C. ss. 1395-1396; or 

(b)A misdemeanor or felony under 18 U.S.C. s. 669, ss. 285-287, s. 371, s. 1001, s. 1035, s. 1341, s. 

1343, s. 1347, s. 1349, or s. 1518 or 42 u.s.c. ss. 1320a-7b, relating to the Medicaid program. 

(2)If the board has previously found any physician or osteopathic physician in violation of the 

provisions of s. 458.331 (1 )(t) or s. 459.015(1 )(x), in regard to her or his treatment of three or more 

patients, and the probable cause panel of the board finds probable cause of an additional violation of 

that section, then the State Surgeon General shall review the matter to determine if an emergency 

suspension or restriction order is warranted. Nothing in this section shall be construed so as to limit the 

authority of the State Surgeon General to issue an emergency order. 

(3)The department may issue an emergency order suspending or restricting the license of any 

health care practitioner as defined in s. 456.001 (4) who tests positive for any drug on any government 

or private sector preemployment or employer-ordered confirmed drug test, as defined in s. 112.0455, 

when the practitioner does not have a lawful prescription and legitimate medical reason for using such 

drug. The practitioner shall be given 48 hours from the time of notification to the practitioner of the 

confirmed test result to produce a lawful prescription for the drug before an emergency order is 

issued. 

(4)Upon receipt of information that a Florida-licensed health care practitioner has defaulted on a 

student loan issued or guaranteed by the state or the Federal Government, the department shall notify 

the licensee by certified mail that he or she shall be subject to immediate suspension of license unless, 

within 45 days after the date of mailing, the licensee provides proof that new payment terms have 

been agreed upon by all parties to the loan. The department shall issue an emergency order suspending 

the license of any licensee who, after 45 days following the date of mailing from the department, has 

failed to provide such proof. Production of such proof shall not prohibit the department from 

proceeding with disciplinary action against the licensee pursuant to s. 456.073. 

History.—s. 88, ch. 97-261; s. 25, ch. 99-7; s. 87, ch. 99-397; s. 92, ch. 2000-160; s. 73, ch. 2001 -277; s. 1, ch. 2002- 

254; s. 66, ch. 2008-6; s. 26, ch. 2009-223. 

Note.—Former s. 455.687. 

456.O75Criminal proceedings against licensees; appearances by department representatives.— 

In any criminal proceeding against a person licensed by the department to practice a health care 

profession in this state, a representative of the department may voluntarily appear and furnish 

pertinent information, make recommendations regarding specific conditions of probation, or provide 

any other assistance necessary to promote justice or protect the public. The court may order a 

representative of the department to appear in any criminal proceeding if the crime charged is 

substantially related to the qualifications, functions, or duties of a health care professional licensed by 

the department. 



History.—s. 1, ch. 2002-81. 

456.O76Treatment programs for impaired practitioners.— 

(1 )For professions that do not have impaired practitioner programs provided for in their practice 

acts, the department shall, by rule, designate approved impaired practitioner programs under this 

section. The department may adopt rules setting forth appropriate criteria for approval of treatment 

providers. The rules may specify the manner in which the consultant, retained as set forth in 

subsection (2), works with the department in intervention, requirements for evaluating and treating a 

professional, requirements for continued care of impaired professionals by approved treatment 

providers, continued monitoring by the consultant of the care provided by approved treatment 

providers regarding the professionals under their care, and requirements related to the consultant's 

expulsion of professionals from the program. 

(2)The department shall retain one or more impaired practitioner consultants. The consultant shall 

be a licensee under the jurisdiction of the Division of Medical Quality Assurance within the department 

who must be a practitioner or recovered practitioner licensed under chapter 458, chapter 459, or part I 

of chapter 464, or an entity employing a medical director who must be a practitioner or recovered 

practitioner licensed under chapter 458, chapter 459, or part I of chapter 464. The consultant shall 

assist the probable cause panel and department in carrying out the responsibilities of this section. This 

shall include working with department investigators to determine whether a practitioner is, in fact, 

impaired. The consultant may contract for services to be provided, for appropriate compensation, if 

requested by the school, for students enrolled in schools for licensure as allopathic physicians or 

physician assistants under chapter 458, osteopathic physicians or physician assistants under chapter 

459, nurses under chapter 464, or pharmacists under chapter 465 who are alleged to be impaired as a 

result of the misuse or abuse of alcohol or drugs, or both, or due to a mental or physical condition. The 

department is not responsible under any circumstances for paying the costs of care provided by 

approved treatment providers, and the department is not responsible for paying the costs of 

consultants' services provided for students. A medical school accredited by the Liaison Committee on 

Medical Education of the Commission on Osteopathic College Accreditation, or other school providing 

for the education of students enrolled in preparation for licensure as allopathic physicians under 

chapter 458 or osteopathic physicians under chapter 459, which is governed by accreditation standards 

requiring notice and the provision of due process procedures to students, is not liable in any civil action 

for referring a student to the consultant retained by the department or for disciplinary actions that 

adversely affect the status of a student when the disciplinary actions are instituted in reasonable 

reliance on the recommendations, reports, or conclusions provided by such consultant, if the school, in 

referring the student or taking disciplinary action, adheres to the due process procedures adopted by 

the applicable accreditation entities and if the school committed no intentional fraud in carrying out 

the provisions of this section. 



(3)(a)Whenever the department receives a written or oral legally sufficient complaint alleging that 

a licensee under the jurisdiction of the Division of Medical Quality Assurance within the department is 

impaired as a result of the misuse or abuse of alcohol or drugs, or both, or due to a mental or physical 

condition which could affect the licensee's ability to practice with skill and safety, and no complaint 

against the licensee other than impairment exists, the reporting of such information shall not 

constitute grounds for discipline pursuant to s. 456.072 or the corresponding grounds for discipline 

within the applicable practice act if the probable cause panel of the appropriate board, or the 

department when there is no board, finds: 

1 .The licensee has acknowledged the impairment problem. 

2.The licensee has voluntarily enrolled in an appropriate, approved treatment program. 

3.The licensee has voluntarily withdrawn from practice or limited the scope of practice as required 

by the consultant, in each case, until such time as the panel, or the department when there is no 

board, is satisfied the licensee has successfully completed an approved treatment program. 

4.The licensee has executed releases for medical records, authorizing the release of all records of 

evaluations, diagnoses, and treatment of the licensee, including records of treatment for emotional or 

mental conditions, to the consultant. The consultant shall make no copies or reports of records that do 

not regard the issue of the licensee's impairment and his or her participation in a treatment program. 

(b)If, however, the department has not received a legally sufficient complaint and the licensee 

agrees to withdraw from practice until such time as the consultant determines the licensee has 

satisfactorily completed an approved treatment program or evaluation, the probable cause panel, or 

the department when there is no board, shall not become involved in the licensee's case. 

(c)Inquiries related to impairment treatment programs designed to provide information to the 

licensee and others and which do not indicate that the licensee presents a danger to the public shall 

not constitute a complaint within the meaning of s. 456.073 and shall be exempt from the provisions of 

this subsection. 

(d)Whenever the department receives a legally sufficient complaint alleging that a licensee is 

impaired as described in paragraph (a) and no complaint against the licensee other than impairment 

exists, the department shall forward all information in its possession regarding the impaired licensee to 

the consultant. For the purposes of this section, a suspension from hospital staff privileges due to the 

impairment does not constitute a complaint. 

(e)The probable cause panel, or the department when there is no board, shall work directly with 

the consultant, and all information concerning a practitioner obtained from the consultant by the 

panel, or the department when there is no board, shall remain confidential and exempt from the 

provisions of s. 119.07(1), subject to the provisions of subsections (5) and (6). 

(f)A finding of probable cause shall not be made as long as the panel, or the department when 

there is no board, is satisfied, based upon information it receives from the consultant and the 

department, that the licensee is progressing satisfactorily in an approved impaired practitioner 



program and no other complaint against the licensee exists. 

(4)In any disciplinary action for a violation other than impairment in which a licensee establishes 

the violation for which the licensee is being prosecuted was due to or connected with impairment and 

further establishes the licensee is satisfactorily progressing through or has successfully completed an 

approved treatment program pursuant to this section, such information may be considered by the 

board, or the department when there is no board, as a mitigating factor in determining the appropriate 

penalty. This subsection does not limit mitigating factors the board may consider. 

(5)(a)An approved treatment provider shall, upon request, disclose to the consultant all 

information in its possession regarding the issue of a licensee's impairment and participation in the 

treatment program. All information obtained by the consultant and department pursuant to this section 

is confidential and exempt from the provisions of s. 119.07(1), subject to the provisions of this 

subsection and subsection (6). Failure to provide such information to the consultant is grounds for 

withdrawal of approval of such program or provider. 

(b)If in the opinion of the consultant, after consultation with the treatment provider, an impaired 

licensee has not progressed satisfactorily in a treatment program, all information regarding the issue of 

a licensee's impairment and participation in a treatment program in the consultant's possession shall 

be disclosed to the department. Such disclosure shall constitute a complaint pursuant to the general 

provisions of s. 456.073. Whenever the consultant concludes that impairment affects a licensee's 

practice and constitutes an immediate, serious danger to the public health, safety, or welfare, that 

conclusion shall be communicated to the State Surgeon General. 

(6)A consultant, licensee, or approved treatment provider who makes a disclosure pursuant to this 

section is not subject to civil liability for such disclosure or its consequences. The provisions of s. 

766.101 apply to any officer, employee, or agent of the department or the board and to any officer, 

employee, or agent of any entity with which the department has contracted pursuant to this section. 

(7)(a)A consultant retained pursuant to subsection (2), a consultant's officers and employees, and 

those acting at the direction of the consultant for the limited purpose of an emergency intervention on 

behalf of a licensee or student as described in subsection (2) when the consultant is unable to perform 

such intervention shall be considered agents of the department for purposes of s. 768.28 while acting 

within the scope of the consultant's duties under the contract with the department if the contract 

complies with the requirements of this section. The contract must require that: 

1 .The consultant indemnify the state for any liabilities incurred up to the limits set out in chapter 

768. 

2.The consultant establish a quality assurance program to monitor services delivered under the 

contract. 

3.The consultant's quality assurance program, treatment, and monitoring records be evaluated 

quarterly. 

4.The consultant's quality assurance program be subject to review and approval by the 



department. 

5.The consultant operate under policies and procedures approved by the department. 

6.The consultant provide to the department for approval a policy and procedure manual that 

comports with all statutes, rules, and contract provisions approved by the department. 

7.The department be entitled to review the records relating to the consultant's performance under 

the contract for the purpose of management audits, financial audits, or program evaluation. 

8.All performance measures and standards be subject to verification and approval by the 

department. 

9.The department be entitled to terminate the contract with the consultant for noncompliance 

with the contract. 

(b)In accordance with s. 284.385, the Department of Financial Services shall defend any claim, 

suit, action, or proceeding against the consultant, the consultant's officers or employees, or those 

acting at the direction of the consultant for the limited purpose of an emergency intervention on 

behalf of a licensee or student as described in subsection (2) when the consultant is unable to perform 

such intervention which is brought as a result of any act or omission by any of the consultant's officers 

and employees and those acting under the direction of the consultant for the limited purpose of an 

emergency intervention on behalf of a licensee or student as described in subsection (2) when the 

consultant is unable to perform such intervention when such act or omission arises out of and in the 

scope of the consultant's duties under its contract with the department. 

(c)If the consultant retained pursuant to subsection (2) is retained by any other state agency, and 

if the contract between such state agency and the consultant complies with the requirements of this 

section, the consultant, the consultant's officers and employees, and those acting under the direction 

of the consultant for the limited purpose of an emergency intervention on behalf of a licensee or 

student as described in subsection (2) when the consultant is unable to perform such intervention shall 

be considered agents of the state for the purposes of this section while acting within the scope of and 

pursuant to guidelines established in the contract between such state agency and the consultant. 

History.—s. 38, ch. 92-149; s. 1, ch. 95-139; s. 310, ch. 96-406; s. 1085, ch. 97-103; s. 3, ch. 97-209; s. 94, ch. 97-261; 

s. 2, ch. 98-130; s. 94, ch. 2000-160; ss. 29, 117, ch. 2000-318; s. 67, ch. 2008-6; s. 1, ch. 2008-63. 

Note.—Former s. 455.261; s. 455.707. 

456.O77Authority to issue citations.— 

(1 )Notwithstanding s. 456.073, the board, or the department if there is no board, shall adopt rules 

to permit the issuance of citations. The citation shall be issued to the subject and shall contain the 

subject's name and address, the subject's license number if applicable, a brief factual statement, the 

sections of the law allegedly violated, and the penalty imposed. The citation must clearly state that 

the subject may choose, in lieu of accepting the citation, to follow the procedure under s. 456.073. If 

the subject disputes the matter in the citation, the procedures set forth in s. 456.073 must be 



followed. However, if the subject does not dispute the matter in the citation with the department 

within 30 days after the citation is served, the citation becomes a public final order and does not 

constitute discipline for a first offense, but does constitute discipline for a second or subsequent 

offense. The penalty shall be a fine or other conditions as established by rule. 

(2)The board, or the department if there is no board, shall adopt rules designating violations for 

which a citation may be issued. Such rules shall designate as citation violations those violations for 

which there is no substantial threat to the public health, safety, and welfare or no violation of 

standard of care involving injury to a patient. Violations for which a citation may be issued shall 

include violations of continuing education requirements; failure to timely pay required fees and fines; 

failure to comply with the requirements of ss. 381 .026 and 381 .0261 regarding the dissemination of 

information regarding patient rights; failure to comply with advertising requirements; failure to timely 

update practitioner profile and credentialing files; failure to display signs, licenses, and permits; 

failure to have required reference books available; and all other violations that do not pose a direct 

and serious threat to the health and safety of the patient or involve a violation of standard of care that 

has resulted in injury to a patient. 

(3)The department shall be entitled to recover the costs of investigation, in addition to any 

penalty provided according to board or department rule, as part of the penalty levied pursuant to the 

citation. 

(4)A citation must be issued within 6 months after the filing of the complaint that is the basis for 

the citation. 

(5)Service of a citation may be made by personal service or certified mail, restricted delivery, to 

the subject at the subject's last known address. 

(6)A board has 6 months in which to enact rules designating violations and penalties appropriate 

for citation offenses. Failure to enact such rules gives the department exclusive authority to adopt 

rules as required for implementing this section. A board has continuous authority to amend its rules 

adopted pursuant to this section. 

History.—s. 67, ch. 97-261; s. 95, ch. 2000-160; s. 74, ch. 2001 -277; s. 21, ch. 2003-416. 

Note.—Former s. 455.617. 

456.O78Mediation.— 

(1 )Notwithstanding the provisions of s. 456.073, the board, or the department when there is no 

board, shall adopt rules to designate which violations of the applicable professional practice act are 

appropriate for mediation. The board, or the department when there is no board, shall designate as 

mediation offenses those complaints where harm caused by the licensee: 

(a)Is economic in nature except any act or omission involving intentional misconduct; 

(b)Can be remedied by the licensee; 

(c)Is not a standard of care violation involving any type of injury to a patient; or 



(d)Does not result in an adverse incident. 

(2)For the purposes of this section, an "adverse incident" means an event that results in: 

(a)The death of a patient; 

(b)Brain or spinal damage to a patient; 

(c)The performance of a surgical procedure on the wrong patient; 

(d)The performance of a wrong-site surgical procedure; 

(e)The performance of a surgical procedure that is medically unnecessary or otherwise unrelated 

to the patient's diagnosis or medical condition; 

(f)The surgical repair of damage to a patient resulting from a planned surgical procedure, which 

damage is not a recognized specific risk as disclosed to the patient and documented through the 

informed-consent process; 

(g)The performance of a procedure to remove unplanned foreign objects remaining from a surgical 

procedure; or 

(h)The performance of any other surgical procedure that breached the standard of care. 

(3)After the department determines a complaint is legally sufficient and the alleged violations are 

defined as mediation offenses, the department or any agent of the department may conduct informal 

mediation to resolve the complaint. If the complainant and the subject of the complaint agree to a 

resolution of a complaint within 14 days after contact by the mediator, the mediator shall notify the 

department of the terms of the resolution. The department or board shall take no further action unless 

the complainant and the subject each fail to record with the department an acknowledgment of 

satisfaction of the terms of mediation within 60 days of the mediator's notification to the department. 

A successful mediation shall not constitute discipline. In the event the complainant and subject fail to 

reach settlement terms or to record the required acknowledgment, the department shall process the 

complaint according to the provisions of s. 456.073. 

(4)Conduct or statements made during mediation are inadmissible in any proceeding pursuant to s. 

456.073. Further, any information relating to the mediation of a case shall be subject to the 

confidentiality provisions of s. 456.073. 

(5)No licensee shall go through the mediation process more than three times without approval of 

the department. The department may consider the subject and dates of the earlier complaints in 

rendering its decision. Such decision shall not be considered a final agency action for purposes of 

chapter 120. 

(6)Any board created on or after January 1, 1995, shall have 6 months to adopt rules designating 

which violations are appropriate for mediation, after which time the department shall have exclusive 

authority to adopt rules pursuant to this section. A board shall have continuing authority to amend its 

rules adopted pursuant to this section. 

History.—s. 66, ch. 97-261; s. 96, ch. 2000-160; s. 22, ch. 2003-416. 

Note.—Former s. 455.614. 



456.O79Disciplinary guidelines.— 

(1 )Each board, or the department if there is no board, shall adopt by rule and periodically review 

the disciplinary guidelines applicable to each ground for disciplinary action which may be imposed by 

the board, or the department if there is no board, pursuant to this chapter, the respective practice 

acts, and any rule of the board or department. 

(2)The disciplinary guidelines shall specify a meaningful range of designated penalties based upon 

the severity and repetition of specific offenses, it being the legislative intent that minor violations be 

distinguished from those which endanger the public health, safety, or welfare; that such guidelines 

provide reasonable and meaningful notice to the public of likely penalties which may be imposed for 

proscribed conduct; and that such penalties be consistently applied by the board. 

(3)A specific finding in the final order of mitigating or aggravating circumstances shall allow the 

board to impose a penalty other than that provided for in such guidelines. If applicable, the board, or 

the department if there is no board, shall adopt by rule disciplinary guidelines to designate possible 

mitigating and aggravating circumstances and the variation and range of penalties permitted for such 

circumstances. 

(4)The department must review such disciplinary guidelines for compliance with the legislative 

intent as set forth herein to determine whether the guidelines establish a meaningful range of 

penalties and may also challenge such rules pursuant to s. 120.56. 

(5)The administrative law judge, in recommending penalties in any recommended order, must 

follow the penalty guidelines established by the board or department and must state in writing the 

mitigating or aggravating circumstances upon which the recommended penalty is based. 

History.—s. 70, ch. 97-261; s. 97, ch. 2000-160; s. 16, ch. 2001 -277. 

Note.—FOrmer s. 455.627. 

456.081 Publication of information.—The department and the boards shall have the authority to 

advise licensees periodically, through the publication of a newsletter on the department's website, 

about information that the department or the board determines is of interest to the industry. The 

department and the boards shall maintain a website which contains copies of the newsletter; 

information relating to adverse incident reports without identifying the patient, practitioner, or facility 

in which the adverse incident occurred until 10 days after probable cause is found, at which time the 

name of the practitioner and facility shall become public as part of the investigative file; information 

about error prevention and safety strategies; and information concerning best practices. Unless 

otherwise prohibited by law, the department and the boards shall publish on the website a summary of 

final orders entered after July 1, 2001, resulting in disciplinary action, and any other information the 

department or the board determines is of interest to the public. In order to provide useful and timely 

information at minimal cost, the department and boards may consult with, and include information 

provided by, professional associations and national organizations. 



History.—s. 44, ch. 97-261; s. 98, ch. 2000-160; ss. 15, 75, ch. 2001 -277. 

Note.—Former s. 455.537. 

456.O82Disclosure of confidential information.— 

(1 )No officer, employee, or person under contract with the department, or any board therein, or 

any subject of an investigation shall convey knowledge or information to any person who is not lawfully 

entitled to such knowledge or information about any public meeting or public record, which at the time 

such knowledge or information is conveyed is exempt from the provisions of s. 119.01, s. 119.07(1), or 

s. 286.011. 

(2)Any person who willfully violates any provision of this section is guilty of a misdemeanor of the 

first degree, punishable as provided in s. 775.082 or s. 775.083, and may be subject to discipline 

pursuant to s. 456.072, and, if applicable, shall be removed from office, employment, or the 

contractual relationship. 

(3)Any person injured as a result of a willful violation of this section shall have a civil cause of 

action for treble damages, reasonable attorney fees, and costs. 

History.—s. 77, ch. 97-261; s. 37, ch. 98-166; s. 7, ch. 99-356; s. 188, ch. 99-397; s. 99, ch. 2000-160; s. 27, ch. 2000- 

318. 

Note.—Former s. 455.651. 

456.36Health care professionals; exemption from disqualification from employment or 

contracting.—Any other provision of law to the contrary notwithstanding, only the appropriate 

regulatory board, or the department when there is no board, may grant an exemption from 

disqualification from employment or contracting as provided in s. 435.07 to a person under the 

licensing jurisdiction of that board or the department, as applicable. 

History.—s. 34, ch. 2000-318. 

456.38Practitioner registry for disasters and emergencies.—The Department of Health may 

include on its forms for the licensure or certification of health care practitioners, as defined in s. 

456.001, who could assist the department in the event of a disaster a question asking if the 

practitioner would be available to provide health care services in special needs shelters or to help staff 

disaster medical assistance teams during times of emergency or major disaster. The names of 

practitioners who answer affirmatively shall be maintained by the department as a health care 

practitioner registry for disasters and emergencies. 

History.—s. 20, ch. 2000-140. 

456.4lComplementary or alternative health care treatments.— 

(1 )LEGISLATIVE INTENT.—It is the intent of the Legislature that citizens be able to make informed 

choices for any type of health care they deem to be an effective option for treating human disease, 



pain, injury, deformity, or other physical or mental condition. It is the intent of the Legislature that 

citizens be able to choose from all health care options, including the prevailing or conventional 

treatment methods as well as other treatments designed to complement or substitute for the prevailing 

or conventional treatment methods. It is the intent of the Legislature that health care practitioners be 

able to offer complementary or alternative health care treatments with the same requirements, 

provisions, and liabilities as those associated with the prevailing or conventional treatment methods. 

(2)DEFINITIONS.—As used in this section, the term: 

(a)"Complementary or alternative health care treatment" means any treatment that is designed to 

provide patients with an effective option to the prevailing or conventional treatment methods 

associated with the services provided by a health care practitioner. Such a treatment may be provided 

in addition to or in place of other treatment options. 

(b)"Health care practitioner" means any health care practitioner as defined in s. 456.001 (4). 

(3)COMMUNICATION OF TREATMENT ALTERNATIVES.—A health care practitioner who offers to 

provide a patient with a complementary or alternative health care treatment must inform the patient 

of the nature of the treatment and must explain the benefits and risks associated with the treatment 

to the extent necessary for the patient to make an informed and prudent decision regarding such 

treatment option. In compliance with this subsection: 

(a)The health care practitioner must inform the patient of the practitioner's education, 

experience, and credentials in relation to the complementary or alternative health care treatment 

option. 

(b)The health care practitioner may, in his or her discretion, communicate the information orally 

or in written form directly to the patient or to the patient's legal representative. 

(c)The health care practitioner may, in his or her discretion and without restriction, recommend 

any mode of treatment that is, in his or her judgment, in the best interests of the patient, including 

complementary or alternative health care treatments, in accordance with the provisions of his or her 

license. 

(4)RECORDS.—Every health care practitioner providing a patient with a complementary or 

alternative health care treatment must indicate in the patient's care record the method by which the 

requirements of subsection (3) were met. 

(5)EFFECT.—This section does not modify or change the scope of practice of any licensees of the 

department, nor does it alter in any way the provisions of the individual practice acts for those 

licensees, which require licensees to practice within their respective standards of care and which 

prohibit fraud and exploitation of patients. 

History.—s. 1, ch. 2001-116. 

456.42Written prescriptions for medicinal drugs.— 

(1 )A written prescription for a medicinal drug issued by a health care practitioner licensed by law 



to prescribe such drug must be legibly printed or typed so as to be capable of being understood by the 

pharmacist filling the prescription; must contain the name of the prescribing practitioner, the name 

and strength of the drug prescribed, the quantity of the drug prescribed, and the directions for use of 

the drug; must be dated; and must be signed by the prescribing practitioner on the day when issued. 

However, a prescription that is electronically generated and transmitted must contain the name of the 

prescribing practitioner, the name and strength of the drug prescribed, the quantity of the drug 

prescribed in numerical format, and the directions for use of the drug and must be dated and signed by 

the prescribing practitioner only on the day issued, which signature may be in an electronic format as 

defined in s. 668.003(4). 

(2)A written prescription for a controlled substance listed in chapter 893 must have the quantity of 

the drug prescribed in both textual and numerical formats, must be dated with the abbreviated month 

written out on the face of the prescription, and must be either written on a standardized counterfeit- 

proof prescription pad produced by a vendor approved by the department or electronically prescribed 

as that term is used in s. 408.0611. As a condition of being an approved vendor, a prescription pad 

vendor must submit a monthly report to the department which, at a minimum, documents the number 

of prescription pads sold and identifies the purchasers. The department may, by rule, require the 

reporting of additional information. 

History.—s. 1, ch. 2003-41; s. 2, ch. 2006-271; s. 2, ch. 2009-202; s. 2, ch. 2011-141. 

456.43 Electronic prescribing for medicinal drugs.— 

(1 )Electronic prescribing shall not interfere with a patient's freedom to choose a pharmacy. 

(2)Electronic prescribing software shall not use any means or permit any other person to use any 

means, including, but not limited to, advertising, instant messaging, and pop-up ads, to influence or 

attempt to influence, through economic incentives or otherwise, the prescribing decision of a 

prescribing practitioner at the point of care. Such means shall not be triggered or in specific response 

to the input, selection, or act of a prescribing practitioner or his or her agent in prescribing a certain 

pharmaceutical or directing a patient to a certain pharmacy. 

(a)The term "prescribing decision" means a prescribing practitioner's decision to prescribe a 

certain pharmaceutical. 

(b)The term "point of care" means the time that a prescribing practitioner or his or her agent is in 

the act of prescribing a certain pharmaceutical. 

(3)Electronic prescribing software may show information regarding a payor's formulary as long as 

nothing is designed to preclude or make more difficult the act of a prescribing practitioner or patient 

selecting any particular pharmacy or pharmaceutical. 

History.—s. 3, ch. 2006-271. 

456.44Controlled substance prescribing.— 

(1 )DEFINITIONS.— 



(a)"Addiction medicine specialist" means a board-certified psychiatrist with a subspecialty 

certification in addiction medicine or who is eligible for such subspecialty certification in addiction 

medicine, an addiction medicine physician certified or eligible for certification by the American Society 

of Addiction Medicine, or an osteopathic physician who holds a certificate of added qualification in 

Addiction Medicine through the American Osteopathic Association. 

(b)"Adverse incident" means any incident set forth ins. 458.351(4)(a)-(e) or s. 459.026(4)(a)-(e). 

(c)"Board-certified pain management physician" means a physician who possesses board 

certification in pain medicine by the American Board of Pain Medicine, board certification by the 

American Board of Interventional Pain Physicians, or board certification or subcertification in pain 

management or pain medicine by a specialty board recognized by the American Association of Physician 

Specialists or the American Board of Medical Specialties or an osteopathic physician who holds a 

certificate in Pain Management by the American Osteopathic Association. 

(d)"Board eligible" means successful completion of an anesthesia, physical medicine and 

rehabilitation, rheumatology, or neurology residency program approved by the Accreditation Council 

for Graduate Medical Education or the American Osteopathic Association for a period of 6 years from 

successful completion of such residency program. 

(e)"Chronic nonmalignant pain" means pain unrelated to cancer which persists beyond the usual 

course of disease or the injury that is the cause of the pain or more than 90 days after surgery. 

(f)"Mental health addiction facility" means a facility licensed under chapter 394 or chapter 397. 

(2)REGISTRATION.—Effective January 1, 2012, a physician licensed under chapter 458, chapter 459, 

chapter 461, or chapter 466 who prescribes any controlled substance, listed in Schedule II, Schedule III, 

or Schedule IV as defined in s. 893.03, for the treatment of chronic nonmalignant pain, must: 

(a)Designate himself or herself as a controlled substance prescribing practitioner on the physician's 

practitioner profile. 

(b)Comply with the requirements of this section and applicable board rules. 

(3)STANDARDS OF PRACTICE.—The standards of practice in this section do not supersede the level 

of care, skill, and treatment recognized in general law related to health care licensure. 

(a)A complete medical history and a physical examination must be conducted before beginning any 

treatment and must be documented in the medical record. The exact components of the physical 

examination shall be left to the judgment of the clinician who is expected to perform a physical 

examination proportionate to the diagnosis that justifies a treatment. The medical record must, at a 

minimum, document the nature and intensity of the pain, current and past treatments for pain, 

underlying or coexisting diseases or conditions, the effect of the pain on physical and psychological 

function, a review of previous medical records, previous diagnostic studies, and history of alcohol and 

substance abuse. The medical record shall also document the presence of one or more recognized 

medical indications for the use of a controlled substance. Each registrant must develop a written plan 

for assessing each patient's risk of aberrant drug-related behavior, which may include patient drug 



testing. Registrants must assess each patient's risk for aberrant drug-related behavior and monitor that 

risk on an ongoing basis in accordance with the plan. 

(b)Each registrant must develop a written individualized treatment plan for each patient. The 

treatment plan shall state objectives that will be used to determine treatment success, such as pain 

relief and improved physical and psychosocial function, and shall indicate if any further diagnostic 

evaluations or other treatments are planned. After treatment begins, the physician shall adjust drug 

therapy to the individual medical needs of each patient. Other treatment modalities, including a 

rehabilitation program, shall be considered depending on the etiology of the pain and the extent to 

which the pain is associated with physical and psychosocial impairment. The interdisciplinary nature of 

the treatment plan shall be documented. 

(c)The physician shall discuss the risks and benefits of the use of controlled substances, including 

the risks of abuse and addiction, as well as physical dependence and its consequences, with the 

patient, persons designated by the patient, or the patient's surrogate or guardian if the patient is 

incompetent. The physician shall use a written controlled substance agreement between the physician 

and the patient outlining the patient's responsibilities, including, but not limited to: 

1 .Number and frequency of controlled substance prescriptions and refills. 

2.Patient compliance and reasons for which drug therapy may be discontinued, such as a violation 

of the agreement. 

3.An agreement that controlled substances for the treatment of chronic nonmalignant pain shall be 

prescribed by a single treating physician unless otherwise authorized by the treating physician and 

documented in the medical record. 

(d)The patient shall be seen by the physician at regular intervals, not to exceed 3 months, to 

assess the efficacy of treatment, ensure that controlled substance therapy remains indicated, evaluate 

the patient's progress toward treatment objectives, consider adverse drug effects, and review the 

etiology of the pain. Continuation or modification of therapy shall depend on the physician's evaluation 

of the patient's progress. If treatment goals are not being achieved, despite medication adjustments, 

the physician shall reevaluate the appropriateness of continued treatment. The physician shall monitor 

patient compliance in medication usage, related treatment plans, controlled substance agreements, 

and indications of substance abuse or diversion at a minimum of 3-month intervals. 

(e)The physician shall refer the patient as necessary for additional evaluation and treatment in 

order to achieve treatment objectives. Special attention shall be given to those patients who are at 

risk for misusing their medications and those whose living arrangements pose a risk for medication 

misuse or diversion. The management of pain in patients with a history of substance abuse or with a 

comorbid psychiatric disorder requires extra care, monitoring, and documentation and requires 

consultation with or referral to an addiction medicine specialist or psychiatrist. 

(f)A physician registered under this section must maintain accurate, current, and complete records 

that are accessible and readily available for review and comply with the requirements of this section, 



the applicable practice act, and applicable board rules. The medical records must include, but are not 

limited to: 

1 .The complete medical history and a physical examination, including history of drug abuse or 

dependence. 

2.Diagnostic, therapeutic, and laboratory results. 

3.Evaluations and consultations. 

4.Treatment objectives. 

5.Discussion of risks and benefits. 

6 .Treatments. 

7.Medications, including date, type, dosage, and quantity prescribed. 

8.Instructions and agreements. 

9.Periodic reviews. 

1O.Results of any drug testing. 

11 .A photocopy of the patient's government-issued photo identification. 

12.If a written prescription for a controlled substance is given to the patient, a duplicate of the 

prescription. 

13.The physician's full name presented in a legible manner. 

(g)Patients with signs or symptoms of substance abuse shall be immediately referred to a board- 

certified pain management physician, an addiction medicine specialist, or a mental health addiction 

facility as it pertains to drug abuse or addiction unless the physician is board-certified or board-eligible 

in pain management. Throughout the period of time before receiving the consultant's report, a 

prescribing physician shall clearly and completely document medical justification for continued 

treatment with controlled substances and those steps taken to ensure medically appropriate use of 

controlled substances by the patient. Upon receipt of the consultant's written report, the prescribing 

physician shall incorporate the consultant's recommendations for continuing, modifying, or 

discontinuing controlled substance therapy. The resulting changes in treatment shall be specifically 

documented in the patient's medical record. Evidence or behavioral indications of diversion shall be 

followed by discontinuation of controlled substance therapy, and the patient shall be discharged, and 

all results of testing and actions taken by the physician shall be documented in the patient's medical 

record. 

This subsection does not apply to a board-eligible or board-certified anesthesiologist, physiatrist, 

rheumatologist, or neurologist, or to a board-certified physician who has surgical privileges at a 

hospital or ambulatory surgery center and primarily provides surgical services. This subsection does not 

apply to a board-eligible or board-certified medical specialist who has also completed a fellowship in 

pain medicine approved by the Accreditation Council for Graduate Medical Education or the American 

Osteopathic Association, or who is board eligible or board certified in pain medicine by the American 

Board of Pain Medicine or a board approved by the American Board of Medical Specialties or the 



American Osteopathic Association and performs interventional pain procedures of the type routinely 

billed using surgical codes. This subsection does not apply to a physician who prescribes medically 

necessary controlled substances for a patient during an inpatient stay in a hospital licensed under 

chapter 395. 

History.—s. 3, ch. 2011-141; s. 31, ch. 2012-160. 

456. 5oRepeated medical malpractice.— 

(1 )For purposes of s. 26, Art. X of the State Constitution and ss. 458.331(1 )(t), (4), and (5) and 

459.01 5(1 )(x), (4), and (5): 

(a)"Board" means the Board of Medicine, in the case of a physician licensed pursuant to chapter 

458, or the Board of Osteopathic Medicine, in the case of an osteopathic physician licensed pursuant to 

chapter 459. 

(b)"Final administrative agency decision" means a final order of the licensing board following a 

hearing as provided in s. 120.57(1) or (2) or s. 120.574 finding that the licensee has violated s. 

458.331(1 )(t) or s. 459.01 5(1 )(x). 

(c)"Found to have committed" means the malpractice has been found in a final judgment of a 

court of law, final administrative agency decision, or decision of binding arbitration. 

(d)"Incident" means the wrongful act or occurrence from which the medical malpractice arises, 

regardless of the number of claimants or findings. For purposes of this section: 

1 .A single act of medical malpractice, regardless of the number of claimants, shall count as only 

one incident. 

2.Multiple findings of medical malpractice arising from the same wrongful act or series of wrongful 

acts associated with the treatment of the same patient shall count as only one incident. 

(e)"Level of care, skill, and treatment recognized in general law related to health care licensure" 

means the standard of care specified in s. 766.102. 

(f)"Medical doctor" means a physician licensed pursuant to chapter 458 or chapter 459. 

(g)"Medical malpractice" means the failure to practice medicine in accordance with the level of 

care, skill, and treatment recognized in general law related to health care licensure. Only for the 

purpose of finding repeated medical malpractice pursuant to this section, any similar wrongful act, 

neglect, or default committed in another state or country which, if committed in this state, would 

have been considered medical malpractice as defined in this paragraph, shall be considered medical 

malpractice if the standard of care and burden of proof applied in the other state or country equaled 

or exceeded that used in this state. 

(h)"Repeated medical malpractice" means three or more incidents of medical malpractice found 

to have been committed by a medical doctor. Only an incident occurring on or after November 2, 2004, 

shall be considered an incident for purposes of finding repeated medical malpractice under this 

section. 



(2)For purposes of implementing s. 26, Art. X of the State Constitution, the board shall not license 

or continue to license a medical doctor found to have committed repeated medical malpractice, the 

finding of which was based upon clear and convincing evidence. In order to rely on an incident of 

medical malpractice to determine whether a license must be denied or revoked under this section, if 

the facts supporting the finding of the incident of medical malpractice were determined on a standard 

less stringent than clear and convincing evidence, the board shall review the record of the case and 

determine whether the finding would be supported under a standard of clear and convincing evidence. 

Section 456.073 applies. The board may verify on a biennial basis an out-of-state licensee's medical 

malpractice history using federal, state, or other databases. The board may require licensees and 

applicants for licensure to provide a copy of the record of the trial of any medical malpractice 

judgment, which may be required to be in an electronic format, involving an incident that occurred on 

or after November 2, 2004. For purposes of implementing s. 26, Art. X of the State Constitution, the 

90-day requirement for granting or denying a complete allopathic or osteopathic licensure application 

ins. 120.60(1) is extended to 180 days. 

History.—s. 2, ch. 2005-266 
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History.—s. 34, ch. 82-225; s. 1, ch. 83-265; s. 1, ch. 86-133; ss. 1, 52, ch. 92-69. 
499.Oo2Purpose, administration, and enforcement of and exemption from this 

part. — 

(1)This part is intended to: 
(a)Safeguard the public health and promote the public welfare by protecting the 

public from injury by product use and by merchandising deceit involving drugs, 
devices, and cosmetics. 

(b)Provide uniform legislation to be administered so far as practicable in 
conformity with the provisions of, and regulations issued under the authority of, the 
Federal Food, Drug, and Cosmetic Act and that portion of the Federal Trade 
Commission Act which expressly prohibits the false advertisement of drugs, devices, 
and cosmetics. 

(c)Promote thereby uniformity of such state and federal laws, and their 
administration and enforcement, throughout the United States. 

(2)The department shall administer and enforce this part to prevent fraud, 
adulteration, misbranding, or false advertising in the preparation, manufacture, 
repackaging, or distribution of drugs, devices, and cosmetics. 

(3)For the purpose of any investigation or proceeding conducted by the 
department under this part, the department may administer oaths, take depositions, 
issue and serve subpoenas, and compel the attendance of witnesses and the 
production of books, papers, documents, or other evidence. The department shall 
exercise this power on its own initiative. Challenges to, and enforcement of, the 
subpoenas and orders shall be handled as provided in s. 120.569. 

(4)Each state attorney, county attorney, or municipal attorney to whom the 
department or its designated agent reports any violation of this part shall cause 
appropriate proceedings to be instituted in the proper courts without delay and to be 
prosecuted in the manner required by law. 

(5)This part does not require the department to report, for the institution of 
proceedings under this part, minor violations of this part when it believes that the 
public interest will be adequately served in the circumstances by a suitable written 
notice or warning. 

(6)Common carriers engaged in interstate commerce are not subject to this part if 
they are engaged in the usual course of business as common carriers. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 2, 3, ch. 86-133; S. 2, ch. 87-50; 
ss. 2, 4, 6, 48, 49, 50, 52, ch. 92-69; s. 240, ch. 96-410; s. 236, ch. 99-8; s. 1, ch. 
2008-207. 
Note.—Subsection (2) former s. 499.004; subsection (3) former s. 499.0053; 
subsection (4) former s. 499.07; subsection (5) former s. 499.071; subsection (6) 
former s. 499.081. 

499.OO3Definitions of terms used in this part—As used in this part, the term: 
(1)"Advertisement" means any representation disseminated in any manner or by 

any means, other than by labeling, for the purpose of inducing, or which is likely to 
induce, directly or indirectly, the purchase of drugs, devices, or cosmetics. 

(2)"Affiliated group" means an affiliated group as defined by s. 1504 of the Internal 
Revenue Code of 1986, as amended, which is composed of chain drug entities, 
including at least 50 retail pharmacies, warehouses, or repackagers, which are 
members of the same affiliated group. The affiliated group must disclose the names 
of all its members to the department. 

(3)"Affiliated party" means: 



(a)A director, officer, trustee, partner, or committee member of a permittee or 
applicant or a subsidiary or service corporation of the permittee or applicant; 

(b)A person who, directly or indirectly, manages, controls, or oversees the 
operation of a permittee or applicant, regardless of whether such person is a partner, 
shareholder, manager, member, officer, director, independent contractor, or 
employee of the permittee or applicant; 

(c)A person who has filed or is required to file a personal information statement 
pursuant to s. 499.012(9) or is required to be identified in an application for a permit 
or to renew a permit pursuant to s. 499.012(8); or 

(d)The five largest natural shareholders that own at least 5 percent of the 
permittee or applicant. 

(4)"Applicant" means a person applying for a permit or certification under this part. 
(5)"Authenticate" means to affirmatively verify upon receipt of a prescription drug 

that each transaction listed on the pedigree paper has occurred. 
(a)A wholesale distributor is not required to open a sealed, medical convenience kit 

to authenticate a pedigree paper for a prescription drug contained within the kit. 
(b)Authentication of a prescription drug included in a sealed, medical convenience 

kit shall be limited to verifying the transaction and pedigree information received. 
(6)"Certificate of free sale" means a document prepared by the department which 

certifies a drug, device, or cosmetic, that is registered with the department, as one 
that can be legally sold in the state. 

(7)"Chain pharmacy warehouse" means a wholesale distributor permitted pursuant 
to s. 499.01 that maintains a physical location for prescription drugs that functions 
solely as a central warehouse to perform intracompany transfers of such drugs to a 

member of its affiliated group. 
(8)"Closed pharmacy" means a pharmacy that is licensed under chapter 465 and 

purchases prescription drugs for use by a limited patient population and not for 
wholesale distribution or sale to the public. The term does not include retail 
pharmacies. 

(9)"Color" includes black, white, and intermediate grays. 
(10)"Color additive" means, with the exception of any material that has been or 

hereafter is exempt under the federal act, a material that: 
(a)Is a dye pigment, or other substance, made by a process of synthesis or similar 

artifice, or extracted, isolated, or otherwise derived, with or without intermediate or 
final change of identity from a vegetable, animal, mineral, or other source; or 

(b)When added or applied to a drug or cosmetic or to the human body, or any part 
thereof, is capable alone, or through reaction with other substances, of imparting 
color thereto. 

(11)"Compressed medical gas" means any liquefied or vaporized gas that is a 

prescription drug, whether it is alone or in combination with other gases. 
(12)"Contraband prescription drug" means any adulterated drug, as defined in s. 

499.006, any counterfeit drug, as defined in this section, and also means any 
prescription drug for which a pedigree paper does not exist, or for which the 
pedigree paper in existence has been forged, counterfeited, falsely created, or 
contains any altered, false, or misrepresented matter. 

(13)"Cosmetic" means an article, with the exception of soap, that is: 
(a)Intended to be rubbed, poured, sprinkled, or sprayed on; introduced into; or 

otherwise applied to the human body or any part thereof for cleansing, beautifying, 
promoting attractiveness, or altering the appearance; or 

(b)Intended for use as a component of any such article. 
(14)"Counterfeit drug," "counterfeit device," or "counterfeit cosmetic" means a 

drug, device, or cosmetic which, or the container, seal, or labeling of which, without 
authorization, bears the trademark, trade name, or other identifying mark, imprint, 



or device, or any likeness thereof, of a drug, device, or cosmetic manufacturer, 
processor, packer, or distributor other than the person that in fact manufactured, 
processed, packed, or distributed that drug, device, or cosmetic and which thereby 
falsely purports or is represented to be the product of, or to have been packed or 
distributed by, that other drug, device, or cosmetic manufacturer, processor, packer, 
or distributor. 

(15)"Department" means the Department of Business and Professional Regulation. 
(16)"Device" means any instrument, apparatus, implement, machine, contrivance, 

implant, in vitro reagent, or other similar or related article, including its components, 
parts, or accessories, which is: 

(a)Recognized in the current edition of the United States Pharmacopoeia and 
National Formulary, or any supplement thereof, 

(b)Intended for use in the diagnosis, cure, mitigation, treatment, therapy, or 
prevention of disease in humans or other animals, or 

(c)Intended to affect the structure or any function of the body of humans or other 
animals, 

and that does not achieve any of its principal intended purposes through chemical action within 
or on the body of humans or other animals and which is not dependent upon being metabolized 
for the achievement of any of its principal intended purposes. 

(17)"Distribute" or "distribution" means to sell; offer to sell; give away; transfer, 
whether by passage of title, physical movement, or both; deliver; or offer to deliver. 
The term does not mean to administer or dispense and does not include the billing 
and invoicing activities that commonly follow a wholesale distribution transaction. 

(18)"Drop shipment" means the sale of a prescription drug from a manufacturer to 
a wholesale distributor, where the wholesale distributor takes title to, but not 
possession of, the prescription drug, and the manufacturer of the prescription drug 
ships the prescription drug directly to a chain pharmacy warehouse or a person 
authorized by law to purchase prescription drugs for the purpose of administering or 
dispensing the drug, as defined in s. 465.003. 

(19)"Drug" means an article that is: 
(a)Recognized in the current edition of the United States Pharmacopoeia and 

National Formulary, official Homeopathic Pharmacopoeia of the United States, or any 
supplement to any of those publications; 

(b)Intended for use in the diagnosis, cure, mitigation, treatment, therapy, or 
prevention of disease in humans or other animals; 

(c)Intended to affect the structure or any function of the body of humans or other 
animals; or 

(d)Intended for use as a component of any article specified in paragraph (a), 
paragraph (b), or paragraph (c), and includes active pharmaceutical ingredients, but 
does not include devices or their nondrug components, parts, or accessories. For 
purposes of this paragraph, an "active pharmaceutical ingredient" includes any 
substance or mixture of substances intended, represented, or labeled for use in drug 
manufacturing that furnishes or is intended to furnish, in a finished dosage form, any 
pharmacological activity or other direct effect in the diagnosis, cure, mitigation, 
treatment, therapy, or prevention of disease in humans or other animals, or to affect 
the structure or any function of the body of humans or other animals. 

(20)"Establishment" means a place of business which is at one general physical 
location and may extend to one or more contiguous suites, units, floors, or buildings 
operated and controlled exclusively by entities under common operation and control. 
Where multiple buildings are under common exclusive ownership, operation, and 
control, an intervening thoroughfare does not affect the contiguous nature of the 



buildings. For purposes of permitting, each suite, unit, floor, or building must be 
identified in the most recent permit application. 

(21)"Federal act" means the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. ss. 
301 et seq.; 52 Stat. 1040 et seq. 

(22)"Freight forwarder" means a person who receives prescription drugs which are 
owned by another person and designated by that person for export, and exports 
those prescription drugs. 

(23)"Health care entity" means a closed pharmacy or any person, organization, or 
business entity that provides diagnostic, medical, surgical, or dental treatment or 
care, or chronic or rehabilitative care, but does not include any wholesale distributor 
or retail pharmacy licensed under state law to deal in prescription drugs. However, a 

blood establishment is a health care entity that may engage in the wholesale 
distribution of prescription drugs under s. 499.01(2)(g)1.c. 

(24)"Health care facility" means a health care facility licensed under chapter 395. 
(25)"Hospice" means a corporation licensed under part IV of chapter 400. 
(26)"Hospital" means a facility as defined in s. 395.002 and licensed under chapter 

395. 
(27)"Immediate container" does not include package liners. 
(28)"Label" means a display of written, printed, or graphic matter upon the 

immediate container of any drug, device, or cosmetic. A requirement made by or 
under authority of this part or rules adopted under this part that any word, 
statement, or other information appear on the label is not complied with unless such 
word, statement, or other information also appears on the outside container or 
wrapper, if any, of the retail package of such drug, device, or cosmetic or is easily 
legible through the outside container or wrapper. 

(29)"Labeling" means all labels and other written, printed, or graphic matters: 
(a)Upon a drug, device, or cosmetic, or any of its containers or wrappers; or 
(b)Accompanying or related to such drug, device, or cosmetic. 
(30)"Manufacture" means the preparation, deriving, compounding, propagation, 

processing, producing, or fabrication of any drug, device, or cosmetic. 
(31)"Manufacturer" means: 
(a)A person who prepares, derives, manufactures, or produces a drug, device, or 

cosmetic; 
(b)The holder or holders of a New Drug Application (NDA), an Abbreviated New 

Drug Application (ANDA), a Biologics License Application (BLA), or a New Animal 
Drug Application (NADA), provided such application has become effective or is 
otherwise approved consistent with s. 499.023; 

(c)A private label distributor for whom the private label distributor's prescription 
drugs are originally manufactured and labeled for the distributor and have not been 
repackaged; 

(d)A person registered under the federal act as a manufacturer of a prescription 
drug, who is described in paragraph (a), paragraph (b), or paragraph (c), who has 
entered into a written agreement with another prescription drug manufacturer that 
authorizes either manufacturer to distribute the prescription drug identified in the 
agreement as the manufacturer of that drug consistent with the federal act and its 
implementing regulations; 

(e)A member of an affiliated group that includes, but is not limited to, persons 
described in paragraph (a), paragraph (b), paragraph (c), or paragraph (d), which 
member distributes prescription drugs, whether or not obtaining title to the drugs, 
only for the manufacturer of the drugs who is also a member of the affiliated group. 
As used in this paragraph, the term "affiliated group" means an affiliated group as 
defined in s. 1504 of the Internal Revenue Code of 1986, as amended. The 



manufacturer must disclose the names of all of its affiliated group members to the 
department; or 

(f)A person permitted as a third party logistics provider, only while providing 
warehousing, distribution, or other logistics services on behalf of a person described 
in paragraph (a), paragraph (b), paragraph (c), paragraph (d), or paragraph (e). 

The term does not include a pharmacy that is operating in compliance with pharmacy practice 
standards as defined in chapter 465 and rules adopted under that chapter. 

(32)"Medical convenience kit" means packages or units that contain combination 
products as defined in 21 C.F.R. s. 3.2(e)(2). 

(33)"New drug" means: 
(a)Any drug the composition of which is such that the drug is not generally 

recognized, among experts qualified by scientific training and experience to evaluate 
the safety and effectiveness of drugs, as safe and effective for use under the 
conditions prescribed, recommended, or suggested in the labeling of that drug; or 

(b)Any drug the composition of which is such that the drug, as a result of 
investigations to determine its safety and effectiveness for use under certain 
conditions, has been recognized for use under such conditions, but which drug has 
not, other than in those investigations, been used to a material extent or for a 

material time under such conditions. 
(34)"Normal distribution chain" means a wholesale distribution of a prescription 

drug in which the wholesale distributor or its wholly owned subsidiary purchases and 
receives the specific unit of the prescription drug directly from the manufacturer and 
distributes the prescription drug directly, or through up to two intracompany 
transfers, to a chain pharmacy warehouse or a person authorized by law to purchase 
prescription drugs for the purpose of administering or dispensing the drug, as 
defined in s. 465.003. For purposes of this subsection, the term "intracompany" 
means any transaction or transfer between any parent, division, or subsidiary wholly 
owned by a corporate entity. 

(35)"Nursing home" means a facility licensed under part II of chapter 400. 
(36)"Official compendium" means the current edition of the official United States 

Pharmacopoeia and National Formulary, or any supplement thereto. 
(37)"Pedigree paper" means a document in written or electronic form approved by 

the department which contains information required by s. 499.01212 regarding the 
sale and distribution of any given prescription drug. 

(38)"Permittee" means any person holding a permit issued pursuant to s. 499.012. 
(39)"Person" means any individual, child, joint venture, syndicate, fiduciary, 

partnership, corporation, division of a corporation, firm, trust, business trust, 
company, estate, public or private institution, association, organization, group, city, 
county, city and county, political subdivision of this state, other governmental 
agency within this state, and any representative, agent, or agency of any of the 
foregoing, or any other group or combination of the foregoing. 

(40)"Pharmacist" means a person licensed under chapter 465. 
(41)"Pharmacy" means an entity licensed under chapter 465. 
(42)"Prepackaged drug product" means a drug that originally was in finished 

packaged form sealed by a manufacturer and that is placed in a properly labeled 
container by a pharmacy or practitioner authorized to dispense pursuant to chapter 
465 for the purpose of dispensing in the establishment in which the prepackaging 
occurred. 

(43)"Prescription drug" means a prescription, medicinal, or legend drug, including, 
but not limited to, finished dosage forms or active pharmaceutical ingredients subject 
to, defined by, or described by s. 503(b) of the Federal Food, Drug, and Cosmetic Act 



or s. 465.003(8), s. 499.007(13), or subsection (11), subsection (46), or subsection 
(53), except that an active pharmaceutical ingredient is a prescription drug only if 
substantially all finished dosage forms in which it may be lawfully dispensed or 
administered in this state are also prescription drugs. 

(44)"Prescription drug label" means any display of written, printed, or graphic 
matter upon the immediate container of any prescription drug prior to its dispensing 
to an individual patient pursuant to a prescription of a practitioner authorized by law 
to prescribe. 

(45)"Prescription label" means any display of written, printed, or graphic matter 
upon the immediate container of any prescription drug dispensed pursuant to a 

prescription of a practitioner authorized by law to prescribe. 
(46)"Prescription medical oxygen" means oxygen USP which is a drug that can only 

be sold on the order or prescription of a practitioner authorized by law to prescribe. 
The label of prescription medical oxygen must comply with current labeling 
requirements for oxygen under the Federal Food, Drug, and Cosmetic Act. 

(47)"Primary wholesale distributor" means any wholesale distributor that: 
(a)Purchased 90 percent or more of the total dollar volume of its purchases of 

prescription drugs directly from manufacturers in the previous year; and 
(b)1.Directly purchased prescription drugs from not fewer than 50 different 

prescription drug manufacturers in the previous year; or 
2.Has, or the affiliated group, as defined in s. 1504 of the Internal Revenue Code, 

of which the wholesale distributor is a member has, not fewer than 250 employees. 
(c)For purposes of this subsection, "directly from manufacturers" means: 
1.Purchases made by the wholesale distributor directly from the manufacturer of 

prescription drugs; and 
2.Transfers from a member of an affiliated group, as defined in s. 1504 of the 

Internal Revenue Code, of which the wholesale distributor is a member, if: 
a.The affiliated group purchases 90 percent or more of the total dollar volume of 

its purchases of prescription drugs from the manufacturer in the previous year; and 
b.The wholesale distributor discloses to the department the names of all members 

of the affiliated group of which the wholesale distributor is a member and the 
affiliated group agrees in writing to provide records on prescription drug purchases 
by the members of the affiliated group not later than 48 hours after the department 
requests access to such records, regardless of the location where the records are 
stored. 

(48)"Proprietary drug," or "OTC drug," means a patent or over-the-counter drug in 
its unbroken, original package, which drug is sold to the public by, or under the 
authority of, the manufacturer or primary distributor thereof, is not misbranded 
under the provisions of this part, and can be purchased without a prescription. 

(49)"Repackage" includes repacking or otherwise changing the container, wrapper, 
or labeling to further the distribution of the drug, device, or cosmetic. 

(50)"Repackager" means a person who repackages. The term excludes pharmacies 
that are operating in compliance with pharmacy practice standards as defined in 
chapter 465 and rules adopted under that chapter. 

(51)"Retail pharmacy" means a community pharmacy licensed under chapter 465 
that purchases prescription drugs at fair market prices and provides prescription 
services to the public. 

(52)"Secondary wholesale distributor" means a wholesale distributor that is not a 

primary wholesale distributor. 
(53)"Veterinary prescription drug" means a prescription drug intended solely for 

veterinary use. The label of the drug must bear the statement, "Caution: Federal law 
restricts this drug to sale by or on the order of a licensed veterinarian." 



(54)"Wholesale distribution" means distribution of prescription drugs to persons 
other than a consumer or patient, but does not include: 

(a)Any of the following activities, which is not a violation of s. 499.005(21) if such 
activity is conducted in accordance with s. 499.01(2)(g): 

1.The purchase or other acquisition by a hospital or other health care entity that is 
a member of a group purchasing organization of a prescription drug for its own use 
from the group purchasing organization or from other hospitals or health care 
entities that are members of that organization. 

2.The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, 
or trade a prescription drug by a charitable organization described in s. 501(c)(3) of 
the Internal Revenue Code of 1986, as amended and revised, to a nonprofit affiliate 
of the organization to the extent otherwise permitted by law. 

3.The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, 
or trade a prescription drug among hospitals or other health care entities that are 
under common control. For purposes of this subparagraph, "common control" means 
the power to direct or cause the direction of the management and policies of a 

person or an organization, whether by ownership of stock, by voting rights, by 
contract, or otherwise. 

4.The sale, purchase, trade, or other transfer of a prescription drug from or for any 
federal, state, or local government agency or any entity eligible to purchase 
prescription drugs at public health services prices pursuant to Pub. L. No. 102-585, 
s. 602 to a contract provider or its subcontractor for eligible patients of the agency or 
entity under the following conditions: 

a.The agency or entity must obtain written authorization for the sale, purchase, 
trade, or other transfer of a prescription drug under this subparagraph from the 
Secretary of Business and Professional Regulation or his or her designee. 

b.The contract provider or subcontractor must be authorized by law to administer 
or dispense prescription drugs. 

c.In the case of a subcontractor, the agency or entity must be a party to and 
execute the subcontract. 

d.The contract provider and subcontractor must maintain and produce immediately 
for inspection all records of movement or transfer of all the prescription drugs 
belonging to the agency or entity, including, but not limited to, the records of receipt 
and disposition of prescription drugs. Each contractor and subcontractor dispensing 
or administering these drugs must maintain and produce records documenting the 
dispensing or administration. Records that are required to be maintained include, but 
are not limited to, a perpetual inventory itemizing drugs received and drugs 
dispensed by prescription number or administered by patient identifier, which must 
be submitted to the agency or entity quarterly. 

e.The contract provider or subcontractor may administer or dispense the 
prescription drugs only to the eligible patients of the agency or entity or must return 
the prescription drugs for or to the agency or entity. The contract provider or 
subcontractor must require proof from each person seeking to fill a prescription or 
obtain treatment that the person is an eligible patient of the agency or entity and 
must, at a minimum, maintain a copy of this proof as part of the records of the 
contractor or subcontractor required under sub-subparagraph d. 

f.m addition to the departmental inspection authority set forth in s. 499.05 1, the 
establishment of the contract provider and subcontractor and all records pertaining 
to prescription drugs subject to this subparagraph shall be subject to inspection by 
the agency or entity. All records relating to prescription drugs of a manufacturer 
under this subparagraph shall be subject to audit by the manufacturer of those 
drugs, without identifying individual patient information. 



(b)Any of the following activities, which is not a violation of s. 499.005(21) if such 
activity is conducted in accordance with rules established by the department: 

1.The sale, purchase, or trade of a prescription drug among federal, state, or local 
government health care entities that are under common control and are authorized 
to purchase such prescription drug. 

2.The sale, purchase, or trade of a prescription drug or an offer to sell, purchase, 
or trade a prescription drug for emergency medical reasons. For purposes of this 
subparagraph, the term "emergency medical reasons" includes transfers of 
prescription drugs by a retail pharmacy to another retail pharmacy to alleviate a 

temporary shortage. 
3.The transfer of a prescription drug acquired by a medical director on behalf of a 

licensed emergency medical services provider to that emergency medical services 
provider and its transport vehicles for use in accordance with the provider's license 
under chapter 401. 

4.The revocation of a sale or the return of a prescription drug to the person's 
prescription drug wholesale supplier. 

5.The donation of a prescription drug by a health care entity to a charitable 
organization that has been granted an exemption under s. 501(c)(3) of the Internal 
Revenue Code of 1986, as amended, and that is authorized to possess prescription 
drugs. 

6.The transfer of a prescription drug by a person authorized to purchase or receive 
prescription drugs to a person licensed or permitted to handle reverse distributions 
or destruction under the laws of the jurisdiction in which the person handling the 
reverse distribution or destruction receives the drug. 

7.The transfer of a prescription drug by a hospital or other health care entity to a 

person licensed under this part to repackage prescription drugs for the purpose of 
repackaging the prescription drug for use by that hospital, or other health care entity 
and other health care entities that are under common control, if ownership of the 
prescription drugs remains with the hospital or other health care entity at all times. 
In addition to the recordkeeping requirements of s. 499.0121(6), the hospital or 
health care entity that transfers prescription drugs pursuant to this subparagraph 
must reconcile all drugs transferred and returned and resolve any discrepancies in a 

timely manner. 
(c)The distribution of prescription drug samples by manufacturers' representatives 

or distributors' representatives conducted in accordance with s. 499.028. 
(d)The sale, purchase, or trade of blood and blood components intended for 

transfusion. As used in this paragraph, the term "blood" means whole blood collected 
from a single donor and processed for transfusion or further manufacturing, and the 
term "blood components" means that part of the blood separated by physical or 
mechanical means. 

(e)The lawful dispensing of a prescription drug in accordance with chapter 465. 
(f)The sale, purchase, or trade of a prescription drug between pharmacies as a 

result of a sale, transfer, merger, or consolidation of all or part of the business of the 
pharmacies from or with another pharmacy, whether accomplished as a purchase 
and sale of stock or of business assets. 

(55)"Wholesale distributor" means any person engaged in wholesale distribution of 
prescription drugs in or into this state, including, but not limited to, manufacturers; 
repackagers; own-label distributors; jobbers; private-label distributors; brokers; 
warehouses, including manufacturers' and distributors' warehouses, chain drug 
warehouses, and wholesale drug warehouses; independent wholesale drug traders; 
exporters; retail pharmacies; and the agents thereof that conduct wholesale 
distributions. 



History.—s. 34, ch. 82-225; s. 105, ch. 83-218; s. 1, ch. 83-265; S. 1, ch. 84-115; 
s. 1, ch. 87-57; s. 3, ch. 88-159; ss. 3, 15, 52, ch. 92-69; s. 584, ch. 97-103; s. 31, 
ch. 98-151; s. 235, ch. 99-8; ss. 124, 172, ch. 99-397; s. 34, ch. 2000-242; s. 10, 
ch. 2000-326; s. 38, ch. 2002-400; ss. 3, 13, 14, 25, ch. 2003-155; s. 1, ch. 2004- 
328; ss. 1, 2, ch. 2005-248; ss. 1, 3, ch. 2006-310; s. 122, ch. 2007-5; s. 20, ch. 
2007-6; s. 104, ch. 2008-6; s. 2, ch. 2008-207; s. 60, ch. 2009-21; s. 1, ch. 2009- 
221; s. 22, ch. 2010-161; s. 2, ch. 2012-37; s. 33, ch. 2012-61; s. 3, ch. 2012-143; 
s. 122, ch. 2012-184. 
Note.—Subsection (24) former s. 499.029(3)(f); subsection (25) former s. 
499.029(3)(h); subsection (26) former s. 499.029(3)(i); subsection (34) former s. 
499.029(3)(j); subsection (37) former s. 499.0661(1); subsection (39) former s. 
499.029(3)(l); subsection (40) former s. 499.029(3)(m); subsection (46) intro., 
paragraphs (a), (b) former s. 499.012(1)(d); paragraph (46)(c) former s. 
499.012(1)(e); subsection (50) former s. 499.012(1)(c); subsection (51) former s. 
499.012(1)(f); subsection (53) former s. 499.012(1)(a); subsection (54) former s. 
499.012(1)(b). 

499.O05Prohibited acts.—It is unlawful for a person to perform or cause the 
performance of any of the following acts in this state: 

(1)The manufacture, repackaging, sale, delivery, or holding or offering for sale of 
any drug, device, or cosmetic that is adulterated or misbranded or has otherwise 
been rendered unfit for human or animal use. 

(2)The adulteration or misbranding of any drug, device, or cosmetic. 
(3)The receipt of any drug, device, or cosmetic that is adulterated or misbranded, 

and the delivery or proffered delivery of such drug, device, or cosmetic, for pay or 
otherwise. 

(4)The sale, distribution, purchase, trade, holding, or offering of any drug, device, 
or cosmetic in violation of this part. 

(5)The dissemination of any false or misleading advertisement of a drug, device, or 
cosmetic. 

(6)The refusal or constructive refusal: 
(a)To allow the department to enter or inspect an establishment in which drugs, 

devices, or cosmetics are manufactured, processed, repackaged, sold, brokered, or 
held; 

(b)To allow inspection of any record of that establishment; 
(c)To allow the department to enter and inspect any vehicle that is being used to 

transport drugs, devices, or cosmetics; or 
(d)To allow the department to take samples of any drug, device, or cosmetic. 
(7)The purchase or sale of prescription drugs for wholesale distribution in 

exchange for currency, as defined in s. 560.103. 
(8)Committing any act that causes a drug, device, or cosmetic to be a counterfeit 

drug, device, or cosmetic; or selling, dispensing, or holding for sale a counterfeit 
drug, device, or cosmetic. 

(9)The alteration, mutilation, destruction, obliteration, or removal of the whole or 
any part of the labeling of a drug, device, or cosmetic, or the doing of any other act 
with respect to a drug, device, or cosmetic, if the act is done while the drug, device, 
or cosmetic is held for sale and the act results in the drug, device, or cosmetic being 
misbranded. 

(10)Forging; counterfeiting; simulating; falsely representing any drug, device, or 
cosmetic; or, without the authority of the manufacturer, using any mark, stamp, tag, 
label, or other identification device authorized or required by rules adopted under 
this part. 



(11)The use, on the labeling of any drug or in any advertisement relating to such 
drug, of any representation or suggestion that an application of the drug is effective 
when it is not or that the drug complies with this part when it does not. 

(12)The possession of any drug in violation of this part. 
(13)The sale, delivery, holding, or offering for sale of any self-testing kits designed 

to tell persons their status concerning human immunodeficiency virus or acquired 
immune deficiency syndrome or related disorders or conditions. This prohibition shall 
not apply to home access HIV test kits approved for distribution and sale by the 
United States Food and Drug Administration. 

(14)The purchase or receipt of a prescription drug from a person that is not 
authorized under this chapter to distribute prescription drugs to that purchaser or 
recipient. 

(15)The sale or transfer of a prescription drug to a person that is not authorized 
under the law of the jurisdiction in which the person receives the drug to purchase or 
possess prescription drugs from the person selling or transferring the prescription 
drug. 

(16)The purchase or receipt of a compressed medical gas from a person that is not 
authorized under this chapter to distribute compressed medical gases. 

(17)The sale, purchase, or trade, or the offer to sell, purchase, or trade, a drug 
sample as defined in s. 499.028; the distribution of a drug sample in violation of s. 
499.028; or the failure to otherwise comply with s. 499.028. 

(18)Failure to maintain records as required by this part and rules adopted under 
this part. 

(19)Providing the department with false or fraudulent records, or making false or 
fraudulent statements, regarding any matter within the provisions of this part. 

(20)The importation of a prescription drug except as provided by s. 801(d) of the 
Federal Food, Drug, and Cosmetic Act. 

(21)The wholesale distribution of any prescription drug that was: 
(a)Purchased by a public or private hospital or other health care entity; or 
(b)Donated or supplied at a reduced price to a charitable organization, 

unless the wholesale distribution of the prescription drug is authorized in s. 499.01 (2)(g)1 .c. 

(22)Failure to obtain a permit or registration, or operating without a valid permit 
when a permit or registration is required by this part for that activity. 

(23)Obtaining or attempting to obtain a prescription drug or device by fraud, 
deceit, misrepresentation or subterfuge, or engaging in misrepresentation or fraud in 
the distribution of a drug or device. 

(24)The distribution of a prescription device to the patient or ultimate consumer 
without a prescription or order from a practitioner licensed by law to use or prescribe 
the device. 

(25)Charging a dispensing fee for dispensing, administering, or distributing a 

prescription drug sample. 
(26)Removing a pharmacy's dispensing label from a dispensed prescription drug 

with the intent to further distribute the prescription drug. 
(27)Distributing a prescription drug that was previously dispensed by a licensed 

pharmacy, unless such distribution was authorized in chapter 465 or the rules 
adopted under chapter 465. 

(28)Failure to acquire or deliver a pedigree paper as required under this part. 
(29)The receipt of a prescription drug pursuant to a wholesale distribution without 

having previously received or simultaneously receiving a pedigree paper that was 
attested to as accurate and complete by the wholesale distributor as required under 
this part. 



History.—s. 34, ch. 82-225; s. 106, ch. 83-218; s. 1, ch. 83-265; S. 24, ch. 88-380; 
ss. 5, 52, ch. 92-69; s. 3, ch. 95-308; s. 585, ch. 97-103; s. 29, ch. 98-151; s. 37, 
ch. 99-397; s. 35, ch. 2000-242; s. 17, ch. 2001-63; s. 32, ch. 2001-89; s. 4, ch. 
2003-155; s. 4, ch. 2006-310; s. 21, ch. 2007-6; s. 48, ch. 2008-177; s. 3, ch. 
2008-207; s. 3, ch. 2012-37. 

499.OO5lCriminal acts.— 
(1)FAILURE TO MAINTAIN OR DELIVER PEDIGREE PAPERS.— 
(a)A person, other than a manufacturer, engaged in the wholesale distribution of 

prescription drugs who fails to deliver to another person complete and accurate 
pedigree papers concerning a prescription drug or contraband prescription drug prior 
to, or simultaneous with, the transfer of the prescription drug or contraband 
prescription drug to another person commits a felony of the third degree, punishable 
as provided in s. 775.082, s. 775.083, or s. 775.084. 

(b)A person engaged in the wholesale distribution of prescription drugs who fails to 
acquire complete and accurate pedigree papers concerning a prescription drug or 
contraband prescription drug prior to, or simultaneous with, the receipt of the 
prescription drug or contraband prescription drug from another person commits a 

felony of the third degree, punishable as provided in s. 775.082, s. 775.083, or s. 
775.084. 

(c)Any person who knowingly destroys, alters, conceals, or fails to maintain 
complete and accurate pedigree papers concerning any prescription drug or 
contraband prescription drug in his or her possession commits a felony of the third 
degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(2)FAILURE TO AUTHENTICATE PEDIGREE PAPERS.—Effective July 1, 2006: 
(a)A person engaged in the wholesale distribution of prescription drugs who is in 

possession of pedigree papers concerning prescription drugs or contraband 
prescription drugs and who fails to authenticate the matters contained in the 
pedigree papers and who nevertheless attempts to further distribute prescription 
drugs or contraband prescription drugs commits a felony of the third degree, 
punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(b)A person in possession of pedigree papers concerning prescription drugs or 
contraband prescription drugs who falsely swears or certifies that he or she has 
authenticated the matters contained in the pedigree papers commits a felony of the 
third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(3)KNOWING FORGERY OF PEDIGREE PAPERS.—A person who knowingly forges, 
counterfeits, or falsely creates any pedigree paper; who falsely represents any 
factual matter contained on any pedigree paper; or who knowingly omits to record 
material information required to be recorded in a pedigree paper, commits a felony 
of the second degree, punishable as provided in s. 775.082, s. 775.083, or s. 
775.084. 

(4)KNOWING PURCHASE OR RECEIPT OF PRESCRIPTION DRUG FROM 
UNAUTHORIZED PERSON.—A person who knowingly purchases or receives from a 

person not authorized to distribute prescription drugs under this chapter a 

prescription drug in a wholesale distribution transaction commits a felony of the 
second degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(5)KNOWING SALE OR TRANSFER OF PRESCRIPTION DRUG TO UNAUTHORIZED 
PERSON.—A person who knowingly sells or transfers to a person not authorized to 
purchase or possess prescription drugs, under the law of the jurisdiction in which the 
person receives the drug, a prescription drug in a wholesale distribution transaction 
commits a felony of the second degree, punishable as provided in s. 775.082, s. 
775.083, or s. 775.084. 

(6)KNOWING SALE OR DELIVERY, OR POSSESSION WITH INTENT TO SELL, 
CONTRABAND PRESCRIPTION DRUGS.—A person who is knowingly in actual or 



constructive possession of any amount of contraband prescription drugs, who 
knowingly sells or delivers, or who possesses with intent to sell or deliver any 
amount of contraband prescription drugs, commits a felony of the second degree, 
punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(7)KNOWING TRAFFICKING IN CONTRABAND PRESCRIPTION DRUGS.—A person 
who knowingly sells, purchases, manufactures, delivers, or brings into this state, or 
who is knowingly in actual or constructive possession of any amount of contraband 
prescription drugs valued at $25,000 or more commits a felony of the first degree, 
punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(a)Upon conviction, each defendant shall be ordered to pay a mandatory fine 
according to the following schedule: 

1.If the value of contraband prescription drugs involved is $25,000 or more, but 
less than $100,000, the defendant shall pay a mandatory fine of $25,000. If the 
defendant is a corporation or other person that is not a natural person, it shall pay a 

mandatory fine of $75,000. 
2.If the value of contraband prescription drugs involved is $100,000 or more, but 

less than $250,000, the defendant shall pay a mandatory fine of $100,000. If the 
defendant is a corporation or other person that is not a natural person, it shall pay a 

mandatory fine of $300,000. 
3.If the value of contraband prescription drugs involved is $250,000 or more, the 

defendant shall pay a mandatory fine of $200,000. If the defendant is a corporation 
or other person that is not a natural person, it shall pay a mandatory fine of 
$600,000. 

(b)As used in this subsection, the term "value" means the market value of the 
property at the time and place of the offense or, if such cannot be satisfactorily 
ascertained, the cost of replacement of the property within a reasonable time after 
the offense. Amounts of value of separate contraband prescription drugs involved in 
distinct transactions for the distribution of the contraband prescription drugs 
committed pursuant to one scheme or course of conduct, whether involving the 
same person or several persons, may be aggregated in determining the punishment 
of the offense. 

(8)KNOWING FORGERY OF PRESCRIPTION OR PRESCRIPTION DRUG LABELS.—A 
person who knowingly forges, counterfeits, or falsely creates any prescription label 
or prescription drug label, or who falsely represents any factual matter contained on 
any prescription label or prescription drug label, commits a felony of the first degree, 
punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(9)KNOWING SALE OR PURCHASE OF CONTRABAND PRESCRIPTION DRUGS 
RESULTING IN GREAT BODILY HARM.—A person who knowingly sells, purchases, 
manufactures, delivers, or brings into this state, or who is knowingly in actual or 
constructive possession of any amount of contraband prescription drugs, and whose 
acts in violation of this subsection result in great bodily harm to a person, commits a 

felony of the first degree, as provided in s. 775.082, s. 775.083, or s. 775.084. 
(10)KNOWING SALE OR PURCHASE OF CONTRABAND PRESCRIPTION DRUGS 

RESULTING IN DEATH.—A person who knowingly manufactures, sells, purchases, 
delivers, or brings into this state, or who is knowingly in actual or constructive 
possession of any amount of contraband prescription drugs, and whose acts in 
violation of this subsection result in the death of a person, commits a felony of the 
first degree, punishable by a term of years not exceeding life, as provided in s. 
775.082, s. 775.083, or s. 775.084. 

(11)VIOLATIONS OF 5. 499.005 RELATED TO DEVICES AND COSMETICS; 
DISSEMINATION OF FALSE ADVERTISEMENT.— 

(a)Any person who violates any of the provisions of s. 499.005 with respect to a 

device or cosmetic commits a misdemeanor of the second degree, punishable as 



provided in s. 775.082 or s. 775.083; but, if the violation is committed after a 

conviction of such person under this subsection has become final, such person is 
guilty of a misdemeanor of the first degree, punishable as provided in s. 775.082 or 
s. 775.083 or as otherwise provided in this part, except that any person who violates 
s. 499.005(8) or (10) with respect to a device or cosmetic commits a felony of the 
third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084, or as 
otherwise provided in this part. 

(b)A publisher, radio broadcast licensee, or agency or medium for the 
dissemination of an advertisement, except the manufacturer, wholesaler, or seller of 
the article to which a false advertisement relates, is not liable under this subsection 
by reason of the dissemination by him or her of such false advertisement, unless he 
or she has refused, on the request of the department, to furnish to the department 
the name and post office address of the manufacturer, wholesaler, seller, or 
advertising agency that asked him or her to disseminate such advertisement. 

(12)ADULTERATED AND MISBRANDED DRUGS; FALSE ADVERTISEMENT; FAILURE 
TO MAINTAIN RECORDS RELATING TO DRUGS.—Any person who violates any of the 
following provisions commits a misdemeanor of the second degree, punishable as 
provided in s. 775.082 or s. 775.083; but, if the violation is committed after a 

conviction of such person under this subsection has become final, such person 
commits a misdemeanor of the first degree, punishable as provided in s. 775.082 or 
s. 775.083, or as otherwise provided in this part: 

(a)The manufacture, repackaging, sale, delivery, or holding or offering for sale of 
any drug that is adulterated or misbranded or has otherwise been rendered unfit for 
human or animal use. 

(b)The adulteration or misbranding of any drug intended for further distribution. 
(c)The receipt of any drug that is adulterated or misbranded, and the delivery or 

proffered delivery of such drug, for pay or otherwise. 
(d)The dissemination of any false or misleading advertisement of a drug. 
(e)The use, on the labeling of any drug or in any advertisement relating to such 

drug, of any representation or suggestion that an application of the drug is effective 
when it is not or that the drug complies with this part when it does not. 

(f)The purchase or receipt of a compressed medical gas from a person that is not 
authorized under this chapter to distribute compressed medical gases. 

(g)Charging a dispensing fee for dispensing, administering, or distributing a 

prescription drug sample. 
(h)The failure to maintain records related to a drug as required by this part and 

rules adopted under this part, except for pedigree papers, invoices, or shipping 
documents related to prescription drugs. 

(i)The possession of any drug in violation of this part, except if the violation relates 
to a deficiency in pedigree papers. 

(13)REFUSAL TO ALLOW INSPECTION; SELLING, PURCHASING, OR TRADING 
DRUG SAMPLES; FAILURE TO MAINTAIN RECORDS RELATING TO PRESCRIPTION 
DRUGS.—Any person who violates any of the following provisions commits a felony 
of the third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084, 
or as otherwise provided in this part: 

(a)The refusal or constructive refusal to allow: 
1.The department to enter or inspect an establishment in which drugs are 

manufactured, processed, repackaged, sold, brokered, or held; 
2.Inspection of any record of that establishment; 
3.The department to enter and inspect any vehicle that is being used to transport 

drugs; or 
4.The department to take samples of any drug. 
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a or private hospital or other health care entity; or 
2.Donated or supplied at a reduced price to a charitable organization. 
(g)The failure to obtain a permit as a prescription drug wholesale distributor when 

a permit is required by this part for that activity. 
(h)Knowingly possessing any adulterated or misbranded prescription drug outside 

of a designated quarantine area. 
(i)The purchase or sale of a prescription drug for wholesale distribution in 

exchange for currency, as defined in s. 560.103. 
(14)OTHER VIOLATIONS.—Any person who violates any of the following provisions 

commits a felony of the second degree, punishable as provided in s. 775.082, s. 
775.083, or s. 775.084, or as otherwise provided in this part: 

(a)Knowingly manufacturing, repackaging, selling, delivering, or holding or offering 
for sale any drug that is adulterated or misbranded or has otherwise been rendered 
unfit for human or animal use. 

(b)Knowingly adulterating a drug that is intended for further distribution. 
(c)Knowingly receiving a drug that is adulterated and delivering or proffering 

delivery of such drug for pay or otherwise. 
(d)Committing any act that causes a drug to be a counterfeit drug, or selling, 

dispensing, or knowingly holding for sale a counterfeit drug. 
(e)Forging, counterfeiting, simulating, or falsely representing any drug, or, without 

the authority of the manufacturer, using any mark, stamp, tag, label, or other 
identification device authorized or required by rules adopted under this part. 

(f)Knowingly obtaining or attempting to obtain a prescription drug for wholesale 
distribution by fraud, deceit, misrepresentation, or subterfuge, or engaging in 
misrepresentation or fraud in the distribution of a drug. 

(g)Removing a pharmacy's dispensing label from a dispensed prescription drug 
with the intent to further distribute the prescription drug. 

(h)Knowingly distributing a prescription drug that was previously dispensed by a 

licensed pharmacy, unless such distribution was authorized in chapter 465 or the 
rules adopted under chapter 465. 

(15)FALSE ADVERTISEMENT.—A publisher, radio broadcast licensee, or agency or 
medium for the dissemination of an advertisement, except the manufacturer, 
repackager, wholesale distributor, or seller of the article to which a false 
advertisement relates, is not liable under subsection (12), subsection (13), or 
subsection (14) by reason of the dissemination by him or her of such false 
advertisement, unless he or she has refused, on the request of the department, to 
furnish to the department the name and post office address of the manufacturer, 
repackager, wholesale distributor, seller, or advertising agency that asked him or her 
to disseminate such advertisement. 



(16)FALSE REPORT.—Any person who submits a report required by 5. 

499.0121(14) knowing that such report contains a false statement commits a felony 
of the third degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(17)CONTROLLED SUBSTANCE DISTRIBUTION.—Any person who engages in the 
wholesale distribution of prescription drugs and who knowingly distributes controlled 
substances in violation of s. 499.0121(14) commits a felony of the third degree, 
punishable as provided in s. 775.082, s. 775.083, or s. 775.084. In addition to any 
other fine that may be imposed, a person convicted of such a violation may be 
sentenced to pay a fine that does not exceed three times the gross monetary value 
gained from such violation, plus court costs and the reasonable costs of investigation 
and prosecution. 
History.—s. 34, ch. 82-225; s. 118, ch. 83-218; s. 1, ch. 83-265; ss. 47, 52, ch. 92- 
69; s. 595, ch. 97-103; s. 40, ch. 99-397; ss. 5, 6, 7, 8, 27, 28, ch. 2003-155; s. 
16, ch. 2007-6; s. 49, ch. 2008-177; s. 4, ch. 2008-207; s. 16, ch. 2011-141. 
Note.—Subsection (7) former s. 499.0052; subsection (9) former s. 499.00535; 
subsection (10) former s. 499.00545; subsection (11) former s. 499.069; 
subsections (12)-(15) former s. 499.0691. 

499.Oos4Advertising and labeling of drugs, devices, and cosmetics; exemptions.— 
(1)It is a violation of the Florida Drug and Cosmetic Act to perform or cause the 

performance of any of the following acts: 
(a)The dissemination of any false advertisement of any drug, device, or cosmetic. 

An advertisement is false if it is false or misleading in any way. 
(b)The distribution in commerce of any drug, device, or cosmetic, if its labeling or 

advertising is in violation of this part. 
(c)The manufacturing, repackaging, packaging, selling, delivery, holding, or 

offering for sale of any drug, device, or cosmetic for which the advertising or labeling 
is false or misleading. 

(d)The advertising of any drug, device, or cosmetic that is adulterated or 
misbranded. 

(e)The receiving in commerce of any drug, device, or cosmetic that is falsely 
advertised or labeled or the delivering or proffering for delivery of any such drug, 
device, or cosmetic. 

(f)The advertising or labeling of any product containing ephedrine, a salt of 
ephedrine, an isomer of ephedrine, or a salt of an isomer of ephedrine, for the 
indication of stimulation, mental alertness, weight loss, appetite control, energy, or 
other indications not approved by the pertinent United States Food and Drug 
Administration Over-the-Counter Final or Tentative Final Monograph or approved 
new drug application under the federal act. In determining compliance with this 
requirement, the department may consider the following factors: 

1.The packaging of the product. 
2.The name and labeling of the product. 
3.The manner of distribution, advertising, and promotion of the product, including 

verbal representations at the point of sale. 
4.The duration, scope, and significance of abuse of the particular product. 
(g)The advertising of any drug or device represented to have any effect in any of 

the following conditions, disorders, diseases, or processes: 
1.Blood disorders. 
2.Bone or joint diseases. 
3.Kidney diseases or disorders. 
4.Cancer. 
5.Diabetes. 
6.Gall bladder diseases or disorders. 
7.Heart and vascular diseases. 





or administered in conformity with, current good manufacturing practices to assure 
that the drug meets the requirements of this part and that the drug has the identity 
and strength, and meets the standard of quality and purity, which it purports or is 
represented to possess; 

(4)If it is a drug and its container is composed, in whole or in part, of any 
poisonous or deleterious substance which could render the contents injurious to 
health; 

(5)If it is a drug and it bears or contains, for the purpose of coloring only, a color 
additive that is unsafe within the meaning of the federal act; or, if it is a color 
additive, the intended use of which in or on drugs is for the purpose of coloring only, 
and it is unsafe within the meaning of the federal act; 

(6)If it purports to be, or is represented as, a drug the name of which is recognized 
in the official compendium, and its strength differs from, or its quality or purity falls 
below, the standard set forth in such compendium. The determination as to strength, 
quality, or purity must be made in accordance with the tests or methods of assay set 
forth in such compendium, or, when such tests or methods of assay are absent or 
inadequate, in accordance with those tests or methods of assay prescribed under 
authority of the federal act. A drug defined in the official compendium is not 
adulterated under this subsection merely because it differs from the standard of 
strength, quality, or purity set forth for that drug in such compendium if its 
difference in strength, quality, or purity from such standard is plainly stated on its 
label; 

(7)If it is not subject to subsection (6) and its strength differs from, or its purity or 
quality falls below the standard of, that which it purports or is represented to 
possess; 

(8)If it is a drug: 
(a)With which any substance has been mixed or packed so as to reduce the quality 

or strength of the drug; or 
(b)For which any substance has been substituted wholly or in part; 
(9)If it is a drug or device for which the expiration date has passed; 
(lO)If it is a prescription drug for which the required pedigree paper is nonexistent, 

fraudulent, or incomplete under the requirements of this part or applicable rules, or 
that has been purchased, held, sold, or distributed at any time by a person not 
authorized under federal or state law to do so; or 

(ll)If it is a prescription drug subject to, defined by, or described by s. 503(b) of 
the Federal Food, Drug, and Cosmetic Act which has been returned by a veterinarian 
to a limited prescription drug veterinary wholesale distributor. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 10, 52, ch. 92-69; s. 9, ch. 2003- 
155; s. 1, ch. 2006-92; s. 6, ch. 2008-207. 

499.Oo7Misbranded drug or device.—A drug or device is misbranded: 
(l)If its labeling is in any way false or misleading. 
(2)If in package form, it does not bear a label containing: 
(a)The name and place of business of the manufacturer, repackager, or distributor 

of the finished dosage form of the drug. For the purpose of this paragraph, the 
finished dosage form of a prescription drug is that form of the drug which is, or is 
intended to be, dispensed or administered to the patient and requires no further 
manufacturing or processing other than packaging, reconstitution, and labeling; and 

(b)An accurate statement of the quantity of the contents in terms of weight, 
measure, or numerical count. However, under this section, reasonable variations are 
permitted, and the department shall establish by rule exemptions for small 
packages. 

(3)If it is an active pharmaceutical ingredient in bulk form and does not bear a 

label containing: 



(a)The name and place of business of the manufacturer, repackager, or distributor; 
and 

(b)An accurate statement of the quantity of the contents in terms of weight, 
measure, or numerical count. 

(4)If any word, statement, or other information required by or under this part to 
appear on the label or labeling is not prominently placed thereon with such 
conspicuousness as compared with other words, statements, designs, or devices in 
the labeling, and in such terms, as to render the word, statement, or other 
information likely to be read and understood under customary conditions of purchase 
and use. 

(5)If it is a drug and is not designated solely by a name recognized in an official 
compendium and its label does not bear: 

(a)The common or usual name of the drug, if any; and 
(b)In case it is fabricated from two or more ingredients, the common or usual 

name and quantity of each active ingredient. 
(6)If its labeling does not bear: 
(a)Adequate directions for use; and 
(b)Adequate warnings against use in those pathological conditions in which its use 

may be dangerous to health or against use by children if its use may be dangerous 
to health, or against unsafe dosage or methods or duration of administration or 
application, in such manner and form as are necessary for the protection of users. 

(7)If it purports to be a drug the name of which is recognized in the official 
compendium and it is not packaged and labeled as prescribed therein. However, the 
method of packaging may be modified with the consent of the department. 

(8)If it has been found by the department to be a drug liable to deterioration and it 
is not packaged in such form and manner, and its label bears a statement of such 
precautions, as the department by rule requires as necessary to protect the public 
health. Such rule may not be established for any drug recognized in an official 
compendium until the department has informed the appropriate body charged with 
the revision of such compendium of the need for such packaging or labeling 
requirements and that body has failed within a reasonable time to prescribe such 
requirements. 

(9)If it is: 
(a)A drug and its container or finished dosage form is so made, formed, or filled as 

to be misleading; 
(b)An imitation of another drug; or 
(c)Offered for sale under the name of another drug. 
(1O)If it is dangerous to health when used in the dosage or with the frequency or 

duration prescribed, recommended, or suggested in the labeling of the drug. 
(11)If it is, purports to be, or is represented as a drug composed wholly or partly 

of insulin and it is not from a batch with respect to which a certificate has been 
issued pursuant to s. 506 of the federal act, which certificate is in effect with respect 
to the drug. 

(12)If it is, purports to be, or is represented as a drug composed wholly or partly 
of any kind of antibiotic requiring certification under the federal act and it is not from 
a batch with respect to which a certificate has been issued pursuant to s. 507 of the 
federal act, which certificate is in effect with respect to the drug. However, this 
subsection does not apply to any drug or class of drugs exempted by regulations 
adopted under s. 507(c) or (d) of the federal act. 

(13)If it is a drug intended for use by humans which is a habit-forming drug or 
which, because of its toxicity or other potentiality for harmful effect, or the method 
of its use, or the collateral measures necessary to its use, is not safe for use except 
under the supervision of a practitioner licensed by law to administer such drugs, or 



which is limited by an effective application under s. 505 of the federal act to use 
under the professional supervision of a practitioner licensed by law to prescribe such 
drug, if it is not dispensed only: 

(a)Upon the written prescription of a practitioner licensed by law to prescribe such 
drug; 

(b)Upon an oral prescription of such practitioner, which is reduced promptly to 
writing and filled by the pharmacist; or 

(c)By refilling any such written or oral prescription, if such refilling is authorized by 
the prescriber in the original prescription or by oral order which is reduced promptly 
to writing and filled by the pharmacist. 

This subsection does not relieve any person from any requirement prescribed by law with 
respect to controLLed substances as defined in the appLicabLe federal and state laws. 

(14)If it is a drug that is subject to paragraph (13)(a), and if, at any time before it 
is dispensed, its label does not bear the statement: 

(a)"Caution: Federal Law Prohibits Dispensing Without Prescription"; 
(b)"Rx Only"; 
(c)The prescription symbol followed by the word "Only"; or 
(d)"Caution: State Law Prohibits Dispensing Without Prescription." 
(15)If it is a drug that is not subject to paragraph (13)(a), if at any time before it 

is dispensed its label bears the statement of caution required in subsection (14). 
(16)If it is a color additive, the intended use of which in or on drugs is for the 

purpose of coloring only and its packaging and labeling are not in conformity with the 
packaging and labeling requirements that apply to such color additive and are 
prescribed under the federal act. 

(17)A drug dispensed by filling or refilling a written or oral prescription of a 

practitioner licensed by law to prescribe such drug is exempt from the requirements 
of this section, except subsections (1), (9), (11), and (12) and the packaging 
requirements of subsections (7) and (8), if the drug bears a label that contains the 
name and address of the dispenser or seller, the prescription number and the date 
the prescription was written or filled, the name of the prescriber and the name of the 
patient, and the directions for use and cautionary statements. This exemption does 
not apply to any drug dispensed in the course of the conduct of a business of 
dispensing drugs pursuant to diagnosis by mail or to any drug dispensed in violation 
of subsection (13). The department may, by rule, exempt drugs subject to s. 
499.062 from subsection (13) if compliance with that subsection is not necessary to 
protect the public health, safety, and welfare. 
History.—s. 34, ch. 82-225; s. 107, ch. 83-218; s. 1, ch. 83-265; s. 2, ch. 84-115; 
ss. 11, 52, ch. 92-69; s. 586, ch. 97-103; s. 38, ch. 99-397; s. 10, ch. 2003-155; s. 
84, ch. 2004-5; s. 7, ch. 2008-207. 

499.Oo8Adulterated cosmetics.—A cosmetic is adulterated: 
(1)If it bears or contains any poisonous or deleterious substance that is injurious to 

users under the conditions of use prescribed in the labeling or advertisement thereof 
or under such conditions of use as are customary or usual; however, this subsection 
does not apply to coal-tar hair dye: 

(a)The label of which bears the following legend conspicuously displayed thereon: 
"Caution: This product contains ingredients which may cause skin irritation on certain 
individuals, and a preliminary test according to accompanying directions should first 
be made. This product must not be used for dyeing the eyelashes or eyebrows; to do 
so may cause blindness"; and 

(b)The labeling of which bears adequate directions for such preliminary testing. 
(2)If it consists in whole or in part of any filthy, putrid, or decomposed substance. 



(3)If it has been produced, prepared, packed, or held under conditions whereby it 
could have become contaminated with filth or whereby it could have been rendered 
injurious to health. 

(4)If it is not a hair dye and it is, or it bears or contains, a color additive that is 
unsafe within the meaning of the federal act. 

(5)For the purposes of subsections (1) and (4), the term "hair dye" does not 
include eyelash dyes or eyebrow dyes. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 12, 52, ch. 92-69; s. 8, ch. 2008- 
207. 

499.O09Misbranded cosmetics.—A cosmetic is misbranded: 
(l)If its labeling is false or misleading in any particular. 
(2)If in package form, it does not bear a label containing: 
(a)The name and place of business of the manufacturer, packer, or distributor; 
(b)An accurate statement of the quantity of the contents in terms of weight, 

measure, or numerical count; however, under this paragraph reasonable variations 
are permitted, and the department shall establish by rule exemptions for small 
packages; and 

(c)A declaration of ingredients in descending order of predominance, or as 
otherwise required by federal law. 

(3)If any word, statement, or other information required by or under authority of 
this part to appear on the label or labeling is not prominently placed thereon with 
such conspicuousness as compared with other words, statements, designs, or 
devices in the labeling, and in such terms, as to render the word, statement, or other 
information likely to be read and understood by an individual under customary 
conditions of purchase and use. 

(4)If its container is so made, formed, or filled as to be misleading. 
(5)If it is a color additive, its packaging and labeling are not in conformity with the 

packaging and labeling requirements applicable to that color additive prescribed 
under the federal act. This subsection does not apply to packages of color additives 
that, with respect to their use for cosmetics, are marketed and intended for use only 
in or on hair dyes. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 13, 52, ch. 92-69; s. 9, ch. 2008- 
207. 

499.OlPermits.— 
(1)Prior to operating, a permit is required for each person and establishment that 

intends to operate as: 
(a)A prescription drug manufacturer; 
(b)A prescription drug repackager; 
(c)A nonresident prescription drug manufacturer; 
(d)A prescription drug wholesale distributor; 
(e)An out-of-state prescription drug wholesale distributor; 
(f)A retail pharmacy drug wholesale distributor; 
(g)A restricted prescription drug distributor; 
(h)A complimentary drug distributor; 
(i)A freight forwarder; 
(j)A veterinary prescription drug retail establishment; 
(k)A veterinary prescription drug wholesale distributor; 
(l)A limited prescription drug veterinary wholesale distributor; 
(m)A medical oxygen retail establishment; 
(n)A compressed medical gas wholesale distributor; 
(o)A compressed medical gas manufacturer; 
(p)An over-the-counter drug manufacturer; 
(q)A device manufacturer; 



(r)A cosmetic manufacturer; 
(s)A third party logistics provider; or 
(t)A health care clinic establishment. 
(2)The following permits are established: 
(a)Prescription drug manufacturer permit.—A prescription drug manufacturer 

permit is required for any person that is a manufacturer of a prescription drug and 
that manufactures or distributes such prescription drugs in this state. 

l.A person that operates an establishment permitted as a prescription drug 
manufacturer may engage in wholesale distribution of prescription drugs 
manufactured at that establishment and must comply with all of the provisions of 
this part, except s. 499.01212, and the rules adopted under this part, except s. 
499.01212, which apply to a wholesale distributor. 

2.A prescription drug manufacturer must comply with all appropriate state and 
federal good manufacturing practices. 

3.A blood establishment, as defined in s. 381.06014, operating in a manner 
consistent with the provisions of 21 C.F.R. parts 211 and 600-640, and 
manufacturing only the prescription drugs described in s. 499.003(54)(d) is not 
required to be permitted as a prescription drug manufacturer under this paragraph or 
to register products under s. 499.015. 

(b)Prescription drug repackager permit.—A prescription drug repackager permit is 
required for any person that repackages a prescription drug in this state. 

l.A person that operates an establishment permitted as a prescription drug 
repackager may engage in wholesale distribution of prescription drugs repackaged at 
that establishment and must comply with all the provisions of this part and the rules 
adopted under this part that apply to a wholesale distributor. 

2.A prescription drug repackager must comply with all appropriate state and 
federal good manufacturing practices. 

(c)Nonresident prescription drug manufacturer permit.—A nonresident prescription 
drug manufacturer permit is required for any person that is a manufacturer of 
prescription drugs, unless permitted as a third party logistics provider, located 
outside of this state or outside the United States and that engages in the wholesale 
distribution in this state of such prescription drugs. Each such manufacturer must be 
permitted by the department and comply with all of the provisions required of a 

wholesale distributor under this part, except s. 499.01212. 
l.A person that distributes prescription drugs for which the person is not the 

manufacturer must also obtain an out-of-state prescription drug wholesale distributor 
permit or third party logistics provider permit pursuant to this section to engage in 
the wholesale distribution of such prescription drugs. This subparagraph does not 
apply to a manufacturer as defined in s. 499.003(31)(e). 

2.Any such person must comply with the licensing or permitting requirements of 
the jurisdiction in which the establishment is located and the federal act, and any 
product wholesaled into this state must comply with this part. If a person intends to 
import prescription drugs from a foreign country into this state, the nonresident 
prescription drug manufacturer must provide to the department a list identifying 
each prescription drug it intends to import and document approval by the United 
States Food and Drug Administration for such importation. 

(d)Prescription drug wholesale distributor permit.—A prescription drug wholesale 
distributor is a wholesale distributor that may engage in the wholesale distribution of 
prescription drugs. A prescription drug wholesale distributor that applies to the 
department for a new permit or the renewal of a permit must submit a bond of 
$100,000, or other equivalent means of security acceptable to the department, such 
as an irrevocable letter of credit or a deposit in a trust account or financial 
institution, payable to the Professional Regulation Trust Fund. The purpose of the 



bond is to secure payment of any administrative penalties imposed by the 
department and any fees and costs incurred by the department regarding that 
permit which are authorized under state law and which the permittee fails to pay 30 
days after the fine or costs become final. The department may make a claim against 
such bond or security until 1 year after the permittee's license ceases to be valid or 
until 60 days after any administrative or legal proceeding authorized in this part 
which involves the permittee is concluded, including any appeal, whichever occurs 
later. The department may adopt rules for issuing a prescription drug wholesale 
distributor-broker permit to a person who engages in the wholesale distribution of 
prescription drugs and does not take physical possession of any prescription drugs. 

(e)Out-of-state prescription drug wholesale distributor permit.—An out-of-state 
prescription drug wholesale distributor is a wholesale distributor located outside this 
state which engages in the wholesale distribution of prescription drugs into this state 
and which must be permitted by the department and comply with all the provisions 
required of a wholesale distributor under this part. An out-of-state prescription drug 
wholesale distributor that applies to the department for a new permit or the renewal 
of a permit must submit a bond of $100,000, or other equivalent means of security 
acceptable to the department, such as an irrevocable letter of credit or a deposit in a 

trust account or financial institution, payable to the Professional Regulation Trust 
Fund. The purpose of the bond is to secure payment of any administrative penalties 
imposed by the department and any fees and costs incurred by the department 
regarding that permit which are authorized under state law and which the permittee 
fails to pay 30 days after the fine or costs become final. The department may make a 

claim against such bond or security until 1 year after the permittee's license ceases 
to be valid or until 60 days after any administrative or legal proceeding authorized in 
this part which involves the permittee is concluded, including any appeal, whichever 
occurs later. The out-of-state prescription drug wholesale distributor must maintain 
at all times a license or permit to engage in the wholesale distribution of prescription 
drugs in compliance with laws of the state in which it is a resident. 

(f)Retail pharmacy drug wholesale distributor permit.—A retail pharmacy drug 
wholesale distributor is a retail pharmacy engaged in wholesale distribution of 
prescription drugs within this state under the following conditions: 

1.The pharmacy must obtain a retail pharmacy drug wholesale distributor permit 
pursuant to this part and the rules adopted under this part. 

2.The wholesale distribution activity does not exceed 30 percent of the total annual 
purchases of prescription drugs. If the wholesale distribution activity exceeds the 30- 
percent maximum, the pharmacy must obtain a prescription drug wholesale 
distributor permit. 

3.The transfer of prescription drugs that appear in any schedule contained in 
chapter 893 is subject to chapter 893 and the federal Comprehensive Drug Abuse 
Prevention and Control Act of 1970. 

4.The transfer is between a retail pharmacy and another retail pharmacy, or a 

Modified Class II institutional pharmacy, or a health care practitioner licensed in this 
state and authorized by law to dispense or prescribe prescription drugs. 

5.All records of sales of prescription drugs subject to this section must be 
maintained separate and distinct from other records and comply with the 
recordkeeping requirements of this part. 

(g)Restricted prescription drug distributor permit.— 
l.A restricted prescription drug distributor permit is required for: 
a.Any person located in this state who engages in the distribution of a prescription 

drug, which distribution is not considered "wholesale distribution" under s. 
499.003(54)(a). 



b.Any person located in this state who engages in the receipt or distribution of a 

prescription drug in this state for the purpose of processing its return or its 
destruction if such person is not the person initiating the return, the prescription 
drug wholesale supplier of the person initiating the return, or the manufacturer of 
the drug. 

c.A blood establishment located in this state which collects blood and blood 
components only from volunteer donors as defined in s. 381.06014 or pursuant to an 
authorized practitioner's order for medical treatment or therapy and engages in the 
wholesale distribution of a prescription drug not described in s. 499.003(54)(d) to a 

health care entity. A mobile blood unit operated by a blood establishment permitted 
under this sub-subparagraph is not required to be separately permitted. The health 
care entity receiving a prescription drug distributed under this sub-subparagraph 
must be licensed as a closed pharmacy or provide health care services at that 
establishment. The blood establishment must operate in accordance with s. 
381.06014 and may distribute only: 

(I)Prescription drugs indicated for a bleeding or clotting disorder or anemia; 
(II)Blood-collection containers approved under s. 505 of the federal act; 
(III)Drugs that are blood derivatives, or a recombinant or synthetic form of a blood 

derivative; 
(IV)Prescription drugs that are identified in rules adopted by the department and 

that are essential to services performed or provided by blood establishments and 
authorized for distribution by blood establishments under federal law; or 

(V)To the extent authorized by federal law, drugs necessary to collect blood or 
blood components from volunteer blood donors; for blood establishment personnel to 
perform therapeutic procedures under the direction and supervision of a licensed 
physician; and to diagnose, treat, manage, and prevent any reaction of a volunteer 
blood donor or a patient undergoing a therapeutic procedure performed under the 
direction and supervision of a licensed physician, 

as long as all of the health care services provided by the blood establishment are related to its 
activities as a registered blood establishment or the health care services consist of collecting, 
processing, storing, or administering human hematopoietic stem cells or progenitor cells or 
performing diagnostic testing of specimens if such specimens are tested together with 
specimens undergoing routine donor testing. The blood establishment may purchase and 
possess the drugs described in this sub-subparagraph without a health care clinic establishment 
permit. 

2.Storage, handling, and recordkeeping of these distributions by a person required 
to be permitted as a restricted prescription drug distributor must be in accordance 
with the requirements for wholesale distributors under s. 499.0121, but not those set 
forth in s. 499.01212 if the distribution occurs pursuant to sub-subparagraph l.a. or 
sub-subparagraph 1.b. 

3.A person who applies for a permit as a restricted prescription drug distributor, or 
for the renewal of such a permit, must provide to the department the information 
required under s. 499.012. 

4.The department may adopt rules regarding the distribution of prescription drugs 
by hospitals, health care entities, charitable organizations, other persons not 
involved in wholesale distribution, and blood establishments, which rules are 
necessary for the protection of the public health, safety, and welfare. 

(h)Complimentary drug distributor permit.—A complimentary drug distributor 
permit is required for any person that engages in the distribution of a complimentary 
drug, subject to the requirements of s. 499.028. 





d.For use in research not involving clinical use; or 
e.For use in chemical analysis or physical testing or for purposes of instruction in 

law enforcement activities, research, or testing. 
2.No more than 30 percent of total annual prescription drug sales may be 

prescription drugs approved for human use which are subject to, defined by, or 
described by s. 503(b) of the Federal Food, Drug, and Cosmetic Act. 

3.The person does not distribute in any jurisdiction prescription drugs subject to, 
defined by, or described by s. 503(b) of the Federal Food, Drug, and Cosmetic Act to 
any person who is authorized to sell, distribute, purchase, trade, or use these drugs 
on or for humans. 

4.A limited prescription drug veterinary wholesale distributor that applies to the 
department for a new permit or the renewal of a permit must submit a bond of 
$20,000, or other equivalent means of security acceptable to the department, such 
as an irrevocable letter of credit or a deposit in a trust account or financial 
institution, payable to the Professional Regulation Trust Fund. The purpose of the 
bond is to secure payment of any administrative penalties imposed by the 
department and any fees and costs incurred by the department regarding that 
permit which are authorized under state law and which the permittee fails to pay 30 
days after the fine or costs become final. The department may make a claim against 
such bond or security until 1 year after the permittee's license ceases to be valid or 
until 60 days after any administrative or legal proceeding authorized in this part 
which involves the permittee is concluded, including any appeal, whichever occurs 
later. 

5.A limited prescription drug veterinary wholesale distributor must maintain at all 
times a license or permit to engage in the wholesale distribution of prescription drugs 
in compliance with laws of the state in which it is a resident. 

6.A limited prescription drug veterinary wholesale distributor must comply with the 
requirements for wholesale distributors under ss. 499.0121 and 499.01212, except 
that a limited prescription drug veterinary wholesale distributor is not required to 
provide a pedigree paper as required by s. 499.01212 upon the wholesale 
distribution of a prescription drug to a veterinarian. 

7.A limited prescription drug veterinary wholesale distributor may not return to 
inventory for subsequent wholesale distribution any prescription drug subject to, 
defined by, or described by s. 503(b) of the Federal Food, Drug, and Cosmetic Act 
which has been returned by a veterinarian. 

8.A limited prescription drug veterinary wholesale distributor permit is not required 
for an intracompany sale or transfer of a prescription drug from an out-of-state 
establishment that is duly licensed to engage in the wholesale distribution of 
prescription drugs in its state of residence to a licensed limited prescription drug 
veterinary wholesale distributor in this state if both wholesale distributors conduct 
wholesale distributions of prescription drugs under the same business name. The 
recordkeeping requirements of ss. 499.0121(6) and 499.01212 must be followed for 
this transaction. 

(m)Medical oxygen retail establishment permit.—A medical oxygen retail 
establishment permit is required for any person that sells medical oxygen to patients 
only. The sale must be based on an order from a practitioner authorized by law to 
prescribe. The term does not include a pharmacy licensed under chapter 465. 

l.A medical oxygen retail establishment may not possess, purchase, sell, or trade 
any prescription drug other than medical oxygen. 

2.A medical oxygen retail establishment may refill medical oxygen for an individual 
patient based on an order from a practitioner authorized by law to prescribe. A 
medical oxygen retail establishment that refills medical oxygen must comply with all 
appropriate state and federal good manufacturing practices. 



3.A medical oxygen retail establishment must comply with all of the wholesale 
distribution requirements of s. 499.0121. 

4.Prescription medical oxygen sold by a medical oxygen retail establishment 
pursuant to a practitioner's order may not be returned into the retail establishment's 
inventory. 

(n)Compressed medical gas wholesale distributor permit.—A compressed medical 
gas wholesale distributor is a wholesale distributor that is limited to the wholesale 
distribution of compressed medical gases to other than the consumer or patient. The 
compressed medical gas must be in the original sealed container that was purchased 
by that wholesale distributor. A compressed medical gas wholesale distributor may 
not possess or engage in the wholesale distribution of any prescription drug other 
than compressed medical gases. The department shall adopt rules that govern the 
wholesale distribution of prescription medical oxygen for emergency use. With 
respect to the emergency use of prescription medical oxygen, those rules may not be 
inconsistent with rules and regulations of federal agencies unless the Legislature 
specifically directs otherwise. 

(o)Compressed medical gas manufacturer permit.—A compressed medical gas 
manufacturer permit is required for any person that engages in the manufacture of 
compressed medical gases or repackages compressed medical gases from one 
container to another. 

l.A compressed medical gas manufacturer may not manufacture or possess any 
prescription drug other than compressed medical gases. 

2.A compressed medical gas manufacturer may engage in wholesale distribution of 
compressed medical gases manufactured at that establishment and must comply 
with all the provisions of this part and the rules adopted under this part that apply to 
a wholesale distributor. 

3.A compressed medical gas manufacturer must comply with all appropriate state 
and federal good manufacturing practices. 

(p)Over-the-counter drug manufacturer permit.—An over-the-counter drug 
manufacturer permit is required for any person that engages in the manufacture or 
repackaging of an over-the-counter drug. 

1.An over-the-counter drug manufacturer may not possess or purchase 
prescription drugs. 

2.A pharmacy is exempt from obtaining an over-the-counter drug manufacturer 
permit if it is operating in compliance with pharmacy practice standards as defined in 
chapter 465 and the rules adopted under that chapter. 

3.An over-the-counter drug manufacturer must comply with all appropriate state 
and federal good manufacturing practices. 

(q)Device manufacturer permit.— 
l.A device manufacturer permit is required for any person that engages in the 

manufacture, repackaging, or assembly of medical devices for human use in this 
state, except that a permit is not required if: 

a.The person is engaged only in manufacturing, repackaging, or assembling a 

medical device pursuant to a practitioner's order for a specific patient; or 
b.The person does not manufacture, repackage, or assemble any medical devices 

or components for such devices, except those devices or components which are 
exempt from registration pursuant to s. 499.015(8). 

2.A manufacturer or repackager of medical devices in this state must comply with 
all appropriate state and federal good manufacturing practices and quality system 
rules. 

3.The department shall adopt rules related to storage, handling, and recordkeeping 
requirements for manufacturers of medical devices for human use. 



(r)Cosmetic manufacturer permit.—A cosmetic manufacturer permit is required for 
any person that manufactures or repackages cosmetics in this state. A person that 
only labels or changes the labeling of a cosmetic but does not open the container 
sealed by the manufacturer of the product is exempt from obtaining a permit under 
this paragraph. 

(s)Third party logistics provider permit.—A third party logistics provider permit is 
required for any person that contracts with a prescription drug wholesale distributor 
or prescription drug manufacturer to provide warehousing, distribution, or other 
logistics services on behalf of a manufacturer or wholesale distributor, but who does 
not take title to the prescription drug or have responsibility to direct the sale or 
disposition of the prescription drug. Each third party logistics provider permittee shall 
comply with the requirements for wholesale distributors under ss. 499.0121 and 
499.01212, with the exception of those wholesale distributions described in s. 
499.01212(3)(a), and other rules that the department requires. 

(t)Health care clinic establishment permit.—Effective January 1, 2009, a health 
care clinic establishment permit is required for the purchase of a prescription drug by 
a place of business at one general physical location that provides health care or 
veterinary services, which is owned and operated by a business entity that has been 
issued a federal employer tax identification number. For the purpose of this 
paragraph, the term "qualifying practitioner" means a licensed health care 
practitioner defined in s. 456.001, or a veterinarian licensed under chapter 474, who 
is authorized under the appropriate practice act to prescribe and administer a 

prescription drug. 
1.An establishment must provide, as part of the application required under s. 

499.012, designation of a qualifying practitioner who will be responsible for 
complying with all legal and regulatory requirements related to the purchase, 
recordkeeping, storage, and handling of the prescription drugs. In addition, the 
designated qualifying practitioner shall be the practitioner whose name, 
establishment address, and license number is used on all distribution documents for 
prescription drugs purchased or returned by the health care clinic establishment. 
Upon initial appointment of a qualifying practitioner, the qualifying practitioner and 
the health care clinic establishment shall notify the department on a form furnished 
by the department within 10 days after such employment. In addition, the qualifying 
practitioner and health care clinic establishment shall notify the department within 
10 days after any subsequent change. 

2.The health care clinic establishment must employ a qualifying practitioner at 
each establishment. 

3.In addition to the remedies and penalties provided in this part, a violation of this 
chapter by the health care clinic establishment or qualifying practitioner constitutes 
grounds for discipline of the qualifying practitioner by the appropriate regulatory 
board. 

4.The purchase of prescription drugs by the health care clinic establishment is 
prohibited during any period of time when the establishment does not comply with 
this paragraph. 

5.A health care clinic establishment permit is not a pharmacy permit or otherwise 
subject to chapter 465. A health care clinic establishment that meets the criteria of a 

modified Class II institutional pharmacy under s. 465.019 is not eligible to be 
permitted under this paragraph. 

6.This paragraph does not apply to the purchase of a prescription drug by a 

licensed practitioner under his or her license. 
(3)A nonresident prescription drug manufacturer permit is not required for a 

manufacturer to distribute a prescription drug active pharmaceutical ingredient that 
it manufactures to a prescription drug manufacturer permitted in this state in limited 



quantities intended for research and development and not for resale or human use 
other than lawful clinical trials and biostudies authorized and regulated by federal 
law. A manufacturer claiming to be exempt from the permit requirements of this 
subsection and the prescription drug manufacturer purchasing and receiving the 
active pharmaceutical ingredient shall comply with the recordkeeping requirements 
of s. 499.0121(6), but not the requirements of s. 499.01212. The prescription drug 
manufacturer purchasing and receiving the active pharmaceutical ingredient shall 
maintain on file a record of the FDA registration number; if available, the out-of- 
state license, permit, or registration number; and, if available, a copy of the most 
current FDA inspection report, for all manufacturers from whom they purchase active 
pharmaceutical ingredients under this section. The department shall define the term 
"limited quantities" by rule, and may include the allowable number of transactions 
within a given period of time and the amount of prescription drugs distributed into 
the state for purposes of this exemption. The failure to comply with the requirements 
of this subsection, or rules adopted by the department to administer this subsection, 
for the purchase of prescription drug active pharmaceutical ingredients is a violation 
of s. 499.005(14), and a knowing failure is a violation of s. 499.0051(4). 

(4)(a)A permit issued under this part is not required to distribute a prescription 
drug active pharmaceutical ingredient from an establishment located in the United 
States to an establishment located in this state permitted as a prescription drug 
manufacturer under this part for use by the recipient in preparing, deriving, 
processing, producing, or fabricating a prescription drug finished dosage form at the 
establishment in this state where the product is received under an approved and 
otherwise valid New Drug Approval Application, Abbreviated New Drug Application, 
New Animal Drug Application, or Therapeutic Biologic Application, provided that the 
application, active pharmaceutical ingredient, or finished dosage form has not been 
withdrawn or removed from the market in this country for public health reasons. 

1.Any distributor claiming exemption from permitting requirements pursuant to 
this paragraph shall maintain a license, permit, or registration to engage in the 
wholesale distribution of prescription drugs under the laws of the state from which 
the product is distributed. 

2.Any distributor claiming exemption from permitting requirements pursuant to 
this paragraph and the prescription drug manufacturer purchasing and receiving the 
active pharmaceutical ingredient shall comply with the recordkeeping requirements 
of s. 499.0121(6), but not the requirements of s. 499.01212. 

(b)A permit issued under this part is not required to distribute limited quantities of 
a prescription drug that has not been repackaged from an establishment located in 
the United States to an establishment located in this state permitted as a 

prescription drug manufacturer under this part for research and development or to a 

holder of a letter of exemption issued by the department under s. 499.03(4) for 
research, teaching, or testing. The department shall define "limited quantities" by 
rule and may include the allowable number of transactions within a given period of 
time and the amounts of prescription drugs distributed into the state for purposes of 
this exemption. 

1.Any distributor claiming exemption from permitting requirements pursuant to 
this paragraph shall maintain a license, permit, or registration to engage in the 
wholesale distribution of prescription drugs under the laws of the state from which 
the product is distributed. 

2.All purchasers and recipients of any prescription drugs distributed pursuant to 
this paragraph shall ensure that the products are not resold or used, directly or 
indirectly, on humans except in lawful clinical trials and biostudies authorized and 
regulated by federal law. 



3.Any distributor claiming exemption from permitting requirements pursuant to 
this paragraph, and the purchaser and recipient of the prescription drug, shall 
comply with the recordkeeping requirements of s. 499.0121(6), but not the 
requirements of s. 499.01212. 

4.The immediate package or container of any active pharmaceutical ingredient 
distributed into the state that is intended for teaching, testing, research, and 
development shall bear a label prominently displaying the statement: "Caution: 
Research, Teaching, or Testing Only — Not for Manufacturing, Compounding, or 
Resale." 

(c)An out-of-state prescription drug wholesale distributor permit is not required for 
an intracompany sale or transfer of a prescription drug from an out-of-state 
establishment that is duly licensed as a prescription drug wholesale distributor in its 
state of residence to a licensed prescription drug wholesale distributor in this state, if 
both wholesale distributors conduct wholesale distributions of prescription drugs 
under the same business name. The recordkeeping requirements of ss. 499.0121(6) 
and 499.01212 must be followed for such transactions. 

(d)Persons receiving prescription drugs from a source claimed to be exempt from 
permitting requirements under this subsection shall maintain on file: 

l.A record of the FDA establishment registration number, if any; 
2.The resident state prescription drug wholesale distribution license, permit, or 

registration number; and 
3.A copy of the most recent resident state or FDA inspection report, for all 

distributors and establishments from whom they purchase or receive prescription 
drugs under this subsection. 

(e)All persons claiming exemption from permitting requirements pursuant to this 
subsection who engage in the distribution of prescription drugs within or into the 
state are subject to this part, including ss. 499.005 and 499.0051, and shall make 
available, within 48 hours, to the department on request all records related to any 
prescription drugs distributed under this subsection, including those records 
described in s. 499.051(4), regardless of the location where the records are stored. 

(f)A person purchasing and receiving a prescription drug from a person claimed to 
be exempt from licensing requirements pursuant to this subsection shall report to 
the department in writing within 14 days after receiving any product that is 
misbranded or adulterated or that fails to meet minimum standards set forth in the 
official compendium or state or federal good manufacturing practices for identity, 
purity, potency, or sterility, regardless of whether the product is thereafter 
rehabilitated, quarantined, returned, or destroyed. 

(g)The department may adopt rules to administer this subsection which are 
necessary for the protection of the public health, safety, and welfare. Failure to 
comply with the requirements of this subsection, or rules adopted by the department 
to administer this subsection, is a violation of s. 499.005(14), and a knowing failure 
is a violation of s. 499.0051(4). 

(h)This subsection does not relieve any person from any requirement prescribed by 
law with respect to controlled substances as defined in the applicable federal and 
state laws. 

(5)A prescription drug repackager permit issued under this part is not required for 
a restricted prescription drug distributor permitholder that is a health care entity to 
repackage prescription drugs in this state for its own use or for distribution to 
hospitals or other health care entities in the state for their own use, pursuant to s. 
499.003(54)(a)3., if: 

(a)The prescription drug distributor notifies the department, in writing, of its 
intention to engage in repackaging under this exemption, 30 days before engaging in 
the repackaging of prescription drugs at the permitted establishment; 



(b)The prescription drug distributor is under common control with the hospitals or 
other health care entities to which the prescription drug distributor is distributing 
prescription drugs. As used in this paragraph, "common control" means the power to 
direct or cause the direction of the management and policies of a person or an 
organization, whether by ownership of stock, voting rights, contract, or otherwise; 

(c)The prescription drug distributor repackages the prescription drugs in 
accordance with current state and federal good manufacturing practices; and 

(d)The prescription drug distributor labels the prescription drug it repackages in 
accordance with state and federal laws and rules. 

The prescription drug distributor is exempt from the product registration requirements of s. 

499.015 with regard to the prescription drugs that it repackages and distributes under this 
subsection. 

History.—s. 34, ch. 82-225; s. 108, ch. 83-218; s. 1, ch. 83-265; ss. 14, 15, 18, 19, 
52, ch. 92-69; ss. 30, 31, 34, 35, ch. 98-151; ss. 37, 40, ch. 2000-242; s. 20, ch. 
2001-53; s. 138, ch. 2001-277; ss. 11, 12, 13, 14, 18, 19, ch. 2003-155; s. 85, ch. 
2004-5; ss. 2, 3, ch. 2004-328; ss. 2, 3, ch. 2006-92; ss. 22, 25, ch. 2007-6; ss. 
10, 11, ch. 2008-207; s. 2, ch. 2009-221; ss. 23, 39, ch. 2010-161; s. 4, ch. 2012- 
37; s. 34, ch. 2012-61; s. 11, ch. 2012-143. 
'Note.—The word "from" was inserted by the editors. 
Note.—Subsection (2) intro, former s. 499.012(2) intro.; paragraph (2)(c) former s. 
499.012(2)(e); paragraph (2)(d) former s. 499.012(2)(a); paragraph (2)(e) former 
s. 499.012(2)(c); paragraph (2)(f) former s. 499.012(2)(d); paragraph (2)(g) 
former s. 499.014; paragraph (2)(i) former s. 499.012(2)(f); paragraph (2)(k) 
former s. 499.012(2)(g); paragraph (2)(l) former s. 499.012(2)(h); paragraph 
(2)(n) former s. 499.012(2)(b); paragraph (2)(o) former s. 499.013(2)(c); 
paragraph (2)(p) former s. 499.013(2)(b); paragraph (2)(q) former s. 
499.013(2)(d); paragraph (2)(r) former s. 499.013(2)(e). 

499.Ol2Permit application requirements.— 
(1)(a)A permit issued pursuant to this part may be issued only to a natural person 

who is at least 18 years of age or to an applicant that is not a natural person if each 
person who, directly or indirectly, manages, controls, or oversees the operation of 
that applicant is at least 18 years of age. 

(b)An establishment that is a place of residence may not receive a permit and may 
not operate under this part. 

(c)A person that applies for or renews a permit to manufacture or distribute 
prescription drugs may not use a name identical to the name used by any other 
establishment or licensed person authorized to purchase prescription drugs in this 
state, except that a restricted drug distributor permit issued to a health care entity 
will be issued in the name in which the institutional pharmacy permit is issued and a 

retail pharmacy drug wholesale distributor will be issued a permit in the name of its 
retail pharmacy permit. 

(d)A permit for a prescription drug manufacturer, prescription drug repackager, 
prescription drug wholesale distributor, limited prescription drug veterinary 
wholesale distributor, or retail pharmacy drug wholesale distributor may not be 
issued to the address of a health care entity or to a pharmacy licensed under chapter 
465, except as provided in this paragraph. The department may issue a prescription 
drug manufacturer permit to an applicant at the same address as a licensed nuclear 
pharmacy, which is a health care entity, for the purpose of manufacturing 
prescription drugs used in positron emission tomography or other 
radiopharmaceuticals, as listed in a rule adopted by the department pursuant to this 
paragraph. The purpose of this exemption is to assure availability of state-of-the-art 



pharmaceuticals that would pose a significant danger to the public health if 
manufactured at a separate establishment address from the nuclear pharmacy from 
which the prescription drugs are dispensed. The department may also issue a retail 
pharmacy drug wholesale distributor permit to the address of a community 
pharmacy licensed under chapter 465 which does not meet the definition of a closed 
pharmacy in s. 499.003. 

(e)A county or municipality may not issue an occupational license for any licensing 
period beginning on or after October 1, 2003, for any establishment that requires a 

permit pursuant to this part, unless the establishment exhibits a current permit 
issued by the department for the establishment. Upon presentation of the requisite 
permit issued by the department, an occupational license may be issued by the 
municipality or county in which application is made. The department shall furnish to 
local agencies responsible for issuing occupational licenses a current list of all 
establishments licensed pursuant to this part. 

(2)Notwithstanding subsection (6), a permitted person in good standing may 
change the type of permit issued to that person by completing a new application for 
the requested permit, paying the amount of the difference in the permit fees if the 
fee for the new permit is more than the fee for the original permit, and meeting the 
applicable permitting conditions for the new permit type. The new permit expires on 
the expiration date of the original permit being changed; however, a new permit for 
a prescription drug wholesale distributor, an out-of-state prescription drug wholesale 
distributor, or a retail pharmacy drug wholesale distributor shall expire on the 
expiration date of the original permit or 1 year after the date of issuance of the new 
permit, whichever is earlier. A refund may not be issued if the fee for the new permit 
is less than the fee that was paid for the original permit. 

(3)A written application for a permit or to renew a permit must be filed with the 
department on forms furnished by the department. The department shall establish, 
by rule, the form and content of the application to obtain or renew a permit. The 
applicant must submit to the department with the application a statement that 
swears or affirms that the information is true and correct. 

(4)(a)Except for a permit for a prescription drug wholesale distributor or an out-of- 
state prescription drug wholesale distributor, an application for a permit must 
include: 

1.The name, full business address, and telephone number of the applicant; 
2.All trade or business names used by the applicant; 
3.The address, telephone numbers, and the names of contact persons for each 

facility used by the applicant for the storage, handling, and distribution of 
prescription drugs; 

4.The type of ownership or operation, such as a partnership, corporation, or sole 
proprietorship; and 

5.The names of the owner and the operator of the establishment, including: 
a.If an individual, the name of the individual; 
b.If a partnership, the name of each partner and the name of the partnership; 
c.If a corporation, the name and title of each corporate officer and director, the 

corporate names, and the name of the state of incorporation; 
d.If a sole proprietorship, the full name of the sole proprietor and the name of the 

business entity; 
e.If a limited liability company, the name of each member, the name of each 

manager, the name of the limited liability company, and the name of the state in 
which the limited liability company was organized; and 

f.Any other relevant information that the department requires. 



(b)Upon approval of the application by the department and payment of the 
required fee, the department shall issue a permit to the applicant, if the applicant 
meets the requirements of this part and rules adopted under this part. 

(c)Any change in information required under paragraph (a) must be submitted to 
the department before the change occurs. 

(d)The department shall consider, at a minimum, the following factors in reviewing 
the qualifications of persons to be permitted under this part: 

1.The applicant's having been found guilty, regardless of adjudication, in a court of 
this state or other jurisdiction, of a violation of a law that directly relates to a drug, 
device, or cosmetic. A plea of nob contendere constitutes a finding of guilt for 
purposes of this subparagraph. 

2.The applicant's having been disciplined by a regulatory agency in any state for 
any offense that would constitute a violation of this part. 

3.Any felony conviction of the applicant under a federal, state, or local law; 
4.The applicant's past experience in manufacturing or distributing drugs, devices, 

or cosmetics; 
5.The furnishing by the applicant of false or fraudulent material in any application 

made in connection with manufacturing or distributing drugs, devices, or cosmetics; 
6.Suspension or revocation by a federal, state, or local government of any permit 

currently or previously held by the applicant for the manufacture or distribution of 
any drugs, devices, or cosmetics; 

7.Compliance with permitting requirements under any previously granted permits; 
8.Compliance with requirements to maintain or make available to the state 

permitting authority or to federal, state, or local law enforcement officials those 
records required under this section; and 

9.Any other factors or qualifications the department considers relevant to and 
consistent with the public health and safety. 

(5)Except for a permit for a prescription drug wholesale distributor or an out-of- 
state prescription drug wholesale distributor: 

(a)The department shall adopt rules for the biennial renewal of permits. 
(b)The department shall renew a permit upon receipt of the renewal application 

and renewal fee if the applicant meets the requirements established under this part 
and the rules adopted under this part. 

(c)A permit, unless sooner suspended or revoked, automatically expires 2 years 
after the last day of the anniversary month in which the permit was originally issued. 
A permit issued under this part may be renewed by making application for renewal 
on forms furnished by the department and paying the appropriate fees. If a renewal 
application and fee are submitted and postmarked after the expiration date of the 
permit, the permit may be renewed only upon payment of a late renewal delinquent 
fee of $100, plus the required renewal fee, not later than 60 days after the 
expiration date. 

(d)Failure to renew a permit in accordance with this section precludes any future 
renewal of that permit. If a permit issued pursuant to this part has expired and 
cannot be renewed, before an establishment may engage in activities that require a 

permit under this part, the establishment must submit an application for a new 
permit, pay the applicable application fee, the initial permit fee, and all applicable 
penalties, and be issued a new permit by the department. 

(6)A permit issued by the department is nontransferable. Each permit is valid only 
for the person or governmental unit to which it is issued and is not subject to sale, 
assignment, or other transfer, voluntarily or involuntarily; nor is a permit valid for 
any establishment other than the establishment for which it was originally issued. 



(a)A person permitted under this part must notify the department before making a 

change of address. The department shall set a change of location fee not to exceed 
$100. 

(b)1.An application for a new permit is required when a majority of the ownership 
or controlling interest of a permitted establishment is transferred or assigned or 
when a lessee agrees to undertake or provide services to the extent that legal 
liability for operation of the establishment will rest with the lessee. The application 
for the new permit must be made before the date of the sale, transfer, assignment, 
or lease. 

2.A permittee that is authorized to distribute prescription drugs may transfer such 
drugs to the new owner or lessee under subparagraph 1. only after the new owner or 
lessee has been approved for a permit to distribute prescription drugs. 

(c)If an establishment permitted under this part closes, the owner must notify the 
department in writing before the effective date of closure and must: 

1.Return the permit to the department; 
2.If the permittee is authorized to distribute prescription drugs, indicate the 

disposition of such drugs, including the name, address, and inventory, and provide 
the name and address of a person to contact regarding access to records that are 
required to be maintained under this part. Transfer of ownership of prescription 
drugs may be made only to persons authorized to possess prescription drugs under 
this part. 

The department may revoke the permit of any person that fails to comply with the 
requirements of this subsection. 

(7)A permit must be posted in a conspicuous place on the licensed premises. 
(8)An application for a permit or to renew a permit for a prescription drug 

wholesale distributor or an out-of-state prescription drug wholesale distributor 
submitted to the department must include: 

(a)The name, full business address, and telephone number of the applicant. 
(b)All trade or business names used by the applicant. 
(c)The address, telephone numbers, and the names of contact persons for each 

facility used by the applicant for the storage, handling, and distribution of 
prescription drugs. 

(d)The type of ownership or operation, such as a partnership, corporation, or sole 
proprietorship. 

(e)The names of the owner and the operator of the establishment, including: 
1.If an individual, the name of the individual. 
2.If a partnership, the name of each partner and the name of the partnership. 
3.If a corporation: 
a.The name, address, and title of each corporate officer and director. 
b.The name and address of the corporation, resident agent of the corporation, the 

resident agent's address, and the corporation's state of incorporation. 
c.The name and address of each shareholder of the corporation that owns 5 

percent or more of the outstanding stock of the corporation. 
4.If a sole proprietorship, the full name of the sole proprietor and the name of the 

business entity. 
5.If a limited liability company: 
a.The name and address of each member. 
b.The name and address of each manager. 
c.The name and address of the limited liability company, the resident agent of the 

limited liability company, and the name of the state in which the limited liability 
company was organized. 



(f)If applicable, the name and address of each member of the affiliated group of 
which the applicant is a member. 

(g)1.For an application for a new permit, the estimated annual dollar volume of 
prescription drug sales of the applicant, the estimated annual percentage of the 
applicant's total company sales that are prescription drugs, the applicant's estimated 
annual total dollar volume of purchases of prescription drugs, and the applicant's 
estimated annual total dollar volume of prescription drug purchases directly from 
manufacturers. 

2.For an application to renew a permit, the total dollar volume of prescription drug 
sales in the previous year, the total dollar volume of prescription drug sales made in 
the previous 6 months, the percentage of total company sales that were prescription 
drugs in the previous year, the total dollar volume of purchases of prescription drugs 
in the previous year, and the total dollar volume of prescription drug purchases 
directly from manufacturers in the previous year. 

Such portions of the information required pursuant to this paragraph which are a trade secret, 
as defined in s. 812.081, shall be maintained by the department as trade secret information is 
required to be maintained under s. 499.051. 

(h)The tax year of the applicant. 
(i)A copy of the deed for the property on which applicant's establishment is 

located, if the establishment is owned by the applicant, or a copy of the applicant's 
lease for the property on which applicant's establishment is located that has an 
original term of not less than 1 calendar year, if the establishment is not owned by 
the applicant. 

(j)A list of all licenses and permits issued to the applicant by any other state which 
authorize the applicant to purchase or possess prescription drugs. 

(k)The name of the manager of the establishment that is applying for the permit or 
to renew the permit, the next four highest ranking employees responsible for 
prescription drug wholesale operations for the establishment, and the name of all 
affiliated parties for the establishment, together with the personal information 
statement and fingerprints required pursuant to subsection (9) for each of such 
persons. 

(l)The name of each of the applicant's designated representatives as required by 
subsection (16), together with the personal information statement and fingerprints 
required pursuant to subsection (9) for each such person. 

(m)For an applicant that is a secondary wholesale distributor, each of the 
following: 

l.A personal background information statement containing the background 
information and fingerprints required pursuant to subsection (9) for each person 
named in the applicant's response to paragraphs (k) and (I) and for each affiliated 
party of the applicant. 

2.If any of the five largest shareholders of the corporation seeking the permit is a 

corporation, the name, address, and title of each corporate officer and director of 
each such corporation; the name and address of such corporation; the name of such 
corporation's resident agent, such corporation's resident agent's address, and such 
corporation's state of its incorporation; and the name and address of each 
shareholder of such corporation that owns 5 percent or more of the stock of such 
corporation. 

3.The name and address of all financial institutions in which the applicant has an 
account which is used to pay for the operation of the establishment or to pay for 
drugs purchased for the establishment, together with the names of all persons that 
are authorized signatories on such accounts. The portions of the information required 



pursuant to this subparagraph which are a trade secret, as defined in s. 812.081, 
shall be maintained by the department as trade secret information is required to be 
maintained under s. 499.051. 

4.The sources of all funds and the amounts of such funds used to purchase or 
finance purchases of prescription drugs or to finance the premises on which the 
establishment is to be located. 

5.If any of the funds identified in subparagraph 4. were borrowed, copies of all 
promissory notes or loans used to obtain such funds. 

(n)Any other relevant information that the department requires, including, but not 
limited to, any information related to whether the applicant satisfies the definition of 
a primary wholesale distributor or a secondary wholesale distributor. 

(o)Documentation of the credentialing policies and procedures required by s. 
499.0121(15). 

(9)(a)Each person required by subsection (8) to provide a personal information 
statement and fingerprints shall provide the following information to the department 
on forms prescribed by the department: 

1.The person's places of residence for the past 7 years. 
2.The person's date and place of birth. 
3.The person's occupations, positions of employment, and offices held during the 

past 7 years. 
4.The principal business and address of any business, corporation, or other 

organization in which each such office of the person was held or in which each such 
occupation or position of employment was carried on. 

5.Whether the person has been, during the past 7 years, the subject of any 
proceeding for the revocation of any license and, if so, the nature of the proceeding 
and the disposition of the proceeding. 

6.Whether, during the past 7 years, the person has been enjoined, temporarily or 
permanently, by a court of competent jurisdiction from violating any federal or state 
law regulating the possession, control, or distribution of prescription drugs, together 
with details concerning any such event. 

7.A description of any involvement by the person with any business, including any 
investments, other than the ownership of stock in a publicly traded company or 
mutual fund, during the past 7 years, which manufactured, administered, prescribed, 
distributed, or stored pharmaceutical products and any lawsuits in which such 
businesses were named as a party. 

8.A description of any felony criminal offense of which the person, as an adult, was 
found guilty, regardless of whether adjudication of guilt was withheld or whether the 
person pled guilty or nob contendere. A criminal offense committed in another 
jurisdiction which would have been a felony in this state must be reported. If the 
person indicates that a criminal conviction is under appeal and submits a copy of the 
notice of appeal of that criminal offense, the applicant must, within 15 days after the 
disposition of the appeal, submit to the department a copy of the final written order 
of disposition. 

9.A photograph of the person taken in the previous 30 days. 
10.A set of fingerprints for the person on a form and under procedures specified by 

the department, together with payment of an amount equal to the costs incurred by 
the department for the criminal record check of the person. 

11.The name, address, occupation, and date and place of birth for each member of 
the person's immediate family who is 18 years of age or older. As used in this 
subparagraph, the term "member of the person's immediate family" includes the 
person's spouse, children, parents, siblings, the spouses of the person's children, and 
the spouses of the person's siblings. 

12.Any other relevant information that the department requires. 



(b)The information required pursuant to paragraph (a) shall be provided under 
oath. 

(c)The department shall submit the fingerprints provided by a person for initial 
licensure to the Department of Law Enforcement for a statewide criminal record 
check and for forwarding to the Federal Bureau of Investigation for a national 
criminal record check of the person. The department shall submit the fingerprints 
provided by a person as a part of a renewal application to the Department of Law 
Enforcement for a statewide criminal record check, and for forwarding to the Federal 
Bureau of Investigation for a national criminal record check, for the initial renewal of 
a permit after January 1, 2004; for any subsequent renewal of a permit, the 
department shall submit the required information for a statewide and national 
criminal record check of the person. Any person who as a part of an initial permit 
application or initial permit renewal after January 1, 2004, submits to the 
department a set of fingerprints required for the criminal record check required in 
this paragraph shall not be required to provide a subsequent set of fingerprints for a 

criminal record check to the department, if the person has undergone a criminal 
record check as a condition of the issuance of an initial permit or the initial renewal 
of a permit of an applicant after January 1, 2004. 

(10)The department may deny an application for a permit or refuse to renew a 

permit for a prescription drug wholesale distributor or an out-of-state prescription 
drug wholesale distributor if: 

(a)The applicant has not met the requirements for the permit. 
(b)The management, officers, or directors of the applicant or any affiliated party 

are found by the department to be incompetent or untrustworthy. 
(c)The applicant is so lacking in experience in managing a wholesale distributor as 

to make the issuance of the proposed permit hazardous to the public health. 
(d)The applicant is so lacking in experience in managing a wholesale distributor as 

to jeopardize the reasonable promise of successful operation of the wholesale 
distributor. 

(e)The applicant is lacking in experience in the distribution of prescription drugs. 
(f)The applicant's past experience in manufacturing or distributing prescription 

drugs indicates that the applicant poses a public health risk. 
(g)The applicant is affiliated directly or indirectly through ownership, control, or 

other business relations, with any person or persons whose business operations are 
or have been detrimental to the public health. 

(h)The applicant, or any affiliated party, has been found guilty of or has pleaded 
guilty or nob contendere to any felony or crime punishable by imprisonment for 1 

year or more under the laws of the United States, any state, or any other country, 
regardless of whether adjudication of guilt was withheld. 

(i)The applicant or any affiliated party has been charged with a felony in a state or 
federal court and the disposition of that charge is pending during the application 
review or renewal review period. 

(j)The applicant has furnished false or fraudulent information or material in any 
application made in this state or any other state in connection with obtaining a 

permit or license to manufacture or distribute drugs, devices, or cosmetics. 
(k)That a federal, state, or local government permit currently or previously held by 

the applicant, or any affiliated party, for the manufacture or distribution of any 
drugs, devices, or cosmetics has been disciplined, suspended, or revoked and has 
not been reinstated. 

(l)The applicant does not possess the financial or physical resources to operate in 
compliance with the permit being sought, this chapter, and the rules adopted under 
this chapter. 



(m)The applicant or any affiliated party receives, directly or indirectly, financial 
support and assistance from a person who was an affiliated party of a permittee 
whose permit was subject to discipline or was suspended or revoked, other than 
through the ownership of stock in a publicly traded company or a mutual fund. 

(n)The applicant or any affiliated party receives, directly or indirectly, financial 
support and assistance from a person who has been found guilty of any violation of 
this part or chapter 465, chapter 501, or chapter 893, any rules adopted under this 
part or those chapters, any federal or state drug law, or any felony where the 
underlying facts related to drugs, regardless of whether the person has been 
pardoned, had her or his civil rights restored, or had adjudication withheld, other 
than through the ownership of stock in a publicly traded company or a mutual fund. 

(o)The applicant for renewal of a permit under s. 499.01(2)(d) or (e) has not 
actively engaged in the wholesale distribution of prescription drugs, as demonstrated 
by the regular and systematic distribution of prescription drugs throughout the year 
as evidenced by not fewer than 12 wholesale distributions in the previous year and 
not fewer than three wholesale distributions in the previous 6 months. 

(p)Information obtained in response to s. 499.01(2)(d) or (e) demonstrates it 
would not be in the best interest of the public health, safety, and welfare to issue a 

permit. 
(q)The applicant does not possess the financial standing and business experience 

for the successful operation of the applicant. 
(r)The applicant or any affiliated party has failed to comply with the requirements 

for manufacturing or distributing prescription drugs under this part, similar federal 
laws, similar laws in other states, or the rules adopted under such laws. 

(11)Upon approval of the application by the department and payment of the 
required fee, the department shall issue or renew a prescription drug wholesale 
distributor or an out-of-state prescription drug wholesale distributor permit to the 
app Ii cant. 

(12)For a permit for a prescription drug wholesale distributor or an out-of-state 
prescription drug wholesale distributor: 

(a)The department shall adopt rules for the annual renewal of permits. At least 90 
days before the expiration of a permit, the department shall forward a permit 
renewal notification and renewal application to the prescription drug wholesale 
distributor or out-of-state prescription drug wholesale distributor at the mailing 
address of the permitted establishment on file with the department. The permit 
renewal notification must state conspicuously the date on which the permit for the 
establishment will expire and that the establishment may not operate unless the 
permit for the establishment is renewed timely. 

(b)A permit, unless sooner suspended or revoked, automatically expires 1 year 
after the last day of the anniversary month in which the permit was originally issued. 
A permit may be renewed by making application for renewal on forms furnished by 
the department and paying the appropriate fees. If a renewal application and fee are 
submitted and postmarked after 45 days prior to the expiration date of the permit, 
the permit may be renewed only upon payment of a late renewal fee of $100, plus 
the required renewal fee. A permittee that has submitted a renewal application in 
accordance with this paragraph may continue to operate under its permit, unless the 
permit is suspended or revoked, until final disposition of the renewal application. 

(c)Failure to renew a permit in accordance with this section precludes any future 
renewal of that permit. If a permit issued pursuant to this section has expired and 
cannot be renewed, before an establishment may engage in activities that require a 

permit under this part, the establishment must submit an application for a new 
permit; pay the applicable application fee, initial permit fee, and all applicable 
penalties; and be issued a new permit by the department. 



(13)A person that engages in wholesale distribution of prescription drugs in this 
state must have a wholesale distributor's permit issued by the department, except as 
noted in this section. Each establishment must be separately permitted except as 
noted in this subsection. 

(a)A separate establishment permit is not required when a permitted prescription 
drug wholesale distributor consigns a prescription drug to a pharmacy that is 
permitted under chapter 465 and located in this state, provided that: 

1.The consignor wholesale distributor notifies the department in writing of the 
contract to consign prescription drugs to a pharmacy along with the identity and 
location of each consignee pharmacy; 

2.The pharmacy maintains its permit under chapter 465; 
3.The consignor wholesale distributor, which has no legal authority to dispense 

prescription drugs, complies with all wholesale distribution requirements of ss. 
499.0121 and 499.01212 with respect to the consigned drugs and maintains records 
documenting the transfer of title or other completion of the wholesale distribution of 
the consigned prescription drugs; 

4.The distribution of the prescription drug is otherwise lawful under this chapter 
and other applicable law; 

5.Open packages containing prescription drugs within a pharmacy are the 
responsibility of the pharmacy, regardless of how the drugs are titled; and 

6.The pharmacy dispenses the consigned prescription drug in accordance with the 
limitations of its permit under chapter 465 or returns the consigned prescription drug 
to the consignor wholesale distributor. In addition, a person who holds title to 
prescription drugs may transfer the drugs to a person permitted or licensed to 
handle the reverse distribution or destruction of drugs. Any other distribution by and 
means of the consigned prescription drug by any person, not limited to the consignor 
wholesale distributor or consignee pharmacy, to any other person is prohibited. 

(b)A wholesale distributor's permit is not required for the one-time transfer of title 
of a pharmacy's lawfully acquired prescription drug inventory by a pharmacy with a 

valid permit issued under chapter 465 to a consignor prescription drug wholesale 
distributor, permitted under this chapter, in accordance with a written consignment 
agreement between the pharmacy and that wholesale distributor if the permitted 
pharmacy and the permitted prescription drug wholesale distributor comply with all 
of the provisions of paragraph (a) and the prescription drugs continue to be within 
the permitted pharmacy's inventory for dispensing in accordance with the limitations 
of the pharmacy permit under chapter 465. A consignor drug wholesale distributor 
may not use the pharmacy as a wholesale distributor through which it distributes the 
prescription drugs to other pharmacies. Nothing in this section is intended to prevent 
a wholesale distributor from obtaining this inventory in the event of nonpayment by 
the pharmacy. 

(c)A separate establishment permit is not required when a permitted prescription 
drug wholesale distributor operates temporary transit storage facilities for the sole 
purpose of storage, for up to 16 hours, of a delivery of prescription drugs when the 
wholesale distributor was temporarily unable to complete the delivery to the 
recipient. 

(d)The department shall require information from each wholesale distributor as 
part of the permit and renewal of such permit, as required under this section. 

(14)Personnel employed in wholesale distribution must have appropriate education 
and experience to enable them to perform their duties in compliance with state 
permitting requirements. 

(15)The name of a permittee or establishment on a prescription drug wholesale 
distributor permit or an out-of-state prescription drug wholesale distributor permit 
may not include any indicia of attainment of any educational degree, any indicia that 



the permittee or establishment possesses a professional license, or any name or 
abbreviation that the department determines is likely to cause confusion or mistake 
or that the department determines is deceptive, including that of any other entity 
authorized to purchase prescription drugs. 

(16)(a)Each establishment that is issued an initial or renewal permit as a 

prescription drug wholesale distributor or an out-of-state prescription drug wholesale 
distributor must designate in writing to the department at least one natural person to 
serve as the designated representative of the wholesale distributor. Such person 
must have an active certification as a designated representative from the 
department. 

(b)To be certified as a designated representative, a natural person must: 
1.Submit an application on a form furnished by the department and pay the 

appropriate fees; 
2.Be at least 18 years of age; 
3.Have not less than 2 years of verifiable full-time work experience in a pharmacy 

licensed in this state or another state, where the person's responsibilities included, 
but were not limited to, recordkeeping for prescription drugs, or have not less than 2 
years of verifiable full-time managerial experience with a prescription drug wholesale 
distributor licensed in this state or in another state; 

4.Receive a passing score of at least 75 percent on an examination given by the 
department regarding federal laws governing distribution of prescription drugs and 
this part and the rules adopted by the department governing the wholesale 
distribution of prescription drugs. This requirement shall be effective 1 year after the 
results of the initial examination are mailed to the persons that took the 
examination. The department shall offer such examinations at least four times each 
calendar year; and 

5.Provide the department with a personal information statement and fingerprints 
pursuant to subsection (9). 

(c)The department may deny an application for certification as a designated 
representative or may suspend or revoke a certification of a designated 
representative pursuant to s. 499.067. 

(d)A designated representative: 
1.Must be actively involved in and aware of the actual daily operation of the 

wholesale distributor. 
2.Must be employed full time in a managerial position by the wholesale distributor. 
3.Must be physically present at the establishment during normal business hours, 

except for time periods when absent due to illness, family illness or death, scheduled 
vacation, or other authorized absence. 

4.May serve as a designated representative for only one wholesale distributor at 
any one time. 

(e)A wholesale distributor must notify the department when a designated 
representative leaves the employ of the wholesale distributor. Such notice must be 
provided to the department within 10 business days after the last day of designated 
representative's employment with the wholesale distributor. 

(f)A wholesale distributor may not operate under a prescription drug wholesale 
distributor permit or an out-of-state prescription drug wholesale distributor permit 
for more than 10 business days after the designated representative leaves the 
employ of the wholesale distributor, unless the wholesale distributor employs 
another designated representative and notifies the department within 10 business 
days of the identity of the new designated representative. 
History.—s. 34, ch. 82-225; s. 108, ch. 83-218; s. 1, ch. 83-265; ss. 14, 15, 52, ch. 
92-69; s. 187, ch. 97-264; ss. 30, 31, ch. 98-151; s. 172, ch. 99-397; s. 37, ch. 
2000-242; s. 20, ch. 2001-53; s. 138, ch. 2001-277; s. 38, ch. 2002-400; ss. 11, 



12, 13, 14, ch. 2003-155; s. 85, ch. 2004-5; s. 3, ch. 2004-328; S. 2, ch. 2005-248; 
ss. 2, 3, ch. 2006-92; s. 22, ch. 2007-6; ss. 2, 10, 11, 28, ch. 2008-207; s. 61, ch. 
2009-21; s. 17, ch. 2011-141; s. 67, ch. 2012-5. 
Note.—Subsections (1)-(7) former s. 499.01(2)-(8). 

499.Ol2OlAgency for Health Care Administration review and use of statute and 
rule violation or compliance data.—Notwithstanding any other provisions of law to 
the contrary, the Agency for Health Care Administration may not: 

(1)Review or use any violation or alleged violation of s. 499.0121(6) or s. 
499.01212, or any rules adopted under those sections, as a ground for denying or 
withholding any payment of a Medicaid reimbursement to a pharmacy licensed under 
chapter 465; or 

(2)Review or use compliance with s. 499.0121(6) or s. 499.01212, or any rules 
adopted under those sections, as the subject of any audit of Medicaid-related records 
held by a pharmacy licensed under chapter 465. 
History.—s. 4, ch. 2005-248; s. 12, ch. 2008-207. 

499.Ol2lStorage and handling of prescription drugs; recordkeeping.—The 
department shall adopt rules to implement this section as necessary to protect the 
public health, safety, and welfare. Such rules shall include, but not be limited to, 
requirements for the storage and handling of prescription drugs and for the 
establishment and maintenance of prescription drug distribution records. 

(1)ESTABLISHMENTS.—An establishment at which prescription drugs are stored, 
warehoused, handled, held, offered, marketed, or displayed must: 

(a)Be of suitable size and construction to facilitate cleaning, maintenance, and 
proper operations; 

(b)Have storage areas designed to provide adequate lighting, ventilation, 
temperature, sanitation, humidity, space, equipment, and security conditions; 

(c)Have a quarantine area for storage of prescription drugs that are outdated, 
damaged, deteriorated, misbranded, or adulterated, or that are in immediate or 
sealed, secondary containers that have been opened; 

(d)Be maintained in a clean and orderly condition; and 
(e)Be free from infestation by insects, rodents, birds, or vermin of any kind. 
(2)SECURITY.— 
(a)An establishment that is used for wholesale drug distribution must be secure 

from unauthorized entry. 
1.Access from outside the premises must be kept to a minimum and be well- 

controlled. 
2.The outside perimeter of the premises must be well-lighted. 
3.Entry into areas where prescription drugs are held must be limited to authorized 

personnel. 
(b)An establishment that is used for wholesale drug distribution must be equipped 

with: 
1.An alarm system to detect entry after hours; however, the department may 

exempt by rule establishments that only hold a permit as prescription drug wholesale 
distributor-brokers and establishments that only handle medical oxygen; and 

2.A security system that will provide suitable protection against theft and 
diversion. When appropriate, the security system must provide protection against 
theft or diversion that is facilitated or hidden by tampering with computers or 
electronic records. 

(c)Any vehicle that contains prescription drugs must be secure from unauthorized 
access to the prescription drugs in the vehicle. 

(3)STORAGE.—All prescription drugs shall be stored at appropriate temperatures 
and under appropriate conditions in accordance with requirements, if any, in the 
labeling of such drugs, or with requirements in the official compendium. 



(a)If no storage requirements are established for a prescription drug, the drug may 
be held at "controlled" room temperature, as defined in the official compendium, to 
help ensure that its identity, strength, quality, and purity are not adversely affected. 

(b)Appropriate manual, electromechanical, or electronic temperature and humidity 
recording equipment, devices, or logs must be used to document proper storage of 
prescription drugs. 

(c)The recordkeeping requirements in subsection (6) must be followed for all 
stored prescription drugs. 

(4)EXAMINATION OF MATERIALS AND RECORDS.— 
(a)Upon receipt, each outside shipping container must be visually examined for 

identity and to prevent the acceptance of contaminated prescription drugs that are 
otherwise unfit for distribution. This examination must be adequate to reveal 
container damage that would suggest possible contamination or other damage to the 
contents. 

(b)Each outgoing shipment must be carefully inspected for identity of the 
prescription drug products and to ensure that there is no delivery of prescription 
drugs that have expired or been damaged in storage or held under improper 
conditions. 

(c)The recordkeeping requirements in subsection (6) must be followed for all 
incoming and outgoing prescription drugs. 

(d)Upon receipt, a wholesale distributor must review records required under this 
section for the acquisition of prescription drugs for accuracy and completeness, 
considering the total facts and circumstances surrounding the transactions and the 
wholesale distributors involved. This includes authenticating each transaction listed 
on a pedigree paper, as defined in s. 499.003(37). 

(5)RETURNED, DAMAGED, OR OUTDATED PRESCRIPTION DRUGS.— 
(a)1.Prescription drugs that are outdated, damaged, deteriorated, misbranded, or 

adulterated must be quarantined and physically separated from other prescription 
drugs until they are destroyed or returned to their supplier. A quarantine section 
must be separate and apart from other sections where prescription drugs are stored 
so that prescription drugs in this section are not confused with usable prescription 
drugs. 

2.Prescription drugs must be examined at least every 12 months, and drugs for 
which the expiration date has passed must be removed and quarantined. 

(b)Any prescription drugs of which the immediate or sealed outer containers or 
sealed secondary containers have been opened or used must be identified as such 
and must be quarantined and physically separated from other prescription drugs 
until they are destroyed or returned to the supplier. 

(c)If the conditions under which a prescription drug has been returned cast doubt 
on the drug's safety, identity, strength, quality, or purity, the drug must be 
destroyed or returned to the supplier, unless examination, testing, or other 
investigation proves that the drug meets appropriate standards of safety, identity, 
strength, quality, and purity. In determining whether the conditions under which a 

drug has been returned cast doubt on the drug's safety, identity, strength, quality, 
or purity, the wholesale distributor must consider, among other things, the 
conditions under which the drug has been held, stored, or shipped before or during 
its return and the conditions of the drug and its container, carton, or labeling, as a 

result of storage or shipping. 
(d)The recordkeeping requirements in subsection (6) must be followed for all 

outdated, damaged, deteriorated, misbranded, or adulterated prescription drugs. 
(6)RECORDKEEPING.—The department shall adopt rules that require keeping such 

records of prescription drugs as are necessary for the protection of the public health. 



(a)Wholesale distributors must establish and maintain inventories and records of 
all transactions regarding the receipt and distribution or other disposition of 
prescription drugs. These records must provide a complete audit trail from receipt to 
sale or other disposition, be readily retrievable for inspection, and include, at a 

minimum, the following information: 
1.The source of the drugs, including the name and principal address of the seller or 

transferor, and the address of the location from which the drugs were shipped; 
2.The name, principal address, and state license permit or registration number of 

the person authorized to purchase prescription drugs; 
3.The name, strength, dosage form, and quantity of the drugs received and 

distributed or disposed of; 
4.The dates of receipt and distribution or other disposition of the drugs; and 
5.Any financial documentation supporting the transaction. 
(b)Inventories and records must be made available for inspection and 

photocopying by authorized federal, state, or local officials for a period of 2 years 
following disposition of the drugs or 3 years after the creation of the records, 
whichever period is longer. 

(c)Records described in this section that are kept at the inspection site or that can 
be immediately retrieved by computer or other electronic means must be readily 
available for authorized inspection during the retention period. Records that are kept 
at a central location outside of this state and that are not electronically retrievable 
must be made available for inspection within 2 working days after a request by an 
authorized official of a federal, state, or local law enforcement agency. Records that 
are maintained at a central location within this state must be maintained at an 
establishment that is permitted pursuant to this part and must be readily available. 

(d)Each manufacturer or repackager of medical devices, over-the-counter drugs, 
or cosmetics must maintain records that include the name and principal address of 
the seller or transferor of the product, the address of the location from which the 
product was shipped, the date of the transaction, the name and quantity of the 
product involved, and the name and principal address of the person who purchased 
the product. 

(e)When pedigree papers are required by this part, a wholesale distributor must 
maintain the pedigree papers separate and distinct from other records required 
under this part. 

(7)PRESCRIPTION DRUG PURCHASE LIST.—Each wholesale distributor, except for 
a manufacturer, shall annually provide the department with a written list of all 
wholesale distributors and manufacturers from whom the wholesale distributor 
purchases prescription drugs. A wholesale distributor, except a manufacturer, shall 
notify the department not later than 10 days after any change to either list. Such 
portions of the information required pursuant to this subsection which are a trade 
secret, as defined in s. 812.081, shall be maintained by the department as trade 
secret information is required to be maintained under s. 499.051. 

(8) WRITTEN POLICIES AND PROCEDURES.—Wholesale distributors must establish, 
maintain, and adhere to written policies and procedures, which must be followed for 
the receipt, security, storage, inventory, and distribution of prescription drugs, 
including policies and procedures for identifying, recording, and reporting losses or 
thefts, and for correcting all errors and inaccuracies in inventories. Wholesale 
distributors must include in their written policies and procedures: 

(a)A procedure whereby the oldest approved stock of a prescription drug product is 
distributed first. The procedure may permit deviation from this requirement, if the 
deviation is temporary and appropriate. 



(b)A procedure to be followed for handling recalls and withdrawals of prescription 
drugs. Such procedure must be adequate to deal with recalls and withdrawals due 
to: 

1.Any action initiated at the request of the Food and Drug Administration or any 
other federal, state, or local law enforcement or other government agency, including 
the department. 

2.Any voluntary action by the manufacturer or repackager to remove defective or 
potentially defective drugs from the market; or 

3.Any action undertaken to promote public health and safety by replacing existing 
merchandise with an improved product or new package design. 

(c)A procedure to ensure that wholesale distributors prepare for, protect against, 
and handle any crisis that affects security or operation of any facility if a strike, fire, 
flood, or other natural disaster, or a local, state, or national emergency, occurs. 

(d)A procedure to ensure that any outdated prescription drugs are segregated from 
other drugs and returned to the manufacturer or repackager or destroyed. This 
procedure must provide for written documentation of the disposition of outdated 
prescription drugs. This documentation must be maintained for 2 years after 
disposition of the outdated drugs. 

(9)RESPONSIBLE PERSONS.—Wholesale distributors must establish and maintain 
lists of officers, directors, managers, designated representatives, and other persons 
in charge of wholesale drug distribution, storage, and handling, including a 

description of their duties and a summary of their qualifications. 
(10)COMPLIANCE WITH FEDERAL, STATE, AND LOCAL LAW.—A wholesale 

distributor must operate in compliance with applicable federal, state, and local laws 
and regulations. 

(a)A wholesale distributor must allow the department and authorized federal, 
state, and local officials to enter and inspect its premises and delivery vehicles, and 
to audit its records and written operating procedures, at reasonable times and in a 

reasonable manner, to the extent authorized by law. 
(b)A wholesale distributor that deals in controlled substances must register with 

the Drug Enforcement Administration and must comply with all applicable state, 
local, and federal laws. A wholesale distributor that distributes any substance 
controlled under chapter 893 must notify the department when registering with the 
Drug Enforcement Administration pursuant to that chapter and must provide the 
department with its DEA number. 

(11)SALVAGING AND REPROCESSING.—A wholesale distributor is subject to any 
applicable federal, state, or local laws or regulations that relate to prescription drug 
product salvaging or reprocessing. 

(12)SHIPPING AND TRANSPORTATION.—The person responsible for shipment and 
transportation of a prescription drug in a wholesale distribution may use a common 
carrier; its own vehicle or employee acting within the scope of employment if 
authorized under s. 499.03 for the possession of prescription drugs in this state; or, 
in the case of a prescription drug intended for domestic distribution, an independent 
contractor who must be the agent of the authorized seller or recipient responsible for 
shipping and transportation as set forth in a written contract between the parties. A 
person selling a prescription drug for export must obtain documentation, such as a 

validated airway bill, bill of lading, or other appropriate documentation that the 
prescription drug was exported. A person responsible for shipping or transporting 
prescription drugs is not required to maintain documentation from a common carrier 
that the designated recipient received the prescription drugs; however, the person 
must obtain such documentation from the common carrier and make it available to 
the department upon request of the department. 



(13)DUE DILIGENCE OF SUPPLIERS.—Prior to purchasing any prescription drugs 
from another wholesale distributor, a prescription drug wholesale distributor, an out- 
of-state prescription drug wholesale distributor, or a prescription drug repackager 
must: 

(a)Enter an agreement with the selling wholesale distributor by which the selling 
wholesale distributor will indemnify the purchasing wholesale distributor for any loss 
caused to the purchasing wholesale distributor related to the purchase of drugs from 
the selling wholesale distributor which are determined to be counterfeit or to have 
been distributed in violation of any federal or state law governing the distribution of 
drugs. 

(b)Determine that the selling wholesale distributor has insurance coverage of not 
less than the greater of 1 percent of the amount of total dollar volume of the 
prescription drug sales reported to the department under s. 499.012(8)(g) or 
$500,000; however the coverage need not exceed $2 million. 

(c)Obtain information from the selling wholesale distributor, including the length of 
time the selling wholesale distributor has been licensed in this state, a copy of the 
selling wholesale distributor's licenses or permits, and background information 
concerning the ownership of the selling wholesale distributor, including the 
experience of the wholesale distributor in the wholesale distribution of prescription 
drugs. 

(d)Verify that the selling wholesale distributor's Florida permit is valid. 
(e)Inspect the selling wholesale distributor's licensed establishment to document 

that it has a policies and procedures manual relating to the distribution of drugs, the 
appropriate temperature controlled environment for drugs requiring temperature 
control, an alarm system, appropriate access restrictions, and procedures to ensure 
that records related to the wholesale distribution of prescription drugs are 
maintained as required by law: 

1.Before purchasing any drug from the wholesale distributor, and at least once 
each subsequent year; or 

2.Before purchasing any drug from the wholesale distributor, and each subsequent 
year obtain a complete copy of the most recent inspection report for the 
establishment which was prepared by the department or the regulatory authority 
responsible for wholesale distributors in the state in which the establishment is 
located. 

(14)DISTRIBUTION REPORTING.—Each prescription drug wholesale distributor, 
out-of-state prescription drug wholesale distributor, retail pharmacy drug wholesale 
distributor, manufacturer, or repackager that engages in the wholesale distribution of 
controlled substances as defined in s. 893.02 shall submit a report to the department 
of its receipts and distributions of controlled substances listed in Schedule II, 
Schedule III, Schedule IV, or Schedule V as provided in s. 893.03. Wholesale 
distributor facilities located within this state shall report all transactions involving 
controlled substances, and wholesale distributor facilities located outside this state 
shall report all distributions to entities located in this state. If the prescription drug 
wholesale distributor, out-of-state prescription drug wholesale distributor, retail 
pharmacy drug wholesale distributor, manufacturer, or repackager does not have 
any controlled substance distributions for the month, a report shall be sent indicating 
that no distributions occurred in the period. The report shall be submitted monthly 
by the 20th of the next month, in the electronic format used for controlled substance 
reporting to the Automation of Reports and Consolidated Orders System division of 
the federal Drug Enforcement Administration. Submission of electronic data must be 
made in a secured Internet environment that allows for manual or automated 
transmission. Upon successful transmission, an acknowledgment page must be 
displayed to confirm receipt. The report must contain the following information: 



(a)The federal Drug Enforcement Administration registration number of the 
wholesale distributing location. 

(b)The federal Drug Enforcement Administration registration number of the entity 
to which the drugs are distributed or from which the drugs are received. 

(c)The transaction code that indicates the type of transaction. 
(d)The National Drug Code identifier of the product and the quantity distributed or 

received. 
(e)The Drug Enforcement Administration Form 222 number or Controlled 

Substance Ordering System Identifier on all Schedule II transactions. 
(f)The date of the transaction. 

The department must share the reported data with the Department of Law Enforcement and 
local law enforcement agencies upon request and must monitor purchasing to identify 
purchasing levels that are inconsistent with the purchasing entity's clinical needs. The 
Department of Law Enforcement shall investigate purchases at levels that are inconsistent with 
the purchasing entity's clinical needs to determine whether violations of chapter 893 have 
occurred. 

(15)DUE DILIGENCE OF PURCHASERS.— 
(a)Each prescription drug wholesale distributor, out-of-state prescription drug 

wholesale distributor, and retail pharmacy drug wholesale distributor must establish 
and maintain policies and procedures to credential physicians licensed under chapter 
458, chapter 459, chapter 461, or chapter 466 and pharmacies that purchase or 
otherwise receive from the wholesale distributor controlled substances listed in 
Schedule II or Schedule III as provided in s. 893.03. The prescription drug wholesale 
distributor, out-of-state prescription drug wholesale distributor, or retail pharmacy 
drug wholesale distributor shall maintain records of such credentialing and make the 
records available to the department upon request. Such credentialing must, at a 

minimum, include: 
l.A determination of the clinical nature of the receiving entity, including any 

specialty practice area. 
2.A review of the receiving entity's history of Schedule II and Schedule III 

controlled substance purchasing from the wholesale distributor. 
3.A determination that the receiving entity's Schedule II and Schedule III 

controlled substance purchasing history, if any, is consistent with and reasonable for 
that entity's clinical business needs. 

(b)A wholesale distributor must take reasonable measures to identify its 
customers, understand the normal and expected transactions conducted by those 
customers, and identify those transactions that are suspicious in nature. A wholesale 
distributor must establish internal policies and procedures for identifying suspicious 
orders and preventing suspicious transactions. A wholesale distributor must assess 
orders for greater than 5,000 unit doses of any one controlled substance in any one 
month to determine whether the purchase is reasonable. In making such 
assessments, a wholesale distributor may consider the purchasing entity's clinical 
business needs, location, and population served, in addition to other factors 
established in the distributor's policies and procedures. A wholesale distributor must 
report to the department any regulated transaction involving an extraordinary 
quantity of a listed chemical, an uncommon method of payment or delivery, or any 
other circumstance that the regulated person believes may indicate that the listed 
chemical will be used in violation of the law. The wholesale distributor shall maintain 
records that document the report submitted to the department in compliance with 
this paragraph. 



(c)A wholesale distributor may not distribute controlled substances to an entity if 
any criminal history record check for any person associated with that entity shows 
that the person has been convicted of, or entered a plea of guilty or nob contendere 
to, regardless of adjudication, a crime in any jurisdiction related to controlled 
substances, the practice of pharmacy, or the dispensing of medicinal drugs. 

(d)The department shall assess national data from the Automation of Reports and 
Consolidated Orders System of the federal Drug Enforcement Administration, 
excluding Florida data, and identify the national average of grams of hydrocodone, 
morphine, oxycodone, and methadone distributed per pharmacy registrant per 
month in the most recent year for which data is available. The department shall 
report the average for each of these drugs to the Governor, the President of the 
Senate, and the Speaker of the House of Representatives by November 1, 2011. The 
department shall assess the data reported pursuant to subsection (14) and identify 
the statewide average of grams of each benzodiazepine distributed per community 
pharmacy per month. The department shall report the average for each 
benzodiazepine to the Governor, the President of the Senate, and the Speaker of the 
House of Representatives by November 1, 2011. 
History.—s. 16, ch. 92-69; s. 32, ch. 98-151; ss. 38, 40, ch. 2000-242; ss. 15, 16, 
18, ch. 2003-155; s. 86, ch. 2004-5; s. 4, ch. 2004-328; s. 10, ch. 2004-387; s. 3, 
ch. 2005-248; s. 5, ch. 2006-310; s. 17, ch. 2007-6; s. 13, ch. 2008-207; s. 62, ch. 
2009-21; s. 3, ch. 2009-221; s. 40, ch. 2010-161; s. 18, ch. 2011-141. 
Note.—Paragraph (6)(d) former s. 499.013(4). 

499.0121 iDrug Wholesale Distributor Advisory Council.— 
(1)There is created the Drug Wholesale Distributor Advisory Council within the 

department. The council shall meet at least once each calendar quarter. Staff for the 
council shall be provided by the department. The council shall consist of 11 members 
who shall serve without compensation. The council shall elect a chairperson and a 

vice chairperson annually. 
(2)The Secretary of Business and Professional Regulation or his or her designee 

and the Secretary of Health Care Administration or her or his designee shall be 
members of the council. The Secretary of Business and Professional Regulation shall 
appoint nine additional members to the council who shall be appointed to a term of 4 
years each, as follows: 

(a)Three different persons each of whom is employed by a different prescription 
drug wholesale distributor licensed under this part which operates nationally and is a 

primary wholesale distributor, as defined in s. 499.003(47). 
(b)One person employed by a prescription drug wholesale distributor licensed 

under this part which is a secondary wholesale distributor, as defined in s. 
499.003(52). 

(c)One person employed by a retail pharmacy chain located in this state. 
(d)One person who is a member of the Board of Pharmacy and is a pharmacist 

licensed under chapter 465. 
(e)One person who is a physician licensed pursuant to chapter 458 or chapter 459. 
(f)One person who is an employee of a hospital licensed pursuant to chapter 395 

and is a pharmacist licensed pursuant to chapter 465. 
(g)One person who is an employee of a pharmaceutical manufacturer. 
(3)The council shall review this part and the rules adopted to administer this part 

annually, provide input to the department regarding all proposed rules to administer 
this part, make recommendations to the department to improve the protection of the 
prescription drugs and public health, make recommendations to improve 
coordination with other states' regulatory agencies and the federal government 
concerning the wholesale distribution of drugs, and make recommendations to 



minimize the impact of regulation of the wholesale distribution industry while 
ensuring protection of the public health. 
History.—s. 17, ch. 2003-155; s. 23, ch. 2007-6; s. 105, ch. 2008-6; s. 14, ch. 
2008-207; s. 41, ch. 2010-161; s. 4, ch. 2012-143. 

499.Ol2l2Pedigree paper.— 
(1)APPLICATION.—Each person who is engaged in the wholesale distribution of a 

prescription drug must, prior to or simultaneous with each wholesale distribution, 
provide a pedigree paper to the person who receives the drug. 

(2)FORMAT.—A pedigree paper must contain the following information: 
(a)For the wholesale distribution of a prescription drug within the normal 

distribution chain: 
1.The following statement: "This wholesale distributor purchased the specific unit 

of the prescription drug directly from the manufacturer." 
2.The manufacturer's national drug code identifier and the name and address of 

the wholesale distributor and the purchaser of the prescription drug. 
3.The name of the prescription drug as it appears on the label. 
4.The quantity, dosage form, and strength of the prescription drug. 

The wholesale distributor must also maintain and make available to the department, upon 
request, the point of origin of the prescription drugs, including intracompany transfers, the 
date of the shipment from the manufacturer to the wholesale distributor, the lot numbers of 
such drugs, and the invoice numbers from the manufacturer. 

(b)For all other wholesale distributions of prescription drugs: 
1.The quantity, dosage form, and strength of the prescription drugs. 
2.The lot numbers of the prescription drugs. 
3.The name and address of each owner of the prescription drug and his or her 

signature. 
4.Shipping information, including the name and address of each person certifying 

delivery or receipt of the prescription drug. 
5.An invoice number, a shipping document number, or another number uniquely 

identifying the transaction. 
6.A certification that the recipient wholesale distributor has authenticated the 

pedigree papers. 
7.The unique serialization of the prescription drug, if the manufacturer or 

repackager has uniquely serialized the individual prescription drug unit. 
8.The name, address, telephone number, and, if available, e-mail contact 

information of each wholesale distributor involved in the chain of the prescription 
drug's custody. 

When an affiliated group member obtains title to a prescription drug before distributing the 
prescription drug as the manufacturer under s. 499.003(31 )(e), information regarding the 
distribution between those affiliated group members may be omitted from a pedigree paper 
required under this paragraph for subsequent distributions of that prescription drug. 

(3)EXCEPTIONS.—A pedigree paper is not required for: 
(a)The wholesale distribution of a prescription drug by the manufacturer or by a 

third party logistics provider performing a wholesale distribution of a prescription 
drug for a manufacturer. 

(b)The wholesale distribution of a prescription drug by a freight forwarder within 
the authority of a freight forwarder permit. 

(c)The wholesale distribution of a prescription drug by a limited prescription drug 
veterinary wholesale distributor to a veterinarian. 



(d)The wholesale distribution of a compressed medical gas. 
(e)The wholesale distribution of a veterinary prescription drug. 
(f)A drop shipment, provided: 
1.The wholesale distributor delivers to the recipient of the prescription drug, within 

14 days after the shipment notification from the manufacturer, an invoice and the 
following sworn statement: "This wholesale distributor purchased the specific unit of 
the prescription drug listed on the invoice directly from the manufacturer, and the 
specific unit of prescription drug was shipped by the manufacturer directly to a 

person authorized by law to administer or dispense the legend drug, as defined in s. 
465.003, Florida Statutes, or a member of an affiliated group, with the exception of a 

repackager." The invoice must contain a unique cross-reference to the shipping 
document sent by the manufacturer to the recipient of the prescription drug. 

2.The manufacturer of the prescription drug shipped directly to the recipient 
provides and the recipient of the prescription drug acquires, within 14 days after 
receipt of the prescription drug, a shipping document from the manufacturer that 
contains, at a minimum: 

a.The name and address of the manufacturer, including the point of origin of the 
shipment, and the names and addresses of the wholesale distributor and the 
purchaser. 

b.The name of the prescription drug as it appears on the label. 
c.The quantity, dosage form, and strength of the prescription drug. 
d.The date of the shipment from the manufacturer. 
3.The wholesale distributor maintains and makes available to the department, 

upon request, the lot number of such drug if not contained in the shipping document 
acquired by the recipient. 

4.The wholesale distributor that takes title to, but not possession of, the 
prescription drug is not a member of the affiliated group that receives the 
prescription drug directly from the manufacturer. 

Failure of the manufacturer to provide, the recipient to acquire, or the wholesale distributor to 
deliver the documentation required under this paragraph shall constitute failure to acquire or 
deliver a pedigree paper under ss. 499.005(28) and 499.0051. Forgery by the manufacturer, the 
recipient, or the wholesale distributor of the documentation required to be acquired or 
delivered under this paragraph shall constitute forgery of a pedigree paper under s. 499.0051. 

(g)The wholesale distribution of a prescription drug by a warehouse within an 
affiliated group to a warehouse or retail pharmacy within its affiliated group, 
provided: 

1.Any affiliated group member that purchases or receives a prescription drug from 
outside the affiliated group must receive a pedigree paper if the prescription drug is 
distributed in or into this state and a pedigree paper is required under this section 
and must authenticate the documentation as required in s. 499.0121(4), regardless 
of whether the affiliated group member is directly subject to regulation under this 
part; and 

2.The affiliated group makes available, within 48 hours, to the department on 
request to one or more of its members all records related to the purchase or 
acquisition of prescription drugs by members of the affiliated group, regardless of the 
location where the records are stored, if the prescription drugs were distributed in or 
into this state. 

(h)The repackaging of prescription drugs by a repackager solely for distribution to 
its affiliated group members for the exclusive distribution to and among retail 
pharmacies that are members of the affiliated group to which the repackager is a 

member. 



1.The repackager must: 
a.For all repackaged prescription drugs distributed in or into this state, state in 

writing under oath with each distribution of a repackaged prescription drug to an 
affiliated group member warehouse or repackager: "All repackaged prescription 
drugs are purchased by the affiliated group directly from the manufacturer or from a 

prescription drug wholesale distributor that purchased the prescription drugs directly 
from the manufacturer." 

b.Purchase all prescription drugs it repackages: 
(I)Directly from the manufacturer; or 
(II)From a prescription drug wholesale distributor that purchased the prescription 

drugs directly from the manufacturer. 
c.Maintain records in accordance with this section to document that it purchased 

the prescription drugs directly from the manufacturer or that its prescription drug 
wholesale supplier purchased the prescription drugs directly from the manufacturer. 

2.All members of the affiliated group must provide, within 48 hours, to agents of 
the department on request to one or more of its members records of purchases by 
all members of the affiliated group of prescription drugs that have been repackaged, 
regardless of the location at which the records are stored or at which the repackager 
is located. 

(i)The wholesale distribution of prescription drugs within a medical convenience kit 
if: 

1.The medical convenience kit is assembled in an establishment that is registered 
with the United States Food and Drug Administration as a medical device 
manufacturer; 

2.The medical convenience kit manufacturer purchased the prescription drug 
directly from the manufacturer or from a wholesaler that purchased the prescription 
drug directly from the manufacturer; 

3.The medical convenience kit manufacturer complies with federal law for the 
distribution of the prescription drugs within the kit; and 

4.The drugs contained in the medical kit are: 
a.Intravenous solutions intended for the replenishment of fluids and electrolytes; 
b.Products intended to maintain the equilibrium of water and minerals in the body; 
c.Products intended for irrigation or reconstitution; 
d.Anesthetics; or 
e.Anticoagulants. 

This exemption does not apply to a convenience kit containing any controlled substance that 
appears in a schedule contained in or subject to chapter 893 or the federal Comprehensive 
Drug Abuse Prevention and Control Act of 1970. 

History.—s. 15, ch. 2008-207; s. 4, ch. 2009-221; s. 24, ch. 2010-161. 
499.0 l5Registration of drugs, devices, and cosmetics; issuance of certificates of 

free sale.— 
(1)(a)Except for those persons exempted from the definition of manufacturer in s. 

499.003(31), any person who manufactures, packages, repackages, labels, or 
relabels a drug, device, or cosmetic in this state must register such drug, device, or 
cosmetic biennially with the department; pay a fee in accordance with the fee 
schedule provided by s. 499.041; and comply with this section. The registrant must 
list each separate and distinct drug, device, or cosmetic at the time of registration. 

(b)The department may not register any product that does not comply with the 
Federal Food, Drug, and Cosmetic Act, as amended, or Title 21 C.F.R. Registration of 
a product by the department does not mean that the product does in fact comply 
with all provisions of the Federal Food, Drug, and Cosmetic Act, as amended. 



(2)The department may require the submission of a catalog and specimens of 
labels at the time of application for registration of drugs, devices, and cosmetics 
packaged and prepared in compliance with the federal act, which submission 
constitutes a satisfactory compliance for registration of the products. With respect to 
all other drugs, devices, and cosmetics, the department may require the submission 
of a catalog and specimens of labels at the time of application for registration, but 
the registration will not become effective until the department has examined and 
approved the label of the drug, device, or cosmetic product. This approval or denial 
must include written notification to the manufacturer. 

(3)Except for those persons exempted from the definition of manufacturer in s. 
499.003(31), a person may not sell any product that he or she has failed to register 
in conformity with this section. Such failure to register subjects such drug, device, or 
cosmetic product to seizure and condemnation as provided in s. 499.062, and 
subjects such person to the penalties and remedies provided in this part. 

(4)Unless a registration is renewed, it expires 2 years after the last day of the 
month in which it was issued. The department may issue a stop-sale notice or order 
against a person that is subject to the requirements of this section and that fails to 
comply with this section within 31 days after the date the registration expires. The 
notice or order shall prohibit such person from selling or causing to be sold any 
drugs, devices, or cosmetics covered by this part until he or she complies with the 
requirements of this section. 

(5)A product regulated under this section which is not included in the biennial 
registration may not be sold until it is registered and complies with this section. 

(6)The department may issue a certificate of free sale for any product that is 
required to be registered under this part. 

(7)A product registration is valid only for the company named on the registration 
and located at the address on the registration. A person whose product is registered 
by the department under this section must notify the department before any change 
in the name or address of the establishment to which the product is registered. If a 

person whose product is registered ceases conducting business, the person must 
notify the department before closing the business. 

(8)Notwithstanding any requirements set forth in this part, a manufacturer of 
medical devices that is registered with the federal Food and Drug Administration is 
exempt from this section and s. 499.041(6) if: 

(a)The manufacturer's medical devices are approved for marketing by, or listed 
with the federal Food and Drug Administration in accordance with federal law for 
commercial distribution; or 

(b)The manufacturer subcontracts with a manufacturer of medical devices to 
manufacture components of such devices. 

(9)However, the manufacturer must submit evidence of such registration, listing, 
or approval with its initial application for a permit to do business in this state, as 
required in s. 499.01 and any changes to such information previously submitted at 
the time of renewal of the permit. Evidence of approval, listing, and registration by 
the federal Food and Drug Administration must include: 

(a)For Class II devices, a copy of the premarket notification letter (510K); 
(b)For Class III devices, a Federal Drug Administration premarket approval 

number; 
(c)For a manufacturer who subcontracts with a manufacturer of medical devices to 

manufacture components of such devices, a Federal Drug Administration registration 
number; or 

(d)For a manufacturer of medical devices whose devices are exempt from 
premarket approval by the Federal Drug Administration, a Federal Drug 
Administration registration number. 



History.—s. 34, ch. 82-225; S. 110, ch. 83-218; S. 1, ch. 83-265; S. 3, ch. 84-115; 
ss. 20, 52, ch. 92-69; s. 587, ch. 97-103; s. 36, ch. 98-151; s. 1, ch. 99-165; s. 41, 
ch. 2000-242; s. 12, ch. 2000-326; s. 18, ch. 2001-63; s. 33, ch. 2001-89; s. 88, 
ch. 2004-5; s. 18, ch. 2008-207; s. 63, ch. 2009-21. 

499.O23New drugs; sale, manufacture, repackaging, distribution.—A person may 
not sell, offer for sale, hold for sale, manufacture, repackage, distribute, or give 
away any new drug unless an approved application has become effective under s. 
505 of the federal act or unless otherwise permitted by the Secretary of the United 
States Department of Health and Human Services for shipment in interstate 
commerce. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 26, 52, ch. 92-69. 

499.O24Drug product classification.—The department shall adopt rules to classify 
drug products intended for use by humans which the United States Food and Drug 
Administration has not classified in the federal act or the Code of Federal 
Regulations. 

(1)Drug products must be classified as proprietary, prescription, or investigational 
drugs. 

(2)If a product is distributed without required labeling, it is misbranded while held 
for sale. 

(3)Any product that falls under the definition of drug in s. 499.003(19) may be 
classified under the authority of this section. This section does not subject portable 
emergency oxygen inhalators to classification; however, this section does not 
exempt any person from ss. 499.01 and 499.015. 

(4)Any product classified under the authority of this section reverts to the federal 
classification, if different, upon the federal regulation or act becoming effective. 

(5)The department may by rule reclassify drugs subject to this part when such 
classification action is necessary to protect the public health. 

(6)The department may adopt rules that exempt from any labeling or packaging 
requirements of this part drugs classified under this section if those requirements are 
not necessary to protect the public health. 
History.—s. 9, ch. 88-159; s. 1, ch. 89-296; ss. 27, 52, ch. 92-69; s. 589, ch. 97- 
103; s. 42, ch. 2000-242; s. 13, ch. 2000-326; s. 61, ch. 2006-1; s. 106, ch. 2008- 
6; s. 19, ch. 2008-207; s. 5, ch. 2012-143. 

499.O25Drug products in finished, solid, oral dosage form; identification 
requirements.— 

(1)A drug product in finished, solid, oral dosage form for which a prescription is 
required by federal or state law may not be manufactured or distributed within this 
state unless it is clearly and prominently marked or imprinted with an individual 
symbol, number, company name, words, letters, marking, or national drug code, or 
any combination thereof, that identifies the drug product and the manufacturer or 
distributor of the drug product which has the ability to respond to requests for 
information regarding the drug product. 

(2)A manufacturer or distributor must make available to the department on 
request descriptive material that identifies each current imprint used by the 
manufacturer. 

(3)The department, upon application by a manufacturer, may exempt a particular 
drug product from the requirements of subsection (1) on the ground that imprinting 
is not feasible because of the size, texture, or other unique characteristic of the drug 
product. 

(4)This section does not apply to drug products compounded by a pharmacist 
licensed under chapter 465 in a pharmacy operating under a permit issued by the 
Board of Pharmacy. 

(5)The department shall adopt rules for implementing this section. 



History.—s. 34, ch. 82-225; s. 1, ch. 83-265; s. 22, ch. 86-256; ss. 28, 52, ch. 92- 
69; S. 18, ch. 2000-326. 

499.O28Drug samples or complimentary drugs; starter packs; permits to 
distribute.— 

(1)As used in this section, the term: 
(a)"Drug sample," or "complimentary drug," means a human prescription drug that 

is labeled "sample," "not to be sold," "complimentary," or other words to that effect, 
that is provided as a courtesy, that is not intended to be sold, and that is intended to 
promote the sale of the drug. 

(b)"Starter packs," also known as "stock samples," "trade packages," "initial dose 
packs," or "starter stocks," means human prescription drugs that are generally 
distributed without charge by manufacturers or distributors to pharmacies to be 
placed in stock and sold at retail. Although starter packs are generally given without 
charge to the pharmacy, they are not intended to be a free sample to the consumer 
nor are they labeled as such. Starter packs are subject to regulation as prescription 
drugs under the Florida Drug and Cosmetic Act in the same manner as stock 
shipments of prescription drugs. Starter packs are not drug samples. 

(2)A person may not sell, purchase, or trade or offer to sell, purchase, or trade any 
drug sample. An officer or executive of a drug manufacturer or distributor is not 
subject to criminal liability solely because of a sale, purchase, trade, or offer to sell, 
purchase, or trade of a drug sample in violation of this subsection by other 
employees of the manufacturer or distributor. 

(3)Except as provided in this section, a representative of a drug manufacturer or 
distributor may not distribute any drug sample. 

(a)The manufacturer or distributor of a human prescription drug may, in 
accordance with this paragraph, distribute drug samples by mail or common carrier 
to practitioners licensed to prescribe such drugs or, at the request of a licensed 
practitioner, to pharmacies of hospitals or to pharmacies of other health care 
entities. Such a distribution of drug samples may only be made: 

1.In response to a written request for drug samples made on a form that meets 
the requirements of paragraph (b); and 

2.Under a system that requires the recipient of the drug sample to execute a 

written receipt for the drug sample upon its delivery and to return the receipt to the 
manufacturer or distributor. 

(b)A written request for a drug sample that is required by this section must 
contain: 

1.The name, address, professional designation, and signature of the practitioner 
who makes the request; 

2.The name, strength, and dosage form of the drug sample requested and the 
quantity requested; 

3.The name of the manufacturer of the drug sample requested; and 
4.The date of the request. 
(c)Each drug manufacturer or distributor that makes distributions by mail or 

common carrier under this paragraph must maintain, for a period of 3 years, the 
request forms submitted for such distributions and the receipts submitted for such 
distributions and must maintain a record of distributions of drug samples which 
identifies the drugs distributed and the recipients of the distributions. Forms, 
receipts, and records required to be maintained under this paragraph must be made 
available by the drug manufacturer or distributor to the department for its review 
and inspection. 

(d)The manufacturer or distributor of a drug subject to paragraph (1)(a) may, by 
means other than mail or common carrier, distribute drug samples only if the 



manufacturer or distributor makes the distributions in accordance with paragraph (e) 
and carries out the activities described in subsections (4)-(9). 

(e)Drug samples may only be distributed: 
1.To a practitioner authorized by law to prescribe such drugs if the practitioner 

makes a written request for the drug samples; or 
2.At the written request of such a practitioner, to pharmacies of hospitals or to 

pharmacies of other health care entities. The written request for drug samples must 
be made on a form that contains the practitioner's name, address, and professional 
designation, the name, strength, and dosage form of the drug sample requested, the 
quantity of drug samples requested, the name of the manufacturer or distributor of 
the drug sample, the date of the request, and the signature of the practitioner that 
makes the request. 

(4)A drug manufacturer or distributor must store drug samples under the 
conditions described on their labels that will maintain the stability, integrity, and 
effectiveness of the drug samples and will assure that the drug samples remain free 
of contamination, deterioration, and adulteration. 

(5)A drug manufacturer or distributor must conduct, at least annually, a complete 
and accurate inventory of all drug samples in the possession of representatives of 
the manufacturer or distributor. A drug manufacturer or distributor must maintain 
lists of the names and addresses of each of its representatives who distribute drug 
samples and of the sites where drug samples are stored. A drug manufacturer or 
distributor must maintain for at least 3 years records of all drug samples distributed, 
destroyed, or returned to the manufacturer or distributor, of all inventories 
maintained under this subsection, of all thefts or significant losses of drug samples, 
and of all requests made under 'subparagraph 1. for drug samples. The drug 
manufacturer or distributor must make available to the department upon request any 
record or list maintained under this subsection. The department shall provide to the 
Department of Business and Professional Regulation the names of those practitioners 
who have received an excessive or inappropriate quantity of such drugs. 

(6)A drug manufacturer or distributor must notify the department of any significant 
loss of drug samples and any known theft of drug samples. 

(7)A drug manufacturer or distributor must report to the department any 
conviction of itself or of its assigns, agents, employees, or representatives for a 

violation of s. 503(c)(1) of the federal act or of this part because of the sale, 
purchase, or trade of a drug sample or the offer to sell, purchase, or trade a drug 
sample. 

(8)Drug manufacturers or distributors must provide to the department the name 
and telephone number of the individual responsible for responding to a request for 
information regarding drug samples. 

(9)All out-of-date drug samples must be returned to the manufacturer or 
distributor of that drug sample. 

(1O)A manufacturer or distributor may not directly or through its agents, 
employees, or independent contractors, hold, distribute, or otherwise dispose of any 
complimentary drugs or drug samples in this state without first obtaining a 

complimentary drug distributor permit pursuant to this section. 
(11)(a)Application for a permit by a manufacturer or distributor to hold, distribute, 

or otherwise dispose of drugs pursuant to this section must be made on a form 
prescribed by the department and must be accompanied by an application fee in an 
amount not exceeding $250 per year, as is determined by the department. 

(b)A permit issued under this section expires 2 years after the date of issuance, 
unless sooner suspended or revoked. 

(c)A permit is renewable biennially upon the filing of an application for renewal and 
the payment of a renewal fee of not more than $250 per year, as determined by the 



department, if the applicant meets the requirements established by this section and 
the rules adopted under this section. 

(12)The department may suspend or revoke a permit issued under this section, 
after giving notice and an opportunity to be heard pursuant to chapter 120, when: 

(a)Such permit was obtained by misrepresentation or fraud or through a mistake 
of the department. 

(b)The holder of the permit has distributed or disposed of any prescription drug, 
directly or through its agents, employees, or independent contractors, to any person 
not authorized to possess such drug. 

(c)The holder of the permit, or its agents, employees, or independent contractors, 
has distributed or possessed any prescription drug except in the usual course of its 
business. 

(d)The holder of the permit, or its agents, employees, or independent contractors, 
has distributed any prescription drug that is misbranded or adulterated under this 
part. 

(e)The holder of the permit, or its agents, employees, or independent contractors, 
has distributed any prescription drug without written request, when a written request 
is required by this section. 

(f)The holder of the permit has in its employ, or uses as agent or independent 
contractor for the purpose of distributing or disposing of drugs, any person who has: 

1.Violated the requirements of this section or any rule adopted under this section. 
2.Been convicted in any of the courts of this state, the United States, or any other 

state of a felony or any other crime involving moral turpitude or involving those 
drugs named or described in chapter 893. 

(13)The department may, pursuant to chapter 120, impose an administrative fine, 
not to exceed $5,000 per violation per day, for the violation of this section or rules 
adopted under this section. Each day such violation continues constitutes a separate 
violation, and each such separate violation is subject to a separate fine. All amounts 
collected under this section shall be deposited into the Professional Regulation Trust 
Fund. In determining the amount of fine to be levied for a violation, the following 
factors must be considered: 

(a)The severity of the violation. 
(b)Any actions taken by the permittee to correct the violation or to remedy 

complaints. 
(c)Any previous violations. 
(14)Chapter 893 applies to all drug samples that are controlled substances. 
(15)A person may not possess a prescription drug sample unless: 
(a)The drug sample was prescribed to her or him as evidenced by the label 

required in s. 465.0276(5). 
(b)She or he is the employee of a complimentary drug distributor that holds a 

permit issued under this part. 
(c)She or he is a person to whom prescription drug samples may be distributed 

pursuant to this section. 
(d)He or she is an officer or employee of a federal, state, or local government 

acting within the scope of his or her employment. 
History.—s. 34, ch. 82-225; s. 114, ch. 83-218; s. 1, ch. 83-265; s. 8, ch. 84-115; 
s. 23, ch. 86-256; ss. 29, 52, ch. 92-69; s. 198, ch. 94-218; s. 23, ch. 97-98; s. 
590, ch. 97-103; s. 39, ch. 99-397; s. 20, ch. 2008-207; s. 12, ch. 2012-143. 
'Note.—Subsection (5) does not contain subparagraphs. 

499.O29Cancer Drug Donation Program.— 
(1)This section may be cited as the "Cancer Drug Donation Program Act." 



(2)There is created a Cancer Drug Donation Program within the department for the 
purpose of authorizing and facilitating the donation of cancer drugs and supplies to 
eligible patients. 

(3)As used in this section: 
(a)"Cancer drug" means a prescription drug that has been approved under s. 505 

of the federal Food, Drug, and Cosmetic Act and is used to treat cancer or its side 
effects or is used to treat the side effects of a prescription drug used to treat cancer 
or its side effects. "Cancer drug" does not include a substance listed in Schedule II, 
Schedule III, Schedule IV, or Schedule V of s. 893.03. 

(b)"Closed drug delivery system" means a system in which the actual control of 
the unit-dose medication package is maintained by the facility rather than by the 
individual patient. 

(c)"Donor" means a patient or patient representative who donates cancer drugs or 
supplies needed to administer cancer drugs that have been maintained within a 

closed drug delivery system; health care facilities, nursing homes, hospices, or 
hospitals with closed drug delivery systems; or pharmacies, drug manufacturers, 
medical device manufacturers or suppliers, or wholesalers of drugs or supplies, in 
accordance with this section. "Donor" includes a physician licensed under chapter 
458 or chapter 459 who receives cancer drugs or supplies directly from a drug 
manufacturer, wholesale distributor, or pharmacy. 

(d)"Eligible patient" means a person who the department determines is eligible to 
receive cancer drugs from the program. 

(e)"Participant facility" means a class II hospital pharmacy that has elected to 
participate in the program and that accepts donated cancer drugs and supplies under 
the rules adopted by the department for the program. 

(f)"Prescribing practitioner" means a physician licensed under chapter 458 or 
chapter 459 or any other medical professional with authority under state law to 
prescribe cancer medication. 

(g)"Program" means the Cancer Drug Donation Program created by this section. 
(h)"Supplies" means any supplies used in the administration of a cancer drug. 
(4)Any donor may donate cancer drugs or supplies to a participant facility that 

elects to participate in the program and meets criteria established by the department 
for such participation. Cancer drugs or supplies may not be donated to a specific 
cancer patient, and donated drugs or supplies may not be resold by the program. 
Cancer drugs billed to and paid for by Medicaid in long-term care facilities that are 
eligible for return to stock under federal Medicaid regulations shall be credited to 
Medicaid and are not eligible for donation under the program. A participant facility 
may provide dispensing and consulting services to individuals who are not patients of 
the hospital. 

(5)The cancer drugs or supplies donated to the program may be prescribed only by 
a prescribing practitioner for use by an eligible patient and may be dispensed only by 
a pharmacist. 

(6)(a)A cancer drug may only be accepted or dispensed under the program if the 
drug is in its original, unopened, sealed container, or in a tamper-evident unit-dose 
packaging, except that a cancer drug packaged in single-unit doses may be accepted 
and dispensed if the outside packaging is opened but the single-unit-dose packaging 
is unopened with tamper-resistant packaging intact. 

(b)A cancer drug may not be accepted or dispensed under the program if the drug 
bears an expiration date that is less than 6 months after the date the drug was 
donated or if the drug appears to have been tampered with or mislabeled as 
determined in paragraph (c). 



(c)Prior to being dispensed to an eligible patient, the cancer drug or supplies 
donated under the program shall be inspected by a pharmacist to determine that the 
drug and supplies do not appear to have been tampered with or mislabeled. 

(d)A dispenser of donated cancer drugs or supplies may not submit a claim or 
otherwise seek reimbursement from any public or private third-party payor for 
donated cancer drugs or supplies dispensed to any patient under the program, and a 

public or private third-party payor is not required to provide reimbursement to a 

dispenser for donated cancer drugs or supplies dispensed to any patient under the 
program. 

(7)(a)A donation of cancer drugs or supplies shall be made only at a participant 
facility. A participant facility may decline to accept a donation. A participant facility 
that accepts donated cancer drugs or supplies under the program shall comply with 
all applicable provisions of state and federal law relating to the storage and 
dispensing of the donated cancer drugs or supplies. 

(b)A participant facility that voluntarily takes part in the program may charge a 

handling fee sufficient to cover the cost of preparation and dispensing of cancer 
drugs or supplies under the program. The fee shall be established in rules adopted 
by the department. 

(8)The department, upon the recommendation of the Board of Pharmacy, shall 
adopt rules to carry out the provisions of this section. Initial rules under this section 
shall be adopted no later than 90 days after the effective date of this act. The rules 
shall include, but not be limited to: 

(a)Eligibility criteria, including a method to determine priority of eligible patients 
under the program. 

(b)Standards and procedures for participant facilities that accept, store, distribute, 
or dispense donated cancer drugs or supplies. 

(c)Necessary forms for administration of the program, including, but not limited to, 
forms for use by entities that donate, accept, distribute, or dispense cancer drugs or 
supplies under the program. 

(d)The maximum handling fee that may be charged by a participant facility that 
accepts and distributes or dispenses donated cancer drugs or supplies. 

(e)Categories of cancer drugs and supplies that the program will accept for 
dispensing; however, the department may exclude any drug based on its therapeutic 
effectiveness or high potential for abuse or diversion. 

(f)Maintenance and distribution of the participant facility registry established in 
subsection (10). 

(9)A person who is eligible to receive cancer drugs or supplies under the state 
Medicaid program or under any other prescription drug program funded in whole or 
in part by the state, by any other prescription drug program funded in whole or in 
part by the Federal Government, or by any other prescription drug program offered 
by a third-party insurer, unless benefits have been exhausted, or a certain cancer 
drug or supply is not covered by the prescription drug program, is ineligible to 
participate in the program created under this section. 

(10)The department shall establish and maintain a participant facility registry for 
the program. The participant facility registry shall include the participant facility's 
name, address, and telephone number. The department shall make the participant 
facility registry available on the department's website to any donor wishing to donate 
cancer drugs or supplies to the program. The department's website shall also contain 
links to cancer drug manufacturers that offer drug assistance programs or free 
medication. 

(11)Any donor of cancer drugs or supplies, or any participant in the program, who 
exercises reasonable care in donating, accepting, distributing, or dispensing cancer 
drugs or supplies under the program and the rules adopted under this section shall 



be immune from civil or criminal liability and from professional disciplinary action of 
any kind for any injury, death, or loss to person or property relating to such 
activities. 

(12)A pharmaceutical manufacturer is not liable for any claim or injury arising from 
the transfer of any cancer drug under this section, including, but not limited to, 
liability for failure to transfer or communicate product or consumer information 
regarding the transferred drug, as well as the expiration date of the transferred drug. 

(13)If any conflict exists between the provisions in this section and the provisions 
in this chapter or chapter 465, the provisions in this section shall control the 
operation of the Cancer Drug Donation Program. 
History.—s. 1, ch. 2006-310; s. 122, ch. 2007-5; ss. 2, 21, ch. 2008-207. 

499.O3Possession of certain drugs without prescriptions unlawful; exemptions and 
exceptions.— 

(1)A person may not possess, or possess with intent to sell, dispense, or deliver, 
any habit-forming, toxic, harmful, or new drug subject to s. 499.003(33), or 
prescription drug as defined in s. 499.003(43), unless the possession of the drug has 
been obtained by a valid prescription of a practitioner licensed by law to prescribe 
the drug. However, this section does not apply to the delivery of such drugs to 
persons included in any of the classes named in this subsection, or to the agents or 
employees of such persons, for use in the usual course of their businesses or 
practices or in the performance of their official duties, as the case may be; nor does 
this section apply to the possession of such drugs by those persons or their agents or 
employees for such use: 

(a)A licensed pharmacist or any person under the licensed pharmacist's 
supervision while acting within the scope of the licensed pharmacist's practice; 

(b)A licensed practitioner authorized by law to prescribe prescription drugs or any 
person under the licensed practitioner's supervision while acting within the scope of 
the licensed practitioner's practice; 

(c)A qualified person who uses prescription drugs for lawful research, teaching, or 
testing, and not for resale; 

(d)A licensed hospital or other institution that procures such drugs for lawful 
administration or dispensing by practitioners; 

(e)An officer or employee of a federal, state, or local government; or 
(f)A person that holds a valid permit issued by the department pursuant to this 

part which authorizes that person to possess prescription drugs. 
(2)The possession of a drug under subsection (1) by any person not exempted 

under this section, which drug is not properly labeled to indicate that possession is 
by a valid prescription of a practitioner licensed by law to prescribe such drug, is 
prima facie evidence that such possession is unlawful. 

(3)Violation of subsection (1) is a misdemeanor of the second degree, punishable 
as provided in s. 775.082 or s. 775.083, except that possession with the intent to 
sell, dispense, or deliver is a third degree felony, punishable as provided in s. 
775.082, s. 775.083, or s. 775.084. 

(4)The department may adopt rules regarding persons engaged in lawful teaching, 
research, or testing who possess prescription drugs and may issue letters of 
exemption to facilitate the lawful possession of prescription drugs under this section. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; s. 5, ch. 84-115; s. 75, ch. 87-243; ss. 
30, 52, ch. 92-69; s. 37, ch. 98-151; s. 43, ch. 2000-242; s. 14, ch. 2000-326; s. 
19, ch. 2001-63; s. 89, ch. 2004-5; s. 22, ch. 2008-207; s. 42, ch. 2010-161. 

499.O32Phenylalanine; prescription required.—Phenylalanine restricted formula is 
declared to be a prescription drug and may be dispensed only upon the prescription 
of a practitioner authorized by law to prescribe prescription drugs. 



History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 31, 52, ch. 92-69; s. 23, ch. 2008- 
207. 

499.O33Ephedrine; prescription required.—Ephedrine is declared to be a 

prescription drug. 
(1)Except as provided in subsection (2), any product that contains any quantity of 

ephedrine, a salt of ephedrine, an optical isomer of ephedrine, or a salt of an optical 
isomer of ephedrine may be dispensed only upon the prescription of a duly licensed 
practitioner authorized by the laws of the state to prescribe prescription drugs. 

(2)A product containing ephedrine described in paragraphs (a)-(e) is exempt from 
subsection (1) if it may lawfully be sold over the counter without a prescription under 
the federal act; is labeled and marketed in a manner consistent with the pertinent 
United States Food and Drug Administration Over-the-Counter Tentative Final or 
Final Monograph; and is manufactured and distributed for legitimate medicinal use in 
a manner that reduces or eliminates the likelihood of abuse, when considered in the 
context with: the package sizes and the manner of packaging of the drug product; 
the name and labeling of the product; the manner of distribution, advertising, and 
promotion of the product; the duration, scope, health significance, and societal cost 
of abuse of the particular product; the need to provide medically important 
ephedrine-containing therapies to the public for United States Food and Drug 
Administration approved indications on an unrestricted, over-the-counter basis; and 
other facts as may be relevant to and consistent with public health and safety. 

(a)Solid oral dosage forms that combine active ingredients in the following ranges 
for each dosage unit: 

1.Theophylline (100-130mg), ephedrine (12.5-24mg). 
2.Theophylline (60-100mg), ephedrine (12.5-24mg), guaifenesin (200-400mg). 
3.Ephedrine (12.5-25mg), guaifenesin (200-400mg). 
4.Phenobarbital (not greater than 8mg) in combination with the ingredients of 

subparagraph 1. or subparagraph 2. 
(b)Liquid oral dosage forms that combine active ingredients in the following ranges 

for each (5m1) dose: 
1.Theophylline (not greater than 45mg), ephedrine (not greater than 36mg), 

guaifenesin (not greater than 100mg), phenobarbital (not greater than 12mg). 
2.Phenylephrine (not greater than 5mg), ephedrine (not greater than 5mg), 

chlorpheniramine (not greater than 2mg), dextromethorphan (not greater than 
10mg), ammonium chloride (not greater than 40mg), ipecac fluid extract (not 
greater than 0.005m1). 

(c)Anorectal preparations containing less than 5 percent ephedrine. 
(d)Nasal decongestant compounds, mixtures, or preparations containing 0.5 

percent or less ephedrine. 
(e)Any drug product containing ephedrine that is marketed pursuant to an 

approved new drug application or legal equivalent under the federal act. 
(3)The department may implement this section by rule. 

History.—s. 7, ch. 94-309; s. 1, ch. 95-415; s. 61, ch. 2003-1; s. 24, ch. 2008-207. 
499.O35Dimethyl sulfoxide (DMSO); labeling and advertising.— 
(1)Dimethyl sulfoxide (DMSO) not approved for drug use must be clearly marked 

in at least 12-point boldfaced type: "May be unsafe. Not approved for human use." 
(2)All advertisements for the sale of dimethyl sulfoxide (DMSO) not approved for 

drug use must contain, within the advertisement and in bold lettering, the following 
statement: "Warning. May be unsafe. Not approved for human use." 
History.—s. 34, ch. 82-225; s. 26, ch. 82-402; s. 1, ch. 83-265; ss. 32, 52, ch. 92- 
69; ss. 1, 5, 8, ch. 94-309. 

499.O39Sale, distribution, or transfer of harmful chemical substances; penalties; 
authority for enforcement.—It is unlawful for a person to sell, deliver, or give to a 



person under the age of 18 years any compound, liquid, or chemical containing 
toluol, hexane, trichloroethylene, acetone, toluene, ethyl acetate, methyl ethyl 
ketone, trichloroethane, isopropanol, methyl isobutyl ketone, ethylene glycol 
monomethyl ether acetate, cyclohexanone, nitrous oxide, diethyl ether, alkyl nitrites 
(butyl nitrite), or any similar substance for the purpose of inducing by breathing, 
inhaling, or ingesting a condition of intoxication or which is intended to distort or 
disturb the auditory, visual, or other physical or mental processes. 

(1)On the first violation of this section, the department may issue a warning 
according to s. 499.002(5), if the violation has not caused temporary or permanent 
physical or mental injury to the user. 

(2)If any violation of this section has caused temporary or permanent physical or 
mental injury to the user, the department may, pursuant to chapter 120, impose 
fines according to s. 499.066 and may report any violation to the appropriate state 
attorney for prosecution. 

(3)The department shall adopt rules to implement this section. 
History.—s. 12, ch. 86-133; s. 1, ch. 89-296; ss. 33, 52, ch. 92-69; s. 239, ch. 99- 
8; s. 25, ch. 2008-207. 

499.O4Fee authority.—The department may collect fees for all drug, device, and 
cosmetic applications, permits, product registrations, and free-sale certificates. The 
total amount of fees collected from all permits, applications, product registrations, 
and free-sale certificates must be adequate to fund the expenses incurred by the 
department in carrying out this part. The department shall, by rule, establish a 

schedule of fees that are within the ranges provided in this section and shall adjust 
those fees from time to time based on the costs associated with administering this 
part. The fees are payable to the department to be deposited into the Professional 
Regulation Trust Fund for the sole purpose of carrying out this part. 
History.—s. 34, ch. 82-225; s. 115, ch. 83-218; s. 1, ch. 83-265; ss. 34, 52, ch. 92- 
69; s. 15, ch. 2000-326; s. 26, ch. 2008-207; s. 13, ch. 2012-143. 

499.O4lSchedule of fees for drug, device, and cosmetic applications and permits, 
product registrations, and free-sale certificates.— 

(1)The department shall assess applicants requiring a manufacturing permit an 
annual fee within the ranges established in this section for the specific type of 
manufacturer. 

(a)The fee for a prescription drug manufacturer permit may not be less than $500 
or more than $750 annually. 

(b)The fee for a device manufacturer permit may not be less than $500 or more 
than $600 annually. 

(c)The fee for a cosmetic manufacturer permit may not be less than $250 or more 
than $400 annually. 

(d)The fee for an over-the-counter drug manufacturer permit may not be less than 
$300 or more than $400 annually. 

(e)The fee for a compressed medical gas manufacturer permit may not be less 
than $400 or more than $500 annually. 

(f)The fee for a prescription drug repackager permit may not be less than $500 or 
more than $750 annually. 

(g)A manufacturer may not be required to pay more than one fee per 
establishment to obtain an additional manufacturing permit, but each manufacturer 
must pay the highest fee applicable to his or her operation in each establishment. 

(2)The department shall assess an applicant that is required to have a wholesaling 
permit an annual fee within the ranges established in this section for the specific 
type of wholesaling. 

(a)The fee for a prescription drug wholesale distributor permit may not be less 
than $300 or more than $800 annually. 



(b)The fee for a compressed medical gas wholesale distributor permit may not be 
less than $200 or more than $300 annually. 

(c)The fee for an out-of-state prescription drug wholesale distributor permit may 
not be less than $300 or more than $800 annually. 

(d)The fee for a nonresident prescription drug manufacturer permit may not be 
less than $300 or more than $500 annually. 

(e)The fee for a retail pharmacy drug wholesale distributor permit may not be less 
than $35 or more than $50 annually. 

(f)The fee for a freight forwarder permit may not be less than $200 or more than 
$300 annually. 

(g)The fee for a veterinary prescription drug wholesale distributor permit may not 
be less than $300 or more than $500 annually. 

(h)The fee for a limited prescription drug veterinary wholesale distributor permit 
may not be less than $300 or more than $500 annually. 

(i)The fee for a third party logistics provider permit may not be less than $200 or 
more than $300 annually. 

(3)The department shall assess an applicant that is required to have a retail 
establishment permit an annual fee within the ranges established in this section for 
the specific type of retail establishment. 

(a)The fee for a veterinary prescription drug retail establishment permit may not 
be less than $200 or more than $300 annually. 

(b)The fee for a medical oxygen retail establishment permit may not be less than 
$200 or more than $300 annually. 

(c)The fee for a health care clinic establishment permit may not be less than $125 
or more than $250 annually. 

(4)The department shall assess an applicant that is required to have a restricted 
prescription drug distributor permit an annual fee of not less than $200 or more than 
$300. 

(5)In addition to the fee charged for a permit required by this part, the department 
shall assess applicants an initial application fee of $150 for each new permit issued 
by the department which requires an onsite inspection. 

(6)A person that is required to register drugs, devices, or cosmetic products under 
s. 499.015 shall pay an annual product registration fee of not less than $5 or more 
than $15 for each separate and distinct product in package form. The registration fee 
is in addition to the fee charged for a free-sale certificate. 

(7)The department shall assess an applicant that requests a free-sale certificate a 

fee of $25. A fee of $2 will be charged for each signature copy of a free-sale 
certificate that is obtained at the same time the free-sale certificate is issued. 

(8)The department shall assess an out-of-state prescription drug wholesale 
distributor applicant or permittee an onsite inspection fee of not less than $1,000 or 
more than $3,000 annually, to be based on the actual cost of the inspection if an 
onsite inspection is performed by agents of the department. 

(9)The department shall assess each person applying for certification as a 

designated representative a fee of $150, plus the cost of processing the criminal 
history record check. 

(10)The department shall assess other fees as provided in this part. 
History.—s. 34, ch. 82-225; s. 116, ch. 83-218; s. 1, ch. 83-265; ss. 10, 14, ch. 88- 
159; s. 4, ch. 89-296; ss. 35, 52, ch. 92-69; s. 591, ch. 97-103; s. 16, ch. 2000- 
326; s. 20, ch. 2003-155; s. 5, ch. 2004-328; s. 5, ch. 2006-92; s. 27, ch. 2008- 
207. 

499.O5Rules.— 
(1)The department shall adopt rules to implement and enforce this part with 

respect to: 



(a)The definition of terms used in this part, and used in the rules adopted under 
this part, when the use of the term is not its usual and ordinary meaning. 

(b)Labeling requirements for drugs, devices, and cosmetics. 
(c)The establishment of fees authorized in this part. 
(d)The identification of permits that require an initial application and onsite 

inspection or other prerequisites for permitting which demonstrate that the 
establishment and person are in compliance with the requirements of this part. 

(e)The application processes and forms for product registration. 
(f)Procedures for requesting and issuing certificates of free sale. 
(g)Inspections and investigations conducted under s. 499.051, and the 

identification of information claimed to be a trade secret and exempt from the public 
records law as provided in s. 499.051(7). 

(h)The establishment of a range of penalties, as provided in s. 499.066; 
requirements for notifying persons of the potential impact of a violation of this part; 
and a process for the uncontested settlement of alleged violations. 

(i)Additional conditions that qualify as an emergency medical reason under s. 
499.003(54)(b)2. 

(j)Procedures and forms relating to the pedigree paper requirement of s. 
499.01212. 

(k)The protection of the public health, safety, and welfare regarding good 
manufacturing practices that manufacturers and repackagers must follow to ensure 
the safety of the products. 

(l)Information required from each retail establishment pursuant to s. 499.012(3), 
including requirements for prescriptions or orders. 

(m)The recordkeeping, storage, and handling with respect to each of the 
distributions of prescription drugs specified in s. 499.003(54)(a)-(d). 

(n)Alternatives to compliance with s. 499.01212 for a prescription drug in the 
inventory of a permitted prescription drug wholesale distributor as of June 30, 2006, 
and the return of a prescription drug purchased prior to July 1, 2006. The 
department may specify time limits for such alternatives. 

(0) Wholesale distributor reporting requirements of s. 499.0121(14). 
(p)Wholesale distributor credentialing and distribution requirements of s. 

499.0121(15). 
(2) With respect to products in interstate commerce, those rules must not be 

inconsistent with rules and regulations of federal agencies unless specifically 
otherwise directed by the Legislature. 

(3)The department shall adopt rules regulating recordkeeping for and the storage, 
handling, and distribution of medical devices and over-the-counter drugs to protect 
the public from adulterated products. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; s. 6, ch. 84-115; 5. 88, ch. 85-81; 5. 

4, ch. 86-133; ss. 17, 18, 36, ch. 92-69; ss. 2, 5, 8, ch. 94-309; ss. 31, 34, 38, ch. 
98-151; s. 172, ch. 99-397; ss. 39, 44, ch. 2000-242; s. 20, ch. 2001-63; s. 32, ch. 
2001-89; ss. 13, 14, 18, ch. 2003-155; ss. 87, 90, ch. 2004-5; s. 28, ch. 2008-207; 
s. 43, ch. 2010-161; s. 19, ch. 2011-141. 
Note.—Paragraph (1)(k) former s. 499.013(3); paragraph (1)(l) former s. 
499.0122(2)(b); paragraph (1)(m) former s. 499.012(12). 

499.O5llnspections and investigations.— 
(1)The agents of the department and of the Department of Law Enforcement, after 

they present proper identification, may inspect, monitor, and investigate any 
establishment permitted pursuant to this part during business hours for the purpose 
of enforcing this part, chapters 465, 501, and 893, and the rules of the department 
that protect the public health, safety, and welfare. 



(2)In addition to the authority set forth in subsection (1), the department and any 
duly designated officer or employee of the department may enter and inspect any 
other establishment for the purpose of determining compliance with this part and 
rules adopted under this part regarding any drug, device, or cosmetic product. 

(3)Any application for a permit or product registration or for renewal of such 
permit or registration made pursuant to this part and rules adopted under this part 
constitutes permission for any entry or inspection of the premises in order to verify 
compliance with this part and rules; to discover, investigate, and determine the 
existence of compliance; or to elicit, receive, respond to, and resolve complaints and 
violations. 

(4)Any application for a permit made pursuant to s. 499.012 and rules adopted 
under that section constitutes permission for agents of the department and the 
Department of Law Enforcement, after presenting proper identification, to inspect, 
review, and copy any financial document or record related to the manufacture, 
repackaging, or distribution of a drug as is necessary to verify compliance with this 
part and the rules adopted by the department to administer this part, in order to 
discover, investigate, and determine the existence of compliance, or to elicit, 
receive, respond to, and resolve complaints and violations. 

(5)The authority to inspect under this section includes the authority to access, 
review, and copy any and all financial documents related to the activity of 
manufacturing, repackaging, or distributing prescription drugs. 

(6)The authority to inspect under this section includes the authority to secure: 
(a)Samples or specimens of any drug, device, or cosmetic; or 
(b)Such other evidence as is needed for any action to enforce this part and the 

rules adopted under this part. 
(7)The complaint and all information obtained pursuant to the investigation by the 

department are confidential and exempt from s. 119.07(1) and s. 24(a), Art. I of the 
State Constitution until the investigation and the enforcement action are completed. 
However, trade secret information contained therein as defined by s. 812.081(1)(c) 
shall remain confidential and exempt from the provisions of s. 119.07(1) and s. 
24(a), Art. I of the State Constitution, as long as the information is retained by the 
department. This subsection does not prohibit the department from using such 
information for regulatory or enforcement proceedings under this chapter or from 
providing such information to any law enforcement agency or any other regulatory 
agency. However, the receiving agency shall keep such records confidential and 
exempt as provided in this subsection. In addition, this subsection is not intended to 
prevent compliance with the provisions of s. 499.01212, and the pedigree papers 
required in that section shall not be deemed a trade secret. 
History.—s. 34, ch. 82-225; s. 26, ch. 82-402; s. 1, ch. 83-265; s. 5, ch. 86-133; s. 
11, ch. 88-159; ss. 37, 52, ch. 92-69; s. 199, ch. 94-218; ss. 3, 5, 8, ch. 94-309; s. 
7, ch. 95-366; s. 332, ch. 96-406; s. 240, ch. 99-8; s. 62, ch. 2003-1; s. 21, ch. 
2003-155; s. 26, ch. 2007-6; s. 29, ch. 2008-207. 

499.O52Records of interstate shipment.—For the purpose of enforcing this part, 
carriers engaged in interstate commerce and persons receiving drugs, devices, or 
cosmetics in interstate commerce must, upon the request, in the manner set out 
below, by an officer or employee duly designated by the department, permit the 
officer or employee to have access to and to copy all records showing the movement 
in interstate commerce of any drug, device, or cosmetic, and the quantity, shipper, 
and consignee thereof. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 38, 52, ch. 92-69; s. 30, ch. 2008- 
207. 

499.O55Reports and dissemination of information by department.— 



(1)The department may cause to be published from time to time reports 
summarizing all judgments, decrees, and court orders that have been rendered 
under ss. 499.001-499.79, including the nature of any charges and the dispositions 
of the charges. 

(2)The department may also cause to be disseminated such information regarding 
drugs, devices, and cosmetics as considered necessary in the interest of public 
health and the protection of consumers against fraud. 

(3)This section does not prohibit the department from collecting, reporting, and 
illustrating the results of its investigations. 

(4)The department shall publish on the department's website and update at least 
monthly: 

(a)A list of the prescription drug wholesale distributors, out-of-state prescription 
drug wholesale distributors, and retail pharmacy drug wholesale distributors against 
whom the department has initiated enforcement action pursuant to this part to 
suspend or revoke a permit, seek an injunction, or otherwise file an administrative 
complaint and the permit number of each such wholesale distributor. 

(b)A list of the prescription drug wholesale distributors, out-of-state prescription 
drug wholesale distributors, and retail pharmacy drug wholesale distributors to which 
the department has issued a permit, including the date on which each permit will 
expire. 

(c)A list of the prescription drug wholesale distributor, out-of-state prescription 
drug wholesale distributor, and retail pharmacy drug wholesale distributor permits 
that have been returned to the department, were suspended, were revoked, have 
expired, or were not renewed in the previous year. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; s. 6, ch. 86-133; ss. 39, 52, ch. 92- 
69; s. 22, ch. 2003-155; s. 31, ch. 2008-207. 

499.O57Expenses and salaries.—Except as otherwise provided in the General 
Appropriations Act, all expenses and salaries shall be paid out of the Professional 
Regulation Trust Fund. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 40, 52, ch. 92-69; s. 564, ch. 
2003-261; s. 14, ch. 2012-143. 

499.O6Embargoing, detaining, or destroying article or processing equipment which 
is in violation of law or rule.— 

(1)When a duly authorized agent of the department finds, or has probable cause to 
believe, that any drug, device, or cosmetic is in violation of any provision of this part 
or any rule adopted under this part so as to be dangerous, unwholesome, or 
fraudulent within the meaning of this part, she or he may issue and enforce a stop- 
sale, stop-use, removal, or hold order, which order gives notice that such article or 
processing equipment is, or is suspected of being, in violation and has been detained 
or embargoed, and which order warns all persons not to remove, use, or dispose of 
such article or processing equipment by sale or otherwise until permission for 
removal, use, or disposal is given by such agent or the court. It is unlawful for any 
person to remove, use, or dispose of such detained or embargoed article or 
processing equipment by sale or otherwise without such permission; and such act is 
a felony of the second degree, punishable as provided in s. 775.082, s. 775.083, or 
s. 775.084. 

(2) When an article or processing equipment detained or embargoed under 
subsection (1) has been found by such agent to be in violation of law or rule, she or 
he shall, within 90 days after the issuance of such notice, petition the circuit court, in 
the jurisdiction of which the article or processing equipment is detained or 
embargoed, for an order for condemnation of such article or processing equipment. 
When such agent has found that an article or processing equipment so detained or 



embargoed is not in violation, she or he shall rescind the stop-sale, stop-use, 
removal, or hold order. 

(3)If the court finds that the detained or embargoed article or processing 
equipment is in violation, such article or processing equipment shall, after entry of 
the court order, be destroyed or made sanitary at the expense of the claimant 
thereof, under the supervision of such agent; and all court costs, fees, and storage 
and other proper expenses shall be taxed against the claimant of such article or 
processing equipment or her or his agent. However, when the violation can be 
corrected by proper labeling of the article or sanitizing of the processing equipment, 
and after such costs, fees, and expenses have been paid and a good and sufficient 
bond, conditioned that such article be so labeled or processed or such processing 
equipment be so sanitized, has been executed, the court may by order direct that 
such article or processing equipment be delivered to the claimant thereof for such 
labeling, processing, or sanitizing, under the supervision of an agent of the 
department. The expense of such supervision shall be paid by the claimant. Such 
bond shall be returned to the claimant of the article or processing equipment upon 
representation to the court by the department that the article or processing 
equipment is no longer in violation of this part and that the expenses of such 
supervision have been paid. 

(4) When the department or any of its authorized agents finds in any room, 
building, vehicle of transportation, or other structure any perishable articles that are 
unsound or contain any filthy, decomposed, or putrid substances, or which may be 
poisonous or deleterious to health or otherwise unsafe, the same being hereby 
declared to be a nuisance, the department, or its authorized agent, shall forthwith 
condemn or destroy such articles or in any other manner render such articles 
unsalable. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 41, 52, ch. 92-69; s. 592, ch. 97- 
103; s. 32, ch. 2008-207. 

499.O62Seizure and condemnation of drugs, devices, or cosmetics.— 
(1)Any article of any drug, device, or cosmetic that is adulterated or misbranded 

under this part is subject to seizure and condemnation by the department or by its 
duly authorized agents designated for that purpose in regard to drugs, devices, or 
cosmetics. 

(2) Whenever a duly authorized officer or employee of the department finds cause, 
or has probable cause to believe that cause exists, for the seizure of any drug, 
device, or cosmetic, as set out in this part, he or she shall affix to the article a tag, 
stamp, or other appropriate marking, giving notice that the article is, or is suspected 
of being, subject to seizure under this part and that the article has been detained 
and seized by the department. Such officer or employee shall also warn all persons 
not to remove or dispose of the article, by sale or otherwise, until permission is given 
by the department or the court. Any person who violates this subsection is guilty of a 

felony of the second degree, punishable as provided in s. 775.082, s. 775.083, or s. 
775.084. 

(a)When any article detained or seized under this subsection has been found by 
the department to be subject to seizure and condemnation, the department shall 
petition the court for an order of condemnation or sale, as the court directs. The 
proceeds of the sale of drugs, devices, and cosmetics, less the legal costs and 
charges, shall be deposited into the Professional Regulation Trust Fund. 

(b)If the department finds that any article seized under this subsection was not 
subject to seizure, the department or the designated officer or employee shall 
remove the tag or marking. 
History.—s. 34, ch. 82-225; s. 1, ch. 83-265; ss. 42, 43, 44, 52, ch. 92-69; s. 593, 
ch. 97-103; s. 33, ch. 2008-207; s. 15, ch. 2012-143. 



Note.—Subsection (2) intro, former s. 499.063; paragraphs (2)(a), (b) former s. 
499.064. 

499.O65lnspections; imminent danger.— 
(1)Notwithstanding s. 499.051, the department shall inspect each prescription 

drug wholesale distributor establishment, prescription drug repackager 
establishment, veterinary prescription drug wholesale distributor establishment, 
limited prescription drug veterinary wholesale distributor establishment, and retail 
pharmacy drug wholesale distributor establishment that is required to be permitted 
under this part as often as necessary to ensure compliance with applicable laws and 
rules. The department shall have the right of entry and access to these facilities at 
any reasonable time. 

(2)To protect the public from prescription drugs that are adulterated or otherwise 
unfit for human or animal consumption, the department may examine, sample, 
seize, and stop the sale or use of prescription drugs to determine the condition of 
those drugs. The department may immediately seize and remove any prescription 
drugs if the Secretary of Business and Professional Regulation or his or her designee 
determines that the prescription drugs represent a threat to the public health. The 
owner of any property seized under this section may, within 10 days after the 
seizure, apply to a court of competent jurisdiction for whatever relief is appropriate. 
At any time after 10 days, the department may destroy the drugs as contraband. 

(3)The department may determine that a prescription drug wholesale distributor 
establishment, prescription drug repackager establishment, veterinary prescription 
drug wholesale distributor establishment, limited prescription drug veterinary 
wholesale distributor establishment, or retail pharmacy drug wholesale distributor 
establishment that is required to be permitted under this part is an imminent danger 
to the public health and shall require its immediate closure if the establishment fails 
to comply with applicable laws and rules and, because of the failure, presents an 
imminent threat to the public's health, safety, or welfare. Any establishment so 
deemed and closed shall remain closed until allowed by the department or by judicial 
order to reopen. 

(4)For purposes of this section, a refusal to allow entry to the department for 
inspection at reasonable times, or a failure or refusal to provide the department with 
required documentation for purposes of inspection, constitutes an imminent danger 
to the public health. 
History.—s. 23, ch. 2003-155; s. 6, ch. 2004-328; s. 6, ch. 2006-92; s. 107, ch. 
2008-6; s. 34, ch. 2008-207; s. 6, ch. 2012-143. 

499.O66Penalties; remedies.—In addition to other penalties and other enforcement 
provisions: 

(1)The department may institute such suits or other legal proceedings as are 
required to enforce any provision of this part. If it appears that a person has violated 
any provision of this part for which criminal prosecution is provided, the department 
may provide the appropriate state attorney or other prosecuting agency having 
jurisdiction with respect to such prosecution with the relevant information in the 
department's possession. 

(2)If any person engaged in any activity covered by this part violates any provision 
of this part, any rule adopted under this part, or a cease and desist order as provided 
by this part, the department may obtain an injunction in the circuit court of the 
county in which the violation occurred or in which the person resides or has its 
principal place of business, and may apply in that court for such temporary and 
permanent orders as the department considers necessary to restrain the person from 
engaging in any such activities until the person complies with this part, the rules 
adopted under this part, and the orders of the department authorized by this part or 



to mandate compliance with this part, the rules adopted under this part, and any 
order or permit issued by the department under this part. 

(3)The department may impose an administrative fine, not to exceed $5,000 per 
violation per day, for the violation of any provision of this part or rules adopted 
under this part. Each day a violation continues constitutes a separate violation, and 
each separate violation is subject to a separate fine. All amounts collected pursuant 
to this section shall be deposited into the Professional Regulation Trust Fund and are 
appropriated for the use of the department in administering this part. In determining 
the amount of the fine to be levied for a violation, the department shall consider: 

(a)The severity of the violation; 
(b)Any actions taken by the person to correct the violation or to remedy 

complaints; and 
(c)Any previous violations. 
(4)The department shall deposit any rewards, fines, or collections that are due the 

department and which derive from joint enforcement activities with other state and 
federal agencies which relate to this part, chapter 893, or the federal act, into the 
Professional Regulation Trust Fund. The proceeds of those rewards, fines, and 
collections are appropriated for the use of the department in administering this part. 

(5)The department may issue an emergency order immediately suspending or 
revoking a permit if it determines that any condition in the establishment presents a 

danger to the public health, safety, and welfare. 
(6)The department may issue an emergency order to immediately remove from 

commerce and public access any drug, device, or cosmetic, if the department 
determines that the drug, device, or cosmetic presents a clear and present danger to 
the public health, safety, and welfare. 

(7)Resignation or termination of an affiliated party does not affect the 
department's jurisdiction or discretion to proceed with action to suspend or revoke a 

permit or to impose other penalties or enforcement actions authorized by law. 
History.—s. 34, ch. 82-225; s. 26, ch. 82-402; s. 117, ch. 83-218; 5. 1, ch. 83-265; 
s. 7, ch. 86-133; s. 3, ch. 86-271; ss. 45, 52, ch. 92-69; ss. 4, 5, 8, ch. 94-309; s. 
24, ch. 2003-155; s. 35, ch. 2008-207; s. 16, ch. 2012-143. 

499.O66lCease and desist orders; removal of certain persons.— 
(1)CEASE AND DESIST ORDERS.— 
(a)In addition to any authority otherwise provided in this chapter, the department 

may issue and serve a complaint stating charges upon any permittee or upon any 
affiliated party, whenever the department has reasonable cause to believe that the 
person or individual named therein is engaging in or has engaged in conduct that is: 

1.An act that demonstrates a lack of fitness or trustworthiness to engage in the 
business authorized under the permit issued pursuant to this part, is hazardous to 
the public health, or constitutes business operations that are a detriment to the 
public health; 

2.A violation of any provision of this part; 
3.A violation of any rule of the department; 
4.A violation of any order of the department; or 
5.A breach of any written agreement with the department. 
(b)The complaint must contain a statement of facts and notice of opportunity for a 

hearing pursuant to ss. 120.569 and 120.57. 
(c)If a hearing is not requested within the time allowed by ss. 120.569 and 120.57, 

or if a hearing is held and the department finds that any of the charges are proven, 
the department may enter an order directing the permittee or the affiliated party 
named in the complaint to cease and desist from engaging in the conduct complained 
of and take corrective action to remedy the effects of past improper conduct and 
assure future compliance. 



(d)A contested or default cease and desist order is effective when reduced to 
writing and served upon the permittee or affiliated party named therein. An 
uncontested cease and desist order is effective as agreed. 

(e)Whenever the department finds that conduct described in paragraph (a) is likely 
to cause an immediate threat to the public health, it may issue an emergency cease 
and desist order requiring the permittee or any affiliated party to immediately cease 
and desist from engaging in the conduct complained of and to take corrective and 
remedial action. The emergency order is effective immediately upon service of a 

copy of the order upon the permittee or affiliated party named therein and remains 
effective for 90 days. If the department begins nonemergency cease and desist 
proceedings under this subsection, the emergency order remains effective until the 
conclusion of the proceedings under ss. 120.569 and 120.57. 

(2)REMOVAL OF AFFILIATED PARTIES BY THE DEPARTMENT.— 
(a)The department may issue and serve a complaint stating charges upon any 

affiliated party and upon the permittee involved whenever the department has 
reason to believe that an affiliated party is engaging in or has engaged in conduct 
that constitutes: 

1.An act that demonstrates a lack of fitness or trustworthiness to engage in the 
business authorized under the permit issued pursuant to this part, is hazardous to 
the public health, or constitutes business operations that are a detriment to the 
public health; 

2.A willful violation of this part; however, if the violation constitutes a 

misdemeanor, a complaint may not be served as provided in this section until the 
affiliated party is notified in writing of the matter of the violation and has been 
afforded a reasonable period of time, as set forth in the notice, to correct the 
violation and has failed to do so; 

3.A violation of any other law involving fraud or moral turpitude which constitutes 
a felony; 

4.A willful violation of any rule of the department; 
5.A willful violation of any order of the department; or 
6.A material misrepresentation of fact, made knowingly and willfully or made with 

reckless disregard for the truth of the matter. 
(b)The complaint must contain a statement of facts and notice of opportunity for a 

hearing pursuant to ss. 120.569 and 120.57. 
(c)If a hearing is not requested within the time allotted by ss. 120.569 and 120.57, 

or if a hearing is held and the department finds that any of the charges in the 
complaint are proven true, the department may enter an order removing the 
affiliated party or restricting or prohibiting participation by the person in the affairs of 
that permittee or of any other permittee. 

(d)A contested or default order of removal, restriction, or prohibition is effective 
when reduced to writing and served on the permittee and the affiliated party. An 
uncontested order of removal, restriction, or prohibition is effective as agreed. 

(e)1.The chief executive officer, designated representative, or the person holding 
the equivalent office, of a permittee shall promptly notify the department if she or he 
has actual knowledge that any affiliated party is charged with a felony in a state or 
federal court. 

2.Whenever any affiliated party is charged with a felony in a state or federal court 
or with the equivalent of a felony in the courts of any foreign country with which the 
United States maintains diplomatic relations, and the charge alleges violation of any 
law involving prescription drugs, pharmaceuticals, fraud, theft, or moral turpitude, 
the department may enter an emergency order suspending the affiliated party or 
restricting or prohibiting participation by the affiliated party in the affairs of the 
particular permittee or of any other permittee upon service of the order upon the 
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department from instituting proceedings under paragraph (a). If the person charged 
is convicted or pleads guilty or nob contendere, whether or not an adjudication of 
guilt is entered by the court, the emergency order shall become final. 

(f)Any affiliated party removed pursuant to this section is not eligible for 
reemployment by the permittee or to be an affiliated party of any permittee except 
upon the written consent of the department. Any affiliated party who is removed, 
restricted, or prohibited from participating in the affairs of a permittee pursuant to 
this section may petition the department for modification or termination of the 
removal, restriction, or prohibition. 
History.—s. 25, ch. 2003-155; ss. 2, 36, ch. 2008-207. 

499.O67Denial, suspension, or revocation of permit, certification, or registration.— 
(1)(a)The department may deny, suspend, or revoke a permit if it finds that there 

has been a substantial failure to comply with this part or chapter 465, chapter 501, 
or chapter 893, the rules adopted under this part or those chapters, any final order 
of the department, or applicable federal laws or regulations or other state laws or 
rules governing drugs, devices, or cosmetics. 

(b)The department may deny an application for a permit or certification, or 
suspend or revoke a permit or certification, if the department finds that: 

1.The applicant is not of good moral character or that it would be a danger or not 
in the best interest of the public health, safety, and welfare if the applicant were 
issued a permit or certification. 

2.The applicant has not met the requirements for the permit or certification. 
3.The applicant is not eligible for a permit or certification for any of the reasons 

enumerated in s. 499.012. 
4.The applicant, permittee, or person certified under s. 499.012(16) demonstrates 

any of the conditions enumerated in s. 499.012. 
5.The applicant, permittee, or person certified under s. 499.012(16) has 

committed any violation of ss. 499.005-499.0054. 
(2)The department may deny, suspend, or revoke any registration required by the 

provisions of this part for the violation of any provision of this part or of any rules 
adopted under this part. 

(3)The department may revoke or suspend a permit: 
(a)If the permit was obtained by misrepresentation or fraud or through a mistake 

of the department; 
(b)If the permit was procured, or attempted to be procured, for any other person 

by making or causing to be made any false representation; or 
(c)If the permittee has violated any provision of this part or rules adopted under 

this part. 
(4)If any permit issued under this part is revoked or suspended, the owner, 

manager, operator, or proprietor of the establishment shall cease to operate as the 
permit authorized, from the effective date of the suspension or revocation until the 





499.7lProcedure for cease and desist orders. 
499.72Administrative fines. 
499.73Suspension or revocation of license or permit. 
499.74Conduct of hearings; review of orders of the department. 
499. 75Penalties. 
499.76lnjunctive relief. 
499. 77Exceptions. 
499.78County and municipal ordinances. 
499.79Deposit of fees. 
499.6olLegislative intent; construction.— 
(1)The Legislature finds that the unregulated possession of bulk quantities of ether 

poses a substantial risk to the health, safety, and welfare of the citizens of this state, 
and it is the intent of the Legislature that this part be liberally construed to provide 
all protection necessary for the citizens of this state. 

(2)The provisions of this part are cumulative and shall not be construed as 
repealing or affecting any powers, duties, or authority of the department under any 
other law of this state; except that, with respect to the regulation of ether as herein 
provided, in instances in which the provisions of this part may conflict with any other 
such law, the provisions of this part shall control. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 241, ch. 99-8; s. 7, ch. 2012- 
143; s. 123, ch. 2012-184. 

499.6lDefinitions.—As used in this part: 
(1)"Dealer" means any person, firm, corporation, or other entity selling, brokering, 

or transferring ether to anyone other than a licensed ether manufacturer, distributor, 
or dealer. 

(2)"Department" means the Department of Business and Professional Regulation. 
(3)"Distributor" means any person, firm, corporation, or other entity distributing, 

selling, marketing, transferring, or otherwise supplying ether to retailers, dealers, or 
any other entity in the primary channel of trade, but does not include retailers. 

(4)"Ether" means diethyl ether in any form. 
(5)"Manufacturer" means any person, firm, corporation, or other entity preparing, 

deriving, producing, synthesizing, or otherwise making ether in any form or 
repacking, relabeling, or manipulating ether. 

(6)"Purchaser" means any person, firm, corporation, or other entity who purchases 
ether in quantities of 2.5 gallons, or equivalent by weight, or more for any purpose 
whatsoever, but does not include a dealer, distributor, or manufacturer. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 242, ch. 99-8; 5. 8, ch. 2012- 
143; s. 124, ch. 2012-184. 

499.62License or permit required of manufacturer, distributor, dealer, or purchaser 
of ether.— 

(1)It shall be unlawful for any person to engage in the business of manufacturing, 
distributing, or dealing in ether in this state, except when done in conformity with 
the provisions of this part. No person shall be required to obtain more than one 
license under this part to handle ether, but each person shall pay the highest fee 
applicable to her or his operation in each location. 

(2)Any person who manufactures, distributes, or deals in ether in this state must 
possess a current valid license issued by the department, except that a 

manufacturer, distributor, or dealer who also purchases ether in this state shall not 
be required to obtain an additional permit as a purchaser of ether. 

(3)Any person who manufactures, distributes, or deals in ether at or from more 
than one location must possess a current valid license for each location. 

(4)Any person who purchases ether in this state must possess a current valid 
permit issued by the department, except that no permit shall be required of any 



person who purchases ether in quantities of less than 2.5 gallons, or equivalent by 
weight. 

(5)Annual fees for licenses and permits shall be specified by rule of the 
department, but shall not exceed the following amounts: 

(a)Manufacturer's license $700 
(b)Distributor's license $700 
(c)Dealer's license $350 
(d)Purchaser's permit $150 
(6)Licenses and permits issued by the department shall be valid beginning on 

October 1 of the year for which they are issued and shall expire on the following 
September 30. 

(7)A licensed or permitted facility shall renew its license or permit prior to its 
expiration date. If a renewal application and fee are not filed by the expiration date 
of any year, the permit may be reinstated only upon payment of a delinquent fee of 
$50, plus the required renewal fee, within 30 days after the date of expiration. If any 
person who is subject to the requirements of this part fails to comply with the 
renewal, the department shall have the authority to seize all ether products and 
dispose of them as of November 1 of the year the license or permit expires. Any 
funds collected from the disposal shall be placed in the Professional Regulation Trust 
Fund. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 596, ch. 97-103; s. 17, ch. 
20 12-143. 

499.63Forms for applications for licenses and permits.— 
(1)The forms for applications for ether licenses and permits shall be prescribed by 

the department. 
(2)Each application for a license or permit required by the provisions of this part 

shall be filed in writing with the department. Each application shall require, as a 

minimum, the full name, date of birth, place of birth, social security number, 
physical description of the applicant, residence address and telephone number, and 
business address and telephone number of the applicant. Each application must be 
accompanied by an accurate and current photograph of the applicant and a complete 
set of fingerprints of the applicant taken by an authorized law enforcement officer; 
however, a set of fingerprints shall not be required if the applicant has possessed a 

valid Florida license or permit under this part during the prior license or permit year 
and such Florida license or permit has not lapsed or been suspended or revoked. If 
fingerprints are required, the set of fingerprints shall be submitted by the 
department to the Department of Law Enforcement for state processing and to the 
Federal Bureau of Investigation for federal processing. If the application does not 
require a set of fingerprints, the department shall submit the name and other 
identifying data to the Department of Law Enforcement for processing. Each 
application shall be in such form as to provide that the data and other information 
set forth therein shall be sworn to by the applicant or, if the applicant is a 

corporation, by all officers of the corporation. The officers applying on behalf of a 

corporation shall provide all the data and other information required by this 
subsection and subsection (3), and shall meet all other requirements, which are 
required of a natural person. 

(3)The department may require an applicant to furnish such other information or 
data not required by this section if the information or data is deemed necessary by 
the department. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429. 

499.64lssuance of licenses and permits; prohibitions.— 
(1)Each license and permit issued by the department shall set forth, as a 

minimum, the full name, date of birth, and physical description of the licensee or 



permittee and shall have permanently affixed an accurate and current photograph of 
the licensee or permittee. A license or permit issued to a corporation shall set forth 
the full name, date of birth, and physical description of the chief executive officer 
and/or resident agent residing in this state and shall have permanently affixed an 
accurate and current photograph of the chief executive officer and/or resident agent 
residing in this state. Each license and permit shall also contain a license or permit 
number. 

(2)The department may, in its discretion, include other data or information in the 
license or permit when deemed appropriate. 

(3)No license or permit shall be issued, renewed, or allowed to remain in effect for 
any natural person, or for any corporation which has any corporate officer: 

(a)Under 18 years of age. 
(b)Who has been convicted of a felony under the prescription drug or controlled 

substance laws of this state or any other state or federal jurisdiction, regardless of 
whether he or she has been pardoned or had his or her civil rights restored. 

(c)Who has been convicted of any felony other than a felony under the prescription 
drug or controlled substance laws of this state or any other state or federal 
jurisdiction and has not been pardoned or had his or her civil rights restored. 

(d)Who has been adjudicated mentally incompetent and has not had his or her civil 
rights restored. 

(4)It is unlawful for any person to knowingly withhold information or present to the 
department any false, fictitious, or misrepresented application, identification, 
document, information, or data intended or likely to deceive the department for the 
purpose of obtaining a license or permit. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 597, ch. 97-103. 

499.65Possession of ether without license or permit prohibited; confiscation and 
disposal; exceptions.— 

(1)It is unlawful for any person to possess 2.5 gallons, or equivalent by weight, or 
more of ether unless she or he is the holder of a current valid license or permit as 
provided by this part. 

(2) Whenever the department has reason to believe that any person is or has been 
violating the provisions of this part or any rules adopted pursuant thereto, the 
department may, without further process of law, confiscate and dispose of the ether 
in question. The department is authorized to seize and dispose of any abandoned 
ether. 

(3)The department is authorized to enter into contracts with private business 
entities for the purpose of confiscation and disposal of ether as authorized in 
subsection (2). 

(4)The provisions of subsection (1) shall not apply to: 
(a)Any common carrier transporting ether into this state or within the boundaries 

of this state by air, highway, railroad, or water; 
(b)Any contract or private carrier transporting ether on highways into this state or 

within the boundaries of this state by motor vehicle when such contract or private 
carrier is engaged in such transport pursuant to certificate or permit, by whatever 
name, issued to them by any federal or state officer, agency, bureau, commission, or 
department; 

(c)Pharmacists, for use in the usual course of their professional practice or in the 
performance of their official duties; 

(d)Medical practitioners, for use in the usual course of their professional practice or 
in the performance of their official duties; 

(e)Persons who procure ether for disposition by or under the supervision of 
pharmacists or medical practitioners employed by them or for the purpose of lawful 
research, teaching, or testing, and not for resale; 



(f)Hospitals and other institutions which procure ether for lawful administration by 
practitioners; 

(g)Officers or employees of federal, state, or local governments carrying out their 
official duties; and 

(h)Law enforcement agencies of this state or any of its political subdivisions, and 
the employees thereof, so long as said agencies and employees are acting within the 
scope of their respective official capacities and in the performance of their duties. 

(5)The department may adopt rules regarding persons engaged in lawful teaching, 
research, or testing who possess ether and may issue letters of exemption to 
facilitate the lawful possession of ether under this section. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 598, ch. 97-103; s. 39, ch. 98- 
151. 

499.66Maintenance of records and sales of ether by manufacturers, distributors, 
and dealers; inspections.— 

(l)It is unlawful for any manufacturer, distributor, or dealer to sell, distribute, or 
otherwise transfer ether to any person except a person presenting a current valid 
license or permit as provided by this part. 

(2)Each sale or transfer of ether shall be evidenced by an invoice, receipt, sales 
ticket, or sales slip which shall bear the name, address, and license or permit 
number of the manufacturer, distributor, or dealer and the purchaser or transferee, 
the date of sale or transfer, and the quantity sold or transferred. All original invoices, 
receipts, sales tickets, and sales slips shall be retained by the manufacturer, 
distributor, or dealer, and a copy thereof provided to the purchaser or transferee. 

(3)Each manufacturer, distributor, and dealer shall keep an accurate and current 
written account of all inventories, sales, and transfers of ether. Such records shall be 
maintained by the manufacturer, distributor, or dealer for a period of 5 years. 

(4)Records and inventories as required by subsections (2) and (3) shall be made 
immediately accessible to, and subject to examination and copying by, the 
department and any law enforcement officer of this state without any requirement of 
probable cause or search warrant. 

(5)It is unlawful for any person to knowingly withhold information or to make any 
false or fictitious entry or misrepresentation upon any invoice, receipt, sales ticket, 
or sales slip for the sale, distribution, or transfer of ether or upon any account of 
inventories of ether. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 40, ch. 98-151. 

499.67Maintenance of records by purchasers; inspections.— 
(1)It is unlawful for any person to purchase, receive, store, or use ether without 

maintaining an accurate and current written inventory of all ether purchased, 
received, stored, and used. 

(2)Such records shall include, but not be limited to, invoices, receipts, sales 
tickets, and sales slips; locations, quantities, and dates of use; the names of any 
persons using the ether; and the names and license or permit numbers of all persons 
making such records. Such records shall be maintained by permittees for a period of 
5 years. 

(3)Such records shall be made accessible to, and subject to examination and 
copying by, the department and any law enforcement officer of this state without any 
requirement of probable cause or search warrant. 

(4)It is unlawful for any person to knowingly withhold information or make any 
false or fictitious entry or misrepresentation upon any such records for the purchase, 
receipt, storage, or use of ether. 

(5)It is unlawful for any person to refuse entry or inspection by the department of 
factories, warehouses, or establishments in which ether is manufactured, processed, 



repackaged, or held; to refuse entry by the department into any vehicle being used 
to transport ether; or to refuse the taking of samples by the department. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 41, ch. 98-151. 

499.68Reports of thefts, illegal use, or illegal possession.— 
(1)Any sheriff, police department, or law enforcement officer of this state shall give 

immediate notice to the department of any theft, illegal use, or illegal possession of 
ether involving any person and shall forward a copy of his or her final written report 
to the department. 

(2)Any licensee or permittee who incurs a loss, an unexplained shortage, or a theft 
of ether, or who has knowledge of a loss, an unexplained shortage, or a theft of 
ether, shall, within 12 hours after the discovery thereof, report such loss, theft, or 
unexplained shortage to the county sheriff or police chief of the jurisdiction in which 
the loss, theft, or unexplained shortage occurred. Such loss, theft, or unexplained 
shortage must also be reported to the department by the close of the next business 
day following the discovery thereof. 

(3)Any law enforcement agency which investigates the causes and circumstances 
of any loss, theft, or unexplained shortage of ether shall forward a copy of its final 
written report to the department. The department shall retain all such reports in the 
respective files of the affected licensees and permittees. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 599, ch. 97-103. 

499.69Possession in or near residential housing prohibited; legal entitlement to 
possession of premises not a defense.— 

(1)Notwithstanding the possession of a current valid license or permit as provided 
in this part, it is unlawful for any person to possess 2.5 gallons, or equivalent by 
weight, or more of ether in, or within 500 feet of, any residential housing structure. 

(2)A defendant's legal entitlement to possession of the property where the 
violation occurred shall not be a defense to a prosecution for a violation of subsection 
(1). 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429. 

499.7olAdoption of rules by the department.— 
(1)The department shall adopt and enforce rules necessary to the administration of 

its authority under this part. The rules must be such as are reasonably necessary for 
the protection of the health, welfare, and safety of the public and persons 
manufacturing, distributing, dealing, and possessing ether, and must provide for 
application forms and procedures, recordkeeping requirements, and security. The 
rules must be in substantial conformity with generally accepted standards of safety 
concerning such subject matter. 

(2)The department may adopt rules regarding recordkeeping and security for 
methyl ethyl ketone (MEK) or butyl acetate as needed. These products and records 
are open to inspection in the same manner as are ether products and records. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 45, ch. 2000-242. 

499.7lProcedure for cease and desist orders.— 
(1)Whenever the department has reason to believe that any person is or has been 

violating any provision of this part or any rules adopted pursuant thereto, it shall 
proceed to determine the matter. 

(2)If the department determines that any provision of this part or any rules 
adopted pursuant thereto have been violated, it shall issue to the person charged 
with such violation an order requiring such person to cease and desist from such 
violation or imposing an administrative fine, or both. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429. 

499.72Administrative fines.— 
(1)If any person violates any provision of this part or any rule adopted pursuant 

thereto, or violates a cease and desist order issued by the department, the 



department may impose an administrative fine, not to exceed $5,000 for each 
violation per day, or may suspend or revoke the license or permit issued to such 
person, or both. Each day such violation continues constitutes a separate violation, 
and each such separate violation is subject to a separate fine. The department shall 
allow the licensee or permittee a reasonable period, not to exceed 30 days, within 
which to pay to the department the amount of the fine so imposed. If the licensee or 
permittee fails to pay the fine in its entirety to the department at its office in 
Tallahassee within the period so allowed, the licenses or permits of such person shall 
stand revoked upon expiration of such period. 

(2)All such fines, monetary penalties, and costs received by the department in 
connection with this part shall be deposited in the Professional Regulation Trust 
Fund. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 18, ch. 2012-143. 

499.73Suspension or revocation of license or permit.— 
(1)The violation of any provision of this part, any rule adopted pursuant thereto, or 

any cease and desist order issued by the department by a licensee or permittee as 
provided in this part shall be cause for revocation or suspension of all licenses or 
permits held by such licensee or permittee after the department has determined the 
licensee or permittee to be guilty of such violation. 

(2)If the department finds the licensee or permittee to be guilty of such violation, 
it shall enter its order suspending or revoking the license or permit of the person 
charged. An order of suspension shall state the period of time of such suspension, 
which period shall not be in excess of 1 year from the date of such order. An order of 
revocation may be entered for a period not exceeding 5 years; such order shall effect 
the revocation of all licenses or permits then held by the person charged, and during 
such period no license or permit shall be issued to said person. If, during the period 
between the beginning of proceedings and the entry of an order of suspension or 
revocation by the department, a new license or permit has been issued to the person 
charged, any order of suspension or revocation shall operate effectively with respect 
to the new license or permit held by such person. 

(3)Any person or office of a corporation whose permit or license has been 
suspended or revoked shall not be issued a new permit or license under any other 
name or company name until the expiration of the suspension or revocation in which 
she or he has been involved. 

(4)The provisions of this section are cumulative and shall not affect the 
administrative fine and injunction provisions of ss. 499.72 and 499.76. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; 5. 600, ch. 97-103. 

499.74Conduct of hearings; review of orders of the department.— 
(1)All hearings shall be conducted in accordance with the provisions of chapter 

120. 
(2)All review of orders of the department shall be in accordance with the provisions 

of chapter 120. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429. 

499.75Penalties. — 

(1)Any person who knowingly manufactures, distributes, or deals in ether without 
possessing a valid current license as required by s. 499.62(2) is guilty of a felony of 
the second degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(2)Any person who knowingly purchases 2.5 gallons, or equivalent by weight, or 
more of ether without possessing a valid current permit as required by s. 499.62(4) 
is guilty of a felony of the third degree, punishable as provided in s. 775.082, s. 
775.083, or s. 775.084. 

(3)Any person who knowingly withholds information or presents to the department 
any false, fictitious, or misrepresented application, identification, document, 



information, statement, or data intended or likely to deceive the department for the 
purpose of obtaining a license or permit as prohibited by s. 499.64(4) is guilty of a 

misdemeanor of the first degree, punishable as provided in s. 775.082 or s. 775.083. 
(4)Any person who knowingly possesses 2.5 gallons, or equivalent by weight, or 

more of ether and is not the holder of a valid current license or permit as prohibited 
by s. 499.65(1) is guilty of a felony of the third degree, punishable as provided in s. 
775.082, s. 775.083, or s. 775.084. 

(5)Any person who knowingly sells or otherwise transfers 2.5 gallons, or equivalent 
by weight, or more of ether to any person who is not the holder of a valid current 
license or permit as prohibited by s. 499.66(1) is guilty of a felony of the third 
degree, punishable as provided in s. 775.082, s. 775.083, or s. 775.084. 

(6)Any person who knowingly withholds information or makes any false or fictitious 
entry or misrepresentation upon any invoice, receipt, sales ticket, sales slip, or 
account of inventories as prohibited by s. 499.66(5) is guilty of a misdemeanor of 
the first degree, punishable as provided in s. 775.082 or s. 775.083. 

(7)Any licensee who knowingly fails to maintain written accounts of inventories or 
records of sales or transfers as required by s. 499.66(3) is guilty of a misdemeanor 
of the first degree, punishable as provided in s. 775.082 or s. 775.083. 

(8)Any permittee who knowingly fails to maintain written inventories and records 
as required by s. 499.67 is guilty of a misdemeanor of the first degree, punishable as 
provided in s. 775.082 or s. 775.083. 

(9)Any licensee or permittee who fails to report the loss, unexplained shortage, or 
theft of ether as required by s. 499.68(2) is guilty of a misdemeanor of the first 
degree, punishable as provided in s. 775.082 or s. 775.083. 

(10)Any person who knowingly possesses 2.5 gallons, or equivalent by weight, or 
more of ether in, or within 500 feet of, any residential housing structure as 
prohibited by s. 499.69(1) is guilty of a felony of the second degree, punishable as 
provided in s. 775.082, s. 775.083, or s. 775.084. 
History.—ss. 10, 11, ch. 86-133; s. 121, ch. 91-224; s. 4, ch. 91-429. 

499.76lnjunctive relief.—In addition to the penalties and other enforcement 
provisions of this part, in the event any person engaged in any of the activities 
covered by this part violates any provision of this part, any rule adopted pursuant 
thereto, or any cease and desist order as provided by this part, the department is 
authorized to resort to proceedings for injunction in the circuit court of the county in 
which the violation occurred or in which the person resides or has his or her principal 
place of business and may therein apply for such temporary and permanent orders 
as the department may deem necessary to restrain such person from engaging in 
any such activities until such person complies with the provisions of this part, the 
rules adopted pursuant thereto, and the orders of the department as authorized by 
this part. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 601, ch. 97-103. 

499.77Exceptions.—Nothing contained in this part shall apply to the regular 
military and naval forces of the United States, or to the duly organized military 
forces of any state or territory thereof, provided that they are acting within their 
respective official capacities and in the performance of their duties. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429. 

499.78County and municipal ordinances.—Nothing contained in this part shall 
affect any existing ordinance, rule, or regulation pertaining to ether in any county or 
municipality in this state, which ordinance, rule, or regulation is more restrictive than 
the provisions of this part and the rules adopted pursuant thereto; nor shall the 
provisions of this part limit the power of any county or municipality to make 
ordinances, rules, or regulations pertaining to ether which may be more restrictive 
than the provisions of this part and the rules adopted pursuant thereto. 



History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429. 
499.79Deposit of fees.—All fees collected for licenses and permits required by this 

part shall be deposited in the Professional Regulation Trust Fund, and all moneys 
collected under this part and deposited in the trust fund shall be used by the 
department in the administration of this part. The Department of Business and 
Professional Regulation shall maintain a separate account in the Professional 
Regulation Trust Fund for the Drugs, Devices, and Cosmetics program. 
History.—ss. 10, 11, ch. 86-133; s. 4, ch. 91-429; s. 45, ch. 95-144; s. 19, ch. 
20 12-143. 
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I 20.5OException to application of chapter.—This chapter shaLL not apply to: 

(1 )The Legislature. 

(2)The courts. 

History.—s. 1, ch. 74-310; s. 3, ch. 77-468; s. 1, ch. 78-162. 

120.5lShort title.—This chapter may be known and cited as the "Administrative Procedure Act." 

History.—s. 1, ch. 74-310. 

1 120.5l5Declaration of policy.—This chapter provides uniform procedures for the exercise of specified 

authority. This chapter does not limit or impinge upon the assignment of executive power under ArticLe IV of 

the State Constitution or the Legal authority of an appointing authority to direct and supervise those 

appointees serving at the pLeasure of the appointing authority. For purposes of this chapter, adherence to the 

direction and supervision of an appointing authority does not constitute deLegation or transfer of statutory 

authority assigned to the appointee. 

History.—s. 7, ch. 2012-116. 

Note.—SectiOn 3, ch. 2012-116, provides that t]he Legislature intends that the amendments made by this 

act to ss. 20.02, 20.03, and 20.05, Florida Statutes, which apply to the organizational structure of the 

executive branch, and the creation of s. 120.515, Florida Statutes, which applies to administrative procedure, 

are to clarify that the pLacement of an executive department under the direct administration of an officer or 

board appointed by and serving at the pleasure of the Governor does not implicitLy Limit or restrict the 

Governor's prerogative, legal authority, and constitutional responsibility to direct and supervise the execution 

of the law and the exercise of LawfuL discretion." 

120.52Definitions.—As used in this act: 

(1 )"Agency" means the following officers or governmental entities if acting pursuant to powers other 



than those derived from the constitution: 

(a)The Governor; each state officer and state department, and each departmentaL unit described in s. 

20.04; the Board of Governors of the State University System; the Commission on Ethics; the Fish and Wildlife 

Conservation Commission; a regional water suppLy authority; a regional planning agency; a multicounty special 

district, but only when a majority of its governing board is comprised of nonelected persons; educational 

units; and each entity described in chapters 163, 373, 380, and 582 and s. 186.504. 

(b)Each officer and governmentaL entity in the state having statewide jurisdiction or jurisdiction in more 

than one county. 

(c)Each officer and governmental entity in the state having jurisdiction in one county or less than one 

county, to the extent they are expressLy made subject to this act by generaL or speciaL Law or existing judicial 

decisions. 

This definition does not include any municipaLity or legal entity created soLeLy by a municipaLity; any legal 

entity or agency created in whole or in part pursuant to part II of chapter 361; any metropolitan pLanning 

organization created pursuant to s. 339.175; any separate legal or administrative entity created pursuant to s. 

339.175 of which a metropolitan planning organization is a member; an expressway authority pursuant to 

chapter 348 or any transportation authority under chapter 343 or chapter 349; or any legal or administrative 

entity created by an interlocaL agreement pursuant to s. 163.01(7), unless any party to such agreement is 

otherwise an agency as defined in this subsection. 

(2)"Agency action" means the whoLe or part of a ruLe or order, or the equivalent, or the denial of a 

petition to adopt a ruLe or issue an order. The term also includes any denial of a request made under s. 

120.54(7). 

(3)"Agency head" means the person or coLlegiaL body in a department or other governmentaL unit 

statutorily responsible for final agency action. An agency head appointed by and serving at the pleasure of an 

appointing authority remains subject to the direction and supervision of the appointing authority, but actions 

taken by the agency head as authorized by statute are official acts. 

(4)"Committee" means the Administrative Procedures Committee. 

(5)"Division" means the Division of Administrative Hearings. Any document fiLed with the division by a 

party represented by an attorney shalL be filed by electronic means through the division's website. Any 

document filed with the division by a party not represented by an attorney shall, whenever possibLe, be filed 

by electronic means through the division's website. 

(6)"Educational unit" means a LocaL schooL district, a community college district, the FLorida School for 

the Deaf and the BLind, or a state university when the university is acting pursuant to statutory authority 

derived from the Legislature. 

(7)"Final order" means a written finaL decision which results from a proceeding under s. 120.56, s. 



120.565, s. 120.569, s. 120.57, s. 120.573, or s. 120.574 which is not a rule, and which is not excepted from 

the definition of a ruLe, and which has been filed with the agency clerk, and includes final agency actions 

which are affirmative, negative, injunctive, or decLaratory in form. A final order includes all materials 

explicitly adopted in it. The cLerk shalL indicate the date of filing on the order. 

(8)"Invalid exercise of deLegated Legislative authority" means action that goes beyond the powers, 

functions, and duties delegated by the Legislature. A proposed or existing rule is an invalid exercise of 

delegated legislative authority if any one of the folLowing applies: 

(a)The agency has materially faiLed to foLLow the applicable rulemaking procedures or requirements set 

forth in this chapter; 

(b)The agency has exceeded its grant of ruLemaking authority, citation to which is required by s. 

120.54(3)(a)1.; 

(c)The rule enlarges, modifies, or contravenes the specific provisions of law implemented, citation to 

which is required by s. 120.54(3)(a)1.; 

(d)The rule is vague, faiLs to establish adequate standards for agency decisions, or vests unbridled 

discretion in the agency; 

(e)The rule is arbitrary or capricious. A rule is arbitrary if it is not supported by logic or the necessary 

facts; a rule is capricious if it is adopted without thought or reason or is irrational; or 

(f)The rule imposes regulatory costs on the reguLated person, county, or city which could be reduced by 

the adoption of less costly alternatives that substantially accomplish the statutory objectives. 

A grant of rulemaking authority is necessary but not sufficient to aLlow an agency to adopt a rule; a specific 

law to be implemented is also required. An agency may adopt only rules that implement or interpret the 

specific powers and duties granted by the enabling statute. No agency shalL have authority to adopt a rule 

only because it is reasonabLy reLated to the purpose of the enabLing legisLation and is not arbitrary and 

capricious or is within the agency's cLass of powers and duties, nor shalL an agency have the authority to 

implement statutory provisions setting forth general legislative intent or poLicy. Statutory Language granting 

rulemaking authority or generaLLy describing the powers and functions of an agency shall be construed to 

extend no further than implementing or interpreting the specific powers and duties conferred by the enabling 

statute. 

(9)"Law implemented" means the Language of the enabling statute being carried out or interpreted by an 

agency through rulemaking. 

(10)"License" means a franchise, permit, certification, registration, charter, or similar form of 

authorization required by law, but it does not incLude a license required primarily for revenue purposes when 

issuance of the license is merely a ministerial act. 

(11 )"Licensing" means the agency process respecting the issuance, denial, renewal, revocation, 



suspension, annulment, withdrawal, or amendment of a license or imposition of terms for the exercise of a 

license. 

(12)"Official reporter" means the publication in which an agency publishes final orders, the index to final 

orders, and the list of final orders which are listed rather than published. 

(1 3)"Party" means: 

(a)Specifically named persons whose substantial interests are being determined in the proceeding. 

(b)Any other person who, as a matter of constitutional right, provision of statute, or provision of agency 

regulation, is entitled to participate in whole or in part in the proceeding, or whose substantial interests will 

be affected by proposed agency action, and who makes an appearance as a party. 

(c)Any other person, including an agency staff member, allowed by the agency to intervene or participate 

in the proceeding as a party. An agency may by rule authorize limited forms of participation in agency 

proceedings for persons who are not eligible to become parties. 

(d)Any county representative, agency, department, or unit funded and authorized by state statute or 

county ordinance to represent the interests of the consumers of a county, when the proceeding involves the 

substantial interests of a significant number of residents of the county and the board of county commissioners 

has, by resolution, authorized the representative, agency, department, or unit to represent the class of 

interested persons. The authorizing resolution shall apply to a specific proceeding and to appeals and ancillary 

proceedings thereto, and it shall not be required to state the names of the persons whose interests are to be 

represented. 

The term "party" does not include a member government of a regional water supply authority or a 

governmental or quasi-judicial board or commission established by local ordinance or special or general law 

where the governing membership of such board or commission is shared with, in whole or in part, or 

appointed by a member government of a regional water supply authority in proceedings under s. 120.569, s. 

120.57, or s. 120.68, to the extent that an interlocal agreement under ss. 163.01 and 373.713 exists in which 

the member government has agreed that its substantial interests are not affected by the proceedings or that 

it is to be bound by alternative dispute resolution in lieu of participating in the proceedings. This exclusion 

applies only to those particular types of disputes or controversies, if any, identified in an interlocal 

agreement. 

(14)"Person" means any person described in s. 1.01, any unit of government in or outside the state, and 

any agency described in subsection (1). 

(15)"Recommended order" means the official recommendation of an administrative law judge assigned 

by the division or of any other duly authorized presiding officer, other than an agency head or member of an 

agency head, for the final disposition of a proceeding under ss. 120.569 and 120.57. 

(16)"Rule" means each agency statement of general applicability that implements, interprets, or 



prescribes law or policy or describes the procedure or practice requirements of an agency and incLudes any 

form which imposes any requirement or solicits any information not specifically required by statute or by an 

existing rule. The term also includes the amendment or repeal of a rule. The term does not incLude: 

(a)Internal management memoranda which do not affect either the private interests of any person or any 

plan or procedure important to the pubLic and which have no application outside the agency issuing the 

memorandum. 

(b)Legal memoranda or opinions issued to an agency by the Attorney GeneraL or agency LegaL opinions 

prior to their use in connection with an agency action. 

(c)The preparation or modification of: 

1 .Agency budgets. 

2.Statements, memoranda, or instructions to state agencies issued by the Chief Financial Officer or 

Comptroller as chief fiscal officer of the state and relating or pertaining to cLaims for payment submitted by 

state agencies to the Chief FinanciaL Officer or Comptroller. 

3.Contractual provisions reached as a result of coLlective bargaining. 

4.Memoranda issued by the Executive Office of the Governor relating to information resources 

management. 

(17)"Rulemaking authority" means statutory language that explicitly authorizes or requires an agency to 

adopt, develop, estabLish, or otherwise create any statement coming within the definition of the term "rule." 

(18)"Small city" means any municipality that has an unincarcerated popuLation of 10,000 or Less 

according to the most recent decenniaL census. 

(19)"Small county" means any county that has an unincarcerated population of 75,000 or Less according 

to the most recent decennial census. 

(20)"Unadopted ruLe" means an agency statement that meets the definition of the term "ruLe," but that 

has not been adopted pursuant to the requirements of s. 120.54. 

(21 )"Variance" means a decision by an agency to grant a modification to aLL or part of the Literal 

requirements of an agency rule to a person who is subject to the ruLe. Any variance shalL conform to the 

standards for variances outlined in this chapter and in the uniform rules adopted pursuant to s. 120.54(5). 

(22)"Waiver" means a decision by an agency not to apply all or part of a rule to a person who is subject 

to the rule. Any waiver shall conform to the standards for waivers outlined in this chapter and in the uniform 

rules adopted pursuant to s. 120.54(5). 

History.—s. 1, ch. 74-310; s. 1, ch. 75-191; s. 1, ch. 76-131; s. 1, ch. 77-174; s. 12, ch. 77-290; s. 2, ch. 77-453; s. 1, ch. 78- 

28; s. 1, ch. 78-425; s. 1, ch. 79-20; s. 55, ch. 79-40; s. 1, ch. 79-299; s. 2, ch. 81-119; s. 1, ch. 81-180; s. 7, ch. 82-180; s. 1, ch. 

83-78; s. 2, ch. 83-273; s. 10, ch. 84-170; s. 15, ch. 85-80; s. 1, ch. 85-168; s. 2, ch. 87-385; s. 1, ch. 88-367; s. 1, ch. 89-147; s. 

1, ch. 91-46; s. 9, ch. 92-166; s. 50, ch. 92-279; s. 55, ch. 92-326; s. 3, ch. 96-159; s. 1, ch. 97-176; s. 2, ch. 97-286; s. 1, ch. 98- 



402; s. 64, ch. 99-245; s. 2, ch. 99-379; S. 895, ch. 2002-387; s. 1, ch. 2003-94; s. 138, ch. 2003-261; s. 7, ch. 2003-286; s. 3, ch. 

2007-196; s. 13, ch. 2007-217; s. 2, ch. 2008-104; s. 1, ch. 2009-85; s. 1, ch. 2009-187; s. 10, ch. 2010-5; s. 2, ch. 2010-205; s. 7, 

ch. 2011-208; s. 8, ch. 2012-116. 

120. 525Meetings, hearings, and workshops.— 

(1 )Except in the case of emergency meetings, each agency shall give notice of public meetings, hearings, 

and workshops by publication in the Florida Administrative Weekly and on the agency's website not less than 7 

days before the event. The notice shaLt incLude a statement of the generaL subject matter to be considered. 

(2)An agenda shall be prepared by the agency in time to ensure that a copy of the agenda may be 

received at least 7 days before the event by any person in the state who requests a copy and who pays the 

reasonable cost of the copy. The agenda, aLong with any meeting materiaLs avaiLabLe in electronic form 

excluding confidential and exempt information, shaLL be published on the agency's website. The agenda shall 

contain the items to be considered in order of presentation. After the agenda has been made avaiLabLe, a 

change shall be made only for good cause, as determined by the person designated to preside, and stated in 

the record. Notification of such change shalL be at the earliest practicable time. 

(3)If an agency finds that an immediate danger to the public heaLth, safety, or weLfare requires 

immediate action, the agency may hold an emergency public meeting and give notice of such meeting by any 

procedure that is fair under the circumstances and necessary to protect the public interest, if: 

(a)The procedure provides at least the proceduraL protection given by other statutes, the State 

Constitution, or the United States Constitution. 

(b)The agency takes only that action necessary to protect the public interest under the emergency 

procedure. 

(c)The agency pubLishes in writing at the time of, or prior to, its action the specific facts and reasons for 

finding an immediate danger to the public heaLth, safety, or welfare and its reasons for concluding that the 

procedure used is fair under the circumstances. The agency findings of immediate danger, necessity, and 

procedural fairness shall be judicialLy reviewable. 

History.—s. 4, ch. 96-159; s. 3, ch. 2009-187. 

120.53Maintenance of orders; indexing; listing; organizational information.— 

(1)(a)Each agency shaLl maintain: 

1 .All agency final orders. 

2.a.A current hierarchicaL subject-matter index, identifying for the public any ruLe or order as specified 

in this subparagraph. 

b.In lieu of the requirement for making avaiLable for public inspection and copying a hierarchical subject- 

matter index of its orders, an agency may maintain and make availabLe for pubLic use an eLectronic database 



of its orders that allows users to research and retrieve the full texts of agency orders by devising an ad hoc 

indexing system employing any logical search terms in common usage which are composed by the user and 

which are contained in the orders of the agency or by descriptive information about the order which may not 

be specifically contained in the order. 

c.The agency orders that must be indexed, unless excluded under paragraph (c) or paragraph (d), 

include: 

(I)Each final agency order resulting from a proceeding under s. 120.57 or s. 120.573. 

(II)Each final agency order rendered pursuant to s. 120.57(4) which contains a statement of agency poLicy 

that may be the basis of future agency decisions or that may otherwise contain a statement of precedential 

value. 

(III)Each declaratory statement issued by an agency. 

(IV)Each final order resulting from a proceeding under s. 120.56 or s. 120.574. 

3.A list of all final orders rendered pursuant to s. 120.57(4) which have been excluded from the indexing 

requirement of this section, with the approval of the Department of State, because they do not contain 

statements of agency policy or statements of precedential value. The List must include the name of the 

parties to the proceeding and the number assigned to the final order. 

4.All final orders listed pursuant to subparagraph 3. 

(b)An agency finaL order that must be indexed or listed pursuant to paragraph (a) must be indexed or 

listed within 120 days after the order is rendered. Each final order that must be indexed or Listed pursuant to 

paragraph (a) must have attached a copy of the complete text of any materials incorporated by reference; 

however, if the quantity of the materials incorporated makes attachment of the complete text of the 

materials impractical, the order may contain a statement of the location of such materials and the manner in 

which the pubLic may inspect or obtain copies of the materials incorporated by reference. The Department of 

State shall estabLish by rule procedures for indexing final orders, and procedures of agencies for indexing 

orders must be approved by the department. 

(c)Each agency must receive approval in writing from the Department of State for: 

1 .The specific types and categories of agency finaL orders that may be excluded from the indexing and 

public inspection requirements, as determined by the department pursuant to paragraph (d). 

2.The method for maintaining indexes, lists, and final orders that must be indexed or Listed and made 

available to the pubLic. 

3.The method by which the public may inspect or obtain copies of indexes, lists, and final orders. 

4.A sequentiaL numbering system which numbers aLl final orders required to be indexed or listed pursuant 

to paragraph (a), in the order rendered. 

5.Proposed ruLes for implementing the requirements of this section for indexing and making final orders 



available for public inspection. 

(d)In determining which finaL orders may be excLuded from the indexing and pubLic inspection 

requirements, the Department of State may consider all factors specified by an agency, including precedential 

value, legal significance, and purpose. OnLy agency final orders that are of limited or no precedential value, 

that are of limited or no Legal significance, or that are ministeriaL in nature may be excluded. 

(e)Each agency shalL specify the specific types or categories of agency final orders that are excluded from 

the indexing and public inspection requirements. 

(f)Each agency shaLl specify the Location or locations where agency indexes, lists, and finaL orders that 

are required to be indexed or listed are maintained and shall specify the method or procedure by which the 

public may inspect or obtain copies of indexes, Lists, and final orders. 

(g)Each agency shalL specify aLL systems in use by the agency to search and Locate agency final orders that 

are required to be indexed or listed, incLuding, but not limited to, any automated system. An agency shall 

make the search capabilities empLoyed by the agency available to the pubLic subject to reasonable terms and 

conditions, including a reasonabLe charge, as provided by s. 119.07. The agency shaLL specify how assistance 

and information pertaining to final orders may be obtained. 

(h)Each agency shalL specify the numbering system used to identify agency finaL orders. 

(2)(a)An agency may comply with subparagraphs (1 )(a)1. and 2. by designating an officiaL reporter to 

publish and index by subject matter each agency order that must be indexed and made availabLe to the 

public, or by electronically transmitting to the division a copy of such orders for posting on the division's 

website. An agency is in compliance with subparagraph (1 )(a)3. if it publishes in its designated reporter a list 

of each agency final order that must be Listed and preserves each listed order and makes it avaiLabLe for 

public inspection and copying. 

(b)An agency may pubLish its official reporter or may contract with a publishing firm to pubLish its official 

reporter; however, if an agency contracts with a publishing firm to publish its reporter, the agency is 

responsible for the quality, timeLiness, and usefulness of the reporter. The Department of State may publish 

an official reporter for an agency or may contract with a publishing firm to pubLish the reporter for the 

agency; however, if the department contracts for publication of the reporter, the department is responsibLe 

for the quality, timeliness, and usefuLness of the reporter. A reporter that is designated by an agency as its 

official reporter and approved by the Department of State constitutes the official compilation of the 

administrative final orders for that agency. 

(c)A reporter that is published by the Department of State may be made avaiLabLe by annual subscription, 

and each agency that designates an officiaL reporter published by the department may be charged a space 

rate payable to the department. The subscription rate and the space rate must be equitabLy apportioned to 

cover the costs of publishing the reporter. 



(d)An agency that designates an official reporter need not publish the full text of an agency final order 

that is rendered pursuant to s. 120.57(4) and that must be indexed pursuant to paragraph (1 )(a), if the final 

order is preserved by the agency and made availabLe for public inspection and copying and the official 

reporter indexes the final order and includes a synopsis of the order. A synopsis must include the names of the 

parties to the order; any ruLe, statute, or constitutional provision pertinent to the order; a summary of the 

facts, if included in the order, which are pertinent to the finaL disposition; and a summary of the final 

disposition. 

(3)Agency orders that must be indexed or Listed are documents of continuing Legal vaLue and must be 

permanently preserved and made avaiLable to the public. Each agency to which this chapter applies shall 

provide, under the direction of the Department of State, for the preservation of orders as required by this 

chapter and for maintaining an index to those orders. 

(4)Each agency must provide any person who makes a request with a written description of its 

organization and the generaL course of its operations. 

History.—s. 1, ch. 74-310; s. 2, ch. 75-191; s. 2, ch. 76-131; s. 2, ch. 79-299; s. 1, ch. 81-296; s. 2, ch. 81-309; s. 8, ch. 83-92; 

s. 34, ch. 83-217; s. 3, ch. 83-273; s. 1, ch. 84-203; s. 77, ch. 85-180; s. 2, ch. 87-100; s. 2, ch. 88-384; s. 44, ch. 90-136; s. 35, 

ch. 90-302; s. 2, ch. 91-30; s. 79, ch. 91-45; s. 1, ch. 91-191; s. 1, ch. 92-166; s. 143, ch. 92-279; s. 55, ch. 92-326; s. 757, ch. 95- 

147; s. 5, ch. 96-159; s. 2, ch. 96-423; s. 2, ch. 97-176; s. 3, ch. 2008-104. 

120.53 3Coordination of indexing by Department of State.—The Department of State shall: 

(1 )Administer the coordination of the indexing, management, preservation, and avaiLabiLity of agency 

orders that must be indexed or Listed pursuant to s. 120.53(1). 

(2)Provide, by rule, guidelines for the indexing of agency orders. More than one system for indexing may 

be approved by the Department of State, including systems or methods in use, or proposed for use, by an 

agency. More than one system may be approved for use by a single agency as best serves the needs of that 

agency and the pubLic. 

(3)Provide, by rule, for storage and retrieval systems to be maintained by agencies for indexing, and 

making availabLe, agency orders by subject matter. The Department of State may approve more than one 

system, including systems in use, or proposed for use, by an agency. Storage and retrievaL systems that may 

be used by an agency include, without limitation, a designated reporter or reporters, a microfiLming system, 

an automated system, or any other system considered appropriate by the Department of State. 

(4)Determine which final orders must be indexed for each agency. 

(5)Require each agency to report to the department concerning which types or categories of agency 

orders establish precedent for each agency. 

History.—s. 9, ch. 91-30; s. 1, ch. 91-191; s. 7, ch. 96-159. 



120. 536Ru lemaking authority; repeal; challenge.— 

(1 )A grant of rulemaking authority is necessary but not sufficient to alLow an agency to adopt a ruLe; a 

specific law to be impLemented is also required. An agency may adopt only ruLes that implement or interpret 

the specific powers and duties granted by the enabLing statute. No agency shalL have authority to adopt a rule 

only because it is reasonabLy reLated to the purpose of the enabLing legisLation and is not arbitrary and 

capricious or is within the agency's cLass of powers and duties, nor shalL an agency have the authority to 

implement statutory provisions setting forth general legislative intent or poLicy. Statutory Language granting 

rulemaking authority or generaLLy describing the powers and functions of an agency shall be construed to 

extend no further than implementing or interpreting the specific powers and duties conferred by the enabling 

statute. 

(2)Unless otherwise expressly provided by law: 

(a)The repeal of one or more provisions of law implemented by a ruLe that on its face implements only 

the provision or provisions repealed and no other provision of Law nullifies the rule. Whenever notice of the 

nullification of a rule under this subsection is received from the committee or otherwise, the Department of 

State shall remove the ruLe from the FLorida Administrative Code as of the effective date of the law effecting 

the nullification and update the historicaL notes for the code to show the ruLe repealed by operation of Law. 

(b)The repeal of one or more provisions of law implemented by a ruLe that on its face implements the 

provision or provisions repeaLed and one or more other provisions of law nullifies the ruLe or applicable portion 

of the rule to the extent that it impLements the repealed law. The agency having authority to repeal or amend 

the rule shall, within 180 days after the effective date of the repeaLing law, pubLish a notice of rule 

development identifying aLl portions of ruLes affected by the repealing Law, and if no notice is timely 

published the operation of each rule implementing a repealed provision of law shall be suspended until such 

notice is published. 

(c)The repeal of one or more provisions of law that, other than as provided in paragraph (a) or paragraph 

(b), causes a rule or portion of a rule to be of uncertain enforceability requires the Department of State to 

treat the rule as provided by s. 120.555. A rule shall be considered to be of uncertain enforceabiLity under this 

paragraph if the division notifies the Department of State that a rule or a portion of the rule has been 

invalidated in a division proceeding based upon a repeal of law, or the committee gives written notification to 

the Department of State and the agency having power to amend or repeal the ruLe that a law has been 

repealed creating doubt about whether the rule is still in full force and effect. 

(3)The Administrative Procedures Committee or any substantially affected person may petition an agency 

to repeal any rule, or portion thereof, because it exceeds the rulemaking authority permitted by this section. 

Not later than 30 days after the date of fiLing the petition if the agency is headed by an individual, or not 

later than 45 days if the agency is headed by a coLlegial body, the agency shall initiate ruLemaking proceedings 



to repeal the rule, or portion thereof, or deny the petition, giving a written statement of its reasons for the 

denial. 

(4)Nothing in this section shall be construed to change the legal status of a rule that has otherwise been 

judicially or administratively determined to be invalid. 

History.—s. 9, ch. 96-159; s. 3, ch. 99-379; s. 15, ch. 2000-151; s. 15, ch. 2005-2; s. 4, ch. 2008-104; S. 1, ch. 2012-31. 

I 20.54Rulemaking.— 

(1 )GENERAL PROVISIONS APPLICABLE TO ALL RULES OTHER THAN EMERGENCY RULES.— 

(a)Rulemaking is not a matter of agency discretion. Each agency statement defined as a rule by s. 120.52 

shall be adopted by the rulemaking procedure provided by this section as soon as feasible and practicable. 

1 .Rulemaking shall be presumed feasible unless the agency proves that: 

a.The agency has not had sufficient time to acquire the knowledge and experience reasonably necessary 

to address a statement by rulemaking; or 

b.Related matters are not sufficiently resolved to enable the agency to address a statement by 

rulemaking. 

2.Rulemaking shall be presumed practicable to the extent necessary to provide fair notice to affected 

persons of relevant agency procedures and applicable principles, criteria, or standards for agency decisions 

unless the agency proves that: 

a.Detail or precision in the establishment of principles, criteria, or standards for agency decisions is not 

reasonable under the circumstances; or 

b.The particular questions addressed are of such a narrow scope that more specific resolution of the 

matter is impractical outside of an adjudication to determine the substantial interests of a party based on 

individual circumstances. 

(b)Whenever an act of the Legislature is enacted which requires implementation of the act by rules of an 

agency within the executive branch of state government, such rules shall be drafted and formally proposed as 

provided in this section within 180 days after the effective date of the act, unless the act provides otherwise. 

(c)No statutory provision shall be delayed in its implementation pending an agency's adoption of 

implementing rules unless there is an express statutory provision prohibiting its application until the adoption 

of implementing rules. 

(d)In adopting rules, all agencies must, among the alternative approaches to any regulatory objective and 

to the extent allowed by law, choose the alternative that does not impose regulatory costs on the regulated 

person, county, or city which could be reduced by the adoption of less costly alternatives that substantially 

accomplish the statutory objectives. 

(e)No agency has inherent rulemaking authority, nor has any agency authority to establish penalties for 

violation of a rule unless the Legislature, when establishing a penalty, specifically provides that the penalty 



applies to rules. 

(f)An agency may adopt ruLes authorized by Law and necessary to the proper implementation of a statute 

prior to the effective date of the statute, but the rules may not be effective untiL the statute upon which they 

are based is effective. An agency may not adopt retroactive rules, including retroactive rules intended to 

clarify existing law, unLess that power is expressly authorized by statute. 

(g)Each rule adopted shaLL contain only one subject. 

(h)In rulemaking proceedings, the agency may recognize any materiaL which may be judiciaLLy noticed, 

and it may provide that materials so recognized be incorporated into the record of the proceeding. Before the 

record of any proceeding is completed, all parties shall be provided a list of these materiaLs and given a 

reasonable opportunity to examine them and offer written comments or written rebuttaL. 

(i)1 .A rule may incorporate materiaL by reference but only as the materiaL exists on the date the rule is 

adopted. For purposes of the rule, changes in the material are not effective unLess the ruLe is amended to 

incorporate the changes. 

2.An agency rule that incorporates by specific reference another rule of that agency automaticaLLy 

incorporates subsequent amendments to the referenced rule unless a contrary intent is cLearLy indicated in 

the referencing ruLe. A notice of amendments to a rule that has been incorporated by specific reference in 

other rules of that agency must expLain the effect of those amendments on the referencing ruLes. 

3.In rules adopted after December 31, 2010, materiaL may not be incorporated by reference unless: 

a.The material has been submitted in the prescribed electronic format to the Department of State and 

the full text of the material can be made availabLe for free public access through an eLectronic hyperlink from 

the rule making the reference in the Florida Administrative Code; or 

b.The agency has determined that posting the material on the Internet for purposes of public 

examination and inspection wouLd constitute a violation of federal copyright law, in which case a statement to 

that effect, aLong with the address of locations at the Department of State and the agency at which the 

material is availabLe for public inspection and examination, must be included in the notice required by 

subparagraph (3)(a)1. 

4.A rule may not be amended by reference only. Amendments must set out the amended rule in full in 

the same manner as required by the State Constitution for Laws. 

5.Notwithstanding any contrary provision in this section, when an adopted ruLe of the Department of 

Environmental Protection or a water management district is incorporated by reference in the other agency's 

rule to implement a provision of part IV of chapter 373, subsequent amendments to the rule are not effective 

as to the incorporating ruLe unLess the agency incorporating by reference notifies the committee and the 

Department of State of its intent to adopt the subsequent amendment, pubLishes notice of such intent in the 

Florida Administrative Weekly, and files with the Department of State a copy of the amended rule 



incorporated by reference. Changes in the rule incorporated by reference are effective as to the other agency 

20 days after the date of the pubLished notice and fiLing with the Department of State. The Department of 

State shall amend the history note of the incorporating rule to show the effective date of such change. Any 

substantially affected person may, within 14 days after the date of publication of the notice of intent in the 

Florida Administrative Weekly, file an objection to rulemaking with the agency. The objection shall specify 

the portions of the rule incorporated by reference to which the person objects and the reasons for the 

objection. The agency shaLl not have the authority under this subparagraph to adopt those portions of the rule 

specified in such objection. The agency shaLL publish notice of the objection and of its action in response in 

the next avaiLable issue of the FLorida Administrative Weekly. 

6.The Department of State may adopt by ruLe requirements for incorporating materiaLs pursuant to this 

paragraph. 

(j)A rule published in the FLorida Administrative Code must be indexed by the Department of State within 

90 days after the ruLe is fiLed. The Department of State shall by ruLe estabLish procedures for indexing rules. 

(k)An agency head may delegate the authority to initiate rule development under subsection (2); 

however, rulemaking responsibilities of an agency head under subparagraph (3)(a)1., subparagraph (3)(e)1., or 

subparagraph (3)(e)6. may not be deLegated or transferred. 

(2)RULE DEVELOPMENT; WORKSHOPS; N EGOTIATED RULEMAKING.— 

(a)Except when the intended action is the repeaL of a rule, agencies shaLl provide notice of the 

development of proposed rules by publication of a notice of rule development in the Florida Administrative 

Weekly before providing notice of a proposed rule as required by paragraph (3)(a). The notice of ruLe 

development shall indicate the subject area to be addressed by rule development, provide a short, plain 

explanation of the purpose and effect of the proposed rule, cite the specific LegaL authority for the proposed 

rule, and include the preliminary text of the proposed rules, if available, or a statement of how a person may 

promptly obtain, without cost, a copy of any preliminary draft, if available. 

(b)All rules should be drafted in readabLe language. The language is readabLe if: 

1 .It avoids the use of obscure words and unnecessarily long or complicated constructions; and 

2.It avoids the use of unnecessary technical or specialized language that is understood onLy by members 

of particular trades or professions. 

(c)An agency may hold pubLic workshops for purposes of ruLe development. An agency must hold public 

workshops, including workshops in various regions of the state or the agency's service area, for purposes of 

rule development if requested in writing by any affected person, unless the agency head explains in writing 

why a workshop is unnecessary. The expLanation is not final agency action subject to review pursuant to ss. 

120.569 and 120.57. The failure to provide the expLanation when required may be a material error in 

procedure pursuant to s. 120.56(1)(c). When a workshop or public hearing is held, the agency must ensure 



that the persons responsible for preparing the proposed rule are available to explain the agency's proposal 

and to respond to questions or comments regarding the rule being deveLoped. The workshop may be 

facilitated or mediated by a neutraL third person, or the agency may empLoy other types of dispute resoLution 

alternatives for the workshop that are appropriate for ruLe development. Notice of a rule deveLopment 

workshop shall be by publication in the FLorida Administrative Weekly not less than 14 days prior to the date 

on which the workshop is scheduled to be held and shall indicate the subject area which wilL be addressed; 

the agency contact person; and the place, date, and time of the workshop. 

(d)1 .An agency may use negotiated ruLemaking in developing and adopting rules. The agency should 

consider the use of negotiated ruLemaking when complex rules are being drafted or strong opposition to the 

rules is anticipated. The agency shouLd consider, but is not limited to considering, whether a baLanced 

committee of interested persons who wiLl negotiate in good faith can be assembLed, whether the agency is 

willing to support the work of the negotiating committee, and whether the agency can use the group 

consensus as the basis for its proposed ruLe. Negotiated rulemaking uses a committee of designated 

representatives to draft a mutuaLLy acceptabLe proposed rule. 

2.An agency that chooses to use the negotiated rulemaking process described in this paragraph shaLL 

publish in the FLorida Administrative WeekLy a notice of negotiated rulemaking that incLudes a listing of the 

representative groups that will be invited to participate in the negotiated rulemaking process. Any person who 

believes that his or her interest is not adequately represented may appLy to participate within 30 days after 

publication of the notice. ALL meetings of the negotiating committee shalL be noticed and open to the public 

pursuant to the provisions of this chapter. The negotiating committee shaLL be chaired by a neutraL facilitator 

or mediator. 

3.The agency's decision to use negotiated ruLemaking, its selection of the representative groups, and 

approval or denial of an application to participate in the negotiated rulemaking process are not agency action. 

Nothing in this subparagraph is intended to affect the rights of an affected person to chalLenge a proposed 

rule developed under this paragraph in accordance with s. 120.56(2). 

(3)ADOPTION PROCEDURES.— 

(a)Notices. 

1 .Prior to the adoption, amendment, or repeaL of any rule other than an emergency rule, an agency, 

upon approval of the agency head, shall give notice of its intended action, setting forth a short, pLain 

explanation of the purpose and effect of the proposed action; the fuLl text of the proposed ruLe or amendment 

and a summary thereof; a reference to the grant of rulemaking authority pursuant to which the ruLe is 

adopted; and a reference to the section or subsection of the Florida Statutes or the Laws of Florida being 

implemented or interpreted. The notice must include a summary of the agency's statement of the estimated 

regulatory costs, if one has been prepared, based on the factors set forth in s. 120.541 (2); a statement that 



any person who wishes to provide the agency with information regarding the statement of estimated 

regulatory costs, or to provide a proposal for a lower cost regulatory alternative as provided by s. 120.541(1), 

must do so in writing within 21 days after pubLication of the notice; and a statement as to whether, based on 

the statement of the estimated reguLatory costs or other information expressly relied upon and described by 

the agency if no statement of reguLatory costs is required, the proposed ruLe is expected to require Legislative 

ratification pursuant to s. 120.541 (3). The notice must state the procedure for requesting a pubLic hearing on 

the proposed rule. Except when the intended action is the repeal of a rule, the notice must include a 

reference both to the date on which and to the pLace where the notice of ruLe development that is required 

by subsection (2) appeared. 

2.The notice shaLL be published in the Florida Administrative Weekly not Less than 28 days prior to the 

intended action. The proposed ruLe shaLl be avaiLable for inspection and copying by the pubLic at the time of 

the publication of notice. 

3.The notice shaLL be maiLed to aLL persons named in the proposed rule and to all persons who, at Least 14 

days prior to such mailing, have made requests of the agency for advance notice of its proceedings. The 

agency shall also give such notice as is prescribed by rule to those particuLar classes of persons to whom the 

intended action is directed. 

4.The adopting agency shaLL file with the committee, at least 21 days prior to the proposed adoption 

date, a copy of each rule it proposes to adopt; a copy of any material incorporated by reference in the rule; a 

detailed written statement of the facts and circumstances justifying the proposed ruLe; a copy of any 

statement of estimated reguLatory costs that has been prepared pursuant to s. 120.541; a statement of the 

extent to which the proposed rule reLates to federaL standards or rules on the same subject; and the notice 

required by subparagraph 1. 

(b)Special matters to be considered in rule adoption.— 

1 .Statement of estimated regulatory costs.—Before the adoption, amendment, or repeaL of any rule other 

than an emergency ruLe, an agency is encouraged to prepare a statement of estimated regulatory costs of the 

proposed ruLe, as provided by s. 120.541. However, an agency must prepare a statement of estimated 

regulatory costs of the proposed rule, as provided by s. 120.541, if: 

a.The proposed rule will have an adverse impact on small business; or 

b.The proposed rule is likely to directly or indirectly increase reguLatory costs in excess of $200,000 in 

the aggregate in this state within 1 year after the implementation of the ruLe. 

2.Small businesses, small counties, and small cities.— 

a.Each agency, before the adoption, amendment, or repeal of a rule, shaLL consider the impact of the 

rule on small businesses as defined by s. 288.703 and the impact of the rule on small counties or smaLl cities 

as defined by s. 120.52. Whenever practicable, an agency shall tier its rules to reduce disproportionate 



impacts on small businesses, small counties, or small cities to avoid regulating small businesses, small 

counties, or small cities that do not contribute significantly to the problem the rule is designed to address. An 

agency may define "small business" to include businesses employing more than 200 persons, may define 

"small county" to include those with populations of more than 75,000, and may define "small city" to include 

those with populations of more than 10,000, if it finds that such a definition is necessary to adapt a rule to 

the needs and problems of small businesses, small counties, or small cities. The agency shall consider each of 

the following methods for reducing the impact of the proposed rule on small businesses, small counties, and 

small cities, or any combination of these entities: 

(I)Establishing less stringent compliance or reporting requirements in the rule. 

(II)Establishing less stringent schedules or deadlines in the rule for compliance or reporting requirements. 

(III)Consolidating or simplifying the rule's compliance or reporting requirements. 

(IV)Establishing performance standards or best management practices to replace design or operational 

standards in the rule. 

(V)Exempting small businesses, small counties, or small cities from any or all requirements of the rule. 

b.(I)If the agency determines that the proposed action will affect small businesses as defined by the 

agency as provided in sub-subparagraph a., the agency shall send written notice of the rule to the rules 

ombudsman in the Executive Office of the Governor at least 28 days before the intended action. 

(II)Each agency shall adopt those regulatory alternatives offered by the rules ombudsman in the Executive 

Office of the Governor and provided to the agency no later than 21 days after the council's receipt of the 

written notice of the rule which it finds are feasible and consistent with the stated objectives of the proposed 

rule and which would reduce the impact on small businesses. When regulatory alternatives are offered by the 

rules ombudsman in the Executive Office of the Governor, the 90-day period for filing the rule in subparagraph 

(e)2. is extended for a period of 21 days. 

(III)If an agency does not adopt all alternatives offered pursuant to this sub-subparagraph, it shall, before 

rule adoption or amendment and pursuant to subparagraph (d)1., file a detailed written statement with the 

committee explaining the reasons for failure to adopt such alternatives. Within 3 working days after the filing 

of such notice, the agency shall send a copy of such notice to the rules ombudsman in the Executive Office of 

the Governor. 

(c)Hearings. 

1 .If the intended action concerns any rule other than one relating exclusively to procedure or practice, 

the agency shall, on the request of any affected person received within 21 days after the date of publication 

of the notice of intended agency action, give affected persons an opportunity to present evidence and 

argument on all issues under consideration. The agency may schedule a public hearing on the rule and, if 

requested by any affected person, shall schedule a public hearing on the rule. When a public hearing is held, 



the agency must ensure that staff are available to explain the agency's proposal and to respond to questions 

or comments regarding the rule. If the agency head is a board or other collegial body created under s. 

20.165(4) or s. 20.43(3)(g), and one or more requested public hearings is scheduLed, the board or other 

collegial body shall conduct at Least one of the public hearings itseLf and may not delegate this responsibility 

without the consent of those persons requesting the public hearing. Any material pertinent to the issues under 

consideration submitted to the agency within 21 days after the date of publication of the notice or submitted 

to the agency between the date of publication of the notice and the end of the final public hearing shall be 

considered by the agency and made a part of the record of the rulemaking proceeding. 

2.Rulemaking proceedings shaLL be governed solely by the provisions of this section unless a person timeLy 

asserts that the person's substantiaL interests will be affected in the proceeding and affirmatively 

demonstrates to the agency that the proceeding does not provide adequate opportunity to protect those 

interests. If the agency determines that the rulemaking proceeding is not adequate to protect the person's 

interests, it shaLl suspend the ruLemaking proceeding and convene a separate proceeding under the provisions 

of ss. 120.569 and 120.57. SimiLarLy situated persons may be requested to join and participate in the separate 

proceeding. Upon conclusion of the separate proceeding, the rulemaking proceeding shalL be resumed. 

(d)Modification or withdrawal of proposed rules.— 

1 .After the finaL pubLic hearing on the proposed rule, or after the time for requesting a hearing has 

expired, if the rule has not been changed from the rule as previously filed with the committee, or contains 

only technical changes, the adopting agency shaLl file a notice to that effect with the committee at least 7 

days prior to filing the rule for adoption. Any change, other than a technical change that does not affect the 

substance of the rule, must be supported by the record of pubLic hearings held on the ruLe, must be in 

response to written material submitted to the agency within 21 days after the date of pubLication of the 

notice of intended agency action or submitted to the agency between the date of publication of the notice 

and the end of the finaL pubLic hearing, or must be in response to a proposed objection by the committee. In 

addition, when any change is made in a proposed ruLe, other than a technical change, the adopting agency 

shall provide a copy of a notice of change by certified mail or actual delivery to any person who requests it in 

writing no later than 21 days after the notice required in paragraph (a). The agency shaLl file the notice of 

change with the committee, aLong with the reasons for the change, and provide the notice of change to 

persons requesting it, at least 21 days prior to fiLing the rule for adoption. The notice of change shall be 

published in the FLorida Administrative WeekLy at least 21 days prior to filing the ruLe for adoption. This 

subparagraph does not appLy to emergency ruLes adopted pursuant to subsection (4). 

2.After the notice required by paragraph (a) and prior to adoption, the agency may withdraw the rule in 

whole or in part. 

3.After adoption and before the rule becomes effective, a rule may be modified or withdrawn onLy in the 



following circumstances: 

a.When the committee objects to the rule; 

b.When a final order, which is not subject to further appeal, is entered in a rule chaLlenge brought 

pursuant to s. 120.56 after the date of adoption but before the rule becomes effective pursuant to 

subparagraph (e)6.; 

c.If the rule requires ratification, when more than 90 days have passed since the ruLe was fiLed for 

adoption without the LegisLature ratifying the ruLe, in which case the rule may be withdrawn but may not be 

modified; or 

d.When the committee notifies the agency that an objection to the rule is being considered, in which 

case the rule may be modified to extend the effective date by not more than 60 days. 

4.The agency shall give notice of its decision to withdraw or modify a rule in the first availabLe issue of 

the publication in which the original notice of ruLemaking was pubLished, shaLl notify those persons described 

in subparagraph (a)3. in accordance with the requirements of that subparagraph, and shaLL notify the 

Department of State if the rule is required to be filed with the Department of State. 

5.After a rule has become effective, it may be repealed or amended only through the rulemaking 

procedures specified in this chapter. 

(e)Filing for final adoption; effective date.— 

1 .If the adopting agency is required to publish its rules in the FLorida Administrative Code, the agency, 

upon approval of the agency head, shall fiLe with the Department of State three certified copies of the rule it 

proposes to adopt; one copy of any materiaL incorporated by reference in the ruLe, certified by the agency; a 

summary of the rule; a summary of any hearings held on the rule; and a detaiLed written statement of the 

facts and circumstances justifying the rule. Agencies not required to publish their rules in the Florida 

Administrative Code shalL file one certified copy of the proposed rule, and the other material required by this 

subparagraph, in the office of the agency head, and such rules shall be open to the pubLic. 

2.A rule may not be fiLed for adoption Less than 28 days or more than 90 days after the notice required by 

paragraph (a), untiL 21 days after the notice of change required by paragraph (d), until 14 days after the final 

public hearing, until 21 days after a statement of estimated reguLatory costs required under s. 120.541 has 

been provided to all persons who submitted a lower cost regulatory alternative and made available to the 

public, or until the administrative Law judge has rendered a decision under s. 120.56(2), whichever applies. 

When a required notice of change is published prior to the expiration of the time to fiLe the ruLe for adoption, 

the period during which a ruLe must be filed for adoption is extended to 45 days after the date of publication. 

If notice of a public hearing is published prior to the expiration of the time to fiLe the ruLe for adoption, the 

period during which a rule must be fiLed for adoption is extended to 45 days after adjournment of the final 

hearing on the rule, 21 days after receipt of alL material authorized to be submitted at the hearing, or 21 days 





Constitution, or the United States Constitution. 

2.The agency takes only that action necessary to protect the public interest under the emergency 

procedure. 

3.The agency publishes in writing at the time of, or prior to, its action the specific facts and reasons for 

finding an immediate danger to the public health, safety, or welfare and its reasons for concluding that the 

procedure used is fair under the circumstances. In any event, notice of emergency rules, other than those of 

educational units or units of government with jurisdiction in only one or a part of one county, including the 

full text of the rules, shall be published in the first available issue of the Florida Administrative Weekly and 

provided to the committee along with any material incorporated by reference in the rules. The agency's 

findings of immediate danger, necessity, and procedural fairness shall be judicially reviewable. 

(b)Rules pertaining to the public health, safety, or welfare shall include rules pertaining to perishable 

agricultural commodities or rules pertaining to the interpretation and implementation of the requirements of 

chapters 97-102 and chapter 105 of the Election Code. 

(c)An emergency rule adopted under this subsection shall not be effective for a period longer than 90 

days and shall not be renewable, except when the agency has initiated rulemaking to adopt rules addressing 

the subject of the emergency rule and either: 

1 .A challenge to the proposed rules has been filed and remains pending; or 

2.The proposed rules are awaiting ratification by the Legislature pursuant to s. 120.541 (3). 

Nothing in this paragraph prohibits the agency from adopting a rule or rules identical to the emergency rule 

through the rulemaking procedures specified in subsection (3). 

(d)Subject to applicable constitutional and statutory provisions, an emergency rule becomes effective 

immediately on filing, or on a date less than 20 days thereafter if specified in the rule, if the adopting agency 

finds that such effective date is necessary because of immediate danger to the public health, safety, or 

welfare. 

(5)UNIFORM RULES.— 

(a)1.By July 1, 1997, the Administration Commission shall adopt one or more sets of uniform rules of 

procedure which shall be reviewed by the committee and filed with the Department of State. Agencies must 

comply with the uniform rules by July 1, 1998. The uniform rules shall establish procedures that comply with 

the requirements of this chapter. On filing with the department, the uniform rules shall be the rules of 

procedure for each agency subject to this chapter unless the Administration Commission grants an exception 

to the agency under this subsection. 

2.An agency may seek exceptions to the uniform rules of procedure by filing a petition with the 

Administration Commission. The Administration Commission shall approve exceptions to the extent necessary 

to implement other statutes, to the extent necessary to conform to any requirement imposed as a condition 



precedent to receipt of federal funds or to permit persons in this state to receive tax benefits under federal 

law, or as required for the most efficient operation of the agency as determined by the Administration 

Commission. The reasons for the exceptions shall be published in the Florida Administrative Weekly. 

3.Agency rules that provide exceptions to the uniform rules shall not be filed with the department unless 

the Administration Commission has approved the exceptions. Each agency that adopts rules that provide 

exceptions to the uniform rules shall publish a separate chapter in the Florida Administrative Code that 

delineates clearly the provisions of the agency's rules that provide exceptions to the uniform rules and 

specifies each alternative chosen from among those authorized by the uniform rules. Each chapter shall be 

organized in the same manner as the uniform rules. 

(b)The uniform rules of procedure adopted by the commission pursuant to this subsection shall include, 

but are not limited to: 

1 .Uniform rules for the scheduling of public meetings, hearings, and workshops. 

2.Uniform rules for use by each state agency that provide procedures for conducting public meetings, 

hearings, and workshops, and for taking evidence, testimony, and argument at such public meetings, hearings, 

and workshops, in person and by means of communications media technology. The rules shall provide that all 

evidence, testimony, and argument presented shall be afforded equal consideration, regardless of the method 

of communication. If a public meeting, hearing, or workshop is to be conducted by means of communications 

media technology, or if attendance may be provided by such means, the notice shall so state. The notice for 

public meetings, hearings, and workshops utilizing communications media technology shall state how persons 

interested in attending may do so and shall name locations, if any, where communications media technology 

facilities will be available. Nothing in this paragraph shall be construed to diminish the right to inspect public 

records under chapter 119. Limiting points of access to public meetings, hearings, and workshops subject to 

the provisions of s. 286.011 to places not normally open to the public shall be presumed to violate the right of 

access of the public, and any official action taken under such circumstances is void and of no effect. Other 

laws relating to public meetings, hearings, and workshops, including penal and remedial provisions, shall apply 

to public meetings, hearings, and workshops conducted by means of communications media technology, and 

shall be liberally construed in their application to such public meetings, hearings, and workshops. As used in 

this subparagraph, "communications media technology" means the electronic transmission of printed matter, 

audio, full-motion video, freeze-frame video, compressed video, and digital video by any method available. 

3.Uniform rules of procedure for the filing of notice of protests and formal written protests. The 

Administration Commission may prescribe the form and substantive provisions of a required bond. 

4.Uniform rules of procedure for the filing of petitions for administrative hearings pursuant to s. 120.569 

or s. 120.57. Such rules shall require the petition to include: 

a.The identification of the petitioner, including the petitioner's e-mail address, if any, for the 



transmittal of subsequent documents by eLectronic means. 

b.A statement of when and how the petitioner received notice of the agency's action or proposed action. 

c.An explanation of how the petitioner's substantial interests are or will be affected by the action or 

proposed action. 

d.A statement of aLl materiaL facts disputed by the petitioner or a statement that there are no disputed 

facts. 

e.A statement of the uLtimate facts aLLeged, incLuding a statement of the specific facts the petitioner 

contends warrant reversaL or modification of the agency's proposed action. 

f.A statement of the specific rules or statutes that the petitioner contends require reversal or 

modification of the agency's proposed action, incLuding an explanation of how the alLeged facts reLate to the 

specific rules or statutes. 

g.A statement of the relief sought by the petitioner, stating precisely the action petitioner wishes the 

agency to take with respect to the proposed action. 

5.Uniform rules for the filing of request for administrative hearing by a respondent in agency 

enforcement and discipLinary actions. Such rules shall require a request to incLude: 

a.The name, address, e-mail address, and telephone number of the party making the request and the 

name, address, and teLephone number of the party's counsel or qualified representative upon whom service of 

pleadings and other papers shaLL be made; 

b.A statement that the respondent is requesting an administrative hearing and disputes the material facts 

alleged by the petitioner, in which case the respondent shall identify those materiaL facts that are in dispute, 

or that the respondent is requesting an administrative hearing and does not dispute the material facts alleged 

by the petitioner; and 

c.A reference by file number to the administrative complaint that the party has received from the agency 

and the date on which the agency pLeading was received. 

The agency may provide an eLection-of-rights form for the respondent's use in requesting a hearing, so long 

as any form provided by the agency caLls for the information in sub-subparagraphs a. through c. and does not 

impose any additional requirements on a respondent in order to request a hearing, unLess such requirements 

are specifically authorized by Law. 

6.Uniform rules of procedure for the filing and prompt disposition of petitions for decLaratory 

statements. The ruLes shaLL aLso describe the contents of the notices that must be pubLished in the Florida 

Administrative Weekly under s. 120.565, incLuding any applicable time limit for the filing of petitions to 

intervene or petitions for administrative hearing by persons whose substantial interests may be affected. 

7.Provision of a method by which each agency head shall provide a description of the agency's 

organization and generaL course of its operations. The rules shall require that the statement concerning the 



agency's organization and operations be published on the agency's website. 

8.Uniform rules establishing procedures for granting or denying petitions for variances and waivers 

pursuant to s. 120.542. 

(6)ADOPTION OF FEDERAL STANDARDS.—Notwithstanding any contrary provision of this section, in the 

pursuance of state implementation, operation, or enforcement of federal programs, an agency is empowered 

to adopt rules substantiveLy identicaL to reguLations adopted pursuant to federal law, in accordance with the 

following procedures: 

(a)The agency shaLL pubLish notice of intent to adopt a rule pursuant to this subsection in the FLorida 

Administrative Weekly at least 21 days prior to fiLing the rule with the Department of State. The agency shall 

provide a copy of the notice of intent to adopt a rule to the committee at Least 21 days prior to the date of 

fiLing with the Department of State. Prior to fiLing the rule with the Department of State, the agency shall 

consider any written comments received within 14 days after the date of pubLication of the notice of intent to 

adopt a rule. The ruLe shaLl be adopted upon filing with the Department of State. Substantive changes from 

the rules as noticed shall require repubLishing of notice as required in this subsection. 

(b)Any rule adopted pursuant to this subsection shalL become effective upon the date designated by the 

agency in the notice of intent to adopt a rule; however, no such rule shaLL become effective earlier than the 

effective date of the substantiveLy identicaL federal regulation. 

(c)Any substantially affected person may, within 14 days after the date of pubLication of the notice of 

intent to adopt a ruLe, file an objection to rulemaking with the agency. The objection shaLl specify the 

portions of the proposed rule to which the person objects and the specific reasons for the objection. The 

agency shall not proceed pursuant to this subsection to adopt those portions of the proposed ruLe specified in 

an objection, unLess the agency deems the objection to be frivolous, but may proceed pursuant to subsection 

(3). An objection to a proposed ruLe, which rule in no material respect differs from the requirements of the 

federal regulation upon which it is based, is deemed to be frivolous. 

(d)Whenever any federal reguLation adopted as an agency rule pursuant to this subsection is declared 

invalid or is withdrawn, revoked, repealed, remanded, or suspended, the agency shall, within 60 days 

thereafter, publish a notice of repeal of the substantively identicaL agency rule in the FLorida Administrative 

Weekly. Such repeaL is effective upon pubLication of the notice. Whenever any federal reguLation adopted as 

an agency ruLe pursuant to this subsection is substantially amended, the agency may adopt the amended 

regulation as a rule. If the amended regulation is not adopted as a rule within 180 days after the effective 

date of the amended reguLation, the originaL ruLe is deemed repeaLed and the agency shalL pubLish a notice of 

repeal of the originaL agency ruLe in the next available Florida Administrative WeekLy. 

(e)Whenever aLl or part of any ruLe proposed for adoption by the agency is substantiveLy identicaL to a 

regulation adopted pursuant to federal law, such rule shall be written in a manner so that the rule specifically 



references the regulation whenever possibLe. 

(7)PETITION TO INITIATE RULEMAKING.— 

(a)Any person regulated by an agency or having substantial interest in an agency rule may petition an 

agency to adopt, amend, or repeal a rule or to provide the minimum public information required by this 

chapter. The petition shaLL specify the proposed rule and action requested. Not later than 30 caLendar days 

following the date of filing a petition, the agency shall initiate rulemaking proceedings under this chapter, 

otherwise comply with the requested action, or deny the petition with a written statement of its reasons for 

the denial. 

(b)If the petition fiLed under this subsection is directed to an unadopted ruLe, the agency shaLl, not later 

than 30 days following the date of filing a petition, initiate rulemaking, or provide notice in the FLorida 

Administrative Weekly that the agency will hold a public hearing on the petition within 30 days after 

publication of the notice. The purpose of the public hearing is to consider the comments of the pubLic 

directed to the agency rule which has not been adopted by the ruLemaking procedures or requirements of this 

chapter, its scope and application, and to consider whether the public interest is served adequately by the 

application of the rule on a case-by-case basis, as contrasted with its adoption by the rulemaking procedures 

or requirements set forth in this chapter. 

(c)Within 30 days foLLowing the public hearing provided for by paragraph (b), if the agency does not 

initiate rulemaking or otherwise comply with the requested action, the agency shall pubLish in the FLorida 

Administrative Weekly a statement of its reasons for not initiating ruLemaking or otherwise compLying with the 

requested action, and of any changes it wilL make in the scope or application of the unadopted ruLe. The 

agency shall file the statement with the committee. The committee shaLl forward a copy of the statement to 

the substantive committee with primary oversight jurisdiction of the agency in each house of the LegisLature. 

The committee or the committee with primary oversight jurisdiction may hold a hearing directed to the 

statement of the agency. The committee hoLding the hearing may recommend to the Legislature the 

introduction of legislation making the rule a statutory standard or limiting or otherwise modifying the 

authority of the agency. 

(8)RULEMAKING RECORD.—In alL ruLemaking proceedings the agency shall compile a ruLemaking record. 

The record shall include, if applicable, copies of: 

(a)All notices given for the proposed ruLe. 

(b)Any statement of estimated reguLatory costs for the rule. 

(c)A written summary of hearings on the proposed ruLe. 

(d)The written comments and responses to written comments as required by this section and s. 120.541. 

(e)All notices and findings made under subsection (4). 

(f)AIL materials filed by the agency with the committee under subsection (3). 



(g)A1l materials filed with the Department of State under subsection (3). 

(h)A11 written inquiries from standing committees of the Legislature concerning the rule. 

Each state agency shall retain the record of rulemaking as long as the rule is in effect. When a rule is no 

longer in effect, the record may be destroyed pursuant to the records-retention schedule developed under s. 

257.36(6). 

History.—s. 1, ch. 74-310; s. 3, ch. 75-191; s. 3, ch. 76-131; ss. 1, 2, ch. 76-276; s. 1, ch. 77-174; s. 13, ch. 77-290; s. 3, ch. 

77-453; s. 2, ch. 78-28; s. 2, ch. 78-425; s. 7, ch. 79-3; s. 3, ch. 79-299; s. 69, ch. 79-400; s. 5, ch. 80-391; s. 1, ch. 81-309; s. 2, 

ch. 83-351; s. 1, ch. 84-173; s. 2, ch. 84-203; s. 7, ch. 85-104; s. 1, ch. 86-30; s. 3, ch. 87-385; s. 36, ch. 90-302; ss. 2, 4, 7, ch. 

92-166; s. 63, ch. 93-187; s. 758, ch. 95-147; s. 6, ch. 95-295; s. 10, ch. 96-159; s. 6, ch. 96-320; s. 9, ch. 96-370; s. 3, ch. 97- 

176; s. 3, ch. 98-200; s. 4, ch. 99-379; s. 9, ch. 2001 -75; s. 2, ch. 2003-94; s. 50, ch. 2005-278; s. 3, ch. 2006-82; ss. 5, 6, ch. 

2008-104; s. 7, ch. 2008-149; s. 4, ch. 2009-187; ss. 1, 5, ch. 2010-279; HJR 9-A, 2010 SpeciaL Session A; s. 49, ch. 2011-142; s. 8, 

ch. 2011-208; s. 1, ch. 2011-225; s. 2, ch. 2012-27; s. 1, ch. 2012-63. 

Note.—The word "council's" refers to the Small Business Regulatory Advisory Council. Section 5, ch. 2012- 

27, repealed s. 288.7001, which created the council, and other provisions in ch. 201 2-27 reassigned the 

council's duties to the rules ombudsman in the Executive Office of the Governor. 

120.54lStatement of estimated regulatory costs.— 

(1)(a)Within 21 days after publication of the notice required under s. 120.54(3)(a), a substantially 

affected person may submit to an agency a good faith written proposal for a lower cost regulatory alternative 

to a proposed rule which substantially accomplishes the objectives of the law being implemented. The 

proposal may include the alternative of not adopting any rule if the proposal explains how the lower costs and 

objectives of the law will be achieved by not adopting any rule. If such a proposal is submitted, the 90-day 

period for filing the rule is extended 21 days. Upon the submission of the lower cost regulatory alternative, 

the agency shall prepare a statement of estimated regulatory costs as provided in subsection (2), or shall 

revise its prior statement of estimated regulatory costs, and either adopt the alternative or provide a 

statement of the reasons for rejecting the alternative in favor of the proposed rule. 

(b)If a proposed rule will have an adverse impact on small business or if the proposed rule is likely to 

directly or indirectly increase regulatory costs in excess of $200,000 in the aggregate within 1 year after the 

implementation of the rule, the agency shall prepare a statement of estimated regulatory costs as required by 

s. 120.54(3)(b). 

(c)The agency shall revise a statement of estimated regulatory costs if any change to the rule made 

under s. 120.54(3)(d) increases the regulatory costs of the rule. 

(d)At least 21 days before filing the rule for adoption, an agency that is required to revise a statement of 

estimated regulatory costs shall provide the statement to the person who submitted the lower cost regulatory 

alternative and to the committee and shall provide notice on the agency's website that it is available to the 



public. 

(e)Notwithstanding s. 120.56(1)(c), the failure of the agency to prepare a statement of estimated 

regulatory costs or to respond to a written Lower cost regulatory alternative as provided in this subsection is a 

material failure to follow the applicable ruLemaking procedures or requirements set forth in this chapter. 

(f)An agency's failure to prepare a statement of estimated regulatory costs or to respond to a written 

lower cost regulatory alternative may not be raised in a proceeding chaLLenging the validity of a rule pursuant 

to s. 120.52(8)(a) unless: 

1 .Raised in a petition filed no Later than 1 year after the effective date of the rule; and 

2.Raised by a person whose substantiaL interests are affected by the ruLe's regulatory costs. 

(g)A rule that is chalLenged pursuant to s. 120.52(8)(f) may not be declared invaLid unLess: 

1 .The issue is raised in an administrative proceeding within 1 year after the effective date of the rule; 

2.The challenge is to the agency's rejection of a lower cost regulatory alternative offered under 

paragraph (a) or s. 120.54(3)(b)2.b.; and 

3.The substantiaL interests of the person chalLenging the rule are materiaLLy affected by the rejection. 

(2)A statement of estimated reguLatory costs shalL include: 

(a)An economic anaLysis showing whether the rule directly or indirectly: 

1 .Is likely to have an adverse impact on economic growth, private sector job creation or employment, or 

private sector investment in excess of $1 million in the aggregate within 5 years after the implementation of 

the rule; 

2.Is likely to have an adverse impact on business competitiveness, including the ability of persons doing 

business in the state to compete with persons doing business in other states or domestic markets, 

productivity, or innovation in excess of $1 million in the aggregate within 5 years after the impLementation of 

the rule; or 

3.Is likely to increase regulatory costs, incLuding any transactional costs, in excess of $1 million in the 

aggregate within 5 years after the impLementation of the rule. 

(b)A good faith estimate of the number of individuals and entities LikeLy to be required to compLy with 

the rule, together with a generaL description of the types of individuals LikeLy to be affected by the rule. 

(c)A good faith estimate of the cost to the agency, and to any other state and LocaL government entities, 

of implementing and enforcing the proposed rule, and any anticipated effect on state or LocaL revenues. 

(d)A good faith estimate of the transactional costs likely to be incurred by individuals and entities, 

including local government entities, required to comply with the requirements of the ruLe. As used in this 

section, "transactional costs" are direct costs that are readily ascertainable based upon standard business 

practices, and incLude fiLing fees, the cost of obtaining a license, the cost of equipment required to be 

installed or used or procedures required to be employed in complying with the rule, additionaL operating costs 



incurred, the cost of monitoring and reporting, and any other costs necessary to comply with the rule. 

(e)An analysis of the impact on small businesses as defined by s. 288.703, and an analysis of the impact 

on small counties and smaLl cities as defined in s. 120.52. The impact anaLysis for smaLL businesses must 

include the basis for the agency's decision not to implement alternatives that wouLd reduce adverse impacts 

on small businesses. 

(f)Any additional information that the agency determines may be usefuL. 

(g)In the statement or revised statement, whichever applies, a description of any regulatory aLternatives 

submitted under paragraph (1 )(a) and a statement adopting the alternative or a statement of the reasons for 

rejecting the alternative in favor of the proposed rule. 

(3)If the adverse impact or regulatory costs of the rule exceed any of the criteria estabLished in 

paragraph (2)(a), the ruLe shaLL be submitted to the President of the Senate and Speaker of the House of 

Representatives no later than 30 days prior to the next regular legislative session, and the ruLe may not take 

effect until it is ratified by the Legislature. 

1 (4)This section does not appLy to the adoption of emergency rules pursuant to s. 120.54(4) or the 

adoption of federal standards pursuant to s. 120.54(6). 

History.—s. 11, ch. 96-159; s. 4, ch. 97-176; ss. 2, 5, ch. 2010-279; HJR 9-A, 2010 Special Session A; s. 1, ch. 2011-222; s. 2, 

ch. 2011-225. 

Note.—As amended by s. 2, ch. 2011-225. For a description of multiple acts in the same session affecting a 

statutory provision, see preface to the Florida Statutes, "Statutory Construction." Subsection (4) was also 

amended by s. 1, ch. 2011-222, and that version reads: 

Subsection (4) (3) does not apply to the adoption of: 

Federal (a) standards pursuant to s. 120.54(6). 

Triennial (b) updates of and amendments to the Florida Building Code which are expressly authorized by s. 553.73. 

Triennial (c) updates of and amendments to the Florida Fire Prevention Code which are expressly authorized by s. 633.0215. 

120.542Variances and waivers.— 

(1 )Strict application of uniformly appLicabLe rule requirements can Lead to unreasonable, unfair, and 

unintended results in particular instances. The Legislature finds that it is appropriate in such cases to adopt a 

procedure for agencies to provide relief to persons subject to regulation. A pubLic empLoyee is not a person 

subject to regulation under this section for the purpose of petitioning for a variance or waiver to a rule that 

affects that pubLic empLoyee in his or her capacity as a public employee. Agencies are authorized to grant 

variances and waivers to requirements of their ruLes consistent with this section and with rules adopted under 

the authority of this section. An agency may limit the duration of any grant of a variance or waiver or 

otherwise impose conditions on the grant only to the extent necessary for the purpose of the underlying 

statute to be achieved. This section does not authorize agencies to grant variances or waivers to statutes or to 



rules required by the Federal Government for the agency's implementation or retention of any federaLly 

approved or delegated program, except as aLlowed by the program or when the variance or waiver is aLso 

approved by the appropriate agency of the Federal Government. This section is suppLemental to, and does not 

abrogate, the variance and waiver provisions in any other statute. 

(2)Variances and waivers shall be granted when the person subject to the rule demonstrates that the 

purpose of the underlying statute wilL be or has been achieved by other means by the person and when 

application of a rule would create a substantiaL hardship or would violate principles of fairness. For purposes 

of this section, "substantial hardship" means a demonstrated economic, technoLogical, LegaL, or other type of 

hardship to the person requesting the variance or waiver. For purposes of this section, "principles of fairness" 

are violated when the literaL appLication of a rule affects a particular person in a manner significantly 

different from the way it affects other simiLarly situated persons who are subject to the ruLe. 

(3)The Governor and Cabinet, sitting as the Administration Commission, shall adopt uniform ruLes of 

procedure pursuant to the requirements of s. 120.54(5) establishing procedures for granting or denying 

petitions for variances and waivers. The uniform ruLes shall include procedures for the granting, denying, or 

revoking of emergency and temporary variances and waivers. Such provisions may provide for expedited 

timeframes, waiver of or limited pubLic notice, and Limitations on comments on the petition in the case of 

such temporary or emergency variances and waivers. 

(4)Agencies shall advise persons of the remedies available through this section and shall provide copies of 

this section, the uniform ruLes on variances and waivers, and, if requested, the underLying statute, to persons 

who inquire about the possibiLity of reLief from rule requirements. 

(5)A person who is subject to regulation by an agency rule may file a petition with that agency, with a 

copy to the committee, requesting a variance or waiver from the agency's rule. In addition to any 

requirements mandated by the uniform rules, each petition shall specify: 

(a)The rule from which a variance or waiver is requested. 

(b)The type of action requested. 

(c)The specific facts that wouLd justify a waiver or variance for the petitioner. 

(d)The reason why the variance or the waiver requested would serve the purposes of the underLying 

statute. 

(6)Within 15 days after receipt of a petition for variance or waiver, an agency shall provide notice of the 

petition to the Department of State, which shall publish notice of the petition in the first avaiLable issue of 

the Florida Administrative Weekly. The notice shaLl contain the name of the petitioner, the date the petition 

was filed, the rule number and nature of the ruLe from which variance or waiver is sought, and an explanation 

of how a copy of the petition can be obtained. The uniform rules shall provide a means for interested persons 

to provide comments on the petition. 





of the rule. 

(f)The rule is consistent with expressed legisLative intent pertaining to the specific provisions of law 

which the ruLe impLements. 

(g)The rule is necessary to accomplish the apparent or expressed objectives of the specific provision of 

law which the rule impLements. 

(h)The rule is a reasonable implementation of the Law as it affects the convenience of the general public 

or persons particularly affected by the rule. 

(i)The rule could be made Less compLex or more easily comprehensible to the general public. 

(j)The rule's statement of estimated reguLatory costs complies with the requirements of s. 120.541 and 

whether the rule does not impose reguLatory costs on the regulated person, county, or city which couLd be 

reduced by the adoption of Less costly aLternatives that substantially accomplish the statutory objectives. 

(k)The rule will require additionaL appropriations. 

(l)If the rule is an emergency ruLe, there exists an emergency justifying the adoption of such rule, the 

agency is within its statutory authority, and the rule was adopted in compLiance with the requirements and 

limitations of s. 120.54(4). 

(2)The committee may request from an agency such information as is reasonably necessary for 

examination of a ruLe as required by subsection (1). The committee shalL consuLt with LegisLative standing 

committees having jurisdiction over the subject areas. If the committee objects to a rule, the committee 

shall, within 5 days after the objection, certify that fact to the agency whose rule has been examined and 

include with the certification a statement detailing its objections with particularity. The committee shall 

notify the Speaker of the House of Representatives and the President of the Senate of any objection to an 

agency rule concurrent with certification of that fact to the agency. Such notice shaLL incLude a copy of the 

rule and the statement detailing the committee's objections to the rule. 

(3)Within 30 days after receipt of the objection, if the agency is headed by an individuaL, or within 45 

days after receipt of the objection, if the agency is headed by a coLLegiaL body, the agency shaLL: 

(a)If the ruLe is not yet in effect: 

1 .File notice pursuant to s. 120.54(3)(d) of onLy such modifications as are necessary to address the 

committee's objection; 

2.File notice pursuant to s. 120.54(3)(d) of withdrawal of the rule; or 

3.Notify the committee in writing that it refuses to modify or withdraw the ruLe. 

(b)If the rule is in effect: 

1 .File notice pursuant to s. 120.54(3)(a), without prior notice of rule development, to amend the ruLe to 

address the committee's objection; 

2.File notice pursuant to s. 120.54(3)(a) to repeal the rule; or 



3.Notify the committee in writing that the agency refuses to amend or repeaL the rule. 

(c)If the objection is to the statement of estimated regulatory costs: 

1 .Prepare a corrected statement of estimated regulatory costs, give notice of the availability of the 

corrected statement in the first avaiLabLe issue of the Florida Administrative Weekly, and file a copy of the 

corrected statement with the committee; or 

2.Notify the committee that it refuses to prepare a corrected statement of estimated regulatory costs. 

(4)Failure of the agency to respond to a committee objection to a rule that is not yet in effect within the 

time prescribed in subsection (3) constitutes withdrawal of the rule in its entirety. In this event, the 

committee shall notify the Department of State that the agency, by its failure to respond to a committee 

objection, has elected to withdraw the ruLe. Upon receipt of the committee's notice, the Department of State 

shall publish a notice to that effect in the next available issue of the Florida Administrative Weekly. Upon 

publication of the notice, the ruLe shaLL be stricken from the files of the Department of State and the files of 

the agency. 

(5)Failure of the agency to respond to a committee objection to a rule that is in effect within the time 

prescribed in subsection (3) constitutes a refusaL to amend or repeal the rule. 

(6)Failure of the agency to respond to a committee objection to a statement of estimated regulatory 

costs within the time prescribed in subsection (3) constitutes a refusaL to prepare a corrected statement of 

estimated regulatory costs. 

(7)If the committee objects to a ruLe and the agency refuses to modify, amend, withdraw, or repeal the 

rule, the committee shaLL file with the Department of State a notice of the objection, detailing with 

particularity the committee's objection to the ruLe. The Department of State shaLL pubLish this notice in the 

Florida Administrative Weekly. If the ruLe is pubLished in the FLorida Administrative Code, a reference to the 

committee's objection and to the issue of the Florida Administrative Weekly in which the fuLl text thereof 

appears shall be recorded in a history note. 

(8)(a)If the committee objects to a rule, or portion of a rule, and the agency fails to initiate 

administrative action to modify, amend, withdraw, or repeal the rule consistent with the objection within 60 

days after the objection, or thereafter faiLs to proceed in good faith to complete such action, the committee 

may submit to the President of the Senate and the Speaker of the House of Representatives a 

recommendation that Legislation be introduced to address the committee's objection. 

(b)1 .If the committee votes to recommend the introduction of legislation to address the committee's 

objection, the committee shaLL, within 5 days after this determination, certify that fact to the agency whose 

rule or proposed rule has been examined. The committee may request that the agency temporariLy suspend 

the rule or suspend the adoption of the proposed rule, pending consideration of proposed legisLation during 

the next regular session of the LegisLature. 



2.Within 30 days after receipt of the certification, if the agency is headed by an individual, or within 45 

days after receipt of the certification, if the agency is headed by a colLegial body, the agency shaLL: 

a.Temporarily suspend the ruLe or suspend the adoption of the proposed rule; or 

b.Notify the committee in writing that the agency refuses to temporarily suspend the ruLe or suspend the 

adoption of the proposed rule. 

3.If the agency elects to temporariLy suspend the rule or suspend the adoption of the proposed rule, the 

agency shall give notice of the suspension in the Florida Administrative Weekly. The rule or the rule adoption 

process shall be suspended upon pubLication of the notice. An agency may not base any agency action on a 

suspended rule or suspended proposed ruLe, or portion of such rule, prior to expiration of the suspension. A 

suspended rule or suspended proposed ruLe, or portion of such rule, continues to be subject to administrative 

determination and judicial review as provided by Law. 

4.Failure of an agency to respond to committee certification within the time prescribed by subparagraph 

2. constitutes a refusaL to suspend the ruLe or to suspend the adoption of the proposed ruLe. 

(c)The committee shalL prepare proposed LegisLation to address the committee's objection in accordance 

with the ruLes of the Senate and the House of Representatives for prefiling and introduction in the next 

regular session of the Legislature. The proposed LegisLation shall be presented to the President of the Senate 

and the Speaker of the House of Representatives with the committee recommendation. 

(d)If proposed legislation addressing the committee's objection fails to become law, any temporary 

agency suspension shaLl expire. 

History.—s. 4, ch. 76-131; s. 1, ch. 77-174; s. 6, ch. 80-391; s. 3, ch. 81 -309; s. 4, ch. 87-385; s. 8, ch. 92-166; s. 20, ch. 95- 

280; s. 14, ch. 96-159; s. 16, ch. 2000-151; s. 18, ch. 2008-4; s. 7, ch. 2008-104. 

I 20.55Publication.— 

(1 )The Department of State shalL: 

(a)1 .Through a continuous revision and pubLication system, compile and pubLish eLectronicaLly, on an 

Internet website managed by the department, the "Florida Administrative Code." The Florida Administrative 

Code shall contain alL rules adopted by each agency, citing the grant of rulemaking authority and the specific 

law implemented pursuant to which each rule was adopted, all history notes as authorized in s. 120.545(7), 

complete indexes to all rules contained in the code, and any other materiaL required or authorized by law or 

deemed useful by the department. The eLectronic code shall display each rule chapter currently in effect in 

browse mode and allow full text search of the code and each rule chapter. The department may contract with 

a publishing firm for a printed pubLication; however, the department shall retain responsibiLity for the code as 

provided in this section. The eLectronic publication shaLL be the officiaL compiLation of the administrative ruLes 

of this state. The Department of State shalL retain the copyright over the FLorida Administrative Code. 

2.Rules general in form but applicable to only one schooL district, community college district, or county, 



or a part thereof, or state university rules relating to internal personneL or business and finance shall not be 

published in the FLorida Administrative Code. ExcLusion from publication in the Florida Administrative Code 

shall not affect the validity or effectiveness of such rules. 

3.At the beginning of the section of the code dealing with an agency that files copies of its rules with the 

department, the department shaLl publish the address and telephone number of the executive offices of each 

agency, the manner by which the agency indexes its rules, a listing of all rules of that agency excluded from 

publication in the code, and a statement as to where those rules may be inspected. 

4.Forms shall not be published in the Florida Administrative Code; but any form which an agency uses in 

its dealings with the pubLic, along with any accompanying instructions, shaLL be fiLed with the committee 

before it is used. Any form or instruction which meets the definition of "rule" provided in s. 120.52 shall be 

incorporated by reference into the appropriate ruLe. The reference shall specifically state that the form is 

being incorporated by reference and shall incLude the number, titLe, and effective date of the form and an 

explanation of how the form may be obtained. Each form created by an agency which is incorporated by 

reference in a rule notice of which is given under s. 120.54(3)(a) after December 31, 2007, must cLearly 

display the number, titLe, and effective date of the form and the number of the ruLe in which the form is 

incorporated. 

5.The department shall allow adopted rules and material incorporated by reference to be filed in 

electronic form as prescribed by department ruLe. When a rule is filed for adoption with incorporated material 

in electronic form, the department's publication of the Florida Administrative Code on its Internet website 

must contain a hyperlink from the incorporating reference in the ruLe directly to that material. The 

department may not allow hyperLinks from rules in the Florida Administrative Code to any material other than 

that filed with and maintained by the department, but may allow hyperLinks to incorporated material 

maintained by the department from the adopting agency's website or other sites. 

(b)Electronically publish on an Internet website managed by the department a continuous revision and 

publication entitLed the "Florida Administrative Register," which shaLl serve as the officiaL pubLication and 

must contain: 

1 .All notices required by s. 120.54(3)(a), showing the text of aLL ruLes proposed for consideration. 

2.All notices of public meetings, hearings, and workshops conducted in accordance with s. 120.525, 

including a statement of the manner in which a copy of the agenda may be obtained. 

3.A notice of each request for authorization to amend or repeal an existing uniform rule or for the 

adoption of new uniform rules. 

4.Notice of petitions for declaratory statements or administrative determinations. 

5.A summary of each objection to any ruLe fiLed by the Administrative Procedures Committee. 

6.Any other materiaL required or authorized by Law or deemed useful by the department. 



The department may contract with a pubLishing firm for a printed publication of the FLorida Administrative 

Register and make copies available on an annuaL subscription basis. 

(c)Prescribe by rule the style and form required for rules, notices, and other materiaLs submitted for 

fiLing. 

(d)Charge each agency using the FLorida Administrative Register a space rate to cover the costs related to 

the Florida Administrative Register and the FLorida Administrative Code. 

(e)Maintain a permanent record of aLL notices published in the Florida Administrative Register. 

(2)The Florida Administrative Register Internet website must allow users to: 

(a)Search for notices by type, pubLication date, rule number, word, subject, and agency. 

(b)Search a database that makes available aLL notices published on the website for a period of at Least 5 

years. 

(c)Subscribe to an automated e-maiL notification of selected notices to be sent out before or 

concurrently with publication of the eLectronic Florida Administrative Register. Such notification must include 

in the text of the e-maiL a summary of the content of each notice. 

(d)View agency forms and other materials submitted to the department in eLectronic form and 

incorporated by reference in proposed ruLes. 

(e)Comment on proposed rules. 

(3)Publication of material required by paragraph (1 )(b) on the Florida Administrative Register Internet 

website does not precLude pubLication of such material on an agency's website or by other means. 

(4)Each agency shalL provide copies of its ruLes upon request, with citations to the grant of rulemaking 

authority and the specific law impLemented for each rule. 

(5)Any publication of a proposed ruLe promulgated by an agency, whether published in the FLorida 

Administrative Register or elsewhere, shaLl include, along with the rule, the name of the person or persons 

originating such rule, the name of the agency head who approved the rule, and the date upon which the ruLe 

was approved. 

(6)Access to the Florida Administrative Register Internet website and its contents, incLuding the e-mail 

notification service, shaLl be free for the public. 

(7)(a)All fees and moneys collected by the Department of State under this chapter shaLl be deposited in 

the Records Management Trust Fund for the purpose of paying for costs incurred by the department in 

carrying out this chapter. 

(b)The unencumbered balance in the Records Management Trust Fund for fees collected pursuant to this 

chapter may not exceed $300,000 at the beginning of each fiscal year, and any excess shaLL be transferred to 

the GeneraL Revenue Fund. 

History.—s. 1, ch. 74-310; s. 1, ch. 75-107; s. 4, ch. 75-191; s. 5, ch. 76-131; s. 1, ch. 77-174; s. 4, ch. 77-453; s. 3, ch. 78- 



425; s. 4, ch. 79-299; s. 7, ch. 80-391; s. 4, ch. 81 -309; s. 1, ch. 82-19; s. 1, ch. 82-47; s. 3, ch. 83-351; s. 3, ch. 84-203; s. 17, 

ch. 87-224; s. 1, ch. 87-322; s. 20, ch. 91-45; s. 15, ch. 96-159; s. 896, ch. 2002-387; s. 5, ch. 2004-235; s. 14, ch. 2004-335; s. 4, 

ch. 2006-82; ss. 8, 9, ch. 2008-104; ss. 11, 12, ch. 2010-5; s. 2, ch. 2012-63. 

120.555Summary removal of published rules no longer in force and effect.—When, as part of the 

continuous revision system authorized ins. 120.55(1)(a)1. or as otherwise provided by Law, the Department of 

State is in doubt whether a ruLe published in the official version of the Florida Administrative Code is still in 

full force and effect, the procedure in this section shall be employed. 

(1 )The Department of State shalL submit to the head of the agency with authority to repeal or amend the 

rule, if any, or if no such agency can be identified, to the Governor, a written request for a statement as to 

whether the rule is stiLL in full force and effect. A copy of the request shall be promptLy delivered to the 

committee and to the Attorney General. The Department of State shalL pubLish a notice of the request 

together with a copy of the request in the FLorida Administrative Weekly next avaiLabLe after delivery of the 

request to the head of the agency or the Governor. 

(2)No later than 90 days after the date the notice required in subsection (1) is published, the agency or 

the Governor, notified pursuant to subsection (1), shall file a written response with the Department of State 

stating whether the rule is in fulL force and effect and under the jurisdiction of an agency with fulL authority 

to amend or repeal the ruLe. Failure to respond timely under this subsection constitutes an acknowledgment 

by the agency or the Governor that the ruLe is no longer in effect and is subject to summary repeaL under this 

section. 

(3)The Department of State shalL pubLish a notice of the agency's or Governor's timely response or the 

acknowledgment determined under subsection (2) in the Florida Administrative WeekLy next avaiLabLe after 

receipt of the response or the expiration of the response period, whichever occurs first. 

(4)If the response states that the ruLe is no longer in effect, or if no response is filed timeLy with the 

Department of State, the notice required in subsection (3) shall also give notice of the foLLowing: 

(a)Based on the agency's or Governor's written response or the acknowledgment determined under 

subsection (2), the ruLe wilL be repeaLed summarily pursuant to this section and removed from the Florida 

Administrative Code. 

(b)Any objection to the summary repeal under this section must be filed as a petition chaLlenging a 

proposed ruLe under s. 120.56 and must be fiLed no Later than 21 days after the date the notice is published in 

the Florida Administrative Weekly. 

(c)For purposes only of challenging a summary repeal under this section, the agency with current 

authority to repeaL the rule under s. 120.54 shalL be named as the respondent in the petition and shalL be the 

proper party in interest. In such circumstances, the Department of State shalL not be named as a party in a 

petition filed under paragraph (b) and this paragraph. 





and 120.57, except that the administrative law judge's order shall be final agency action. The petitioner and 

the agency whose rule is challenged shall be adverse parties. Other substantially affected persons may join 

the proceedings as intervenors on appropriate terms which shall not unduly delay the proceedings. Failure to 

proceed under this section shall not constitute failure to exhaust administrative remedies. 

(2)CHALLENGING PROPOSED RULES; SPECIAL PROVISIONS.— 

(a)A substantially affected person may seek an administrative determination of the invalidity of a 

proposed rule by filing a petition seeking such a determination with the division within 21 days after the date 

of publication of the notice required by s. 120.54(3)(a); within 10 days after the final public hearing is held on 

the proposed rule as provided by s. 120.54(3)(e)2.; within 20 days after the statement of estimated regulatory 

costs or revised statement of estimated regulatory costs, if applicable, has been prepared and made available 

as provided in s. 120.541 (1 )(d); or within 20 days after the date of publication of the notice required by s. 

120.54(3)(d). The petition must state with particularity the objections to the proposed rule and the reasons 

that the proposed rule is an invalid exercise of delegated legislative authority. The petitioner has the burden 

of going forward. The agency then has the burden to prove by a preponderance of the evidence that the 

proposed rule is not an invalid exercise of delegated legislative authority as to the objections raised. A person 

who is substantially affected by a change in the proposed rule may seek a determination of the validity of 

such change. A person who is not substantially affected by the proposed rule as initially noticed, but who is 

substantially affected by the rule as a result of a change, may challenge any provision of the rule and is not 

limited to challenging the change to the proposed rule. 

(b)The administrative law judge may declare the proposed rule wholly or partly invalid. Unless the 

decision of the administrative law judge is reversed on appeal, the proposed rule or provision of a proposed 

rule declared invalid shall not be adopted. After a petition for administrative determination has been filed, 

the agency may proceed with all other steps in the rulemaking process, including the holding of a factfinding 

hearing. In the event part of a proposed rule is declared invalid, the adopting agency may, in its sole 

discretion, withdraw the proposed rule in its entirety. The agency whose proposed rule has been declared 

invalid in whole or part shall give notice of the decision in the first available issue of the Florida 

Administrative Weekly. 

(c)When any substantially affected person seeks determination of the invalidity of a proposed rule 

pursuant to this section, the proposed rule is not presumed to be valid or invalid. 

(3)CHALLENGING EXISTING RULES; SPECIAL PROVISIONS.— 

(a)A substantially affected person may seek an administrative determination of the invalidity of an 

existing rule at any time during the existence of the rule. The petitioner has a burden of proving by a 

preponderance of the evidence that the existing rule is an invalid exercise of delegated legislative authority 

as to the objections raised. 



(b)The administrative law judge may declare all or part of a rule invalid. The rule or part thereof 

declared invalid shall become void when the time for filing an appeal expires. The agency whose rule has been 

declared invalid in whole or part shall give notice of the decision in the Florida Administrative Weekly in the 

first available issue after the rule has become void. 

(4)CHALLENGING AGENCY STATEMENTS DEFINED AS RULES; SPECIAL PROVISIONS.— 

(a)Any person substantially affected by an agency statement may seek an administrative determination 

that the statement violates s. 120.54(1)(a). The petition shall include the text of the statement or a 

description of the statement and shall state with particularity facts sufficient to show that the statement 

constitutes a rule under s. 120.52 and that the agency has not adopted the statement by the rulemaking 

procedure provided by s. 120.54. 

(b)The administrative law judge may extend the hearing date beyond 30 days after assignment of the 

case for good cause. Upon notification to the administrative law judge provided before the final hearing that 

the agency has published a notice of rulemaking under s. 120.54(3), such notice shall automatically operate as 

a stay of proceedings pending adoption of the statement as a rule. The administrative law judge may vacate 

the stay for good cause shown. A stay of proceedings pending rulemaking shall remain in effect so long as the 

agency is proceeding expeditiously and in good faith to adopt the statement as a rule. If a hearing is held and 

the petitioner proves the allegations of the petition, the agency shall have the burden of proving that 

rulemaking is not feasible or not practicable under s. 120.54(1)(a). 

(c)The administrative law judge may determine whether all or part of a statement violates s. 

120.54(1 )(a). The decision of the administrative law judge shall constitute a final order. The division shall 

transmit a copy of the final order to the Department of State and the committee. The Department of State 

shall publish notice of the final order in the first available issue of the Florida Administrative Weekly. 

(d)If an administrative law judge enters a final order that all or part of an agency statement violates s. 

120.54(1)(a), the agency must immediately discontinue all reliance upon the statement or any substantially 

similar statement as a basis for agency action. 

(e)If proposed rules addressing the challenged statement are determined to be an invalid exercise of 

delegated legislative authority as defined in s. 120.52(8)(b)-(f), the agency must immediately discontinue 

reliance on the statement and any substantially similar statement until rules addressing the subject are 

properly adopted, and the administrative law judge shall enter a final order to that effect. 

(f)All proceedings to determine a violation of s. 120.54(1)(a) shall be brought pursuant to this subsection. 

A proceeding pursuant to this subsection may be consolidated with a proceeding under subsection (3) or under 

any other section of this chapter. This paragraph does not prevent a party whose substantial interests have 

been determined by an agency action from bringing a proceeding pursuant to s. 120.57(1)(e). 

(5)CHALLENGING EMERGENCY RULES; SPECIAL PROVISIONS.—Challenges to the validity of an emergency 



rule shall be subject to the foLLowing time scheduLes in lieu of those estabLished by paragraphs (1 )(c) and (d). 

Within 7 days after receiving the petition, the division director shall, if the petition complies with paragraph 

(1 )(b), assign an administrative Law judge, who shall conduct a hearing within 14 days, unLess the petition is 

withdrawn. The administrative Law judge shalL render a decision within 14 days after the hearing. 

History.—s. 1, ch. 74-310; s. 5, ch. 75-191; s. 6, ch. 76-1 31; s. 1, ch. 77-174; s. 4, ch. 78-425; s. 759, ch. 95-147; s. 16, ch. 96- 

159; s. 6, ch. 97-176; s. 5, ch. 99-379; s. 3, ch. 2003-94; s. 5, ch. 2006-82; ss. 10, 11, ch. 2008-104; ss. 3, 5, ch. 2010-279; HJR 9- 

A, 2010 SpeciaL Session A; s. 10, ch. 2011-208; s. 3, ch. 2011-225. 

120. 565Declaratory statement by agencies.— 

(1 )Any substantialLy affected person may seek a declaratory statement regarding an agency's opinion as 

to the applicabiLity of a statutory provision, or of any rule or order of the agency, as it appLies to the 

petitioner's particular set of circumstances. 

(2)The petition seeking a decLaratory statement shall state with particuLarity the petitioner's set of 

circumstances and shall specify the statutory provision, rule, or order that the petitioner believes may apply 

to the set of circumstances. 

(3)The agency shalL give notice of the fiLing of each petition in the next available issue of the Florida 

Administrative Weekly and transmit copies of each petition to the committee. The agency shall issue a 

declaratory statement or deny the petition within 90 days after the fiLing of the petition. The decLaratory 

statement or deniaL of the petition shaLL be noticed in the next availabLe issue of the FLorida Administrative 

Weekly. Agency disposition of petitions shalL be final agency action. 

History.—s. 6, ch. 75-191; s. 7, ch. 76-131; s. 5, ch. 78-425; s. 5, ch. 79-299; s. 760, ch. 95-147; s. 17, ch. 96-159. 

120. 5ó9Decisions which affect substantial interests.— 

(1 )The provisions of this section appLy in all proceedings in which the substantial interests of a party are 

determined by an agency, unless the parties are proceeding under s. 120.573 or s. 120.574. Unless waived by 

all parties, s. 120.57(1) applies whenever the proceeding involves a disputed issue of materiaL fact. Unless 

otherwise agreed, s. 120.57(2) applies in aLL other cases. If a disputed issue of materiaL fact arises during a 

proceeding under s. 120.57(2), then, unLess waived by all parties, the proceeding under s. 120.57(2) shall be 

terminated and a proceeding under s. 120.57(1) shall be conducted. Parties shall be notified of any order, 

including a finaL order. UnLess waived, a copy of the order shall be delivered or maiLed to each party or the 

party's attorney of record at the address of record. Each notice shaLl inform the recipient of any 

administrative hearing or judiciaL review that is available under this section, s. 120.57, or s. 120.68; shall 

indicate the procedure which must be followed to obtain the hearing or judicial review; and shaLl state the 

time limits which apply. 

(2)(a)Except for any proceeding conducted as prescribed in s. 120.56, a petition or request for a hearing 



under this section shall be fiLed with the agency. If the agency requests an administrative law judge from the 

division, it shall so notify the division by electronic means through the division's website within 15 days after 

receipt of the petition or request. A request for a hearing shall be granted or denied within 1 5 days after 

receipt. On the request of any agency, the division shall assign an administrative law judge with due regard to 

the expertise required for the particular matter. The referring agency shaLL take no further action with 

respect to a proceeding under s. 120.57(1), except as a party litigant, as Long as the division has jurisdiction 

over the proceeding under s. 120.57(1). Any party may request the disqualification of the administrative law 

judge by filing an affidavit with the division prior to the taking of evidence at a hearing, stating the grounds 

with particularity. 

(b)All parties shall be afforded an opportunity for a hearing after reasonabLe notice of not Less than 14 

days; however, the 14-day notice requirement may be waived with the consent of aLL parties. The notice shall 

include: 

1 .A statement of the time, pLace, and nature of the hearing. 

2.A statement of the legal authority and jurisdiction under which the hearing is to be heLd. 

(c)Unless otherwise provided by law, a petition or request for hearing shaLL include those items required 

by the uniform rules adopted pursuant to s. 120.54(5)(b). Upon the receipt of a petition or request for 

hearing, the agency shaLL carefuLLy review the petition to determine if it contains all of the required 

information. A petition shall be dismissed if it is not in substantial compLiance with these requirements or it 

has been untimeLy fiLed. DismissaL of a petition shall, at least once, be without prejudice to petitioner's filing 

a timely amended petition curing the defect, unLess it conclusively appears from the face of the petition that 

the defect cannot be cured. The agency shaLl promptly give written notice to aLl parties of the action taken on 

the petition, shalL state with particularity its reasons if the petition is not granted, and shall state the 

deadline for filing an amended petition if applicable. This paragraph does not eLiminate the avaiLabiLity of 

equitable tolling as a defense to the untimeLy filing of a petition. 

(d)The agency may refer a petition to the division for the assignment of an administrative Law judge only 

if the petition is in substantiaL compLiance with the requirements of paragraph (c). 

(e)ALL pleadings, motions, or other papers filed in the proceeding must be signed by the party, the party's 

attorney, or the party's quaLified representative. The signature constitutes a certificate that the person has 

read the pleading, motion, or other paper and that, based upon reasonabLe inquiry, it is not interposed for any 

improper purposes, such as to harass or to cause unnecessary delay, or for frivolous purpose or needless 

increase in the cost of Litigation. If a pleading, motion, or other paper is signed in vioLation of these 

requirements, the presiding officer shall impose upon the person who signed it, the represented party, or 

both, an appropriate sanction, which may include an order to pay the other party or parties the amount of 

reasonable expenses incurred because of the filing of the pleading, motion, or other paper, including a 



reasonable attorney's fee. 

(f)The presiding officer has the power to swear witnesses and take their testimony under oath, to issue 

subpoenas, and to effect discovery on the written request of any party by any means avaiLabLe to the courts 

and in the manner provided in the Florida RuLes of Civil Procedure, including the imposition of sanctions, 

except contempt. However, no presiding officer has the authority to issue any subpoena or order directing 

discovery to any member or employee of the LegisLature when the subpoena or order commands the 

production of documents or materials or compels testimony relating to the LegisLative duties of the member or 

employee. Any subpoena or order directing discovery directed to a member or an empLoyee of the LegisLature 

shall show on its face that the testimony sought does not relate to Legislative duties. 

(g)Irrelevant, immaterial, or unduly repetitious evidence shall be excLuded, but all other evidence of a 

type commonly relied upon by reasonably prudent persons in the conduct of their affairs shaLL be admissible, 

whether or not such evidence would be admissible in a trial in the courts of FLorida. Any part of the evidence 

may be received in written form, and aLl testimony of parties and witnesses shall be made under oath. 

(h)Documentary evidence may be received in the form of a copy or excerpt. Upon request, parties shalL 

be given an opportunity to compare the copy with the original, if available. 

(i)When official recognition is requested, the parties shall be notified and given an opportunity to 

examine and contest the material. 

(j)A party shall be permitted to conduct cross-examination when testimony is taken or documents are 

made a part of the record. 

(k)1 .Any person subject to a subpoena may, before compliance and on timely petition, request the 

presiding officer having jurisdiction of the dispute to invalidate the subpoena on the ground that it was not 

lawfully issued, is unreasonably broad in scope, or requires the production of irreLevant materiaL. 

2.A party may seek enforcement of a subpoena, order directing discovery, or order imposing sanctions 

issued under the authority of this chapter by filing a petition for enforcement in the circuit court of the 

judicial circuit in which the person failing to comply with the subpoena or order resides. A faiLure to comply 

with an order of the court shall resuLt in a finding of contempt of court. However, no person shaLl be in 

contempt while a subpoena is being challenged under subparagraph 1. The court may award to the prevaiLing 

party all or part of the costs and attorney's fees incurred in obtaining the court order whenever the court 

determines that such an award shouLd be granted under the Florida Rules of Civil Procedure. 

3.Any public empLoyee subpoenaed to appear at an agency proceeding shalL be entitled to per diem and 

travel expenses at the same rate as that provided for state employees under s. 112.061 if travel away from 

such public employee's headquarters is required. ALL other witnesses appearing pursuant to a subpoena shall 

be paid such fees and miLeage for their attendance as is provided in civil actions in circuit courts of this state. 

In the case of a pubLic empLoyee, such expenses shall be processed and paid in the manner provided for 



agency employee travel expense reimbursement, and in the case of a witness who is not a pubLic empLoyee, 

payment of such fees and expenses shaLl accompany the subpoena. 

(l)Unless the time period is waived or extended with the consent of alL parties, the finaL order in a 

proceeding which affects substantial interests must be in writing and include findings of fact, if any, and 

conclusions of law separately stated, and it must be rendered within 90 days: 

1 .After the hearing is concluded, if conducted by the agency; 

2.After a recommended order is submitted to the agency and mailed to aLL parties, if the hearing is 

conducted by an administrative law judge; or 

3.After the agency has received the written and oral material it has authorized to be submitted, if there 

has been no hearing. 

(m)Findings of fact, if set forth in a manner which is no more than mere tracking of the statutory 

language, must be accompanied by a concise and explicit statement of the underlying facts of record which 

support the findings. 

(n)If an agency head finds that an immediate danger to the public heaLth, safety, or weLfare requires an 

immediate final order, it shaLL recite with particularity the facts underLying such finding in the final order, 

which shall be appealabLe or enjoinable from the date rendered. 

(o)On the request of any party, the administrative Law judge shall enter an initial scheduLing order to 

facilitate the just, speedy, and inexpensive determination of the proceeding. The initial scheduling order shall 

establish a discovery period, incLuding a deadLine by which all discovery shall be compLeted, and the date by 

which the parties shall identify expert witnesses and their opinions. The initial scheduling order aLso may 

require the parties to meet and file a joint report by a date certain. 

(p)For any proceeding arising under chapter 373, chapter 378, or chapter 403, if a nonappLicant petitions 

as a third party to challenge an agency's issuance of a license, permit, or conceptuaL approvaL, the order of 

presentation in the proceeding is for the permit applicant to present a prima facie case demonstrating 

entitlement to the license, permit, or conceptuaL approvaL, folLowed by the agency. This demonstration may 

be made by entering into evidence the appLication and relevant material submitted to the agency in support 

of the application, and the agency's staff report or notice of intent to approve the permit, License, or 

conceptual approval. Subsequent to the presentation of the applicant's prima facie case and any direct 

evidence submitted by the agency, the petitioner initiating the action challenging the issuance of the license, 

permit, or conceptual approvaL has the burden of ultimate persuasion and has the burden of going forward to 

prove the case in opposition to the license, permit, or conceptual approval through the presentation of 

competent and substantiaL evidence. The permit appLicant and agency may on rebuttaL present any evidence 

relevant to demonstrating that the application meets the conditions for issuance. Notwithstanding subsection 

(1), this paragraph appLies to proceedings under s. 120.574. 



History.—s. 18, ch. 96-159; s. 7, ch. 97-176; s. 4, ch. 98-200; s. 4, ch. 2003-94; s. 6, ch. 2006-82; s. 14, ch. 2008-104; s. 11, 

ch. 2011-208; s. 10, ch. 2011-225. 

120.57Additional procedures for particular cases.— 

(1 )ADDITIONAL PROCEDURES APPLICABLE TO HEARINGS INVOLVING DISPUTED ISSUES OF MATERIAL FACT.— 

(a)Except as provided in ss. 120.80 and 120.81, an administrative law judge assigned by the division shall 

conduct all hearings under this subsection, except for hearings before agency heads or a member thereof. If 

the administrative Law judge assigned to a hearing becomes unavailable, the division shall assign another 

administrative law judge who shaLl use any existing record and receive any additional evidence or argument, if 

any, which the new administrative Law judge finds necessary. 

(b)All parties shall have an opportunity to respond, to present evidence and argument on aLL issues 

invoLved, to conduct cross-examination and submit rebuttal evidence, to submit proposed findings of facts and 

orders, to file exceptions to the presiding officer's recommended order, and to be represented by counsel or 

other qualified representative. When appropriate, the general public may be given an opportunity to present 

oraL or written communications. If the agency proposes to consider such materiaL, then aLl parties shall be 

given an opportunity to cross-examine or chaLlenge or rebut the materiaL. 

(c)Hearsay evidence may be used for the purpose of supplementing or explaining other evidence, but it 

shall not be sufficient in itseLf to support a finding unless it wouLd be admissibLe over objection in civil 

actions. 

(d)Notwithstanding s. 120.569(2)(g), similar fact evidence of other violations, wrongs, or acts is 

admissible when relevant to prove a materiaL fact in issue, such as proof of motive, opportunity, intent, 

preparation, plan, knowledge, identity, or absence of mistake or accident, but it is inadmissibLe when the 

evidence is relevant soLeLy to prove bad character or propensity. When the state in an administrative 

proceeding intends to offer evidence of other acts or offenses under this paragraph, the state shaLL furnish to 

the party whose substantiaL interests are being determined and whose other acts or offenses wiLL be the 

subject of such evidence, no fewer than 10 days before commencement of the proceeding, a written 

statement of the acts or offenses it intends to offer, describing them and the evidence the state intends to 

offer with particularity. Notice is not required for evidence of acts or offenses which is used for impeachment 

or on rebuttal. 

(e)1 .An agency or an administrative Law judge may not base agency action that determines the 

substantial interests of a party on an unadopted rule. The administrative Law judge shalL determine whether 

an agency statement constitutes an unadopted ruLe. This subparagraph does not precLude appLication of 

adopted rules and applicabLe provisions of law to the facts. 

2.Notwithstanding subparagraph 1., if an agency demonstrates that the statute being implemented 

directs it to adopt rules, that the agency has not had time to adopt those ruLes because the requirement was 



so recently enacted, and that the agency has initiated rulemaking and is proceeding expeditiously and in good 

faith to adopt the required ruLes, then the agency's action may be based upon those unadopted ruLes, subject 

to de novo review by the administrative Law judge. The agency action shaLl not be presumed vaLid or invalid. 

The agency must demonstrate that the unadopted rule: 

a.Is within the powers, functions, and duties delegated by the LegisLature or, if the agency is operating 

pursuant to authority derived from the State Constitution, is within that authority; 

b.Does not enlarge, modify, or contravene the specific provisions of law implemented; 

c.Is not vague, establishes adequate standards for agency decisions, or does not vest unbridled discretion 

in the agency; 

d.Is not arbitrary or capricious. A rule is arbitrary if it is not supported by Logic or the necessary facts; a 

rule is capricious if it is adopted without thought or reason or is irrational; 

e.Is not being appLied to the substantiaLly affected party without due notice; and 

f.Does not impose excessive regulatory costs on the regulated person, county, or city. 

3.The recommended and final orders in any proceeding shall be governed by the provisions of paragraphs 

(k) and (I), except that the administrative Law judge's determination regarding an unadopted ruLe under 

subparagraph 1. or subparagraph 2. shaLl not be rejected by the agency unLess the agency first determines 

from a review of the complete record, and states with particularity in the order, that such determination is 

clearly erroneous or does not comply with essentiaL requirements of law. In any proceeding for review under 

s. 120.68, if the court finds that the agency's rejection of the determination regarding the unadopted rule 

does not comport with the provisions of this subparagraph, the agency action shall be set aside and the court 

shall award to the prevailing party the reasonable costs and a reasonable attorney's fee for the initial 

proceeding and the proceeding for review. 

(f)The record in a case governed by this subsection shall consist only of: 

1 .All notices, pleadings, motions, and intermediate rulings. 

2.Evidence admitted. 

3.Those matters officially recognized. 

4.Proffers of proof and objections and rulings thereon. 

5.Proposed findings and exceptions. 

6.Any decision, opinion, order, or report by the presiding officer. 

7.All staff memoranda or data submitted to the presiding officer during the hearing or prior to its 

disposition, after notice of the submission to aLL parties, except communications by advisory staff as permitted 

under s. 120.66(1), if such communications are public records. 

8.All matters placed on the record after an ex parte communication. 

9.The official transcript. 



(g)The agency shaLL accurateLy and completeLy preserve all testimony in the proceeding, and, on the 

request of any party, it shall make a fuLL or partial transcript available at no more than actual cost. 

(h)Any party to a proceeding in which an administrative law judge of the Division of Administrative 

Hearings has final order authority may move for a summary final order when there is no genuine issue as to 

any material fact. A summary final order shaLl be rendered if the administrative law judge determines from 

the pleadings, depositions, answers to interrogatories, and admissions on file, together with affidavits, if any, 

that no genuine issue as to any materiaL fact exists and that the moving party is entitled as a matter of Law to 

the entry of a final order. A summary finaL order shall consist of findings of fact, if any, conclusions of law, a 

disposition or penalty, if appLicabLe, and any other information required by law to be contained in the final 

order. 

(i)When, in any proceeding conducted pursuant to this subsection, a dispute of materiaL fact no longer 

exists, any party may move the administrative law judge to relinquish jurisdiction to the agency. An order 

relinquishing jurisdiction shall be rendered if the administrative law judge determines from the pleadings, 

depositions, answers to interrogatories, and admissions on file, together with supporting and opposing 

affidavits, if any, that no genuine issue as to any material fact exists. If the administrative law judge enters 

an order relinquishing jurisdiction, the agency may promptly conduct a proceeding pursuant to subsection (2), 

if appropriate, but the parties may not raise any issues of disputed fact that could have been raised before 

the administrative Law judge. An order entered by an administrative law judge reLinquishing jurisdiction to the 

agency based upon a determination that no genuine dispute of material fact exists, need not contain findings 

of fact, conclusions of law, or a recommended disposition or penalty. 

(j)Findings of fact shall be based upon a preponderance of the evidence, except in penaL or Licensure 

disciplinary proceedings or except as otherwise provided by statute, and shaLL be based exclusiveLy on the 

evidence of record and on matters officially recognized. 

(k)The presiding officer shall complete and submit to the agency and aLl parties a recommended order 

consisting of findings of fact, conclusions of law, and recommended disposition or penalty, if appLicable, and 

any other information required by law to be contained in the final order. All proceedings conducted under this 

subsection shall be de novo. The agency shall allow each party 15 days in which to submit written exceptions 

to the recommended order. The finaL order shall include an explicit ruLing on each exception, but an agency 

need not rule on an exception that does not clearLy identify the disputed portion of the recommended order 

by page number or paragraph, that does not identify the legal basis for the exception, or that does not include 

appropriate and specific citations to the record. 

(l)The agency may adopt the recommended order as the final order of the agency. The agency in its finaL 

order may reject or modify the concLusions of law over which it has substantive jurisdiction and interpretation 

of administrative rules over which it has substantive jurisdiction. When rejecting or modifying such conclusion 



of Law or interpretation of administrative rule, the agency must state with particuLarity its reasons for 

rejecting or modifying such conclusion of Law or interpretation of administrative rule and must make a finding 

that its substituted conclusion of Law or interpretation of administrative ruLe is as or more reasonable than 

that which was rejected or modified. Rejection or modification of conclusions of law may not form the basis 

for rejection or modification of findings of fact. The agency may not reject or modify the findings of fact 

unless the agency first determines from a review of the entire record, and states with particuLarity in the 

order, that the findings of fact were not based upon competent substantiaL evidence or that the proceedings 

on which the findings were based did not comply with essential requirements of Law. The agency may accept 

the recommended penalty in a recommended order, but may not reduce or increase it without a review of the 

compLete record and without stating with particuLarity its reasons therefor in the order, by citing to the 

record in justifying the action. 

(m)If a recommended order is submitted to an agency, the agency shaLl provide a copy of its finaL order 

and any exceptions to the division within 1 5 days after the order is filed with the agency cLerk. 

(n)Notwithstanding any law to the contrary, when statutes or rules impose conflicting time requirements 

for the scheduling of expedited hearings or issuance of recommended or final orders, the director of the 

division shall have the authority to set the proceedings for the orderly operation of this chapter. 

(2)ADDITIONAL PROCEDURES APPLICABLE TO HEARINGS NOT INVOLVING DISPUTED ISSUES OF MATERIAL 

FACT.—In any case to which subsection (1) does not apply: 

(a)The agency shaLL: 

1 .Give reasonable notice to affected persons of the action of the agency, whether proposed or already 

taken, or of its decision to refuse action, together with a summary of the factuaL, LegaL, and poLicy grounds 

therefor. 

2.Give parties or their counsel the option, at a convenient time and pLace, to present to the agency or 

hearing officer written or oral evidence in opposition to the action of the agency or to its refusal to act, or a 

written statement chaLLenging the grounds upon which the agency has chosen to justify its action or inaction. 

3.If the objections of the parties are overruled, provide a written explanation within 7 days. 

(b)The record shall only consist of: 

1 .The notice and summary of grounds. 

2.Evidence received. 

3.All written statements submitted. 

4.Any decision overruling objections. 

5.All matters placed on the record after an ex parte communication. 

6.The official transcript. 

7.Any decision, opinion, order, or report by the presiding officer. 



(3)ADDITIONAL PROCEDURES APPLICABLE TO PROTESTS TO CONTRACT SOLICITATION OR AWARD.— 

Agencies subject to this chapter shaLL use the uniform rules of procedure, which provide procedures for the 

resolution of protests arising from the contract solicitation or award process. Such rules shall at least provide 

that: 

(a)The agency shaLL provide notice of a decision or intended decision concerning a soLicitation, contract 

award, or exceptional purchase by eLectronic posting. This notice shall contain the folLowing statement: 

"Failure to file a protest within the time prescribed in section 120.57(3), FLorida Statutes, or faiLure to post 

the bond or other security required by Law within the time allowed for filing a bond shaLL constitute a waiver 

of proceedings under chapter 120, FLorida Statutes." 

(b)Any person who is adversely affected by the agency decision or intended decision shalL fiLe with the 

agency a notice of protest in writing within 72 hours after the posting of the notice of decision or intended 

decision. With respect to a protest of the terms, conditions, and specifications contained in a soLicitation, 

including any provisions governing the methods for ranking bids, proposals, or replies, awarding contracts, 

reserving rights of further negotiation, or modifying or amending any contract, the notice of protest shall be 

fiLed in writing within 72 hours after the posting of the solicitation. The formal written protest shall be filed 

within 10 days after the date the notice of protest is filed. Failure to file a notice of protest or failure to file a 

formaL written protest shalL constitute a waiver of proceedings under this chapter. The formal written protest 

shall state with particularity the facts and law upon which the protest is based. Saturdays, Sundays, and state 

holidays shall be excluded in the computation of the 72-hour time periods provided by this paragraph. 

(c)Upon receipt of the formal written protest that has been timely fiLed, the agency shalL stop the 

soLicitation or contract award process until the subject of the protest is resolved by final agency action, unless 

the agency head sets forth in writing particuLar facts and circumstances which require the continuance of the 

soLicitation or contract award process without deLay in order to avoid an immediate and serious danger to the 

public health, safety, or weLfare. 

(d)1 .The agency shaLl provide an opportunity to resolve the protest by mutuaL agreement between the 

parties within 7 days, excLuding Saturdays, Sundays, and state hoLidays, after receipt of a formal written 

protest. 

2.If the subject of a protest is not resolved by mutual agreement within 7 days, excluding Saturdays, 

Sundays, and state holidays, after receipt of the formaL written protest, and if there is no disputed issue of 

material fact, an informaL proceeding shalL be conducted pursuant to subsection (2) and appLicabLe agency 

rules before a person whose qualifications have been prescribed by rules of the agency. 

3.If the subject of a protest is not resolved by mutual agreement within 7 days, excluding Saturdays, 

Sundays, and state holidays, after receipt of the formaL written protest, and if there is a disputed issue of 

material fact, the agency shaLL refer the protest to the division by electronic means through the division's 



website for proceedings under subsection (1). 

(e)Upon receipt of a formal written protest referred pursuant to this subsection, the director of the 

division shall expedite the hearing and assign an administrative law judge who shall commence a hearing 

within 30 days after the receipt of the formal written protest by the division and enter a recommended order 

within 30 days after the hearing or within 30 days after receipt of the hearing transcript by the administrative 

law judge, whichever is later. Each party shall be allowed 10 days in which to submit written exceptions to 

the recommended order. A final order shall be entered by the agency within 30 days of the entry of a 

recommended order. The provisions of this paragraph may be waived upon stipulation by all parties. 

(f)In a protest to an invitation to bid or request for proposals procurement, no submissions made after 

the bid or proposal opening which amend or supplement the bid or proposal shall be considered. In a protest 

to an invitation to negotiate procurement, no submissions made after the agency announces its intent to 

award a contract, reject all replies, or withdraw the solicitation which amend or supplement the reply shall 

be considered. Unless otherwise provided by statute, the burden of proof shall rest with the party protesting 

the proposed agency action. In a competitive-procurement protest, other than a rejection of all bids, 

proposals, or replies, the administrative law judge shall conduct a de novo proceeding to determine whether 

the agency's proposed action is contrary to the agency's governing statutes, the agency's rules or policies, or 

the solicitation specifications. The standard of proof for such proceedings shall be whether the proposed 

agency action was clearly erroneous, contrary to competition, arbitrary, or capricious. In any bid-protest 

proceeding contesting an intended agency action to reject all bids, proposals, or replies, the standard of 

review by an administrative law judge shall be whether the agency's intended action is illegal, arbitrary, 

dishonest, or fraudulent. 

(g)For purposes of this subsection, the definitions in s. 287.012 apply. 

(4)INFORMAL DISPOSITION.—Unless precluded by law, informal disposition may be made of any proceeding 

by stipulation, agreed settlement, or consent order. 

(5)APPLICABILITY.—This section does not apply to agency investigations preliminary to agency action. 

History.—s. 1, ch. 74-310; s. 7, ch. 75-191; s. 8, ch. 76-1 31; s. 1, ch. 77-174; s. 5, ch. 77-453; ss. 6, 11, ch. 78-95; s. 6, ch. 78- 

425; s. 8, ch. 79-7; s. 7, ch. 80-95; s. 4, ch. 80-289; s. 57, ch. 81 -259; s. 2, ch. 83-78; s. 9, ch. 83-216; s. 2, ch. 84-173; s. 4, ch. 

84-203; ss. 1, 2, ch. 86-108; s. 44, ch. 87-6; ss. 1, 2, ch. 87-54; s. 5, ch. 87-385; s. 1, ch. 90-283; s. 4, ch. 91-30; s. 1, ch. 91-191; 

s. 22, ch. 92-315; s. 7, ch. 94-218; s. 1420, ch. 95-147; s. 1, ch. 95-328; s. 19, ch. 96-159; s. 1, ch. 96-423; s. 8, ch. 97-176; s. 5, 

ch. 98-200; s. 3, ch. 98-279; s. 47, ch. 99-2; s. 6, ch. 99-379; s. 2, ch. 2002-207; s. 5, ch. 2003-94; s. 7, ch. 2006-82; s. 12, ch. 

2008-104; s. 12, ch. 2011-208. 

I 20.573Mediation of disputes.—Each announcement of an agency action that affects substantial 

interests shall advise whether mediation of the administrative dispute for the type of agency action 

announced is available and that choosing mediation does not affect the right to an administrative hearing. If 



the agency and alL parties to the administrative action agree to mediation, in writing, within 10 days after the 

time period stated in the announcement for election of an administrative remedy under ss. 120.569 and 

120.57, the time Limitations imposed by ss. 120.569 and 120.57 shalL be toLled to aLLow the agency and parties 

to mediate the administrative dispute. The mediation shall be concluded within 60 days of such agreement 

unless otherwise agreed by the parties. The mediation agreement shall include provisions for mediator 

selection, the aLLocation of costs and fees associated with mediation, and the mediating parties' 

understanding regarding the confidentiality of discussions and documents introduced during mediation. If 

mediation results in settLement of the administrative dispute, the agency shaLl enter a finaL order 

incorporating the agreement of the parties. If mediation terminates without settLement of the dispute, the 

agency shall notify the parties in writing that the administrative hearing processes under ss. 120.569 and 

120.57 are resumed. 

History.—s. 20, ch. 96-159; s. 9, ch. 97-176. 

I 20.574Summary hearing.— 

(1 )(a)Within 5 business days following the division's receipt of a petition or request for hearing, the 

division shall issue and serve on alL original parties an initial order that assigns the case to a specific 

administrative law judge and provides generaL information regarding practice and procedure before the 

division. The initiaL order shall also contain a statement advising the addressees that a summary hearing is 

available upon the agreement of aLl parties under subsection (2) and briefly describing the expedited time 

sequences, limited discovery, and finaL order provisions of the summary procedure. 

(b)Within 1 5 days after service of the initial order, any party may file with the division a motion for 

summary hearing in accordance with subsection (2). If all original parties agree, in writing, to the summary 

proceeding, the proceeding shaLL be conducted within 30 days of the agreement, in accordance with the 

provisions of subsection (2). 

(c)Intervenors in the proceeding shalL be governed by the decision of the originaL parties regarding 

whether the case wiLl proceed in accordance with the summary hearing process and shalL not have standing to 

challenge that decision. 

(d)If a motion for summary hearing is not fiLed within 15 days after service of the division's initiaL order, 

the matter shaLL proceed in accordance with ss. 120.569 and 120.57. 

(2)In any case to which this subsection is applicabLe, the following procedures apply: 

(a)Motions shall be Limited to the folLowing: 

1 .A motion in opposition to the petition. 

2.A motion requesting discovery beyond the informal exchange of documents and witness Lists described 

in paragraph (b). Upon a showing of necessity, additional discovery may be permitted in the discretion of the 

administrative law judge, but only if it can be completed not later than 5 days prior to the final hearing. 







administrative law judge decLares a proposed ruLe or portion of a proposed rule invalid pursuant to s. 

120.56(2), a judgment or order shaLl be rendered against the agency for reasonable costs and reasonabLe 

attorney's fees, unLess the agency demonstrates that its actions were substantiaLly justified or special 

circumstances exist which would make the award unjust. An agency's actions are "substantiaLly justified" if 

there was a reasonabLe basis in Law and fact at the time the actions were taken by the agency. If the agency 

prevails in the proceedings, the appeLLate court or administrative Law judge shalL award reasonable costs and 

reasonable attorney's fees against a party if the appellate court or administrative law judge determines that a 

party participated in the proceedings for an improper purpose as defined by paragraph (1 )(e). No award of 

attorney's fees as provided by this subsection shaLl exceed $50,000. 

(3)CHALLENGES TO EXISTING AGENCY RULES PURSUANT TO SECTION 120.56(3) AND (5).—If the appeLlate 

court or administrative law judge declares a rule or portion of a rule invalid pursuant to s. 120.56(3) or (5), a 

judgment or order shall be rendered against the agency for reasonable costs and reasonable attorney's fees, 

unless the agency demonstrates that its actions were substantiaLly justified or speciaL circumstances exist 

which would make the award unjust. An agency's actions are "substantiaLLy justified" if there was a 

reasonable basis in law and fact at the time the actions were taken by the agency. If the agency prevails in 

the proceedings, the appelLate court or administrative law judge shall award reasonable costs and reasonable 

attorney's fees against a party if the appelLate court or administrative law judge determines that a party 

participated in the proceedings for an improper purpose as defined by paragraph (1 )(e). No award of 

attorney's fees as provided by this subsection shaLl exceed $50,000. 

(4)CHALLENGES TO AGENCY ACTION PURSUANT TO SECTION 120.56(4).— 

(a)If the appeLlate court or administrative Law judge determines that alL or part of an agency statement 

violates s. 120.54(1)(a), or that the agency must immediately discontinue reliance on the statement and any 

substantially similar statement pursuant to s. 120.56(4)(e), a judgment or order shaLL be entered against the 

agency for reasonable costs and reasonabLe attorney's fees, unless the agency demonstrates that the 

statement is required by the FederaL Government to implement or retain a deLegated or approved program or 

to meet a condition to receipt of federaL funds. 

(b)Upon notification to the administrative law judge provided before the final hearing that the agency 

has published a notice of rulemaking under s. 120.54(3)(a), such notice shaLL automatically operate as a stay 

of proceedings pending rulemaking. The administrative law judge may vacate the stay for good cause shown. 

A stay of proceedings under this paragraph remains in effect so long as the agency is proceeding expeditiously 

and in good faith to adopt the statement as a rule. The administrative Law judge shaLl award reasonabLe costs 

and reasonable attorney's fees accrued by the petitioner prior to the date the notice was pubLished, unless 

the agency proves to the administrative law judge that it did not know and shouLd not have known that the 

statement was an unadopted ruLe. Attorneys' fees and costs under this paragraph and paragraph (a) shaLl be 



awarded only upon a finding that the agency received notice that the statement may constitute an unadopted 

rule at least 30 days before a petition under s. 120.56(4) was filed and that the agency failed to publish the 

required notice of rulemaking pursuant to s. 120.54(3) that addresses the statement within that 30-day 

period. Notice to the agency may be satisfied by its receipt of a copy of the s. 120.56(4) petition, a notice or 

other paper containing substantially the same information, or a petition filed pursuant to s. 120.54(7). An 

award of attorney's fees as provided by this paragraph may not exceed $50,000. 

(c)Notwithstanding the provisions of chapter 284, an award shall be paid from the budget entity of the 

secretary, executive director, or equivalent administrative officer of the agency, and the agency shall not be 

entitled to payment of an award or reimbursement for payment of an award under any provision of law. 

(d)If the agency prevails in the proceedings, the appellate court or administrative law judge shall award 

reasonable costs and attorney's fees against a party if the appellate court or administrative law judge 

determines that the party participated in the proceedings for an improper purpose as defined in paragraph 

(1 )(e) or that the party or the party's attorney knew or should have known that a claim was not supported by 

the material facts necessary to establish the claim or would not be supported by the application of then- 

existing law to those material facts. 

(5)APPEALS.—When there is an appeal, the court in its discretion may award reasonable attorney's fees 

and reasonable costs to the prevailing party if the court finds that the appeal was frivolous, meritless, or an 

abuse of the appellate process, or that the agency action which precipitated the appeal was a gross abuse of 

the agency's discretion. Upon review of agency action that precipitates an appeal, if the court finds that the 

agency improperly rejected or modified findings of fact in a recommended order, the court shall award 

reasonable attorney's fees and reasonable costs to a prevailing appellant for the administrative proceeding 

and the appellate proceeding. 

(6)OTHER SECTIONS NOT AFFECTED.—Other provisions, including ss. 57.105 and 57.111, authorize the 

award of attorney's fees and costs in administrative proceedings. Nothing in this section shall affect the 

availability of attorney's fees and costs as provided in those sections. 

History.—s. 25, ch. 96-159; s. 11, ch. 97-176; s. 48, ch. 99-2; s. 6, ch. 2003-94; s. 13, ch. 2008-104. 

I 20.6oLicensing.— 

(1 )Upon receipt of a license application, an agency shall examine the application and, within 30 days 

after such receipt, notify the applicant of any apparent errors or omissions and request any additional 

information the agency is permitted by law to require. An agency may not deny a license for failure to correct 

an error or omission or to supply additional information unless the agency timely notified the applicant within 

this 30-day period. The agency may establish by rule the time period for submitting any additional information 

requested by the agency. For good cause shown, the agency shall grant a request for an extension of time for 

submitting the additional information. If the applicant believes the agency's request for additional 



information is not authorized by law or rule, the agency, at the appLicant's request, shall proceed to process 

the application. An appLication is compLete upon receipt of all requested information and correction of any 

error or omission for which the applicant was timeLy notified or when the time for such notification has 

expired. An application for a license must be approved or denied within 90 days after receipt of a completed 

application unless a shorter period of time for agency action is provided by Law. The 90-day time period is 

tolled by the initiation of a proceeding under ss. 120.569 and 120.57. Any appLication for a License which is 

not approved or denied within the 90-day or shorter time period, within 15 days after conclusion of a public 

hearing held on the application, or within 45 days after a recommended order is submitted to the agency and 

the parties, whichever action and timeframe is Latest and applicabLe, is considered approved unless the 

recommended order recommends that the agency deny the license. Subject to the satisfactory completion of 

an examination if required as a prerequisite to Licensure, any license that is considered approved shall be 

issued and may incLude such reasonabLe conditions as are authorized by Law. Any appLicant for Licensure 

seeking to claim licensure by defauLt under this subsection shall notify the agency clerk of the Licensing 

agency, in writing, of the intent to rely upon the default license provision of this subsection, and may not take 

any action based upon the defauLt License until after receipt of such notice by the agency clerk. 

(2)If an applicant seeks a License for an activity that is exempt from licensure, the agency shalL notify the 

applicant and return any tendered application fee within 30 days after receipt of the originaL appLication. 

(3)Each applicant shalL be given written notice, personally or by mail, that the agency intends to grant or 

deny, or has granted or denied, the appLication for license. The notice must state with particularity the 

grounds or basis for the issuance or deniaL of the license, except when issuance is a ministeriaL act. Unless 

waived, a copy of the notice shaLl be deLivered or mailed to each party's attorney of record and to each 

person who has made a written request for notice of agency action. Each notice must inform the recipient of 

the basis for the agency decision, inform the recipient of any administrative hearing pursuant to ss. 120.569 

and 120.57 or judiciaL review pursuant to s. 120.68 which may be avaiLable, indicate the procedure that must 

be folLowed, and state the appLicabLe time Limits. The issuing agency shaLL certify the date the notice was 

mailed or delivered, and the notice and the certification must be fiLed with the agency clerk. 

(4)When a licensee has made timely and sufficient application for the renewal of a License which does 

not automaticaLLy expire by statute, the existing License shall not expire until the application for renewal has 

been finally acted upon by the agency or, in case the application is denied or the terms of the License are 

limited, until the Last day for seeking review of the agency order or a later date fixed by order of the 

reviewing court. 

1 (5)No revocation, suspension, annulment, or withdrawaL of any license is lawful unless, prior to the entry 

of a final order, the agency has served, by personal service or certified mail, an administrative complaint 

which affords reasonable notice to the licensee of facts or conduct which warrant the intended action and 





I 20.62Agency investigations.— 

(1 )Every person who responds to a request or demand by any agency or representative thereof for written 

data or an oral statement shaLt be entitLed to a transcript or recording of his or her oral statement at no more 

than cost. 

(2)Any person compelled to appear, or who appears voluntarily, before any presiding officer or agency in 

an investigation or in any agency proceeding has the right, at his or her own expense, to be accompanied, 

represented, and advised by counseL or by other qualified representatives. 

History.—s. 1, ch. 74-310; s. 763, ch. 95-147; s. 28, ch. 96-159. 

120.63Exemption from act.— 

(1 )Upon application of any agency, the Administration Commission may exempt any process or proceeding 

governed by this act from one or more requirements of this act: 

(a)When the agency head has certified that the requirement would conflict with any provision of federal 

law or rules with which the agency must compLy; 

(b)In order to permit persons in the state to receive tax benefits or federaL funds under any federal law; 

or 

(c)When the commission has found that conformity with the requirements of the part or parts of this act 

for which exemption is sought wouLd be so inconvenient or impractical as to defeat the purpose of the agency 

proceeding involved or the purpose of this act and would not be in the public interest in light of the nature of 

the intended action and the enabLing act or other laws affecting the agency. 

(2)The commission may not exempt an agency from any requirement of this act pursuant to this section 

until it estabLishes alternative procedures to achieve the agency's purpose which shaLL be consistent, insofar 

as possible, with the intent and purpose of the act. 

(a)Prior to the granting of any exemption authorized by this section, the commission shall hold a pubLic 

hearing after notice given as provided in s. 120.525. Upon the conclusion of the hearing, the commission, 

through the Executive Office of the Governor, shalL issue an order specifically granting or denying the 

exemption and specifying any processes or proceedings exempted and the extent of the exemption; transmit 

to the committee and to the Department of State a copy of the petition, a certified copy of the order granting 

or denying the petition, and a copy of any aLternative procedures prescribed; and give notice of the petition 

and the commission's response in the FLorida Administrative Weekly. 

(b)An exemption and any aLternative procedure prescribed shall terminate 90 days following adjournment 

sine die of the then-current or next regular legisLative session after issuance of the exemption order, or upon 

the effective date of any subsequent legisLation incorporating the exemption or any partial exemption related 

thereto, whichever is earlier. The exemption granted by the commission shaLl be renewabLe upon the same or 



similar facts not more than once. Such renewal shall terminate as would an originaL exemption. 

History.—s. 1, ch. 74-310; s. 11, ch. 76-131; s. 1, ch. 77-53; s. 8, ch. 77-453; S. 87, ch. 79-190; s. 7, ch. 79-299; s. 70, ch. 79- 

400; s. 58, ch. 81 -259; s. 29, ch. 96-159. 

120. 65Administrative law judges.— 

(1 )The Division of Administrative Hearings within the Department of Management Services shaLL be 

headed by a director who shaLL be appointed by the Administration Commission and confirmed by the Senate. 

The director, who shall also serve as the chief administrative law judge, and any deputy chief administrative 

law judge must possess the same minimum qualifications as the administrative Law judges employed by the 

division. The Deputy Chief Judge of Compensation CLaims must possess the minimum qualifications estabLished 

in s. 440.45(2) and shaLl report to the director. The division shall be a separate budget entity, and the director 

shall be its agency head for all purposes. The Department of Management Services shalL provide administrative 

support and service to the division to the extent requested by the director. The division shall not be subject 

to control, supervision, or direction by the Department of Management Services in any manner, including, but 

not limited to, personneL, purchasing, transactions involving real or personal property, and budgetary matters. 

(2)The director has the right to appeal actions by the Executive Office of the Governor that affect 

amendments to the division's approved operating budget or any personnel actions pursuant to chapter 216 to 

the Administration Commission, which shaLl decide such issue by majority vote. The appropriations 

committees may advise the Administration Commission on the issue. If the President of the Senate and the 

Speaker of the House of Representatives object in writing to the effects of the appeaL, the appeal may be 

affirmed by the affirmative vote of two-thirds of the commission members present. 

(3)Each state agency as defined in chapter 216 and each political subdivision shall make its faciLities 

available, at a time convenient to the provider, for use by the division in conducting proceedings pursuant to 

this chapter. 

(4)The division shall employ administrative Law judges to conduct hearings required by this chapter or 

other law. Any person empLoyed by the division as an administrative law judge must have been a member of 

The Florida Bar in good standing for the preceding 5 years. 

(5)If the division cannot furnish a division administrative law judge promptLy in response to an agency 

request, the director shaLl designate in writing a qualified full-time employee of an agency other than the 

requesting agency to conduct the hearing. The director shall have the discretion to designate such a hearing 

officer who is located in that part of the state where the parties and witnesses reside. 

(6)By rule, the division may establish: 

(a)Further qualifications for administrative law judges and shall estabLish procedures by which candidates 

will be considered for employment or contract. 

(b)The manner in which pubLic notice wilL be given of vacancies in the staff of administrative Law judges. 



(c)Procedures for the assignment of administrative law judges. 

(7)The division is authorized to provide administrative law judges on a contract basis to any 

governmental entity to conduct any hearing not covered by this section. 

(8)The division shall have the authority to adopt reasonable rules to carry out the provisions of this act. 

(9)Rules promulgated by the division may authorize any reasonable sanctions except contempt for 

violation of the rules of the division or failure to comply with a reasonable order issued by an administrative 

law judge, which is not under judiciaL review. 

(10)Not later than February 1 of each year, the division shall issue a written report to the Administrative 

Procedures Committee and the Administration Commission, including at Least the following information: 

(a)A summary of the extent and effect of agencies' utilization of administrative Law judges, court 

reporters, and other personneL in proceedings under this chapter. 

(b)Recommendations for change or improvement in the Administrative Procedure Act or any agency's 

practice or policy with respect thereto. 

(c)Recommendations as to those types of cases or disputes which should be conducted under the 

summary hearing process described in s. 120.574. 

(d)A report regarding each agency's compLiance with the filing requirement in s. 120.57(1 )(m). 

(11 )The division shall be reimbursed for administrative law judge services and traveL expenses by the 

following entities: water management districts, regional planning councils, school districts, community 

colleges, the Division of Florida Colleges, state universities, the Board of Governors of the State University 

System, the State Board of Education, the Florida SchooL for the Deaf and the Blind, and the Commission for 

Independent Education. These entities shalL contract with the division to establish a contract rate for services 

and provisions for reimbursement of administrative Law judge travel expenses and video teLeconferencing 

expenses attributable to hearings conducted on behalf of these entities. The contract rate must be based on a 

total-cost-recovery methodology. 

History.—s. 1, ch. 74-310; s. 9, ch. 75-191; s. 14, ch. 76-131; s. 9, ch. 78-425; s. 46, ch. 79-190; s. 1, ch. 86-297; s. 46, ch. 87- 

6; s. 25, ch. 87-101; s. 54, ch. 88-1; s. 30, ch. 88-277; s. 51, ch. 92-279; s. 23, ch. 92-315; s. 55, ch. 92-326; s. 764, ch. 95-147; s. 

31, ch. 96-159; s. 13, ch. 97-176; s. 38, ch. 2000-371; s. 4, ch. 2001-91; s. 1, ch. 2004-247; s. 8, ch. 2006-82; s. 14, ch. 2007-217; 

s. 8, ch. 2009-228. 

120.651 Designation of two administrative law judges to preside over actions involving department or 

boards.—The Division of Administrative Hearings shalL designate at least two administrative Law judges who 

shall specifically preside over actions involving the Department of HeaLth or boards within the Department of 

Health. Each designated administrative Law judge must be a member of The Florida Bar in good standing and 

must have legal, managerial, or cLinical experience in issues related to heaLth care or have attained board 

certification in heaLth care law from The Florida Bar. 



History.—s. 32, ch. 2003-416. 

I 20.655Withholding funds to pay for administrative law judge services to school boards.—If a district 

school board fails to make a timely payment for the services provided by an administrative Law judge of the 

Division of Administrative Hearings as provided annually in the GeneraL Appropriations Act, the Commissioner 

of Education shall withhoLd, from any generaL revenue funds the district is eligible to receive, an amount 

sufficient to pay for the administrative law judge's services. The commissioner shall transfer the amount 

withheld to the Division of Administrative Hearings in payment of such services. 

History.—s. 1, ch. 92-121; s. 32, ch. 96-159. 

120. 66Ex parte communications.— 

(1)In any proceeding under ss. 120.569 and 120.57, no ex parte communication reLative to the merits, 

threat, or offer of reward shall be made to the agency head, after the agency head has received a 

recommended order, or to the presiding officer by: 

(a)An agency head or member of the agency or any other public employee or official engaged in 

prosecution or advocacy in connection with the matter under consideration or a factually reLated matter. 

(b)A party to the proceeding, the party's authorized representative or counsel, or any person who, 

directly or indirectly, wouLd have a substantiaL interest in the proposed agency action. 

Nothing in this subsection shall appLy to advisory staff members who do not testify on behaLf of the agency 

in the proceeding or to any ruLemaking proceedings under s. 120.54. 

(2)A presiding officer, including an agency head or designee, who is involved in the decisionaL process and 

who receives an ex parte communication in vioLation of subsection (1) shaLl pLace on the record of the pending 

matter all written communications received, all written responses to such communications, and a 

memorandum stating the substance of all oraL communications received and all oraL responses made, and shall 

also advise all parties that such matters have been placed on the record. Any party desiring to rebut the ex 

parte communication shalL be aLlowed to do so, if such party requests the opportunity for rebuttal within 10 

days after notice of such communication. The presiding officer may, if necessary to eliminate the effect of an 

ex parte communication, withdraw from the proceeding, in which case the entity that appointed the presiding 

officer shall assign a successor. 

(3)Any person who makes an ex parte communication prohibited by subsection (1), and any presiding 

officer, including an agency head or designee, who fails to place in the record any such communication, is in 

violation of this act and may be assessed a civil penalty not to exceed $500 or be subjected to other 

disciplinary action. 

History.—s. 1, ch. 74-310; s. 10, ch. 75-191; s. 12, ch. 76-131; s. 1, ch. 77-174; s. 10, ch. 78-425; s. 765, ch. 95-147; s. 33, ch. 

96-159; s. 14, ch. 97-176. 



120. 665Disqualification of agency personnel. 

(1)Notwithstanding the provisions of s. 112.3143, any individual serving aLone or with others as an agency 

head may be disquaLified from serving in an agency proceeding for bias, prejudice, or interest when any party 

to the agency proceeding shows just cause by a suggestion filed within a reasonable period of time prior to 

the agency proceeding. If the disqualified individual was appointed, the appointing power may appoint a 

substitute to serve in the matter from which the individual is disqualified. If the individual is an elected 

official, the Governor may appoint a substitute to serve in the matter from which the individual is 

disqualified. However, if a quorum remains after the individual is disqualified, it shaLL not be necessary to 

appoint a substitute. 

(2)Any agency action taken by a duLy appointed substitute for a disquaLified individuaL shall be as 

conclusive and effective as if agency action had been taken by the agency as it was constituted prior to any 

substitution. 

History.—s. 1, ch. 74-310; s. 12, ch. 78-425; s. 2, ch. 83-329; s. 767, ch. 95-147; s. 34, ch. 96-159. 

Note.—Former s. 120.71. 

I 20.68Judicial review.— 

(1 )A party who is adverseLy affected by final agency action is entitled to judiciaL review. A preliminary, 

procedural, or intermediate order of the agency or of an administrative law judge of the Division of 

Administrative Hearings is immediately reviewabLe if review of the final agency decision wouLd not provide an 

adequate remedy. 

(2)(a)Judicial review shall be sought in the appelLate district where the agency maintains its 

headquarters or where a party resides or as otherwise provided by law. All proceedings shalL be instituted by 

fiLing a notice of appeal or petition for review in accordance with the FLorida Rules of AppeLlate Procedure 

within 30 days after the rendition of the order being appealed. If the appeal is of an order rendered in a 

proceeding initiated under s. 120.56, the agency whose rule is being chaLLenged shaLL transmit a copy of the 

notice of appeal to the committee. 

(b)When proceedings under this chapter are consolidated for final hearing and the parties to the 

consolidated proceeding seek review of finaL or interlocutory orders in more than one district court of appeal, 

the courts of appeal are authorized to transfer and consoLidate the review proceedings. The court may 

transfer such appellate proceedings on its own motion, upon motion of a party to one of the appelLate 

proceedings, or by stipulation of the parties to the appellate proceedings. In determining whether to transfer 

a proceeding, the court may consider such factors as the interrelationship of the parties and the proceedings, 

the desirability of avoiding inconsistent resuLts in related matters, judicial economy, and the burden on the 

parties of reproducing the record for use in multiple appellate courts. 



(3)The filing of the petition does not itseLf stay enforcement of the agency decision, but if the agency 

decision has the effect of suspending or revoking a license, supersedeas shall be granted as a matter of right 

upon such conditions as are reasonable, unLess the court, upon petition of the agency, determines that a 

supersedeas would constitute a probable danger to the health, safety, or weLfare of the state. The agency 

also may grant a stay upon appropriate terms, but, whether or not the action has the effect of suspending or 

revoking a license, a petition to the agency for a stay is not a prerequisite to a petition to the court for 

supersedeas. In any event the court shall specify the conditions, if any, upon which the stay or supersedeas is 

granted. 

(4)Judicial review of any agency action shalL be confined to the record transmitted and any additions 

made thereto in accordance with paragraph (7)(a). 

(5)The record for judicial review shaLl be compiled in accordance with the FLorida Rules of AppeLlate 

Procedure. 

(6)(a)The reviewing court's decision may be mandatory, prohibitory, or declaratory in form, and it shall 

provide whatever relief is appropriate irrespective of the original form of the petition. The court may: 

1 .Order agency action required by Law; order agency exercise of discretion when required by Law; set 

aside agency action; remand the case for further agency proceedings; or decide the rights, privileges, 

obLigations, requirements, or procedures at issue between the parties; and 

2.Order such ancillary reLief as the court finds necessary to redress the effects of official action 

wrongfulLy taken or withheld. 

(b)If the court sets aside agency action or remands the case to the agency for further proceedings, it may 

make such interlocutory order as the court finds necessary to preserve the interests of any party and the 

public pending further proceedings or agency action. 

(7)The court shall remand a case to the agency for further proceedings consistent with the court's 

decision or set aside agency action, as appropriate, when it finds that: 

(a)There has been no hearing prior to agency action and the reviewing court finds that the vaLidity of the 

action depends upon disputed facts; 

(b)The agency's action depends on any finding of fact that is not supported by competent, substantiaL 

evidence in the record of a hearing conducted pursuant to ss. 120.569 and 120.57; however, the court shall 

not substitute its judgment for that of the agency as to the weight of the evidence on any disputed finding of 

fact; 

(c)The fairness of the proceedings or the correctness of the action may have been impaired by a material 

error in procedure or a failure to follow prescribed procedure; 

(d)The agency has erroneously interpreted a provision of law and a correct interpretation compeLs a 

particular action; or 



(e)The agency's exercise of discretion was: 

1 .Outside the range of discretion delegated to the agency by law; 

2.Inconsistent with agency rule; 

3.Inconsistent with officially stated agency policy or a prior agency practice, if deviation therefrom is not 

explained by the agency; or 

4.Otherwise in violation of a constitutional or statutory provision; 

but the court shall not substitute its judgment for that of the agency on an issue of discretion. 

(8)Unless the court finds a ground for setting aside, modifying, remanding, or ordering agency action or 

ancillary relief under a specified provision of this section, it shall affirm the agency's action. 

(9)No petition challenging an agency rule as an invalid exercise of delegated legislative authority shall be 

instituted pursuant to this section, except to review an order entered pursuant to a proceeding under s. 

120.56 or an agency's findings of immediate danger, necessity, and procedural fairness prerequisite to the 

adoption of an emergency rule pursuant to s. 120.54(4), unless the sole issue presented by the petition is the 

constitutionality of a rule and there are no disputed issues of fact. 

(10)If an administrative law judge's final order depends on any fact found by the administrative law 

judge, the court shall not substitute its judgment for that of the administrative law judge as to the weight of 

the evidence on any disputed finding of fact. The court shall, however, set aside the final order of the 

administrative law judge or remand the case to the administrative law judge, if it finds that the final order 

depends on any finding of fact that is not supported by competent substantial evidence in the record of the 

proceeding. 

History.—s. 1, ch. 74-310; s. 13, ch. 76-131; s. 38, ch. 77-104; s. 1, ch. 77-174; s. 11, ch. 78-425; s. 4, ch. 84-173; s. 7, ch. 87- 

385; s. 36, ch. 90-302; s. 6, ch. 91-30; s. 1, ch. 91-191; s. 10, ch. 92-166; s. 35, ch. 96-159; s. 15, ch. 97-176; s. 8, ch. 2003-94. 

120.69 Enforcement of agency action.— 

(1 )Except as otherwise provided by statute: 

(a)Any agency may seek enforcement of an action by filing a petition for enforcement, as provided in this 

section, in the circuit court where the subject matter of the enforcement is located. 

(b)A petition for enforcement of any agency action may be filed by any substantially interested person 

who is a resident of the state. However, no such action may be commenced: 

1 .Prior to 60 days after the petitioner has given notice of the violation of the agency action to the head 

of the agency concerned, the Attorney General, and any alleged violator of the agency action. 

2.If an agency has filed, and is diligently prosecuting, a petition for enforcement. 

(c)A petition for enforcement filed by a nongovernmental person shall be in the name of the State of 

Florida on the relation of the petitioner, and the doctrines of res judicata and collateral estoppel shall apply. 

(d)In an action brought under paragraph (b), the agency whose action is sought to be enforced, if not a 



party, may intervene as a matter of right. 

(2)A petition for enforcement may request declaratory relief; temporary or permanent equitable relief; 

any fine, forfeiture, penalty, or other remedy provided by statute; any combination of the foregoing; or, in 

the absence of any other specific statutory authority, a fine not to exceed $1 ,000. 

(3)After the court has rendered judgment on a petition for enforcement, no other petition shall be filed 

or adjudicated against the same agency action, on the basis of the same transaction or occurrence, unless 

expressly authorized on remand. The doctrines of res judicata and collateral estoppel shall apply, and the 

court shall make such orders as are necessary to avoid multiplicity of actions. 

(4)In all enforcement proceedings: 

(a)If enforcement depends on any facts other than those appearing in the record, the court may ascertain 

such facts under procedures set forth in s. 120.68(7)(a). 

(b)If one or more petitions for enforcement and a petition for review involving the same agency action 

are pending at the same time, the court considering the review petition may order all such actions transferred 

to and consolidated in one court. Each party shall be under an affirmative duty to notify the court when it 

becomes aware of multiple proceedings. 

(c)Should any party willfully fail to comply with an order of the court, the court shall punish that party in 

accordance with the law applicable to contempt committed by a person in the trial of any other action. 

(5)In any enforcement proceeding the respondent may assert as a defense the invalidity of any relevant 

statute, the inapplicability of the administrative determination to respondent, compliance by the respondent, 

the inappropriateness of the remedy sought by the agency, or any combination of the foregoing. In addition, if 

the petition for enforcement is filed during the time within which the respondent could petition for judicial 

review of the agency action, the respondent may assert the invalidity of the agency action. 

(6)Notwithstanding any other provision of this section, upon receipt of evidence that an alleged violation 

of an agency's action presents an imminent and substantial threat to the public health, safety, or welfare, the 

agency may bring suit for immediate temporary relief in an appropriate circuit court, and the granting of such 

temporary relief shall not have res judicata or collateral estoppel effect as to further relief sought under a 

petition for enforcement relating to the same violation. 

(7)In any final order on a petition for enforcement the court may award to the prevailing party all or part 

of the costs of litigation and reasonable attorney's fees and expert witness fees, whenever the court 

determines that such an award is appropriate. 

History.—s. 1, ch. 74-310; s. 766, ch. 95-147; s. 36, ch. 96-159. 

120.695Notice of noncompliance.— 

(1 )It is the policy of the state that the purpose of regulation is to protect the public by attaining 

compliance with the policies established by the Legislature. Fines and other penalties may be provided in 



order to assure compliance; however, the coLLection of fines and the imposition of penaLties are intended to 

be secondary to the primary goal of attaining compliance with an agency's rules. It is the intent of the 

Legislature that an agency charged with enforcing rules shall issue a notice of noncompLiance as its first 

response to a minor violation of a rule in any instance in which it is reasonable to assume that the violator was 

unaware of the rule or unclear as to how to comply with it. 

(2)(a)Each agency shaLl issue a notice of noncompLiance as a first response to a minor violation of a rule. 

A "notice of noncompliance" is a notification by the agency charged with enforcing the ruLe issued to the 

person or business subject to the ruLe. A notice of noncompliance may not be accompanied with a fine or 

other disciplinary penalty. It must identify the specific rule that is being violated, provide information on how 

to comply with the rule, and specify a reasonabLe time for the violator to comply with the ruLe. A ruLe is 

agency action that regulates a business, occupation, or profession, or reguLates a person operating a business, 

occupation, or profession, and that, if not compLied with, may resuLt in a discipLinary penalty. 

(b)Each agency shaLl review alL of its rules and designate those for which a vioLation wouLd be a minor 

violation and for which a notice of noncompLiance must be the first enforcement action taken against a person 

or business subject to regulation. A vioLation of a rule is a minor violation if it does not resuLt in economic or 

physical harm to a person or adverseLy affect the public health, safety, or weLfare or create a significant 

threat of such harm. If an agency under the direction of a cabinet officer maiLs to each licensee a notice of 

the designated rules at the time of Licensure and at least annualLy thereafter, the provisions of paragraph (a) 

may be exercised at the discretion of the agency. Such notice shaLl include a subject-matter index of the ruLes 

and information on how the rules may be obtained. 

(c)The agency's review and designation must be completed by December 1, 1995; each agency under the 

direction of the Governor shall make a report to the Governor, and each agency under the joint direction of 

the Governor and Cabinet shall report to the Governor and Cabinet by January 1, 1996, on which of its rules 

have been designated as ruLes the violation of which would be a minor violation. 

(d)The Governor or the Governor and Cabinet, as appropriate pursuant to paragraph (c), may evaluate 

the review and designation effects of each agency and may apply a different designation than that appLied by 

the agency. 

(e)This section does not apply to the regulation of law enforcement personnel or teachers. 

(f)Designation pursuant to this section is not subject to challenge under this chapter. 

History.—s. 1, ch. 95-402. 

I 20.72Legislative intent; references to chapter 1 20 or portions thereof.—Unless expressly provided 

otherwise, a reference in any section of the Florida Statutes to chapter 120 or to any section or sections or 

portion of a section of chapter 120 incLudes, and shall be understood as including, aLl subsequent amendments 

to chapter 120 or to the referenced section or sections or portions of a section. 



History.—s. 3, ch. 74-310; s. 1, ch. 76-207; s. 1, ch. 77-174; s. 57, ch. 78-95; s. 13, ch. 78-425; s. 38, ch. 96-159. 

I 20.73Circuit court proceedings; declaratory judgments.—Nothing in this chapter shaLl be construed to 

repeal any provision of the Florida Statutes which grants the right to a proceeding in the circuit court in lieu 

of an administrative hearing or to divest the circuit courts of jurisdiction to render decLaratory judgments 

under the provisions of chapter 86. 

History.—s. 11, ch. 75-191; s. 14, ch. 78-425. 

I 20.74Agency review, revision, and report.— 

(1 )Each agency shalL review and revise its rules as often as necessary to ensure that its ruLes are correct 

and comply with statutory requirements. AdditionaLly, each agency shall perform a formal review of its rules 

every 2 years. In the review, each agency must: 

(a)Identify and correct deficiencies in its rules; 

(b)Clarify and simplify its ruLes; 

(c)Delete obsolete or unnecessary ruLes; 

(d)Delete rules that are redundant of statutes; 

(e)Seek to improve efficiency, reduce paperwork, or decrease costs to government and the private 

sector; 

(f)Contact agencies that have concurrent or overLapping jurisdiction to determine whether their rules can 

be coordinated to promote efficiency, reduce paperwork, or decrease costs to government and the private 

sector; and 

(g)Determine whether the ruLes shouLd be continued without change or should be amended or repealed to 

reduce the impact on smalL business whiLe meeting the stated objectives of the proposed rule. 

(2)Beginning October 1, 1997, and by October 1 of every other year thereafter, the head of each agency 

shall file a report with the President of the Senate, the Speaker of the House of Representatives, and the 

committee, with a copy to each appropriate standing committee of the LegisLature, which certifies that the 

agency has complied with the requirements of this section. The report must specify any changes made to its 

rules as a result of the review and, when appropriate, recommend statutory changes that will promote 

efficiency, reduce paperwork, or decrease costs to government and the private sector. The report must 

specifically address the economic impact of the rules on small business. The report must identify the types of 

cases or disputes in which the agency is invoLved which should be conducted under the summary hearing 

process described in s. 120.574. 

(3)Beginning in 2012, and no Later than July 1 of each year, each agency shalL file with the President of 

the Senate, the Speaker of the House of Representatives, and the committee a reguLatory pLan identifying and 

describing each rule the agency proposes to adopt for the 12-month period beginning on the July 1 reporting 



date and ending on the subsequent June 30, excLuding emergency rules. 

(4)For the year 2011, the certification required in subsection (2) may omit any information incLuded in 

the reports provided under s. 120.745. Reporting under subsections (1) and (2) shall be suspended for the year 

2013, but required reporting under those subsections shall resume in 2015 and biennialLy thereafter. 

History.—s. 46, ch. 96-399; s. 16, ch. 97-176; s. 9, ch. 2006-82; s. 15, ch. 2008-104; s. 8, ch. 2008-149; s. 4, ch. 2011-225. 

I 20.745Legislative review of agency rules in effect on or before November 16, 2010.— 

(1 )DEFINITIONS.—The following definitions appLy exclusively to this section: 

(a)"Agency" has the same meaning and application as provided in s. 120.52(1), but for the purposes of 

this section excludes each officer and governmental entity in the state with jurisdiction in one county or less 

than one county. 

(b)"Compliance economic review" means a good faith economic analysis that includes and presents the 

following information pertaining to a particuLar rule: 

1 .A justification for the rule summarizing the benefits of the rule; and 

2.A statement of estimated reguLatory costs as described in s. 120.541 (2); however: 

a.The applicable period for the economic anaLysis shall be 5 years beginning on July 1, 2011; 

b.For the analysis required in s. 120.541(2)(a)3., the estimated regulatory costs over the 5-year period 

shall be used instead of the likely increase in regulatory costs after implementation; and 

c.An explanation of the methodology used to conduct the analysis must be provided. A technical 

methodology need not be used to develop the statement of estimated regulatory costs, if the agency uses 

routine regulatory communications or its Internet website to reasonably survey regulated entities, poLitical 

subdivisions, and local governments and makes good faith estimates of reguLatory costs in conformity with 

recommendations from the Office of Fiscal Accountability and Regulatory Reform ("OFARR"), or from one or 

more legislative offices if requested by the agency and such request is approved by the President of the 

Senate and the Speaker of the House of Representatives. 

(c)"Data collection ruLes" means those rules requiring the submission of data to the agency from external 

sources, including, but not limited to, locaL governments, service providers, clients, Licensees, regulated 

entities, other constituents, and market participants. 

(d)"Revenue ruLes" means those ruLes fixing amounts or providing for the collection of money. 

(e)"Rule" has the same general meaning and application as provided in s. 120.52(16), but for purposes of 

this section may include only those rules for which publication in the Florida Administrative Code is required 

pursuant to s. 120.55(1). As used in this section, the term "rule" means each entire statement and all 

subparts published under a complete title, chapter, and decimal ruLe number in the FLorida Administrative 

Code in compliance with FLorida Administrative Code Rule 1 B-30.001. 

(2)ENHANCED BIENNIAL REVIEW.—By December 1, 2011, each agency shall compLete an enhanced biennial 



review of the agency's existing rules, which shall include, but is not Limited to: 

(a)Conduct of the review and submission of the report required by s. 120.74 and an explanation of how 

the agency has accompLished the requirements of s. 120.74(1). This paragraph extends the October 1 deadline 

provided in s. 120.74(2) for the year 2011. 

(b)Review of each rule to determine whether the rule has been reviewed by OFARR pursuant to the 

Governor's Executive Order 2011-01. 

(c)Review of each rule to determine whether the ruLe is a revenue ruLe, to identify the statute or 

statutes authorizing the coLLection of any revenue, to identify the fund or account into which revenue 

collections are deposited, and, for each revenue ruLe, to determine whether the rule authorizes, imposes, or 

implements: 

1 .Registration, license, or inspection fees. 

2.Transportation service tolls for road, bridge, rail, air, waterway, or port access. 

3.Fees for a specific service or purpose not included in subparagraph 1. or subparagraph 2. 

4.Fines, penalties, costs, or attorney fees. 

5.Any tax. 

6.Any other amounts colLected that are not covered under subparagraphs 1 .-5. 

(d)Review of each rule to determine whether the rule is a data collection ruLe, providing the folLowing 

information for each rule determined to be a data colLection rule: 

1 .The statute or statutes authorizing the coLlection of such data. 

2.The purposes for which the agency uses the data and any purpose for which the data is used by others. 

3.The policies supporting the reporting and retention of the data. 

4.Whether and to what extent the data is exempt from public inspection under chapter 119. 

(e)Identification of each entire rule the agency pLans to repeal and, if so, the estimated timetabLe for 

repeal. 

(f)Identification of each entire ruLe or subpart of a rule the agency pLans to amend to substantially 

reduce the economic impact and the estimated timetable for amendment. 

(g)Identification of each rule for which the agency will be required to prepare a compLiance economic 

review, to include each entire rule that: 

1.The agency does not pLan to repeal on or before December 31, 2012; 

2.Was effective on or before November 16, 2010; and 

3.Probably will have any of the economic impacts described in s. 120.541 (2)(a), for 5 years beginning on 

JuLy 1, 2011, excLuding in such estimation any part or subpart identified for amendment under paragraph (f). 

(h)Listing of all rules identified for compLiance economic review in paragraph (g), divided into two 

approximately equaL groups, identified as "Group 1" and "Group 2." Such division shalL be made at the 



agency's discretion. 

(i)Written certification of the agency head to the committee verifying the completion of the report for 

all rules of the agency, including each separate part or subsection. The duty to certify completion of the 

report is the responsibility solely of the agency head as defined in s. 120.52(3) and may not be delegated to 

any other person. If the defined agency head is a collegial body, the written certification must be prepared by 

the chair or equivalent presiding officer of that body. 

(3)PUBLICATION OF REPORT.—No later than December 1, 2011, each agency shall publish, in the manner 

provided in subsection (7), a report of the entire enhanced biennial review pursuant to subsection (2), 

including the results of the review; a complete list of all rules the agency has placed in Group 1 or Group 2; 

the name, physical address, fax number, and e-mail address for the person the agency has designated to 

receive all inquiries, public comments, and objections pertaining to the report; and the certification of the 

agency head pursuant to paragraph (2)(i). The report of results shall summarize certain information required 

in subsection (2) in a table consisting of the following columns: 

(a)Column 1: Agency name. 

(b)Column 2: F.A.C. rule number, with subcolumns including: 

1 .Column 2a: F.A.C. title and any subtitle or chapter designation; and 

2.Column 2b: F.A.C. number, excluding title and subtitle or chapter designation. 

(c)Column 3: OFARR reviewed rule under Executive Order 2011-01. Entries should be "Y" or "N." 

(d)Column 4: Revenue rule/fund or account with subcolumns including: 

1 .Column 4a: Licensure fees. 

2.Column 4b: Transportation tolls. 

3.Column 4c: Other fees. 

4.Column 4d: Fines. 

5.Column 4e: Tax. 

6.Column 4f: Other revenue. 

Entries should be "N" or the identification of the fund or account where receipts are deposited and provide 

notes indicating the statutory authority for revenue collection. 

(e)Column 5: Data collection rule. Entries should be "Y" or "N." If "Y," provide notes supplying the 

information required in paragraph (2)(d). 

(f)Column 6: Repeal. Entries should be "Y" or "N" for the entire rule. If "Y," provide notes estimating the 

timetable for repeal. 

(g)Column 7: Amend. Entries should be "Y" or "N," based on the response required in paragraph (2)(f), 

and provide notes identifying each specific subpart that will be amended and estimating the timetable for 

amendment. 



(h)Column 8: Effective on or before 11/16/2010. Entries should be "Y" or "N." 

(i)Column 9: Section 120.541 (2)(a) impacts. Entries should be "NA" if Column 8 is "N" or, if CoLumn 6 is 

"Y," "NP" for not probable, based on the response required in subparagraph (2)(g)3., or "1" or "2," reflecting 

the group number assigned by the division required in paragraph (2)(h). 

(4)PUBLIC COMMENT ON ENHANCED BIENNIAL REVIEW AND REPORT; OBJECTIONS.—PubLic input on reports 

required in subsection (3) may be provided by stating an objection to the information required in paragraphs 

(2)(b), (c), (d), and (g) and identifying the entire rule or any subpart to which the objection relates, and shall 

be submitted in writing or eLectronicaLLy to the person designated in the report. 

(a)An objection under this subsection to a report that an entire ruLe or any subpart probably wiLL not 

have, for 5 years beginning on July 1, 2011, any of the economic impacts described ins. 120.541(2)(a), must 

include allegations of fact upon which the objection is based, stating the precise information upon which a 

contrary evaluation of probable impact may be made. Allegations of fact related to other objections may be 

included. 

(b)Objections may be submitted by any interested person no later than June 1, 2012. 

(c)The agency shalL determine whether to sustain an objection based upon the information provided with 

the objection and whether any further review of information available to the agency is necessary to correct 

its report. 

(d)No later than 20 days after the date an objection is submitted, the agency shall pubLish its 

determination of the objection in the manner provided in subsection (7). 

(e)The agency's determination with respect to an objection is final but not a finaL agency action subject 

to further proceedings, hearing, or judicial review. 

(f)If the agency sustains an objection, it shaLl amend its report within 10 days after the determination. 

The amended report shaLl indicate that a change has been made, the date of the last change, and identify the 

amended portions. The agency shall publish notice of the amendment in the manner provided in subsection 

(7). 

(g)On or before July 1, 2012, the agency shaLL deLiver a written certification of the agency head or 

designee to the committee verifying the compLetion of determinations of all objections under this subsection 

and of any report amendments required under paragraph (f). The certification shall be published as an 

addendum to the report required in subsection (3). Notice of the certification shall be published in the 

manner provided in subsection (7). 

(5)COMPLIANCE ECONOMIC REVIEW OF RULES AND REQUIRED REPORT.—Each agency shall perform a 

compLiance economic review and report for aLL ruLes, including separate reviews of subparts, listed under 

Group 1 "Group 1 rules" or Group 2 "Group 2 rules" pursuant to subparagraph (2)(g)3. Group 1 rules shaLL be 

reviewed and reported on in 2012, and Group 2 rules shall be reviewed and reported on in 2013. 



(a)No later than May 1, each agency shalL: 

1 .Complete a compliance economic review for each entire rule or subpart in the appropriate group. 

2.File the written certification of the agency head with the committee verifying the completion of each 

compLiance economic review required for the respective year. The certification shall be dated and pubLished 

as an addendum to the report required in subsection (3). The duty to certify compLetion of the required 

compLiance economic reviews is the responsibiLity solely of the agency head as defined in s. 120.52(3) and 

may not be deLegated to any other person. If the defined agency head is a coLlegial body, the written 

certification must be prepared by the chair or equivalent presiding officer of that body. 

3.Publish a copy of the compliance economic review, directions on how and when interested parties may 

submit lower cost regulatory aLternatives to the agency, and the date the notice is pubLished in the manner 

provided in subsection (7). 

4.Publish notice of the pubLications required in subparagraphs 2. and 3. in the manner provided in 

subsection (7). 

5.Submit each compliance economic review to the ruLes ombudsman in the Executive Office of the 

Governor for the ombudsman's review. 

(b)Any agency rule, incLuding subparts, reviewed pursuant to Executive Order 2011-01 are exempt from 

the compliance economic review if the review found that the ruLe: 

1 .Does not unnecessariLy restrict entry into a profession or occupation; 

2.Does not adversely affect the avaiLabiLity of professional or occupational services to the public; 

3.Does not unreasonably affect job creation or job retention; 

4.Does not place unreasonable restrictions on individuals attempting to find empLoyment; 

5.Does not impose burdensome costs on businesses; or 

6.Is justifiable when the overaLL cost-effectiveness and economic impact of the regulation, including 

indirect costs to consumers, is considered. 

(c)No later than August 1, the ruLes ombudsman in the Executive Office of the Governor may submit 

lower cost regulatory alternatives to any ruLe to the agency that adopted the rule. No Later than June 1 5, 

other interested parties may submit lower cost reguLatory alternatives to any ruLe. 

(d)No later than December 1, each agency shaLl publish a final report of the agency's review under this 

subsection in the manner provided in subsection (7). For each rule the report shall include: 

1 .The text of the ruLe. 

2.The compliance economic review for the rule. 

3.All lower regulatory cost alternatives received by the agency. 

4.The agency's written expLanation for rejecting submitted lower regulatory cost aLternatives. 

5.The agency's justification to repeal or amend the rule or to retain the ruLe without amendment. 



6.The written certification of the agency head to the committee verifying the completion of the reviews 

and reporting required under this subsection for that year. The certification shalL be dated and pubLished as 

an addendum to the report required in subsection (3). The duty to certify completion of the report is the 

responsibility solely of the agency head as defined in s. 120.52(3) and may not be deLegated to any other 

person. If the defined agency head is a collegial body, the written certification must be prepared by the chair 

or equivalent presiding officer of that body. 

(e)Notice of publication of the finaL report and certification shall be published in the manner provided in 

subsection (7). 

(f)By December 1, each agency shaLL begin proceedings under s. 120.54(3) to amend or repeaL those rules 

so designated in the report under this subsection. Proceedings to repeal rules are exempt from the 

requirements for the preparation, consideration, or use of a statement of estimated reguLatory costs under s. 

120.54 and the provisions of s. 120.541. 

(6)LEGISLATIVE CONSIDERATION.—With respect to a ruLe identified for retention without amendment in 

the report required in subsection (5), the LegisLature may consider specific legislation nullifying the rule or 

altering the statutory authority for the ruLe. 

(7)MANNER OF PUBLICATION OF NOTICES, DETERMINATIONS, AND REPORTS.—Agencies shall publish 

notices, determinations, and reports required under this section exclusively in the foLlowing manner: 

(a)The agency shaLL pubLish each notice, determination, and complete report on its Internet website. If 

the agency does not have an Internet website, the information shall be published on the committee's Internet 

website using agency name]! in place of the address of the agency's Internet website. 

The following URL formats shall be used: 

1 .Reports required under subsection (3), incLuding any reports amended as a result of a determination 

under subsection (4): 

Address of agency's Internet website]!201 1_Rule_review! 

Florida Administrative Code (F.A.C.) titLe and subtitle (if applicable) designation for the ruLes incLuded]. 

(Example: http: !!www.dos.state.fl.us!201 1_Rule_review! iS). 

2.The lists of Group 1 rules and Group 2 rules, required under subsection (3): 

Address of agency's Internet website]!201 1_Rule_review! 

Economic_Review!Schedule. 

(Example: http: !!www.dos.state.fl.us!201 1_RuLe_review! 

Economic_Review!Schedule). 

3.Determinations under subsection (4): 

Address of agency's Internet website]!201 1_Rule_review! 

Objection_Determination! F.A.C. RuLe number]. 



(Example: http: //www.dos.state.fl.us/201 1_Rule_review! 

Objection_Determination /15-1 .001). 

4.Completed compliance economic reviews reported under subsection (5): 

Address of agency's Internet website]/201 1_Rule_review! 

Economic_Review! F.A.C. Rule number]. 

(Example: http: //www.dos.state.fl.us!201 1_Rule_review! 

Economic_Review/iS-i .001). 

5.Final reports under paragraph (5)(d), with the appropriate year: 

Address of agency's Internet website]/201 1_Rule_review! 

Economic_Review! YYYY_Final_Report]. 

(Example: http: //www.dos.state.fl.us!201 1_Rule_review! 

Economic_Review!201 2_Final_Report). 

(b)1 .Each notice shall be published using the following URL format: 

Address of agency's Internet website]/ 

2011_Rule_review! Notices. 

(Example: http: / /www.dos.state.fl. us!201 1_Rule_review! Notices). 

2.Once each week a copy of all notices published in the previous week on the Internet under this 

paragraph shall be delivered to the Department of State, for publication in the next available issue of the 

Florida Administrative Weekly, and a copy shall be delivered by electronic mail to the committee. 

3.Each notice shall identify the publication for which notice is being given and include: 

a.The name of the agency. 

b.The name, physical address, fax number, and e-mail address for the person designated to receive all 

inquiries, public comments, and objections pertaining to the publication identified in the notice. 

c.The particular Internet address through which the publication may be accessed. 

d.The date the notice and publication is first published on the agency's Internet website. 

(c)Publication pursuant to this section is deemed to be complete as of the date the notice, 

determination, or report is posted on the agency's Internet website. 

(8)FAILURE TO FILE CERTIFICATION OF COMPLETION.—If an agency fails to timely file any written 

certification required in paragraph (2)(i), paragraph (4)(g), subparagraph (5)(a)2., or subparagraph (5)(d)6., 

the entire rulemaking authority delegated to the agency by the Legislature under any statute or law shall be 

suspended automatically as of the due date of the required certification and shall remain suspended until the 

date that the agency files the required certification with the committee. 

(a)During the period of any suspension under this subsection, the agency has no authority to engage in 

rulemaking under s. 120.54. 



(b)A suspension under this subsection does not authorize an agency to promulgate any statement defined 

as a rule under s. 120.52(16). 

(c)A suspension under this subsection shaLt toLL the time requirements under s. 120.54 for any rulemaking 

proceeding the agency initiated before the date of suspension, which time requirements shalL resume on the 

date the agency files the written certification with the committee and pubLishes notice of the required 

certification in the manner provided in subsection (7). 

(d)Failure to timely file a written certification required under paragraph (2)(i) toLls the time for public 

response, which period shaLL not begin untiL the date the agency fiLes the written certification with the 

committee and publishes notice of the required certification in the manner provided in subsection (7). The 

period for public response shall be extended by the number of days equivalent to the period of suspension 

under this subsection. 

(e)Failure to timeLy fiLe a written certification required under subparagraph (5)(a)2. shaLl toLl the 

deadline for submission of lower cost regulatory aLternatives for any rule or subpart for which a compliance 

economic review has not been timeLy published. The period of tolling shall be the number of days after May 1 

until the date of the certification as published. 

(9)EXEMPTION FROM ENHANCED BIENNIAL REVIEW AND COMPLIANCE ECONOMIC REVIEW.— 

(a)An agency is exempt from subsections (1 )-(8) if it has cooperated or cooperates with OFARR in a 

review of the agency's rules in a manner consistent with Executive Order 2011 -01, or any alternative review 

directed by OFARR; if the agency or OFARR identifies each data coLlection ruLe and each revenue rule; and if 

the information developed thereby becomes pubLicly available on the Internet by December 1, 2011. Each 

such agency is exempt from the biennial review required in s. 120.74(2) for the year 2011. 

(b)For each rule reviewed under this subsection, OFARR may identify whether the ruLe imposes a 

significant regulatory cost or economic impact and shall schedule and obtain or direct a reasonable economic 

estimate of such cost and impact for each rule so identified. A report on each such estimate shaLL be published 

on the Internet by December 31, 2013. On or before October 1,2013, the agency head shaLl certify in writing 

to the committee that the agency has completed each economic estimate required under this paragraph, and 

thereupon the agency is exempt from the bienniaL review required ins. 120.74(2) for the year 2013. 

(c)The exemption under this paragraph does not appLy unless the agency head certifies in writing to the 

committee, on or before October 1, 2011, that the agency has chosen such exemption and has cooperated 

with OFARR in undertaking the review required in paragraph (a). 

(10)REPEAL.—This section is repeaLed July 1, 2014. 

History.—s. 5, ch. 2011-225; s. 10, ch. 2012-5; s. 3, ch. 2012-27. 

Note.—The words "the ombudsman's" were substituted by the editors for the word "its." 

I 20.7455Legislative survey of regulatory impacts.— 



(1)From July 1,2011, until July 1, 2014, the Legislature may estabLish and maintain an Internet-based 

public survey of regulatory impact soliciting information from the public regarding the kind and degree of 

regulation affecting private activities in the state. The input may incLude, but need not be limited to: 

(a)The registered business name or other name of each reporting person. 

(b)The number and identity of agencies licensing, inspecting, registering, permitting, or otherwise 

regulating lawful activities of the reporting person. 

(c)The types, numbers, and nature of Licenses, permits, and registrations required for various Lawful 

activities of the reporting person. 

(d)The identity of local, state, and federaL agencies, and other entities acting under coLor of law which 

regulate the Lawful activities of the reporting person or otherwise exercise power to enforce laws appLicable 

to such activities. 

(e)The identification and nature of each ordinance, law, or administrative rule or reguLation deemed 

unreasonably burdensome by the reporting person. 

(2)The President of the Senate and the Speaker of the House of Representatives may certify in writing to 

the chair of the committee and to the Attorney GeneraL the establishment and identity of any Internet- based 

public survey established under this section. 

(3)Any person reporting or otherwise providing information solicited by the Legislature in conformity with 

this section is immune from any enforcement action or prosecution that: 

(a)Is instituted on account of, or in reLiance upon, the fact of reporting or nonreporting of information in 

response to the Legislature's soLicitation of information pursuant to this section; or 

(b)Uses information provided in response to the Legislature's solicitation of information pursuant to this 

section. 

(4)Any alleged violator against whom an enforcement action is brought may object to any proposed 

penalty in excess of the minimum provided by law or rule on the basis that the action is in retaLiation for the 

violator providing or withholding any information in response to the LegisLature's soLicitation of information 

pursuant to this section. If the presiding judge determines that the enforcement action was motivated in 

whole or in part by retaLiation, any penalty imposed is limited to the minimum penaLties provided by Law for 

each separate violation adjudicated. 

History.—s. 6, ch. 2011-225. 

I 20.80Exceptions and special requirements; agencies.— 

(1 )DIVISION OF ADMINISTRATIVE HEARINGS.— 

(a)Division as a party.—Notwithstanding s. 120.57(1 )(a), a hearing in which the division is a party may not 

be conducted by an administrative Law judge assigned by the division. An attorney assigned by the 

Administration Commission shall be the hearing officer. 



(b)Workers' compensation.—Notwithstanding s. 120.52(1), a judge of compensation claims, in 

adjudicating matters under chapter 440, is not an agency or part of an agency for purposes of this chapter. 

(2)DEPARTMENT OF AGRICULTURE AND CONSUMER SERVICES.— 

(a)Marketing orders under chapter 527, chapter 573, or chapter 601 are not ruLes. 

(b)Notwithstanding s. 120.57(1 )(a), hearings held by the Department of AgricuLture and Consumer 

Services pursuant to chapter 601 need not be conducted by an administrative law judge assigned by the 

division. 

(3)OFFICE OF FINANCIAL REGULATION.— 

(a)Notwithstanding s. 120.60(1), in proceedings for the issuance, denial, renewal, or amendment of a 

license or approval of a merger pursuant to titLe XXXVIII: 

1 .a.The Office of FinanciaL ReguLation of the Financial Services Commission shall have pubLished in the 

Florida Administrative Weekly notice of the application within 21 days after receipt. 

b.Within 21 days after pubLication of notice, any person may request a hearing. FaiLure to request a 

hearing within 21 days after notice constitutes a waiver of any right to a hearing. The Office of Financial 

Regulation or an applicant may request a hearing at any time prior to the issuance of a finaL order. Hearings 

shall be conducted pursuant to ss. 120.569 and 120.57, except that the Financial Services Commission shall by 

rule provide for participation by the generaL pubLic. 

2.Should a hearing be requested as provided by sub-subparagraph 1 .b., the applicant or Licensee shaLL 

publish at its own cost a notice of the hearing in a newspaper of general circulation in the area affected by 

the application. The FinanciaL Services Commission may by rule specify the format and size of the notice. 

3.Notwithstanding s. 120.60(1), and except as provided in subparagraph 4., every appLication for license 

for a new bank, new trust company, new credit union, or new savings and Loan association shall be approved 

or denied within 180 days after receipt of the original application or receipt of the timely requested 

additional information or correction of errors or omissions. Any application for such a license or for acquisition 

of such control which is not approved or denied within the 180-day period or within 30 days after conclusion 

of a public hearing on the application, whichever is Later, shall be deemed approved subject to the 

satisfactory completion of conditions required by statute as a prerequisite to License and approvaL of 

insurance of accounts for a new bank, a new savings and loan association, or a new credit union by the 

appropriate insurer. 

4.In the case of every application for License to establish a new bank, trust company, or capitaL stock 

savings association in which a foreign national proposes to own or control 10 percent or more of any class of 

voting securities, and in the case of every appLication by a foreign national for approvaL to acquire control of a 

bank, trust company, or capitaL stock savings association, the Office of FinanciaL Regulation shall request that 

a public hearing be conducted pursuant to ss. 120.569 and 120.57. Notice of such hearing shall be pubLished by 



the applicant as provided in subparagraph 2. The failure of any such foreign nationaL to appear personally at 

the hearing shalL be grounds for denial of the appLication. Notwithstanding the provisions of s. 120.60(1) and 

subparagraph 3., every appLication invoLving a foreign national shalL be approved or denied within 1 year after 

receipt of the originaL appLication or any timely requested additionaL information or the correction of any 

errors or omissions, or within 30 days after the conclusion of the public hearing on the appLication, whichever 

is later. 

(b)In any application for a license or merger pursuant to title XXXVIII which is referred by the agency to 

the division for hearing, the administrative Law judge shall complete and submit to the agency and to all 

parties a written report consisting of findings of fact and rulings on evidentiary matters. The agency shall 

allow each party at least 10 days in which to submit written exceptions to the report. 

(4)DEPARTMENT OF BUSINESS AND PROFESSIONAL REGULATION.— 

(a)Business regulation.—The Division of Pari-mutueL Wagering is exempt from the hearing and notice 

requirements of ss. 120.569 and 120.57(1)(a), but only for stewards, judges, and boards of judges when the 

hearing is to be heLd for the purpose of the imposition of fines or suspensions as provided by rules of the 

Division of Pari-mutuel Wagering, but not for revocations, and only upon vioLations of subparagraphs 1 . -6. The 

Division of Pari-mutuel Wagering shaLL adopt rules establishing alternative procedures, including a hearing 

upon reasonable notice, for the following vioLations: 

1 .Horse riding, harness riding, greyhound interference, and jai alai game actions in violation of chapter 

550. 

2.Application and usage of drugs and medication to horses, greyhounds, and jai alai players in violation of 

chapter 550. 

3.Maintaining or possessing any device which could be used for the injection or other infusion of a 

prohibited drug to horses, greyhounds, and jai aLai players in violation of chapter 550. 

4.Suspensions under reciprocity agreements between the Division of Pari-mutuel Wagering and regulatory 

agencies of other states. 

5.Assault or other crimes of violence on premises Licensed for pari-mutueL wagering. 

6.Prearranging the outcome of any race or game. 

(b)Professional regulation.—Notwithstanding s. 120.57(1)(a), formaL hearings may not be conducted by 

the Secretary of Business and Professional ReguLation or a board or member of a board within the Department 

of Business and Professional Regulation for matters relating to the regulation of professions, as defined by 

chapter 455. 

(5)FLORIDA LAND AND WATER ADJUDICATORY COMMISSION.—Notwithstanding the provisions of s. 

120.57(1)(a), when the Florida Land and Water Adjudicatory Commission receives a notice of appeal pursuant 

to s. 380.07, the commission shaLl notify the division within 60 days after receipt of the notice of appeal if the 



commission elects to request the assignment of an administrative law judge. 

(6)DEPARTMENT OF LAW ENFORCEMENT.—Law enforcement poLicies and procedures of the Department of 

Law Enforcement which relate to the following are not rules as defined by this chapter: 

(a)The collection, management, and dissemination of active criminal inteLLigence information and active 

criminal investigative information; management of criminal investigations; and management of undercover 

investigations and the seLection, assignment, and fictitious identity of undercover personneL. 

(b)The recruitment, management, identity, and remuneration of confidential informants or sources. 

(c)Surveillance techniques, the seLection of surveillance personnel, and eLectronic surveillance, incLuding 

court-ordered and consensuaL interceptions of communication conducted pursuant to chapter 934. 

(d)The safety and release of hostages. 

(e)The provision of security and protection to pubLic figures. 

(f)The protection of witnesses. 

(7)DEPARTMENT OF CHILDREN AND FAMILY SERVICES.—Notwithstanding s. 120.57(1)(a), hearings 

conducted within the Department of ChiLdren and Family Services in the execution of those social and 

economic programs administered by the former Division of Family Services of the former Department of 

Health and RehabiLitative Services prior to the reorganization effected by chapter 75-48, Laws of Florida, 

need not be conducted by an administrative law judge assigned by the division. 

(8)DEPARTMENT OF HIGHWAY SAFETY AND MOTOR VEHICLES.— 

(a)Drivers' licenses. 

1 .Notwithstanding s. 120.57(1)(a), hearings regarding drivers' licensing pursuant to chapter 322 need not 

be conducted by an administrative Law judge assigned by the division. 

2.Notwithstanding s. 120.60(5), canceLLation, suspension, or revocation of a driver's license shaLl be by 

personal delivery to the Licensee or by first-class mail as provided in s. 322.251. 

(b)Wrecker operators.—Notwithstanding s. 120.57(1 )(a), hearings held by the Division of the Florida 

Highway Patrol of the Department of Highway Safety and Motor Vehicles to deny, suspend, or remove a 

wrecker operator from participating in the wrecker rotation system established by s. 321 .051 need not be 

conducted by an administrative law judge assigned by the division. These hearings shaLL be heLd by a hearing 

officer appointed by the director of the Division of the Florida Highway PatroL. 

(9)OFFICE OF INSURANCE REGULATION.—Notwithstanding s. 120.60(1), every application for a certificate 

of authority as required by s. 624.401 shaLL be approved or denied within 180 days after receipt of the original 

application. Any appLication for a certificate of authority which is not approved or denied within the 180-day 

period, or within 30 days after conclusion of a public hearing held on the appLication, shalL be deemed 

approved, subject to the satisfactory completion of conditions required by statute as a prerequisite to 

licensure. 



(10)DEPARTMENT OF ECONOMIC OPPORTUNITY.— 

(a)Notwithstanding s. 120.54, the rulemaking provisions of this chapter do not apply to reempLoyment 

assistance appeaLs referees. 

(b)Notwithstanding s. 120.54(5), the uniform ruLes of procedure do not apply to appeal proceedings 

conducted under chapter 443 by the Reemployment Assistance Appeals Commission, special deputies, or 

reemployment assistance appeaLs referees. 

(c)Notwithstanding s. 120.57(1 )(a), hearings under chapter 443 may not be conducted by an 

administrative law judge assigned by the division, but instead shaLL be conducted by the Reemployment 

Assistance Appeals Commission in reemployment assistance appeals, reempLoyment assistance appeaLs 

referees, and the Department of Economic Opportunity or its special deputies under s. 443.141. 

(11 )NATIONAL GUARD. —Notwithstanding s. 120.52(16), the enlistment, organization, administration, 

equipment, maintenance, training, and discipLine of the militia, NationaL Guard, organized militia, and 

unorganized militia, as provided by s. 2, Art. X of the State Constitution, are not ruLes as defined by this 

chapter. 

(1 2)PUBLIC EMPLOYEES RELATIONS COMMISSION.— 

(a)Notwithstanding s. 120.57(1 )(a), hearings within the jurisdiction of the Public EmpLoyees ReLations 

Commission need not be conducted by an administrative law judge assigned by the division. 

(b)Section 120.60 does not appLy to certification of employee organizations pursuant to s. 447.307. 

(13)FLORIDA PUBLIC SERVICE COMMISSION.— 

(a)Agency statements that reLate to cost-recovery clauses, factors, or mechanisms implemented pursuant 

to chapter 366, reLating to public utiLities, are exempt from the provisions of s. 120.54(1)(a). 

(b)Notwithstanding ss. 120.569 and 120.57, a hearing on an objection to proposed action of the FLorida 

Public Service Commission may only address the issues in dispute. Issues in the proposed action which are not 

in dispute are deemed stipuLated. 

(c)The Florida Public Service Commission is exempt from the time limitations in s. 120.60(1) when issuing 

a license. 

(d)Notwithstanding the provisions of this chapter, in implementing the Telecommunications Act of 1996, 

Pub. L. No. 104-104, the PubLic Service Commission is authorized to employ procedures consistent with that 

act. 

(e)Notwithstanding the provisions of this chapter, s. 350.128, or s. 364.381, appelLate jurisdiction for 

Public Service Commission decisions that impLement the Telecommunications Act of 1996, Pub. L. No. 104- 

104, shall be consistent with the provisions of that act. 

(f)Notwithstanding any provision of this chapter, all public utilities and companies reguLated by the 

Public Service Commission shall be entitLed to proceed under the interim rate provisions of chapter 364 or the 



procedures for interim rates contained in chapter 74-195, Laws of Florida, or as otherwise provided by law. 

(14)DEPARTMENT OF REVENUE.— 

(a)Assessments.—An assessment of tax, penaLty, or interest by the Department of Revenue is not a final 

order as defined by this chapter. Assessments by the Department of Revenue shall be deemed final as 

provided in the statutes and ruLes governing the assessment and collection of taxes. 

(b)Taxpayer contest proceedings.— 

1 .In any administrative proceeding brought pursuant to this chapter as authorized by s. 72.011(1), the 

taxpayer shall be designated the "petitioner" and the Department of Revenue shall be designated the 

"respondent," except that for actions contesting an assessment or denial of refund under chapter 207, the 

Department of Highway Safety and Motor Vehicles shall be designated the "respondent," and for actions 

contesting an assessment or denial of refund under chapters 210, 550, 561, 562, 563, 564, and 565, the 

Department of Business and ProfessionaL Regulation shall be designated the "respondent." 

2.In any such administrative proceeding, the applicable department's burden of proof, except as 

otherwise specifically provided by general law, shall be limited to a showing that an assessment has been 

made against the taxpayer and the factual and legal grounds upon which the applicabLe department made the 

assessment. 

3.a.Prior to filing a petition under this chapter, the taxpayer shall pay to the appLicabLe department the 

amount of taxes, penaLties, and accrued interest assessed by that department which are not being contested 

by the taxpayer. FaiLure to pay the uncontested amount shall result in the dismissal of the action and 

imposition of an additionaL penalty of 25 percent of the amount taxed. 

b.The requirements of s. 72.011(2) and (3)(a) are jurisdictional for any action under this chapter to 

contest an assessment or denial of refund by the Department of Revenue, the Department of Highway Safety 

and Motor Vehicles, or the Department of Business and Professional Regulation. 

4.Except as provided in s. 220.719, further coLlection and enforcement of the contested amount of an 

assessment for nonpayment or underpayment of any tax, interest, or penaLty shaLL be stayed beginning on the 

date a petition is filed. Upon entry of a finaL order, an agency may resume colLection and enforcement action. 

5.The prevailing party, in a proceeding under ss. 120.569 and 120.57 authorized by s. 72.011(1), may 

recover all legal costs incurred in such proceeding, including reasonabLe attorney's fees, if the Losing party 

fails to raise a justiciable issue of law or fact in its petition or response. 

6.Upon review pursuant to s. 120.68 of finaL agency action concerning an assessment of tax, penaLty, or 

interest with respect to a tax imposed under chapter 212, or the denial of a refund of any tax imposed under 

chapter 212, if the court finds that the Department of Revenue improperly rejected or modified a concLusion 

of Law, the court may award reasonabLe attorney's fees and reasonable costs of the appeal to the prevailing 

appellant. 



(c)Proceedings to establish paternity or paternity and child support; orders to appear for genetic 

testing; proceedings for administrative support orders.—In proceedings to establish paternity or paternity and 

child support pursuant to s. 409.256 and proceedings for the establishment of administrative support orders 

pursuant to s. 409.2563, final orders in cases referred by the Department of Revenue to the Division of 

Administrative Hearings shaLL be entered by the division's administrative law judge and transmitted to the 

Department of Revenue for filing and rendering. The Department of Revenue has the right to seek judicial 

review under s. 120.68 of a final order entered by an administrative law judge. The Department of Revenue or 

the person ordered to appear for genetic testing may seek immediate judiciaL review under s. 120.68 of an 

order issued by an administrative law judge pursuant to s. 409.256(5)(b). Final orders that adjudicate 

paternity or paternity and chiLd support pursuant to s. 409.256 and administrative support orders rendered 

pursuant to s. 409.2563 may be enforced pursuant to s. 120.69 or, aLternativeLy, by any method prescribed by 

law for the enforcement of judicial support orders, except contempt. Hearings heLd by the Division of 

Administrative Hearings pursuant to ss. 409.256, 409.2563, and 409.25635 shaLL be heLd in the judicial circuit 

where the person receiving services under Title IV-D resides or, if the person receiving services under Title IV- 

D does not reside in this state, in the judicial circuit where the respondent resides. If the department and the 

respondent agree, the hearing may be held in another Location. If ordered by the administrative law judge, 

the hearing may be conducted telephonicaLly or by videoconference. 

(15)DEPARTMENT OF HEALTH.—Notwithstanding s. 120.57(1)(a), formaL hearings may not be conducted by 

the State Surgeon General, the Secretary of HeaLth Care Administration, or a board or member of a board 

within the Department of HeaLth or the Agency for Health Care Administration for matters reLating to the 

regulation of professions, as defined by chapter 456. Notwithstanding s. 120.57(1)(a), hearings conducted 

within the Department of HeaLth in execution of the Special Supplemental Nutrition Program for Women, 

Infants, and Children; ChiLd Care Food Program; Children's Medical Services Program; the Brain and Spinal 

Cord Injury Program; and the exemption from disquaLification reviews for certified nurse assistants program 

need not be conducted by an administrative law judge assigned by the division. The Department of HeaLth 

may contract with the Department of ChiLdren and Family Services for a hearing officer in these matters. 

(16)FLORIDA BUILDING COMMISSION.— 

(a)Notwithstanding the provisions of s. 120.542, the Florida Building Commission may not accept a 

petition for waiver or variance and may not grant any waiver or variance from the requirements of the Florida 

Building Code. 

(b)The Florida Building Commission shall adopt within the Florida Building Code criteria and procedures 

for alternative means of compLiance with the code or local amendments thereto, for enforcement by local 

governments, local enforcement districts, or other entities authorized by law to enforce the Florida Building 

Code. Appeals from the denial of the use of aLternative means shall be heard by the local board, if one exists, 



and may be appeaLed to the FLorida Building Commission. 

(c)Notwithstanding ss. 120.565, 120.569, and 120.57, the Florida Building Commission and hearing officer 

panels appointed by the commission in accordance with s. 553.775(3)(c)1. may conduct proceedings to review 

decisions of local building code officials in accordance with s. 553.775(3)(c). 

(d)Section 120.541 (3) does not apply to the adoption of amendments and the trienniaL update to the 

Florida Building Code expressly authorized by s. 553.73. 

(17)STATE FIRE MARSHAL.—Section 120.541(3) does not apply to the adoption of amendments and the 

triennial update to the FLorida Fire Prevention Code expressly authorized by s. 633.0215. 

(18)DEPARTMENT OF TRANSPORTATION.—Sections 120.54(3)(b) and 120.541 do not appLy to the 

adjustment of tolls pursuant to s. 338.165(3). 

History.—s. 41, ch. 96-159; s. 13, ch. 98-166; s. 10, ch. 99-8; s. 4, ch. 99-397; s. 1, ch. 2000-141; s. 17, ch. 2000-151; s. 2, ch. 

2000-160; s. 11, ch. 2000-304; s. 4, ch. 2000-305; ss. 2, 11, ch. 2000-312; s. 4, ch. 2000-355; s. 3, ch. 2000-367; s. 18, ch. 2001- 

158; s. 2, ch. 2001-279; s. 8, ch. 2002-173; s. 1, ch. 2002-239; s. 3, ch. 2003-36; s. 139, ch. 2003-261; s. 1, ch. 2004-52; s. 7, ch. 

2004-334; ss. 12, 13, ch. 2005-39; s. 1, ch. 2005-96; s. 13, ch. 2005-147; s. 1, ch. 2005-209; s. 5, ch. 2006-45; s. 9, ch. 2008-6; s. 

16, ch. 2008-104; s. 5, ch. 2009-187; s. 1, ch. 2011-64; s. 50, ch. 2011-142; s. 8, ch. 2011-225; s. 43, ch. 2012-30. 

120.8lExceptions and special requirements; general areas.— 

(1)EDUCATIONAL UNITS.— 

(a)Notwithstanding s. 120.536(1) and the flush left provisions of s. 120.52(8), district schooL boards may 

adopt rules to implement their generaL powers under s. 1001.41. 

(b)The preparation or modification of curricula by an educational unit is not a rule as defined by this 

chapter. 

(c)Notwithstanding s. 120.52(1 6), any tests, test scoring criteria, or testing procedures reLating to 

student assessment which are deveLoped or administered by the Department of Education pursuant to s. 

1003.43, s. 1003.438, s. 1008.22, or s. 1008.25, or any other statewide educational tests required by law, are 

not rules. 

(d)Notwithstanding any other provision of this chapter, educational units shall not be required to include 

the full text of the rule or rule amendment in notices relating to rules and need not pubLish these or other 

notices in the Florida Administrative Weekly, but notice shall be made: 

1 .By publication in a newspaper of general circulation in the affected area; 

2.By mail to all persons who have made requests of the educational unit for advance notice of its 

proceedings and to organizations representing persons affected by the proposed rule; and 

3.By posting in appropriate pLaces so that those particular classes of persons to whom the intended action 

is directed may be duLy notified. 

(e)Educational units, other than the Florida School for the Deaf and the BLind, shaLL not be required to 



make filings with the committee of the documents required to be filed by s. 120.54 or s. 120.55(1)(a)4. 

(f)Notwithstanding s. 120.57(1 )(a), hearings which invoLve student discipLinary suspensions or expuLsions 

may be conducted by educational units. 

(g)Sections 120.569 and 120.57 do not apply to any proceeding in which the substantiaL interests of a 

student are determined by a state university or a community college. 

(h)Notwithstanding ss. 120.569 and 120.57, in a hearing involving a student discipLinary suspension or 

expulsion conducted by an educational unit, the 14-day notice of hearing requirement may be waived by the 

agency head or the hearing officer without the consent of parties. 

(i)For purposes of s. 120.68, a district schooL board whose decision is reviewed under the provisions of s. 

1012.33 and whose final action is modified by a superior administrative decision shaLL be a party entitled to 

judicial review of the final action. 

(j)Notwithstanding s. 120.525(2), the agenda for a special meeting of a district schooL board under 

authority of s. 1001 .372(1) shaLL be prepared upon the calling of the meeting, but not Less than 48 hours prior 

to the meeting. 

(k)Students are not persons subject to reguLation for the purposes of petitioning for a variance or waiver 

to rules of educational units under s. 120.542. 

(l)Sections 120.54(3)(b) and 120.541 do not apply to the adoption of rules pursuant to s. 1012.22, s. 

1012.27, s. 1012.335, s. 1012.34, or s. 1012.795. 

(2)LOCAL UNITS OF GOVERNMENT.— 

(a)Local units of government with jurisdiction in only one county or part thereof shall not be required to 

make filings with the committee of the documents required to be filed by s. 120.54. 

(b)Notwithstanding any other provision of this chapter, units of government with jurisdiction in only one 

county or part thereof need not pubLish required notices in the Florida Administrative Weekly, but shaLl 

publish these notices in the manner required by their enabling acts for notice of rulemaking or notice of 

meeting. Notices reLating to ruLes are not required to include the fuLL text of the ruLe or rule amendment. 

(3)PRISONERS AND PAROLEES.— 

(a)Notwithstanding s. 120.52(13), prisoners, as defined by s. 944.02, shaLl not be considered parties in 

any proceedings other than those under s. 120.54(3)(c) or (7), and may not seek judicial review under s. 

120.68 of any other agency action. Prisoners are not eligible to seek an administrative determination of an 

agency statement under s. 120.56(4). ParoLees shalL not be considered parties for purposes of agency action or 

judicial review when the proceedings reLate to the rescission or revocation of parole. 

(b)Notwithstanding s. 120.54(3)(c), prisoners, as defined by s. 944.02, may be limited by the Department 

of Corrections to an opportunity to present evidence and argument on issues under consideration by 

submission of written statements concerning intended action on any department ruLe. 



(c)Notwithstanding ss. 120.569 and 120.57, in a preLiminary hearing for revocation of parole, no Less than 

7 days' notice of hearing shall be given. 

(4)REGULATION OF PROFESSIONS.—Notwithstanding s. 120.569(2)(g), in a proceeding against a Licensed 

professionaL or in a proceeding for licensure of an applicant for professional licensure which invoLves 

allegations of sexual misconduct: 

(a)The testimony of the victim of the sexuaL misconduct need not be corroborated. 

(b)Specific instances of prior consensual sexual activity between the victim of the sexual misconduct and 

any person other than the offender is inadmissibLe, unless: 

1 .It is first estabLished to the administrative law judge in a proceeding in camera that the victim of the 

sexual misconduct is mistaken as to the identity of the perpetrator of the sexuaL misconduct; or 

2.If consent by the victim of the sexuaL misconduct is at issue and it is first estabLished to the 

administrative law judge in a proceeding in camera that such evidence tends to estabLish a pattern of conduct 

or behavior on the part of such victim which is so similar to the conduct or behavior in the case that it is 

relevant to the issue of consent. 

(c)Reputation evidence relating to the prior sexuaL conduct of a victim of sexuaL misconduct is 

inadmissible. 

(5)HUNTING AND FISHING REGULATION.—Agency action which has the effect of aLtering established 

hunting or fishing seasons, or altering established annual harvest limits for saltwater fishing if the procedure 

for aLtering such harvest limits is set out by rule of the Fish and WiLdlife Conservation Commission, is not a 

rule as defined by this chapter, provided such action is adequateLy noticed in the area affected through 

publishing in a newspaper of general circulation or through notice by broadcasting by eLectronic media. 

(6)RISK IMPACT STATEMENT.—The Department of Environmental Protection shaLL prepare a risk impact 

statement for any rule that is proposed for approval by the EnvironmentaL Regulation Commission and that 

establishes or changes standards or criteria based on impacts to or effects upon human heaLth. The 

Department of Agriculture and Consumer Services shall prepare a risk impact statement for any ruLe that is 

proposed for adoption that estabLishes standards or criteria based on impacts to or effects upon human 

health. 

(a)This subsection does not appLy to rules adopted pursuant to federaLLy delegated or mandated programs 

where such rules are identicaL or substantiaLly identical to the federaL regulations or Laws being adopted or 

implemented by the Department of Environmental Protection or Department of AgricuLture and Consumer 

Services, as applicable. However, the Department of Environmental Protection and the Department of 

Agriculture and Consumer Services shall identify any risk analysis information available to them from the 

Federal Government that has formed the basis of such a rule. 

(b)This subsection does not appLy to emergency ruLes adopted pursuant to this chapter. 



(c)The Department of EnvironmentaL Protection and the Department of AgricuLture and Consumer 

Services shall prepare and pubLish notice of the availability of a clear and concise risk impact statement for all 

applicable rules. The risk impact statement must explain the risk to the public health addressed by the rule 

and shall identify and summarize the source of the scientific information used in evaLuating that risk. 

(d)Nothing in this subsection shaLL be construed to create a new cause of action or basis for chaLlenging a 

rule nor diminish any existing cause of action or basis for challenging a rule. 

History.—s. 42, ch. 96-159; s. 17, ch. 97-176; s. 49, ch. 99-2; s. 65, ch. 99-245; s. 7, ch. 99-379; s. 28, ch. 99-398; s. 4, ch. 

2000-214; s. 897, ch. 2002-387; s. 17, ch. 2008-104; s. 4, ch. 2010-78; s. 9, ch. 2011-225. 



CHAPTER 64B16-25 
ORGANIZATION AND PURPOSE 

64B 16-25.130 Executive Director (Repealed) 
64B16-25.170 Probable Cause Panel 
64B 16-25.340 Meetings and Workshops 

64B16-25.130 Executive Director. 

Rulemaking Authority 465.005 FS. Law Implemented 48.111(2), 456.004, 456.009 FS. History—New 10-17-79, Formerly 21S-8.04, 21S-8.004, 

Amended 7-30-91, Formerly 21S-25.130, 61F10-25.130, 59X-25.130, Amended 10-29-9 7, 11-2 -03, Repealed 3-28-12. 

64B16-25.170 Probable Cause Panel. 
(1) The determination as to whether probable cause exists to believe that a violation of Chapter 456, Part II, 465, 499, or 893, 

F.S., or of the rules promulgated thereunder, has occurred shall be made by the probable cause panel. The panel shall meet as 

necessary. 
(2) The probable cause panel shall be composed of two (2) persons, either current or former board members appointed by the 

chairman of the Board. One appointee must be a current board member. The panel must include a former or current board member 
who is a licensed pharmacist. An appointee may be a former board member. 

Rulemaking Authority 465.005 FS. Law Implemented 456.073 FS. History—New 10-17-79, Formerly 21S-8.08, 21S-8.008, 21S-25.170, 61F10- 

25.1 70, 59X-25.170, Amended 11-24-09. 

64B16-25.340 Meetings and Workshops. 
The following are considered to be official meetings of the Board: 

(1) Board Meetings. 
(2) Examination Committee Meetings. 
(3) Tripartite Continuing Education Committee Meeting. 
(4) Meetings of committees set out in the official minutes of the Board where statutory authority is given by the practice act. 

(5) Meetings of a Board member with Department staff or contractors of the Department at the Department's or Board's 
request. Any participation or meeting of members noticed or unnoticed will be on file in the Board office. 

(6) Where a Board member has been requested by the State Surgeon General to participate in a meeting. 
(7) Probable Cause Panel meetings. 
(8) All activity of Board members, if authorized by the Board, when grading, proctoring or reviewing examinations given by the 

Department. 
(9) All participation in Board authorized meetings with professional associations of which the Board is a member or invitee. 

This would include all meetings of the National Association of Boards of Pharmacy of which the Board is a member as well as 

Board authorized participation in meetings of national or professional associations or organizations involved in educating, regulating 
and reviewing the profession over which the Board has statutory authority. 

(10) Any and all other activities which are Board approved and which are necessary for Board members to attend in order to 

further protect the public health, safety and welfare, through the regulation of which the Board has statutory authority. 

Rulemaking Authority 456.011(4) FS. Law Implemented 456.011(4) FS. History—New 9-30-81, Amended 11-13-81, 12-31-81, Formerly 21S-1 0.05, 

21S-10.005, Amended 7-30-91, Formerly 21S-25.340, 61F10-25.340, 59X-25.340, Amended 2-18-08. 



CHAPTER 64B16-26 
PHARMACISTS LICENSURE 

64B16-26.l00 Pharmacists Newly Licensed (Repealed) 
64B16-26.101 Fees and License Renewal Application 
64B16-26.1001 Examination and Application Fees 
64B16-26.1002 Initial License Fees 
64B16-26.1003 Active License Renewal Fees 
64B16-26.1004 Inactive License Election; Renewal; Fees 
64B16-26.1005 Retired License Election; Renewal; Fees. 
64B 16-26.1012 Approved Continuing Education Provider Renewal Fee 
64B16-26.102 Inactive License Renewal (Repealed) 
64B16-26.1021 Delinquent License Reversion; Reinstatement; Fees 
64B16-26.1022 Permit Fees 
64B 16-26.103 Continuing Education Credits; Renewal 
64B 16-26.1031 Influenza Immunization Certification Program 
64B 16-26.1032 Influenza Immunization Administration Certification Application 
64B16-26.104 Exemptions for Members of the Armed Forces; Spouses 
64B 16-26.105 Consultant Pharmacists Initial Registration Fee and Renewal Fee (Repealed) 
64B16-26.106 Nuclear Pharmacists Initial Registration Fee and Renewal Fee (Repealed) 
64B16-26.107 ffiactive Nuclear Pharmacist License Renewal (Repealed) 
64B 16-26.200 Examination Requirements 
64B 16-26.201 Reexamination (Repealed) 
64B16-26.202 Examination Review Procedure (Repealed) 
64B 16-26.203 Licensure by Examination; Application 
64B 16-26.2031 Licensure by Examination; Foreign Pharmacy Graduates 
64B 16-26.2032 Pharmacy Intern Registration Internship Requirements (U.S. Pharmacy Students/Graduates) 
64B 16-26.2033 Pharmacy Intern Registration and Internship Requirements (Foreign Pharmacy Graduates) 
64B16-26.2035 Examination Fees (Repealed) 
64B 16-26.204 Licensure by Endorsement 
64B16-26.205 Requirements for Foreign Pharmacy Graduates to Be Admitted to the Pharmacist Licensure Examination (Repealed) 
64B 16-26.300 Consultant Pharmacist Licensure 
64B16-26.301 Subject Matter for Consultant Pharmacist Training Program 
64B 16-26.302 Subject Matter for Consultant Pharmacist Licensure Renewal Continuing Education 
64B16-26.303 Nuclear Pharmacist Licensure 
64B 16-26.304 Subject Matter for Nuclear Pharmacist License Renewal Continuing Education Programs 
64B 16-26.320 Subject Matter for Continuing Education to Order and Evaluate Laboratory Tests 
64B 16-26.350 Requirements for Pharmacy Technician Registration 
64B 16-26.351 Standards for Approval of Registered Pharmacy Technician Training Programs 
64B16-26.355 Subject Matter for Registered Pharmacy Technician Continuing Education 
64B 16-26.400 Pharmacy Interns; Registration; Employment 
64B16-26.401 Requirements for an ffiternship Program Sufficient to QualiQi an Applicant for Licensure by Examination (Repealed) 
64B 16-26.600 Tripartite Continuing Education Committee 
64B 16-26.601 Standards for Approval of Courses and Providers 
64B 16-26.6012 Guidelines for Board Ordered Disciplinary Continuing Education Courses 
64B 16-26.603 Continuing Education Records Requirements 
64B16-26.602 Recommendation by the Tripartite Continuing Education Committee (Repealed) 
64B16-26.606 Number of Required Hours (Repealed) 

64B16-26.100 Pharmacists Newly Licensed. 

Rulemaking Authority 456.013(2), 465.005 FS. Law Implemented 456.013(2), 465.008 FS. History—New 3-19-79, Formerly 21S-6.04, Amended]- 
7-87, 12-29-88, 10-16-90, Formerly 21S-6.004, Amended 1-10-93, Formerly 21S-26.100, 61F10-26.100, 59X-26.100, Amended 4-1 7-01, Repealed 
3-10-05. 



64B16-26.1O1 Fees and License Renewal Application. 

Rulemaking Authority 465.005 FS. Law Implemented 456.036, 456.064, 465.008 FS. History—New 3-19-79, Formerly 21S-6.05, Amended 1-7-87, 4-21-87, 12- 

29-88, Formerly 21S-6.005, Amended 7-31-91, 1-10-93, Formerly 21S-26.101, 61F10-26.101, Amended 3-10-96, Formerly 59X-26.101, Amended 12-31-97, 

12-3 -00, 3-18-01, 10-15-01, Repealed 3-10-05. 

64B16-26.1001 Examination and Application Fees. 
(1) The non-refundable examination fee for licensure by examination shall be $100, payable to the Board. Examination fees for 

the National Practice Examination and jurisprudence examination are payable to the examination vendor. 
(2) The non-refundable application fee licensure by endorsement shall be S 100, payable to the Board. 
(3) The non-refundable application fee for a continuing education provider seeking approved provider status shall be $150, 

payable to the Board. 
(4) The non-refundable application fee for the Influenza Immunization Certification shall be $55, payable to the Board. 
(5) The non-refundable application fee for registered pharmacy technicians shall be $50, payable to the Board. 

Rulemaking Authority 465.005, 465.009 FS. Law Implemented 456.025(7), 465.007, 465.0075, 465.009, 465.014 FS. History—New 1-11-05, 

Amended 10-30-0 7, 11-15-09, 7-7-10. 

64B16-26.1002 Initial License Fees. 
(1) The initial license fee for a pharmacist license shall be $190 plus a $5 unlicensed activity fee pursuant to Section 456.065(3), 

F.S. 
(2) The initial license fee for a consultant pharmacist license shall be $50 plus a $5 unlicensed activity fee pursuant to Section 

456.065(3), F.S. 

(3) The initial license fee for a nuclear pharmacist license shall be $50 plus a $5 unlicensed activity fee pursuant to Section 
456.065(3), F.S. 

(4) The initial registration fee for a registered pharmacy technician shall be $50 plus a $5 unlicensed activity fee pursuant to 
Section 456.065(3), F.S. 

Rulemaking Authority 465.005, 465.0125, 465.0126 FS. Law Implemented 456.013(2), 456.065(3), 465.0125, 465.0126, 465.014 FS. History—New 

1-11-05, Amended 11-24-09. 

64B16-26.1003 Active License Renewal Fees. 
(1) The biennial license renewal fee for an active pharmacist license shall be $200 plus a $5 unlicensed activity fee pursuant to 

Section 456.065(3), F.S. 
(2) The biennial license renewal fee for a consultant pharmacist active license shall be $100 plus a $5 unlicensed activity fee 

pursuant to Section 456.065(3), F.S. 

(3) The biennial license renewal fee for a nuclear pharmacist active license shall be $100 plus a $5 unlicensed activity fee 

pursuant to Section 456.065(3), F.S. 

(4) The biennial registration renewal fee for a registered pharmacy technician shall be $50 plus $5 unlicensed activity fee 

pursuant to Section 456.065(3), F.S. 

Rulemaking Authority 456.036, 465.005, 465.008, 465.0125, 465.0126 FS. Law Implemented 456.036, 456.065 (3), 465.008, 465.0125, 465.0126, 

465.014 FS. History—New 1-11-05, Amended 2-24-1 0, 2-1-12. 

64B16-26.1004 Inactive License Election; Renewal; Fees. 
(1) A pharmacist licensee may elect: 
(a) At the time of license renewal to place the license on inactive status by submitting a written request with the board for 

inactive status and submitting the inactive status renewal fee of $245 plus a $5 unlicensed activity fee pursuant to Section 
456.065(3), F.S. 

(b) At the time of license renewal, if the license is inactive, to continue the license on inactive status by submitting a written 
request with the board for inactive status and submitting the inactive status renewal fee of $245 plus a $5 unlicensed activity fee 

pursuant to Section 456.065(3), F.S. 



(c) At the time of license renewal to change the inactive status license to active status, provided the licensee meets the 
continuing education requirements of Rule 64B 16-26.103, F.A.C., for each biennium the license was on inactive status, submits the 
reactivation fee of $70, and the current active renewal fee set forth in Rule 64B16-26.100l, F.A.C. 

(d) At a time other than license renewal to change the inactive status license to active status, provided the licensee meets the 
continuing education requirements of Rule 64B16-26.103, F.A.C., for each biennium the license was on inactive status and submits 
the reactivation fee of $70, a change of status fee of $25 and the difference between the inactive status renewal fee and the active 
status renewal fee, if any exists. 

(2) A consultant pharmacist licensee may elect: 

(a) At the time of license renewal to place the license on inactive status by submitting a written request with the board for 
inactive status and submitting the inactive status renewal fee of $100 plus a $5 unlicensed activity fee pursuant to Section 
456.065(3), F.S. 

(b) At the time of license renewal, if the consultant pharmacist license is inactive, to continue the license on inactive status by 
submitting a written request with the board for inactive status and submitting the inactive status renewal fee of $100 plus a $5 

unlicensed activity fee pursuant to Section 456.065(3), F.S. 

(c) At the time of license renewal to change the inactive status consultant pharmacist license to active status, provided the 

consultant pharmacist licensee meets the continuing education requirements of subsection 64B16-26.103(2), F.A.C., for each 
biennium the license was on inactive status and by submitting a reactivation fee of $25, and the active consultant pharmacist renewal 
fee set forth in Rule 64B16-26.1003, F.A.C. 

(d) At a time other than license renewal to change the inactive status license to active status, provided the licensee meets the 
continuing education requirements of Rule 64B 16-26.103, F.A.C., for each biennium the license was on inactive status, and submits 
the reactivation fee of $25, a change of status fee of $25 and the difference between the inactive status renewal fee and the active 
status renewal fee, if any exists. 

(3) A nuclear pharmacist licensee may elect: 

(a) At the time of license renewal to place the nuclear pharmacist license on inactive status by submitting a written request with 
the board for inactive status and submitting the inactive status renewal fee of $100 plus a $5 unlicensed activity fee pursuant to 

Section 456.065(3), F.S. 

(b) At the time of license renewal, if the nuclear pharmacist license is inactive, to continue the license on inactive status by 
submitting a written request with the board for inactive status and submitting the inactive status renewal fee of $100 plus a $5 

unlicensed activity fee pursuant to Section ), F.S. 

(c) At the time of license renewal to change the inactive status license to active status, provided the nuclear pharmacist meets 
the continuing education requirements of Rule 64B 16-26.304, F.A.C., for each biennium the license was on inactive status, and by 
submitting a reactivation fee of $50, and the active nuclear license renewal fee set forth in Rule 64B16-26.1003, F.A.C. 

(d) At a time other than license renewal to change the inactive status license to active status, provided the nuclear pharmacist 
licensee meets the continuing education requirements of Rule 64B16-26.304, F.A.C., for each biennium the license was on inactive 
status and by submitting a reactivation fee of $50, a change of status fee of $25 and the difference between the inactive status 
renewal fee and the active status renewal fee, if any exists. 

(4) A registered pharmacy technician may elect: 

(a) At the time of renewal to place the registered pharmacy technician registration on inactive status by submitting a written 
request with the board for inactive status and submitting the inactive status renewal fee of $50 plus a $5 unlicensed activity fee 

pursuant to Section .065(3), F.S. 

(b) At the time of renewal, if the registered pharmacy technician registration is inactive, to continue the registration on inactive 

status by submitting a written request with the board for inactive status and submitting the inactive status renewal fee of $50 plus a 

$5 unlicensed activity fee pursuant to Section ), F.S. 

(c) At the time of renewal to change the inactive status registration to active status, provided the registered pharmacy technician 
meets the continuing education requirements of Rule 64Bl6-26.l03, F.A.C., for each biennium the registration was on inactive 
status, and by submitting a reactivation fee of $50, and the active registration fee set forth in Rule 64Bl6-26.l003, F.A.C. 

(d) At a time other than renewal to change the inactive status registration to active status, provided the registered pharmacy 
technician meets the continuing education requirements of Rule 64B16-26.103, F.A.C., for each biennium the registration was on 
inactive status and by submitting a reactivation fee of $50, a change of status fee of $25 and the difference between the inactive 



status renewal fee and the active status renewal fee, if any exists. 

Rulemaking Authority 456.036, 465.005, 465.012, 465.0125, 465.0126 FS. Law Implemented 456.036, 456.065 (3), 465.012, 465.0125, 465.0126 

FS. History—New 1-11-05, Amended 10-30-0 7, 10-27-09. 

64B16-26.1005 Retired License Election; Renewal; Fees. 
(1) A licensee may elect to place his or her license on retired status. 

(a) At the time of license renewal, to place the license on retired status, the licensee must submit a written request with the board 
for retired status and submit the retired status fee of $50.00 pursuant to Section 456.036(4)(b), F.S., and the current unlicensed 
activity fee. 

(b) At a time other than license renewal, to place the license on retired status, the licensee must submit a written request to the 

Board for the retired status plus submit the retired status fee of $50.00 pursuant to Section 456.036(4)(b), F.S., plus a change of 
status fee of $25.00, plus the current unlicensed activity fee. 

(c) Before the license of a retired status licensee is reactivated, the licensee must meet the continuing education requirements in 
Rule 64B16-26.103, F.A.C., and pay any renewal fees imposed on an active status licensee for all biennial licensure periods, plus the 
current unlicensed activity fee during which the licensee was on retired status. 

(2) Any pharmacist applying for an active status license who has been on retired status for 5 years or more, or if licensed 
elsewhere, has not been active during the past 5 years, shall as a condition of licensure, demonstrate that he or she is able to practice 
with the care and skill sufficient to protect the health, safety, and welfare of the public by: 

(a) If inactive for less than 5 years, the licensee must pass a jurisprudence examination; 
(b) If inactive for 5 or more years, in addition to paragraph (a), the licensee must pass the NAPLEX. 

Rulemaking Authority 456.036(15) FS. Law Implemented 456.013, 456. 036(4,)(b) FS. History—New 11-29-06, Amended 12-22-09. 

64B16-26.1012 Approved Continuing Education Provider Renewal Fee. 
The biennial fee to renew as an approved continuing education provider shall be $150. 

Rulemaking Authority 456.013(9), 465.005 FS. Law Implemented 456.013(9), 465.009, 465.012 FS. History—New 1-11-05. 

64B16-26.1021 Delinquent License Reversion; Reinstatement; Fees. 
(1) An active or inactive license that is not renewed by midnight of the expiration date of the license shall automatically revert 

to delinquent status. 
(2) A pharmacist may request that a delinquent license be reinstated to active or inactive status, provided the licensee meets the 

continuing education requirements of Rule 64B16-26.103, F.A.C., for each biennium the license was on inactive status, and by 
submitting a reactivation fee of $100 plus the current fee for an active status or inactive status license set forth in Rule 64B 16- 

26.1003 or 64B16-26.1004, F.A.C. 
(3) A consultant pharmacist may request that a delinquent consultant pharmacist license be reinstated to an active or inactive 

status by submitting a delinquent fee of $100 plus the current fee for an active or inactive status consultant pharmacist license set 

forth in Rule 64Bl6-26.l003 or 64Bl6-26.1004, F.A.C. 
(4) A nuclear pharmacist may request that a delinquent nuclear pharmacist license be reinstated to an active or inactive license 

status by submitting a delinquent fee of $100 plus the current fee for an active or inactive nuclear pharmacist license set forth in 

Rule 64B16-26.1003 or 64B16-26.1004, F.A.C. 
(5) A registered pharmacy technician may request that a delinquent registered pharmacy technician registration be reinstated to 

an active or inactive status provided the registered pharmacy technician meets the continuing education requirements of Rule 
64Bl6-26.103, F.A.C., for each biennium the registration was on inactive status, and by submitting a reactivation fee of $25 plus the 

current fee for an active or inactive status registered pharmacy technician registration set forth in Rule 64B 16-26.1003 or 64B 16- 

26.1004, F.A.C. 
(6) A license in delinquent status that is not renewed prior to midnight of the expiration date of the current licensure cycle shall 

be rendered null without any further action by the Department. Any subsequent license shall be the result of applying for and 
meeting all requirements imposed on an applicant for new licensure. 

Rulemaking Authority 456.036, 465.005, 465.012 FS. Law Implemented 456.036, 465.012 FS. History—New 1-11-05, Amended 10-27-09. 



64B16-26.102 Inactive License Renewal. 

Rulemaking Authority 465.005 FS. Law Implemented 465.008, 465.012 FS. History—New 3-19-79, Formerly 21S-6.06, Amended 1-7-87, 12-29-88, 

Formerly 21S-6.006, Amended 7-31-91, 1-10-93, Formerly 21S-26.102, 61F10-26.102, Amended 3-10-96, Formerly 59X-26.102, Amended 3-18- 

01, Repealed 3-1 0-05. 

64B16-26.1022 Permit Fees. 
(1) The initial permit fee for a pharmacy, as provided by Section 465.022(8)(a), F.S., shall be $250. 
(2) The biennial permit renewal fee for a pharmacy, as provided by Section 465.022(8)(b), F.S., shall be $250. 
(3) The change of location fee for a pharmacy, as provided by Section 465.022(8)(d), F.S., shall be $100. 
(4) The delinquent fee for a pharmacy permit, as provided by Section 465 .022(8)(c), F.S., shall be $100. 

Rulemaking Authority 465.005, 465.022(8) FS. Law Implemented 465.022(8) FS. History—New 1-11-05. 

64B16-26.103 Continuing Education Credits; Renewal. 
(1) Prior to biennal renewal of pharmacist licensure, a licensee shall complete no less than 30 hours of approved courses of 

continued professional pharmaceutical education within the 24 month period prior to the expiration date of the license. The 
following conditions shall apply. 

(a) Upon a licensee's first renewal of licensure, the licensee must document the completion of one (1) hour of board approved 
continuing education which includes the topics of Human Immunodeficiency Virus and Acquired Immune Deficiency Syndrome; 
the modes of transmission, including transmission from a healthcare worker to a patient and the patient to the healthcare worker; 
infection control procedures, including universal precautions; epidemiology of the disease; related infections including tuberculosis 
(TB); clinical management; prevention; and current Florida law on AIDS and its impact on testing, confidentiality of test results, and 
treatment of patients. In order to meet this requirement, licensees must demonstrate that the course includes information on the State 
of Florida law on HIV/AIDS and its impact on testing, reporting, the offering of HIV testing to pregnant women, and partner 
notification issues pursuant to Sections 381.004 and 384.25, F.S. Any HIV/AIDS continuing education course taken during the 
second or subsequent renewal of licensure may be applied to satisfy the general continuing education hours requirement. 

(b) The initial renewal of a pharmacist license will not require completion of courses of continued professional pharmaceutical 
education hours if the license was issued less than 12 months prior to the expiration date of the license. If the initial renewal occurs 
12 months or more after the initial licensure, then 15 hours of continued professional pharmaceutical education hours shall be 
completed prior to the renewal of the license but no earlier than the date of initial licensure 

(c) Prior to renewal a licensee must complete, within the 24 month period prior to the expiration date of the license, a two-hour 
continuing education course approved in advance by the Board on medication errors that covers the study of root-cause analysis, 
error reduction and prevention, and patient safety. Hours obtained pursuant to this section may be applied by the licensee to the 

requirements of subsection (1). 

(d) Five hours of continuing education in the subject area of risk management may be obtained by attending one fttll day or 
eight (8) hours of a board meeting at which disciplinary hearings are conducted by the Board of Pharmacy in compliance with the 
following: 

1. The licensee must sign in with the Executive Director or designee of the Board before the meeting day begins; 
2. The licensee must remain in continuous attendance; 
3. The licensee cannot receive continuing education credit for attendance at a board meeting if required to appear before the 

board; and 
4. The maximum continuing education hours allowable per biennium under this paragraph shall be ten (10). 

(e) A member of the Board of Pharmacy may obtain five (5) hours of continuing education in the subject area of risk 
management for attendance at one Board meeting at which disciplinary hearings are conducted. The maximum continuing education 
hours allowable per biennium under this paragraph shall be ten (10). 

(f) Up to five hours per biennium of continuing education credit may be fttlfilled by the performance of volunteer services to the 
indigent as provided in Section ), F.S., or to underserved populations, or in areas of critical need within the state where the 
licensee practices. In order to receive credit, the licensee must make application to and receive approval in advance from the Board. 
Application shall be made on form DH-MQA 1170 (Rev. 02/09), Individual Request for Continuing Education for Volunteers, 
which is hereby incorporated by reference. The form can be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin 



#C04, Tallahassee, Florida 32399-3254. One hour credit shall be given for each two hours volunteered in the 24 months prior to the 
expiration date of the license. In the application for approval, the licensee shall disclose the type, nature and extent of services to be 
rendered, the facility where the services will be rendered, the number of patients expected to be serviced, and a statement indicating 
that the patients to be served are indigent. If the licensee intends to provide services in underserved or critical need areas, the 

application shall provide a brief explanation as to those facts. A licensee who is completing community service as a condition of 
discipline imposed by the board cannot use such service to complete continuing education requirements. 

(g) Continuing education credit shall be granted for completion of post professional degree programs provided by accredited 
colleges or schools of pharmacy. Credit shall be awarded at the rate of 5 hours of continuing education credit per semester hour 
completed within the 24 months prior to the expiration date of the license. 

(h) Continuing education may consist of post-graduate studies, institutes, seminars, lectures, conferences, workshops, 
correspondence courses, or other educational opportunities which advance the practice of the profession of pharmacy if approved by 
the Board. A course shall be approved prior to completion and will be evaluated by the Tripartite Committee using the standards 
found in Rule 64B 16-26.601, F.A.C. Individuals must submit requests for course approval at least 45 days in advance of the 
program or course by completing the approved application form DOH/MQA/PH 112, (Rev. 6/12), entitled Individual Requests for 
Continuing Education Credit, which is incorporated by reference, and which can be obtained from 
http://www.flrules.org/Gateway/reference.asp?No=Ref-O 1636 and the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, 
Tallahassee, Florida 32399-3254, or from the website located at http://www.doh.state.fl.us/mqa/pharmacy. Individuals seeking 
course approval must attach to the application a detailed program outline, overview or syllabus which describes the educational 
content, objectives and faculty qualifications. 

(i) Any volunteer expert witness who is providing expert witness opinions for cases being reviewed by the Department of 
Health pursuant to Chapter 465, F.S., shall receive five (5) hours of credit in the area of risk management for each case reviewed in 

the 24 months prior to the expiration date of the license, up to a maximum often (10) hours per biennium. 
(j) The presenter of a live seminar, a live video teleconference or through an interactive computer-based application shall 

receive 1 credit for each course credit hour presented, however presenter will not receive additional credit for multiple same course 
presentations. 

(k) All programs approved by the ACPE for continuing education for pharmacists are deemed approved by the Board for 
general continuing education hours for pharmacists. Any course necessary to meet the continuing education requirement for 
HIV/AIDS, medication errors, or consultant pharmacist license renewal shall be Board approved. 

(1) General continuing education earned by a non-resident pharmacist in another state that is not ACPE approved, but is 

approved by the board of pharmacy in the state of residence can be applied to meet the requirements of license renewal in subsection 
(1) above. 

(m) At least ten (10) of the required 30 hours must be obtained either at a live seminar, a live video teleconference, or through 
an interactive computer-based application. 

(2) Prior to renewal a consultant pharmacist shall complete no less than 24 hours of Board approved continuing education in the 
course work specified in Rule 64B16-26.302, F.A.C., within the 24 month period prior to the expiration date of the consultant 
license. The hours earned to satisfy this requirement cannot be used to apply toward the 30 hours required in subsection (1) above. 
However, if consultant recertification hours are earned and not used to meet the requirements of this paragraph, they may be applied 
by the licensee to the 30 hours required in subsection (1). 

(a) If the initial renewal of a consultant pharmacist license occurs less than 12 months after the initial licensure, then completion 
of consultant courses of continuing education hours will not be required. 

(b) If the initial renewal of a consultant pharmacist license occurs 12 months or more after the initial licensure, then 12 hours of 
consultant continuing education hours must be completed prior to the renewal date of the license but no earlier than the date of 
initial licensure. 

(3) Prior to renewal a nuclear pharmacist shall complete no less than 24 hours of Board approved continuing education in the 
course work specified in Rule 64B16-26.304, F.A.C., within the 24 month period prior to the expiration date of the nuclear 
pharmacist license. The hours earned to satisfy this requirement cannot be used to apply toward the 30 hours required in subsection 
(1) above. However, if nuclear pharmacist license renewal hours are earned and not used to meet the requirements of this paragraph, 
they may be applied by the licensee to the 30 hours required in subsection (1). 

(a) If the initial renewal of a nuclear pharmacist license occurs less than 12 months after the initial licensure, then completion of 



courses of nuclear pharmacy continuing education hours will not be required. 
(b) If the initial renewal of a nuclear pharmacist license occurs 12 months or more after the initial licensure, then 12 hours of 

nuclear pharmacy continuing education hours must be completed prior to the renewal date of the license but no earlier than the date 
of initial licensure. 

(c) All programs approved by the ACPE for continuing education for nuclear pharmacists are deemed approved by the Board 
for general continuing education hours for nuclear pharmacists. 

(4) Prior to renewal a registered phamacy technician shall complete no less than twenty (20) hours of Board approved 
continuing education in the course work specified in Rule 64B16-26.355, F.A.C., within the 24 month period prior to the expiration 
date of the phamacy technician registration. 

(a) Upon a pharmacy technician's first renewal, registrtant must document the completion of one (1) hour of board approved 
continuing education which includes the topics of Human Immunodeficiency Virus and Acquired Immune Deficiency Syndrome; 
the modes of transmission, including transmission from a healthcare worker to a patient and the patient to the healthcare worker; 
infection control procedures, including universal precautions; epidemiology of the disease; related infections including tuberculosis 
(TB); clinical management; prevention; and current Florida law on AIDS and its impact on testing, confidentiality of test results, and 
treatment of patients. In order to meet this requirement, licensees must demonstrate that the course includes information on the State 
of Florida law on HIV/AIDS and its impact on testing, reporting, the offering of HIV testing to pregnant women, and partner 
notification issues pursuant to Sections 381.004 and 384.25, F.S. Any HIV/AIDS continuing education course taken during the 
second or subsequent renewal of registration may be applied to satisfy the general continuing education hours requirement. 

(b) If the initial renewal of a pharmacy technician registration occurs less than 12 months after the initial licensure, then 
completion of courses of a pharmacy technician registration education hours will not be required. 

(c) If the initial renewal of a pharmacy techician registration occurs 12 months or more afier the initial licensure, then 12 hours 
of registered phamacy technician continuing education hours must be completed prior to the renewal date of the license but no 

earlier than the date of initial lic ensure. 
(d) All programs approved by the ACPE for continuing education for pharmacy technicians are deemed approved by the Board 

for general continuing education hours for registered pharmacy technicians. Any course necessary to meet the continuing education 
requirement for HIV/AIDS license renewal shall be Board approved. 

(e) Prior to renewal a licensee must complete, within the 24 month period prior to the expiration date of the license, a two-hour 
continuing education course approved in advance by the Board on medication errors that covers the study of root-cause analysis, 
error reduction and prevention, and patient safety. Hours obtained pursuant to this section may be applied by the licensee to the 

requirements of subsection (1). 

(f) Five hours of continuing education in the subject area of risk management may be obtained by attending one fhll day or eight 
(8) hours of a board meeting at which disciplinary hearings are conducted by the Board of Pharmacy in compliance with the 

following: 
1. The registratrant must sign in with the Executive Director or designee of the Board before the meeting day begins; 
2. The registrant must remain in continuous attendance; 
3. The registrant cannot receive continuing education credit for attendance at a board meeting if required to appear before the 

board; and 
4. The maximum continuing education hours allowable per biennium under this paragraph shall be ten (10). 

(g) At least four (4) of the required 20 hours must be obtained either at a live seminar, a live video teleconference, or through an 

interactive computer-based application. 

Rulemaking Authority 456.033, 465.009 FS. Law Implemented 456.013(7), (9), 456.033, 465.009 FS. History—New 3-19-79, Formerly 21S-6.07, 

Amended 1-7-87, Formerly 21S-6.007, Amended 7-31-91, 10-14-91, Formerly 21S-26.103, 61F10-26.103, Amended 7-1-97, Formerly 59X-26.103, 

Amended 7-11-00, 10-15-0 1, 1-2-02, 1-12-03, 4-12-05, 5-26-09, 5-27-10, 9-20-12. 

64B16-26.1031 Influenza Immunization Certification Program. 
(1) All applications for immunization certification programs shall be made on board approved form DH-MQA 1234, 

"Immunization Certification Program Application", effective 04/10, which is hereby incorporated by reference. To obtain an 
application, contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, FL 32399-3254 or (850) 488-0595, 
or download the application from the board's website at http://www.doh.state.fl.us/mqa/pharmacy. 



(2) The Board shall approve for initial certification of pharmacist administration of influenza immunizations, programs of study 
not less than 20 hours that include coursework covering all of the following; 

(a) Mechanisms of action for vaccines, contraindications, drug interactions, and monitoring after vaccine administration; 
(b) Immunization Schedules; 

(c) Immunization screening questions, provision of risk/benefit information, informed consent, recordkeeping, and electronic reporting 

into the statewide immunization registry through enrollment application DH Form 1997 (effective 10/07) herein incorporated by reference 
and may be obtained from the Board office by writing to the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 

32399-3254 or by telephoning 1(877)888-7468; 

(d) Vaccine storage and handling; 

(e) Bio-Hazardous waste disposal and sterile techniques; 

(f) Entering, negotiating and performing pursuant to physician oversight protocols; 

(g) Community immunization resources and programs; 

(h) Identifying, managing and responding to adverse incidents including but not limited to potential allergic reactions associated with 

vaccine administration; 

(i) Procedures and policies for reporting adverse events to the Vaccine Adverse Event Reporting System (VAERS); 
(j) Reimbursement procedures and vaccine coverage by federal, state and local governmental jurisdictions and private third party payors; 
(k) Administration techniques; 
(1) The current influenza immunization guidelines and recommendations of the United States Department of Health Centers for Disease 

Control and Prevention published in the Morbidity Weekly Report (MMWR) December 1, 2006, Vol. 55 No. RR-15 and updated MMWR 
July 13, 2007, Vol. 56, No. RR-6; 

(m) Review of Section 465.189, F.S.; and 

(n) Cardiopulmonary Resuscitation (CPR) training. 

Successfttl completion of the certification program must include a successful demonstration of competency in the administration technique 

and a cognitive examination. 

Rulemaking Authority 465.005 FS. Law Implemented 465.1 89 FS. History—New 3-20-08, Amended 8-30-JO. 

64B16-26.1032 Influenza Immunization Administration Certification Application. 
All applications for immunization certification shall be made on board approved form DH-MQA 1125, "Immunization 
Administration Certification Application," effective February 2010, which is hereby incorporated by reference. To obtain an 
application, contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, FL 32399-3254, or (850) 488-0595, 
or download the application from the board's website at http://www.doh.state.fl.us/mqa/pharmacy. The application must be 
accompanied with a non-reftindable application fee as set forth in Rule 64B16-26.100l, F.A.C. 

Rulemaking Authority 465.005 FS. Law Implemented 465.189 FS. History—New 9-21-JO. 

64B16-26.104 Exemptions for Members of the Armed Forces; Spouses. 
(1) Any pharmacist or registered pharmacy technician on active duty with the Armed Forces of the United States who at the 

time of becoming a member of the Armed Forces of the United States was in good standing with the Board and was entitled to 

practice the profession of pharmacy or registered as a pharmacy technician in Florida shall be exempt from all license renewal 
provisions so long as the licensee is on active duty with the Armed Forces and for a period of six months after discharge so long as 

the licensee is not engaged in the practice of pharmacy in the private sector for profit. 
(2) A pharmacist or registered pharmacy technician who is a spouse of a member of the Armed Forces of the United States and 

who was caused to be absent from the State of Florida because of the spouse's duties with the Armed Forces shall be exempt from 
all license renewal provisions. 

Rulemaking Authority 465.005 FS. Law Implemented 456.024 FS. History—New 3-19-79, Amended 4-30-85, Formerly 2JS-6. 09, 21S-6. 009, 

Amended 7-31-91, Formerly 2JS-26.104, 6JFJO-26.J04, 59X-26.104, Amended 1-J1-05, J0-27-09. 

64B16-26.105 Consultant Pharmacists Initial Registration Fee and Renewal Fee. 



Rulemaking Authority 465.005, 465.008, 465.0125 FS. Law Implemented 456.036, 465.0125 FS. History—New 10-26-83, Amended 2-21-84, 
Formerly 21S-6.10, 21S-6.010, 21S-26.105, 61F10-26.105, Amended 3-28-95, Formerly 59X-26.105, Repealed 3-10-05. 

64B16-26.106 Nuclear Pharmacists Initial Registration Fee and Renewal Fee 

Rulemaking Authority 465.005, 465.0126 FS. Law Implemented 456.036, 465.0126 FS. History—New 12-29-88, Formerly 21S-6.011, 21S-26.106, 

61F10-26.106, Amended 6-26-95, 3-11-96, Formerly 59X-26.106, Repealed 3-10-05. 

64B16-26.107 Inactive Nuclear Pharmacist License Renewal. 

Rulemaking Authority 465.005, 465.008, 465.012, 465.022(8) FS. Law Implemented 465.008, 465.012, 465.022(8) FS. History—New 6-26-95, 

Formerly 59X-26.107, Repealed 3-10-05. 

64B16-26.200 Examination Requirements. 
The examination provided in Section 465.007, F.S., shall be as follows: 

(1) Part A North American Pharmacist Licensure Examination (NAPLEX). 
(2) Part B Multistate Pharmacy Jurisprudence Examination Florida Version. 

Rulemaking Authority 456.01 7, 465.005 FS. Law Implemented 456.017 FS. History—New 10-17-79, Amended 2-8-81, 6-22-82, 8-16-84, 4-30-85, 

Formerly 21S-12.01, Amended 5-6-86, Formerly 21S-12.001, Amended 1-10-93, Formerly 21S-26.200, 61F10-26.200, Amended 7-1-97, Formerly 

59X-26.200, Amended 3-22-99, 1-11-05. 

64B16-26.201 Reexamination. 

Rulemaking Authority 456.017, 465.005 FS. Law Implemented 456.017 FS. History—New 10-17-79, Amended 2-8-81, 11-27-84, 4-30-85, Formerly 
21S-12.02, Amended 5-6-86, Formerly 21S-12.002, 21S-26.201, 61F10-26.201, 59X-26.201, Repealed 3-10-05. 

64B16-26.202 Examination Review Procedure. 

Rulemaking Authority 456.017(2) FS. Law Implemented 456.01 7(2) FS. History—New 10-1 7-79, Amended 12-27-82, Formerly 21S-12. 03, Amended 
12-24-89, Formerly 21S-12.003, 21S-26.202, 61F10-26.202, 59X-26.202, Repealed 3-10-05. 

64B16-26.203 Licensure by Examination; Application. 
Applicants who are at least 18 years of age and a recipient of a degree from a school or college of pharmacy accredited by an 
accrediting agency recognized and approved by the United States Office of Education may apply to take the licensure examination. 

(1) All applications for lic ensure by examination must be made on board approved form DOH/MQA/l 01, Pharmacist 
Examination Application for U.S. and Puerto Rico Graduates and Instructions, (Rev 9/09), which is hereby incorporated by 
reference, and which can be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399- 
3254, or (850)488-0595 to request an application or download the application from the board's website at 

http://www.doh.state.fl.us/mqa/pharmacy. The application must be accompanied with a non-refundable examination fee and an 
initial license fee as set forth in Rules 64Bl6-26.lOOl and 64Bl6-26.1002, F.A.C. 

(2) The applicant must submit proof of having met the following requirements: 
(a) Completion of an internship program provided by either an accredited school or college of pharmacy or a state board of 

pharmacy or jointly by both provided that the program meets requirements of Rule 64B16-26.2032, F.A.C. 
(b) Completion of a board approved course not less than 2 hours on medication errors that covers the study of root-cause 

analysis, error reduction and prevention, and patient safety. For those applicants who apply within one year following receipt of their 
pharmacy degree, completed academic course work on medication errors will be accepted by the Board as an educational course 
under this section, provided such course work is no less than 2 contact hours and that it covers the study of root-cause analysis, error 
reduction and prevention, and patient safety, as evidenced by a letter attesting to subject matter covered from the Dean of the 
University. 

(3) An applicant must reapply if all requirements for licensure are not met within one year of the receipt of the application. 
(4) Passing examination scores may be used upon reapplication only if the examination was completed within 3 years of the 

reapplication. 



Rulemaking Authority 456.033, 465.005 FS. Law Implemented 456.013(1), (7), 456.025(3), 456.033, 465.007, 465.022 FS. History—New 10-17-79, 

Formerly 21S-12.04, 21S-12.004, Amended 7-31-91, 10-14-91, Formerly 21S-26.203, 61F10-26.203, Amended 7-1-97, Formerly 59X-26.203, 

Amended 8-17-99, 10-15-01, 1-2-02, 1-12-03, 1-11-05, 2-18-08, 5-26-09, 5-11-10. 

64B16-26.2031 Licensure by Examination; Foreign Pharmacy Graduates. 
In order for a foreign pharmacy graduate to be admitted to the professional licensure examination, the applicant must be a graduate 
of a four year undergraduate pharmacy program at a school or college outside the United States and have completed an internship 
program approved by the Board. 

(1) All applications for licensure by examination must be made on form DH-MQA 103 (Rev. 09/09), Pharmacist Examination 
Application For Foreign Graduates and Instructions, which is hereby incorporated by reference. Contact the Board of Pharmacy, 
4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254, or (850) 488-0595 to request an application or download the 

application from the Board's website at http://www.doh.state.fl.us/mqa/pharmacy. The application must be accompanied with a non- 
refundable examination fee and an initial license fee set forth in Rules 64B16-26.1001 and 64B16-26.1002, F.A.C. 

(a) For applications received at the Board of Pharmacy on or before June 30, 2009, the applicant must: 
1. Successfully pass the foreign pharmacy graduate equivalency examination which is given by the Foreign Pharmacy Graduate 

Equivalency Commission with a minimum score of 75%. 

2. Demonstrate proficiency in the use of English by passing the Test of English as a Foreign Language (TOEFL), which is 

administered by the Educational Testing Service, Inc., with a score of at least 500 for the pencil and paper test or 173 for the 
computer version and by passing the Test of Spoken English (TSE) with a score of 45 on the recalibrated TSE; or 

3. Demonstrate proficiency in the use of English by passing the Test of English as a Foreign Language Internet-based test 
(TOEFL ibt) with scores of: Listening 18; Reading —21; Speaking —26; and Writing —24. 

(b) For applications received at the Board of Pharmacy on or after July 1, 2009, the applicant must: 
1. Successfully pass the foreign pharmacy graduate equivalency examination which is given by the Foreign Pharmacy Graduate 

Equivalency Commission with a minimum score of 75%; 
2. Demonstrate proficiency in the use of English by passing the Test of English as a Foreign Language (TOEFL), which is 

administered by the Educational Testing Service, Inc., with a score of at least 550 for the pencil and paper test or 213 for the 
computer version and by passing the Test of Spoken English (TSE) with a score of 50 on the recalibrated TSE; or 

3. Demonstrate proficiency in the use of English by passing the Test of English as a Foreign Language Internet-based test 
(TOEFL ibt) with scores of: Listening 18; Reading —21; Speaking —26; and Writing —24. 

(2) Complete 2080 hours of supervised work activity, of which a minimum of 500 hours must be completed within the State of 
Florida. Such experience must be equivalent to that required in the internship program as set forth in Rule 64B16-26.2032, F.A.C. 
The work experience program including both the preceptor and the permittee must be approved by the Board of Pharmacy. The 
work experience shall be documented on form DH-MQA 1153 (Rev. 0 1/10), Foreign Graduate Intern Work Activity Manual, which 
is hereby incorporated by reference. Contact the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 
32399-3254 or (850)488-0595 to request a manual or download the manual from the Board's website at 
http://www.doh.state.fl.us/mqa/pharmacy. Further, no program of supervised work activity shall be approved for any applicant until 
said applicant has obtained the specified passing scores on the Foreign Pharmacy Graduate Equivalency Examination. 

(3) Completion of a Board approved course not less than 2 hours on medication errors that covers the study of root-cause 
analysis, error reduction and prevention, and patient safety. For applicants who apply within one year following receipt of their 
pharmacy degree, completed academic course work on medication errors will be accepted by the Board as an educational course 
under this section, provided such course work is no less than 2 contact hours and that it covers the study of root-cause analysis, error 
reduction and prevention, and patient safety as evidence by a letter attesting to subject matter covered from the Dean of the 

University. 

RulemakingAuthorily 465.005, 465.OO7FS. Law Implemented 465.OO7FS. History—New 1-11-05, Amended 8-8-0 7, 6-10-09, 5-2 7-1 0. 

64B16-26.2032 Pharmacy Intern Registration Internship Requirements (U.S. Pharmacy Students/Graduates). 
A U.S. pharmacy student or graduate is required to be registered with the Department of Health as an intern before being employed 
as an intern in a pharmacy in Florida. 



(1) All applications for registration must be made on form DH-MQA 104, Pharmacy Intern Application for U.S. Pharmacy 
Students/Graduates and Instructions, (Rev. 09/09), which is hereby incorporated by reference. Contact the Board of Pharmacy, 4052 
Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254, or (850) 488-0595 to request an application or download the 
application from the board's website at http://www.doh.state.fl.us/mqa/pharmacy. 

(2) An applicant for pharmacy intern registration must submit proof of: 

(a) Enrollment in an intern program at a college or school of pharmacy accredited by the Accreditation Council of 
Pharmaceutical Education (ACPE); or 

(b) Graduation from a college or school of pharmacy accredited by the ACPE. 
(3) Upon the receipt of proof satisfactory to the Board that the intern applicant meets the requirement of either paragraph (2)(a) 

or (2)(b), unless there exists good cause for the Board's refusal to certify an applicant as set forth in Section 465 .013, F.S., the Board 
shall certify the applicant to the Department for registration as an intern. 

(4) No intern shall perform any acts relating to the filing, compounding, or dispensing of medicinal drugs unless it is done under 
the direct and immediate personal supervision of a person actively licensed to practice pharmacy in this state. 

(5) All internship experience for the purpose of qualifying for the examination pursuant to Section 465.007(1)(c), F.S., shall be 
obtained in a community pharmacy, institutional pharmacy or any Florida Board of Pharmacy approved pharmacy practice, which 
includes significant aspects of the practice of pharmacy as defined in Section 465.003(13), F.S. 

(6) An internship program at college or school of pharmacy accredited by the ACPE shall assure that community or institutional 
pharmacies utilized for the obtaining of internship experience meet the following minimum requirements: 

(a) The pharmacy shall hold a current license or permit issued by the state in which they are operating and shall have available 
all necessary equipment for professional services, necessary reference works, in addition to the official standards and current 
professional journals. 

(b) The pharmacy shall be operated at all times under the supervision of a pharmacist and shall be willing to train persons 
desiring to obtain professional experience. 

(c) The pharmacy shall establish to the program's satisfaction that the pharmacy fills, compounds and dispenses a sufficient 
number, kind and variety of prescriptions during the course of a year so as to afford to an intern a broad experience in the filling, 

compounding and dispensing of prescription drugs. 
(d) The pharmacy shall have a clear record as to observance of federal, state and municipal laws and ordinances covering any 

phase of activity in which it is engaged. 
(7) The program shall assure that all preceptors meet the following requirements: 
(a) The pharmacist shall willingly accept the responsibility for professional guidance and training of the intern and be able to 

devote time to preceptor training sessions and to instruction of the intern. 

(b) The pharmacist shall hold current licensure in the state in which pharmacy is practiced. 
(c) The pharmacist shall be ineligible to serve as a preceptor during any period in which the pharmacist's license to practice 

pharmacy is revoked, suspended, on probation, or subject to payment of an unpaid fine levied by lawfttl Board order, or during any 
period in which the pharmacist's license is the subject of ongoing disciplinary proceedings. 

(d) The pharmacist shall agree to assist the school or college of pharmacy in the achievement of the educational objectives set 
forth and to provide a professional environment for the training of the intern. 

(e) Evidence shall be provided of the pharmacist's desire to continue broadening professional education and of an active 
involvement in a patient-oriented practice. 

(8) In the event a program meets all the requirements set forth in subsection (6) of this rule, except for prior approval by the 
Florida Board of Pharmacy, any applicant submitting it for the purpose of qualifying for licensure by examination must show in 

addition to successfhl completion of the internship: 
(a) Approval of the program by a state board of pharmacy; and 
(b) Sufficient hours to total 2080 hours; or 
(c) Licensure in another state and work performed as a pharmacist for a sufficient number of hours to total 2080 hours when 

combined with the internship hours. 
(9) All internship hours may be obtained prior to the applicant's graduation. 



(10) Proof of completion of an internship program shall consist of a certification that the applicant has completed the program. 
If additional hours are required to total 2080 hours, satisfactory proof of the additional hours shall be constituted by the program's 
certification of completion of the additional hours. 

(11) Hours worked in excess of 50 hours per week prior to the applicant's graduation or in excess of 60 hours per week after an 
applicant's graduation, will not be credited toward meeting the required internship hours. 

(12) The Board approves all internships that are required to obtain the doctor of pharmacy degree from institutions which are 

accredited as provided by Section 465.007(1)(b)1., F.S. Applicants graduating after January 1, 2001 with the doctor of pharmacy 
degree from such institutions shall be deemed to have met the requirements of this section with documentation of graduation. 

(13) The Board may conduct periodic review of programs to assure compliance with these rules. 
(14) Proof of current licensure in another state and work as a pharmacist for up to 2080 hours may substitute for all or part of 

the internship requirement. 
(15) Governmental and private radiopharmacy internship programs shall not apply to the pharmacy internship required under 

subsection (5) of this rule. 

Rulemaking Authority 465.005 FS. Law Implemented (12), 465.007, 465.0075, 465.013 FS. History—New 4-1-07, Amended 7-7-10, 10-7- 

12. 

64B16-26.2033 Pharmacy Intern Registration and Internship Requirements (Foreign Pharmacy Graduates). 
A foreign pharmacy graduate is required to be registered with the Department of Health as an intern before being employed as an 
intern in a pharmacy in Florida. 

(1) All applicants for intern registration must be made on form DH-MQA 102, "Pharmacy Intern Application for Foreign 
Graduates and Instructions," effective September 2009, which is incorporated by reference. Contact the Board of Pharmacy at 4052 
Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254 or (850) 488-0595 to request a form or download the form from the 
board's website at http://www.doh.state.fl.us/mqa/pharmacy. 

(2) An applicant for foreign pharmacy graduate intern registration in Florida must submit proof of: 

(a) Eligibility by the Foreign Pharmacy Graduate Equivalency Committee to sit for the Foreign Pharmacy Graduate 
Equivalency Examination, or 

(b) A passing score on the Foreign Pharmacy Graduate Equivalency Examination to be considered a graduate of an accredited 
college or school of pharmacy. 

(3) Upon the receipt of proof satisfactory to the Board that the intern applicant meets the requirements of either paragraph (a) or 
(b) of subsection (1), and submitted a completed application as required in subsection (2) unless there exists good cause for the 
Board's reftisal to certify an applicant as set forth in Section 465.013, F.S., the Board shall certify the applicant to the Department 
for registration as an intern. 

(4) No intern shall perform any acts relating to the filling, compounding, or dispensing of medicinal drugs unless it is done 
under the direct and immediate personal supervision of a person actively licensed to practice pharmacy in this state. 

(5) All internship experience for the purpose of qualifying for the examination pursuant to Section 465.007(1)(c), F.S., shall be 
obtained in a community pharmacy, institutional pharmacy or any Florida Board of Pharmacy approved pharmacy practice, which 
includes significant aspects of the practice of pharmacy as defined in Section 465.003(13), F.S. 

(6) An internship program at an accredited college or school of pharmacy shall assure that community or institutional 
pharmacies utilized for the obtaining of internship experience meet the following minimum requirements: 

(a) The pharmacy shall hold a current license or permit issued by the state in which they are operating and shall have available 
all necessary equipment for professional services, necessary reference works, in addition to the official standards and current 
professional journals. 

(b) The pharmacy shall be operated at all times under the supervision of a pharmacist and shall be willing to train persons 
desiring to obtain professional experience. 

(c) The pharmacy shall establish to the program's satisfaction that the pharmacy fills, compounds and dispenses a sufficient 
number, kind and variety of prescriptions during the course of a year so as to afford to an intern a broad experience in the filling, 
compounding and dispensing of prescription drugs. 

(d) The pharmacy shall have a clear record as to observance of federal, state and municipal laws and ordinances covering any 
phase of activity in which it is engaged. 



(e) No pharmacist may be responsible for the supervision of more than one intern at any one time. 
(7) The program shall assure that all preceptors meet the following requirements: 
(a) The pharmacist shall willingly accept the responsibility for professional guidance and training of the intern and be able to 

devote time to preceptor training sessions and to instruction of the intern. 

(b) The pharmacist shall hold current licensure in the state in which pharmacy is practiced. 
(c) The pharmacist shall be ineligible to serve as a preceptor during any period in which the pharmacist's license to practice 

pharmacy is revoked, suspended, on probation, or subject to payment of an unpaid fine levied by lawfhl Board order, or during any 
period in which the pharmacist's license is the subject of ongoing disciplinary proceedings. 

(d) The pharmacist shall agree to assist the school or college of pharmacy in the achievement of the educational objectives set 
forth and to provide a professional environment for the training of the intern. 

(e) Evidence shall be provided of the pharmacist's desire to continue broadening professional education and of an active 
involvement in a patient-oriented practice. 

(8) In the event a program meets all the requirements set forth in subsection (2) of this rule, except for prior approval by the 
Florida Board of Pharmacy, any applicant submitting it for the purpose of qualifying for licensure by examination must show in 

addition to successfttl completion of the internship: 
(a) Approval of the program by a state board of pharmacy; and 
(b) Sufficient hours to total 1580 hours; or 
(c) Licensure in another state and work performed as a pharmacist for a sufficient number of hours to total 1580 hours when 

combined with the internship hours. 
(9) All internship hours may be obtained prior to the applicant's graduation. 
(10) Proof of completion of an internship program shall consist of a certification that the applicant has completed the program. 

If additional hours are required to total 2080 hours, satisfactory proof of the additional hours shall be constituted by the program's 
certification of completion of the additional hours. 

(11) Hours worked in excess of 50 hours per week prior to the applicant's graduation or in excess of 60 hours per week after an 
applicant's graduation, will not be credited toward meeting the required internship hours. 

(12) The Board approves all internships that are required to obtain the doctor of pharmacy degree from institutions which are 

accredited as provided by Section 465.007(l)(b)1., F.S. Applicants graduating after January 1, 2001 with the doctor of pharmacy 
degree from such institutions shall be deemed to have met the requirements of this section with documentation of graduation. 

(13) The Board may conduct periodic review of programs to assure compliance with these rules. 
(14) Proof of current licensure in another state and work as a pharmacist for up to 1580 hours may substitute for all or part of 

the internship hours requirement. 
(15) Governmental and private radiopharmacy internship programs shall not apply to the pharmacy internship required under 

subsection (1) of this rule. 

(16) All foreign pharmacy graduates must complete 500 hours of supervised work activity within the state of Florida as 

provided by Section 465.007(1)(b)2., F.S. The supervised work activity program experience shall be documented on form DH-MQA 
1153, "Foreign Graduate Registered Intern Work Activity Manual," effective 01/10. Contact the Board of Pharmacy at 4052 Bald 
Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254 or (850)488-0595 to request a form or download the form from the 
board's website at http://www.doh.state.fl.us/mqa/pharmacy. Further, this 500 hours of work activity program shall not be 
recognized for any applicant until said applicant has obtained the passing score on the Foreign Pharmacy Graduate Equivalency 
Exam as provided in Section 465.007, F.S. 

Rulemaking Authority 465.005 'S. Law Implemented 1), 465.002, 465.007, 465.0075, 465.013 FS. History—New 5-2 7-10. 

64B16-26.2035 Examination Fees. 

Rulemaking Authority 465.005 FS. Law Implemented 465.007 FS. History—New 9-19-94, Amended 3-10-96, Formerly 59X-26.2035, Amended 3- 

22-99, 1 0-30-00, Repealed 3-10-05 



64B16-26.204 Licensure by Endorsement. 
An applicant for licensure by endorsement must be at least 18 years of age and a recipient of a degree from a school or college of 
pharmacy accredited by an accrediting agency recognized and approved by the United States Office of Education. 

(1) All applications for licensure by endorsement shall be made on board approved form DOH/MQA100 effective June 2010. 
Pharmacist Licensure by Endorsement Application and Instructions (U.S. and territories), which is hereby incorporated by reference, 
can be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254, or (850) 488- 
0595 to request a form or download the form from the board's website at http://www.doh.state.fl.us/mqa/pharmacy. The application 
must be accompanied with a non-refundable application fee and initial licensure fee as set forth in Rules 64B16-26.l001 and 64B16- 
26.1002, F.A.C. 

(2) The applicant must submit satisfactory proof that one of the following requirements has been met: 

(a) Two (2) years of active practice, as defined in Section 465.0075(l)(c), F.S., within the immediately preceding five (5) years. 
If the applicant meets the requirements of this section, proof of completion of 30 hours of Florida Board of Pharmacy, ACPE, or 

other state board of pharmacy approved continuing education obtained in the two calendar years immediately preceding application, 
must also be submitted. 

(b) Successful completion of an internship meeting the requirements of Section 465.007(l)(c), F.S., within the immediately 
preceding two (2) years. 

(3) Completion of a Board approved course not less than 2 hours on medication errors that covers the study of root-cause 
analysis, error reduction and prevention, and patient safety. For applicants who apply within one year following receipt of their 
pharmacy degree, completed academic course work on medication errors will be accepted by the Board as an educational course 
under this section, provided such course work is no less than 2 contact hours and that it covers the study of root-cause analysis, error 
reduction and prevention, and patient safety as evidenced by a letter attesting to subject matter covered from an official of the 
university where the course was taken. 

(4) Applicants qualifying under the education requirements of Section 465.007(1)(b)2., F.S., (foreign graduates), must complete 
the requirements of Rule 64B16-26.2031, F.A.C., prior to certification for the examination required in subsection (6) of this rule. 

(5) All requirements for licensure by endorsement must be met within one (1) year of the receipt of the application. Applicants 
failing to meet this requirement must reapply. 

(6) Applicants applying under the provisions of Section 465.0075, F.S., must have obtained a passing score on the licensure 
examination as described in subsection 64B16-26.200(1), F.A.C. 

(7) Applicants applying under the provisions of Section 465.0075, F.S., shall cause the National Association of Boards of 
Pharmacy, or other similar organization to issue a Transfer of Pharmaceutical Licensure certificate showing examination date, 
examination results, states of licensure, disciplinary actions, and licensure status. 

(8) Applicants deemed qualified for licensure by endorsement shall be required to complete the Multistate Pharmacy 
Jurisprudence Examination Florida Version. Passing scores on this examination may be used upon reapplication only if the 
examination was completed within three (3) years of the reapplication. 

Rulemaking Authority 465.005, 465.0075 FS. Law Implemented 456.013(1), 465.00 7, 465.0075, 465.022 FS. History—New 11-8 -01, Amended 1-11- 

05, 2-18-08, 5-26-09, 10-10-10. 

64B16-26.205 Requirements for Foreign Pharmacy Graduates to Be Admitted to the Pharmacist Licensure Examination. 

Rulemaking Authority 465.005, 465.007 FS. Law Implemented 465.007 FS. History—New 4-18-84, Formerly 21S-12.06, Amended 9-1 7-87, 

Formerly 21S-12.006, Amended 7-31-91, 1-10-93, 4-8-93, Formerly 21S-26.205, 61F10-26.205, Amended 3-10-96, Formerly 59X-26.205, 

Amended 8-17-99, Repealed 3-10-05. 



64B16-26.300 Consultant Pharmacist Licensure. 
(1) No person shall serve as consultant pharmacist as defined in Section 465.003(3), F.S., unless that person holds a license as a 

consultant pharmacist. 
(2) Application for consultant pharmacist licensure shall be made on form DOH-MQA 1109, 02/09, Consultant Pharmacist 

Application and Information, which is hereby incorporated by reference. Contact the Board of Pharmacy at 4052 Bald Cypress Way, 
Bin #C04, Tallahassee, Florida 32399-3254, or (850) 488-0595 to request an application or download the application from the 
board's website at www.doh.state.fl.us/mqa/pharmacy. The application shall be accompanied by a non-refhndable application fee. 

(3) In order to be licensed as a consultant pharmacist, a person must meet the following requirements: 
(a) Hold a license as a pharmacist which is active and in good standing, 
(b) Successfully complete a consultant pharmacist course of no fewer than twelve (12) hours, sponsored by an accredited 

college of pharmacy located within the State of Florida, and approved by the Florida Board of Pharmacy Tripartite Continuing 
Education Committee which is based on the Statement of the Competencies Required in Institutional Pharmacy Practice and subject 
matter set forth in Rule 64B16-26.301, F.A.C. The course shall be instructionally designed to include a cognitive test on which the 
applicant must score a passing grade for certification of successftil completion of the course. 

(c) Successfully complete a period of assessment and evaluation under the supervision of a preceptor within one (1) year of 
completion of the course set forth in paragraph (b) above. This period of assessment and evaluation shall be completed over no more 
than three (3) consecutive months and shall include at least 40 hours of training in the following practice areas, 60% of which shall 
occur on-site at an institution that holds a pharmacy permit. The training shall include: 

Minimum Skills Required Percent of Time Hours 
Minimum of 40 Hours in Maximum of Three Months 
1. Regimen review, documentation and 60% 24 

communication. 
a. Demonstrate ability to carry out process 
and understand documentation functions. 
b. Understand and perform drug regimen 
review. Communicate findings to 

appropriate individuals or groups. 
c. The applicant is responsible for 
learning other skills needed to perform in his/her 
type of facility where he/she is or will be the 
consultant Pharmacist of Record. 
2. Facility review. 20% 8 

Demonstrate areas that should be evaluated, 
documentation, and reporting procedures. 
3. Committee and Reports. 5% 2 

Review quarterly Quality of Care Committee 
minutes and preparation and delivery of pharmacist 
quarterly report. 
4. Policy and Procedures. 5% 2 

Preparation, review, updating Policy 
and Methods. 
5. Principles of formulary management. 5% 2 

Demonstrate ability to manage formulary. 
6. Professional Relationships. 5% 2 

Knowledge and interaction of facility 
administration and professional staff 

(4) In order to act as a preceptor, a person shall: 

(a) Be a consultant pharmacist of record at an institutional pharmacy which is required to have a consultant pharmacist under 



the provisions of Chapter 465, F.S., and these rules. 
(b) Have a minimum of one (1) year of experience as a consultant pharmacist of record. 
(c) Maintain all pharmacist licenses in good standing with the Board. 
(d) Not act as a preceptor to more than two (2) applicants at the same time. 
(5) Upon completion of the requirements set forth above, the applicant's preceptor shall confirm that the applicant's assessment 

and evaluation have met the requirements and that the applicant has successfhlly completed all required assignments under the 
preceptor's guidance and supervision. 

(6) After licensure a consultant pharmacist's license shall be renewed biennially upon payment of the fee set forth in Rule 
64Bl6-26.1003, F.A.C., and upon completing twenty-four (24) hours of board approved continuing education based upon the 

provisions of Rule 64Bl6-26.302, F.A.C. 
(7) The number of hours earned in recertification programs by a consultant pharmacist, if applied to the twenty-four (24) hours 

required for consultant pharmacist license renewal, may not be used toward the thirty (30) hours of continued professional 
pharmaceutical education credits as set forth in Rule 64B16-26.103, F.A.C. 

(8) An applicant who applies for a consultant pharmacist license after the effective date of this rule shall be required to complete 
the assessment and evaluation required in paragraph (3)(c) prior to being licensed as a consultant pharmacist. 

Rulemaking Authority 465.005, 465.0125 FS. Law Implemented 465.0125 FS. History—New 5-19-72, Revised 4-19-74, Repromulgated 12-18-74, 

Amended 10-17-79, 4-8-80, 7-29-81, 7-1-83, 4-10-84, 4-30-85, Formerly 21S-1.26, 21S-1.026, Amended 7-31-91, 10-14-91, Formerly 21S-26.300, 

61F10-26.300, Amended 9-19-94, 3-28-95, 3-10-96, Formerly 59X-26.300, Amended 5-22-01, 5-5-05, 11-29-06, 3-29-10. 

64B16-26.301 Subject Matter for Consultant Pharmacist Training Program. 
(1) Jurisprudence. 
(a) Laws and regulations, state and federal, pertaining to institutional pharmacy and health care facilities. 
(b) Laws and regulations, state and federal, pertaining to the safe and controlled storage of alcohol and other related substances, 

and relating to fire and health-hazard control. 
(2) Policy and Procedures. 
(a) Written procedures for outlining the medication system in effect. 

1. Traditional systems. 
2. Unit-dose systems. 
a. Centralized. 
b. Decentralized. 
c. Automated medication systems. 
3. Routine and emergency use of drugs. 
4. After hours procedure for medication dispensing. 
S. Managing drug shortages. 
(b) Record keeping and reports. 
1. Controlled substance control and record-of-usage. 
2. Alcohol inventory and record-of-usage. 
3. Patient drug use control and records. 
a. Recalls. 
b. Medication use evaluation. 
c. Medication errors. 
4. Drug charges, methods, accountability, and reports. 
5. Statistical reports of usage, volume, etc. 

(3) Administrative Responsibilities. 
(a) Fiscal Control. 
1. Perpetual and traditional inventory systems. 
2. Application of EDP techniques. 
(b) Personnel Management, orientation and training. 
(c) Intra-professional relations pertaining to medication use. 



(d) Inter-professional relations with other members of the institutional health care team. 
1. Pharmacy & Therapeutic Committee. 
a. Rational drug therapy; review of medication use and prescribing. 
b. Formulary development evaluation, appraisal, selection, procurement, storage, distribution, medication safety, criteria for 

use development and safety. 
c. Automatic stop orders on potent and dangerous drugs. 
d. Controls on storage and use of investigational drugs. 
2. In-service education of nurses and other health-related personnel. 
3. Infectious Disease Committee. 
(4) Professional Responsibilities. 
(a) Drug information retrieval and methods of dispersal. 
(b) Development of pharmacy practice. 
(c) Development of an IV Admixture service. 
(d) Procedures to enhance medication safety. 
1. Availability of equipment, technique, etc., to prepare special dosage forms for pediatric and geriatric patients. 
2. Preparation of sterile dosage forms. 
3. Proper writing, transcribing and initiating and/or transferring patient medication orders; development of physician's chart 

order copy system. 
4. Safety of patient self-medication and control of drugs at bedside. 
5. Reporting and trending adverse drug reactions. 
6. Screening for potential drug interactions. 
7. Development and maintenance of up-to-date emergency kits. 
(e) Maintain drug quality and safe storage. 
1. Procedures for eliminating out-dated drugs. 
2. Requirements for safe and appropriate storage conditions. 
(f) Maintain drug identity. 
1. Procedures for labeling, transferring of bulk medications, etc. 

2. Manufacturing and packaging procedures. 
3. Pre-packaging control and supervision. 
(5) The Institutional Environment. 
(a) The institution's pharmacy ffinction and purpose. 
(b) Interdepartmental relationships important to the institutional pharmacy. 
(c) Understanding of scope of service and in-patient care mission of the institution. 
(d) Special training with respect to the operation of nursing homes and Extended Care Facilities (ECF)/pharmacy relationship 

and special procurement procedures. 
(6) Nuclear pharmacy. 
(a) Procurement. 
(b) Compounding. 
(c) Quality control procedures. 
(d) Dispensing. 
(e) Distribution. 
(f) Basic radiation protection and practices. 

(g) Consultation and education to the nuclear medicine community; including patients, pharmacists, other health professionals, 
and the general public. 

(h) Research and development of new formulations. 
(i) Record keeping. 
(j) Reporting adverse drug reactions and medication errors. 
(k) Screening for potential drug interaction. 

Rulemaking Authority 465.005, 465.0125 FS. Law Implemented 465.0125 FS. History—New 5-19-72, Amended 12-18-74, 10-17-79, Formerly 21S- 



1.27, 21S-1.027, Amended 7-31-91, Formerly 21S-26.301, 61F10-26.301, 59X-26.301, Amended 5-5-05. 

64B16-26.302 Subject Matter for Consultant Pharmacist Licensure Renewal Continuing Education. 
A Consultant Pharmacist License Renewal Continuing Education Program must contain at least three (3) hours of training in any of 
the subjects specified below. Duplicate courses are not acceptable. 

(1) Drug Therapy Disease State. Patient Drug Therapy management and monitoring. 
(a) Drug, Disease State Information In-depth disclosure of the drug or therapeutic class of drugs or disease state including 

pharmacology, side effects and interaction. 
(b) New Therapeutic Modalities: Expansion of current drug therapy or treatment. 
(c) Patient Assessment: Assessment techniques by consultant pharmacist to determine the need and effectiveness of indicated 

drug therapy along with identification and assessment of side effects on patient's well-being. 
(d) Pertinent Laboratory Tests. 
(e) Therapeutic Dosing. 
(2) Administrative Responsibilities. 
(a) Update on Administrative Responsibilities. 
1. Legal requirements including statutes, rules and regulation (Federal and State). 
2. The Joint Commission on the Accreditation of Healthcare Organizations. 
3. Personnel requirements. 
4. Health Insurance Portability and Accountability. 
(b) Focus on Consultant Pharmacist Practice Issues/Concerns. 
1. How to get things accomplished in complex organizations. 
2. Key contacts to be effective as a consultant pharmacist. 
3. Considerations and preparation for site inspections. 
(3) Consultant Pharmacist Facility Responsibilities. This segment details the requirements in one of the facility types for which 

a consultant pharmacist is required. Only one practice setting may be included in each program. 
(a) Pharmacist-Medication Responsibilities Assessment mechanism for delivery system, review procedures and monitoring 

processes. 
(b) Pharmacist-Patient Responsibilities Patient assessment, laboratory test monitoring and therapeutic dosing. 
(c) Committee Responsibilities Make-up and responsibilities for various facility committees. 
(d) Reporting requirements. 

Rulemaking Authority 465.005, 465.0125 FS. Law Implemented 465.0125 'S. History—New 10-14-91, Formerly 21S-26.302, 61F1 0-26.3 02, 59X- 

26.302, Amended 5-5-05, 7-21-09. 

64B16-26.303 Nuclear Pharmacist Licensure. 
(1) A pharmacist licensed to practice pharmacy in this state who performs a radiopharmaceutical service shall, prior to engaging 

in such specialized practice, be actively licensed as a nuclear pharmacist. 
(2) A pharmacist seeking licensure as a nuclear pharmacist in this state shall submit to the Board of Pharmacy a course outline 

from an accredited college of pharmacy or other program recognized by the Florida Department of Health and the Florida Board of 
Pharmacy (a program comparable to those offered by accredited colleges of pharmacy for the training of nuclear pharmacists), and a 

certificate of training which provides a minimum of 200 clock hours of formal didactic training, which includes: 
(a) Radiation physics and instrumentation (85 hours). 
(b) Radiation protection (45 hours). 
(c) Mathematics pertaining to the use and measurement of radioactivity (20 hours). 
(d) Radiation biology (20 hours). 

(e) Radiopharmaceutical chemistry (30 hours). 
(3) Such academic training programs will be submitted to the Board of Pharmacy for approval by an accredited educational 

institution which operates under the auspices of or in conjunction with an accredited college of pharmacy. 
(4) The minimum on-the-job training which shall be included in a radiopharmacy internship is 500 hours of training and 

experience in the handling of unsealed radioactive material under the supervision of a licensed nuclear pharmacist. The training and 



experience shall include but shall not be limited to the following: 
(a) Ordering, receiving and unpackaging in a safe manner, radioactive material, including the performance of related radiation 

surveys. 
(b) Calibrating dose calibrators, scintillation detectors, and radiation monitoring equipment. 
(c) Calculating, preparing and verifying patient doses, including the proper use of radiation shields. 
(d) Following appropriate internal control procedures to prevent mislabeling. 
(e) Learning emergency procedures to safely handle and contain spilled materials, including related decontamination procedures 

and surveys. 
(f) Eluting technetium-99m from generator systems, assaying the eluate for technetium-99m and for molybdenum-99 

contamination, and processing the eluate with reagent kits to prepare technetium-99m labeled radiopharmaceuticals. 
(g) Clinical practice concepts. 
(5) If the didactic and experiential training required in this section have not been completed within the last seven (7) years, the 

applicant must have been engaged in the lawful practice of nuclear pharmacy in another jurisdiction at least 1080 hours during the 
last seven (7) years. 

Rulemaking Authority 465.005, 465.0126 FS. Law Implemented 465.0126 FS. History—New 1-18-05. 

64B16-26.304 Subject Matter for Nuclear Pharmacist License Renewal Continuing Education Programs. 
(1) A licensee completing the continuing education requirement for nuclear pharmacist license renewal pursuant to Rule 64B 16- 

26.103, F.A.C., shall complete twenty-four (24) additional hours per biennium of coursework each two year period by or through a 

Committee approved provider, instructionally designed to provide in-depth treatment of nuclear pharmacy practice with suggested 
subject matter set out in subsection (2) of this rule. 

(2) Content of nuclear pharmacist continuing education program. 
(a) Application of radiopharmaceutical theory in a practice or a research setting with respect to the drug products and their 

clinical application. Provision of drug and radiopharmaceutical information as it pertains to optimal handling and use of these 
products in a clinical setting. 

(b) Effective communication skills in a multi-disciplinary environment with patients, nuclear medicine physicians, nuclear 
medicine technologists, radiation safety personnel and other nuclear pharmacists. The multi-faceted regulatory environment requires 
such skills in the preparation and maintenance of a radioactive by-product materials license, the identification and reporting of 
adverse reactions and misadministration, instances of poor product performance, environmental and personnel radiation safety. 

(c) Application of the most rigorous and up-to-date principles of radiation safety and quality assurance in order to assure 
regulatory compendia, and operational standards for drug and radiopharmaceutical products and equipment. Record-keeping and 
other documentation activities essential to procurement, storage, compounding, handling and use, distribution and disposal should be 
emphasized. 

(d) Management of a nuclear pharmacy unit in accordance with regulatory and administrative agencies' requirements. 
(e) Advances in drug, radiopharmaceutical or related technology (including, but not limited to: monoclonal antibodies, magnetic 

resonance imaging, computed tomography, positron-emission tomography, radioplaque and other contact enhancement agents, 
radioimmunoassay) with emphasis on paragraphs (a)-(d) above for such new agents. 

Rulemaking Authority 465.005, 465.0126 FS. Law Implemented 465.0126 FS. History—New 1-18-05. 

64B16-26.320 Subject Matter for Continuing Education to Order and Evaluate Laboratory Tests. 
(1) Consultant pharmacists and pharmacists holding the Doctor of Pharmacy degree that wish to order and evaluate laboratory 

tests under the provisions of Section 465.0125, F.S., shall successfully complete the requirements of a continuing education course 
set forth herein prior to such practice. Successful completion of the course will the pharmacist for this practice for two (2) 
years from date of completion. 

(2) Providers of courses seeking approval under this section shall meet the procedures and standards provided for in Rule 
64B16-26.601, F.A.C. Courses approved under this section shall be at least three (3) hours in duration for initial certification and at 

least one (1) hour for recertification, and shall cover the following subjects: 
(a) Requirements for monitoring laboratory values, 
(b) Interpretation of laboratory values, 



(c) Use of laboratory data to monitor and improve drug therapy, 
(d) Legal aspects, restrictions, and requirements for obtaining laboratory studies, 
(e) Use of laboratory data and therapeutic outcomes, 
(f) Documentation of interventions, and 
(g) Laboratory studies as an element of complete patient care. 

(3) A consultant pharmacist may apply the three (3) hour initial certification course and the one (1) hour recertification course 
toward the continuing education requirement for renewal of a consultant pharmacist license under Rule 64B 16-26.300, F.A.C., or 
may apply such continuing education hours toward the continuing education requirement for renewal of a pharmacist license under 
Rule 64Bl6-26.l03, F.A.C., but may not use the same continuing education hours to both requirements. A Doctor of 
Pharmacy who is not a consultant pharmacist may apply the three (3) hour initial certification course and the one (1) hour 
recertification course toward the continuing education requirement for renewal of a pharmacist license under Rule 64Bl6-26. 103, 

F.A.C. 

Rulemaking Authority 465.009, 465.0125(3) FS. Law Implemented 465.009, 465.0125(2) FS. History—New 2-23-98, Amended 6-15-98, 1-12-03, 3- 

1 0-05. 

64B16-26.350 Requirements for Pharmacy Technician Registration. 
Applicants who are at least 17 years of age may apply to become a registered pharmacy technician. 

(1) All applicants for registration must be made on form DH-MQA PH1 183, "Pharmacy Technician Registration Application 
and Instructions" effective September 2009, which is incorporated by reference. Contact the Board of Pharmacy at 4052 Bald 
Cypress Way, Bin #C04, Tallahassee, FL 32399-3254, or (850) 488-0595 to request an application or download the application from 
the board's website at http://www.doh.state.fl.us/mqa/pharmacy. The application must be accompanied with a non-refundable 
application fee and an initial registration fee set forth in Rules 64B16-26.lOOl and 64Bl6-26.1002, F.A.C. 

(2) Prior to January 1, 2011, a registered pharmacy technician must submit proof of having met one of the following 
requirements: 

(a) Completed a Board approved training course as outlined in Rule 64B16-26.351, F.A.C; or 
(b) Worked as a registered pharmacy technician for a minimum of 1500 hours under the supervision of a pharmacist; or 
(c) Received certification as a pharmacy technician by a certification program accredited by the National Commission for 

Certifying Agencies. 
(3) Applicants applying for registration after January 1, 2011 must submit proof of completion of a Board approved training 

course as outlined in Rule 64B16-26.351, F.A.C. 

Rulemaking Authority 465.014 FS. Law Implemented 465.014 FS. History—New 8-5-10. 

64B16-26.351 Standards for Approval of Registered Pharmacy Technician Training Programs. 
(1) The following programs are approved Registered Pharmacy Technician Training programs: 
(a) Pharmacy technician training programs accredited, on or before January 1, 2011 by the American Society of Health-System 

Pharmacists, 
(b) Pharmacy technician training programs at institutions accredited, on or before January 1, 2011 by the Southern Association 

of Colleges and Schools, 
(c) Pharmacy technician training programs approved on or before January 1, 2011 by the Florida Commission for Independent 

Education, 
(d) Pharmacy technician training programs provided by a branch of the federal armed services on or before January 1, 2011. 
(e) Pharmacy technician training programs at institutions accredited on or before January 1, 2011 by the Council on 

Occupational Education. 
(2) All programs not listed in paragraphs (1)(a) through (e) and which are not employer based programs, must: 

(a) Meet the requirements of and be licensed by the Commission for Independent Education pursuant to Chapter 1005, F.S., or 

the equivalent licensing authority of another state or be within the public school system of the State of Florida; and: 

(b) Offer a course of study that includes classroom study and clinical instruction that includes the following: 
1. Introduction to pharmacy and health care systems: 
a. Confidentiality, 



b. Patient rights and Health Insurance Portability and Accountability Act (HIPAA), 
2. Pharmacy law: 

a. Federal law, 

b. Florida State law, 
c. Florida State rules, 

d. Pharmacy technician Florida rules and law, 

3. Pharmaceutical medical terminology, abbreviations, and symbols: 
a. Medication safety and error prevention, 
b. Prescriptions and medication orders, 
4. Records management and inventory control: 
a. Pharmaceutical supplies, 
b. Medication labeling, 
c. Medication packaging and storage, 
d. Controlled substances, 
e. Adjudication and billing, 
5. Interpersonal relations, communications, and ethics: 
a. Diversity of communications, 
b. Empathetic communications, 
c. Ethics governing pharmacy practice, 
d. Patient and caregiver communication, 
6. Pharmaceutical calculations. 
(c) Apply directly to the Board of Pharmacy on approved form DH-MQA 1239 "Board of Pharmacy Application for Registered 

Pharmacy Technician Training Programs," effective December 2010, 
which is hereby incorporated by reference. To obtain an application, contact the Board of Pharmacy at 4052 Bald Cypress 

Way, Bin #C04, Tallahassee, FL 32399-3254, or (850) 488-0595, or download the application from the board's website at 

http//:www.doh.state.fl.us/mqa/pharmacy and provide the following information: 
1. Sample transcript and diploma; 
2. Copy of curriculum, catalog or other course descriptions; and 
3. Faculty credentials. 
(d) Use materials and methods that demonstrate that: 
1. Learning experiences and teaching methods convey the content stated above. 
2. Time allocated for each participant shall be sufficient to meet the objectives of each activity. 
3. Principles of adult education are utilized in determining teaching strategies and learning activities. 
(e) Demonstrate that the faculty is qualified to teach the subject-matter by complying with the following: 
1. The program shall provide evidence of academic preparation or experience in the subject matter by submitting a job 

description, resume or curriculum vitae which describes the faculty member's work experience and level of academic preparation. 
2. When the subject matter of an offering includes pharmacy technician practice, a licensed pharmacist or registered pharmacy 

technician with expertise in the content area must be involved in the planning and instruction. 
3. Pharmacy technician faculty supervising learning experiences in a clinical area in this State shall be licensed or registered. 
(3) All other training programs must be employer based. Any pharmacy technician training program sponsored by a Florida 

permitted pharmacy or affiliated group of pharmacies under common ownership, must contain a minimum of 160 hours of training, 
that extends over a period not to exceed 6 months; is provided solely to employees of said pharmacy or affiliated group; and has 
been approved by the Board. An application for approval of a Registered Pharmacy Technician Training Program shall be made on 
Board of Pharmacy approved form DH-MQA 1239 "Board of Pharmacy Application for Registered Pharmacy Technician Training 
Programs," effective December 2010. The applicant must attach to the application copy of curriculum, catalog or other course 
description. All employer based programs must: 

(a) Offer a course of study that includes a classroom study and clinical instruction that includes the following: 
1. Introduction to pharmacy and health care systems: 
a. Confidentiality, 



b. Patient rights and Health Insurance Portability and Accountability Act (HIPAA). 
2. Pharmacy law: 

a. Federal law, 

b. Florida State law, 
c. Florida State rules, 

d. Pharmacy technician Florida rules and law. 

3. Pharmaceutical-medical terminology, abbreviations, and symbols: 
a. Medication safety and error prevention, 
b. Prescriptions and medication orders. 
4. Records management and inventory control: 
a. Pharmaceutical supplies, 
b. Medication labeling, 
c. Medication packaging and storage, 
d. Controlled substances, 
e. Adjudication and billing. 
5. Interpersonal relations, communications, and ethics: 
a. Diversity of communications, 
b. Empathetic communications, 
c. Ethics governing pharmacy practice, 
d. Patient and caregiver communication. 
6. Pharmaceutical calculations. 
(b) Use materials and methods that demonstrate that: 
1. Learning experiences and teaching methods convey the content stated above. 
2. Time allocated for each participant shall be sufficient to meet the objectives of each activity. 
3. Principles of adult education are utilized in determining teaching strategies and learning activities. 
(c) Demonstrate that the faculty is qualified to teach the subject matter by complying with the following: 
1. The program shall provide evidence of academic preparation or experience in the subject matter by submitting a job 

description, resume or curriculum vitae which describes the faculty member's work experience and level of academic preparation. 
2. When the subject matter of an offering includes pharmacy technician practice, a licensed pharmacist or registered pharmacy 

technician with expertise in the content area must be involved in the planning and instruction. 
3. Pharmacy technician faculty supervising learning experiences in a clinical area in this State shall be licensed or registered. 
4. When an offering includes clinical practice training in Florida, a Florida licensed pharmacist competent in the practice area 

shall provide supervision. 
(d) Give participants an opportunity to evaluate learning experiences, instructional methods, facilities and resources used for the 

offering. To ensure participants will be given an opportunity to evaluate the program, the applicant must submit a sample evaluation 
to be reviewed by the Board. 

(e) Ensure that self-directed learning experiences, including but not limited to home study, computer programs, internet or web- 
based courses evaluate participant knowledge at the completion of the learning experience. The evaluation must include a minimum 
of 100 questions. The participant must achieve a minimum score of 70% on the evaluation to receive the certificate of completion. 
The evaluation must be graded by the provider. 

1) Designate a person to assume responsibility for registered pharmacy technician training program. If the contact person is not 
a licensed pharmacist or registered pharmacy technician, provision should be made for insuring licensed pharmacist or registered 
pharmacy technician input in overall program planning and evaluation. 

(g) Establish written policies and procedures for implementation of the registered pharmacy technician training program. 
(h) Maintain a system of record-keeping which provides for storage of program information. 
(i) Maintain program records for a period not less than three years during which time the records must be available for 

inspection by the board or department. 
(j) Furnish each participant with an authenticated individual Certificate of Completion. 

Rulemaking Authority 465.014 FS. Law Implemented 465.014 FS. History—New 6-23-10, Amended 11-17-11. 



64B16-26.355 Subject Matter for Registered Pharmacy Technician Continuing Education. 
A Registered Pharmacy Technician Continuing Education Program must contain subject matter specifically designed to meet the 
objectives and the stated level and learning needs of the participants. The content shall be planned in logical order and reflect input 
from experts in the subject matter. Appropriate subject matter for continuing education offering shall reflect the professional 
educational needs for the learner in order to meet the health care needs of the consumer and consist of content from one or more of 
the following: 

(1) Pharmacy technician practice areas and special health care problems. 
(2) Biological, physical, behavioral and social sciences. 
(3) Legal aspects of health care. 
(4) Management/administration of health care personnel and patient care. 

(5) Teaching/learning process of health care personnel and patients. 
(6) Subj ects which are taken at an accredited educational institution as verified by an official transcript, that meet any one of the 

criteria in Rule 64B16-26.351, F.A.C., and are advanced beyond that completed for original registration shall be approved for 
continuing education under this rule. 

Rulemaking Authority 465.005, 465.014 FS. Law Implemented 465.014 FS. History—New 10-10-10. 

64B16-26.400 Pharmacy Interns; Registration; Employment. 
(1) A pharmacy intern is required to be registered with the Department of Health as an intern before being employed as an 

intern in a pharmacy in Florida. 
(2) An applicant for pharmacy intern registration must submit proof of: 

(a) Enrollment in an intern program at an accredited college or school of pharmacy or; 

(b) Graduation from an accredited college or school of pharmacy and not yet licensed in the state. For purposes of this rule only, 
any individual who has been accepted by the Foreign Pharmacy Graduate Examination Commission to sit for the Foreign Pharmacy 
Graduate Equivalency Examination shall be considered a graduate of an accredited college or school of pharmacy. The internship 
experience allowed under this provision shall not count toward the 500-hours internship required subsequent to passage of the 

Foreign Pharmacy Graduate Equivalency Examination as mandated in Section 465 .007(l)(b)2., F.S., and as defined in Rule 64B16- 
26.203, F.A.C. 

(3) Upon the receipt of proof satisfactory to the Board that the intern applicant meets the requirements of either paragraph (a) or 
(b) of subsection (2), and unless there exists good cause for the Board's refhsal to certify an applicant as set forth in Section 
465.013, F.S., the Board shall certify the applicant to the Department for registration as an intern. 

(4) No intern shall perform any acts relating to the filling, compounding, or dispensing of medicinal drugs unless it is done 
under the direct and immediate personal supervision of a person actively licensed to practice pharmacy in this state. 

Rulemaking Authority 465.005 FS. Law Implemented 465.013 FS. History—Amended 8-20-63, 5-19-72, 8-18-73, Repromulgated 12-18-74, 

Amended 11-10-80, 4-30-85, Formerly 21S-1.21, Amended 10-20-88, Formerly 21S-1.021, Amended 7-31-91, 1-10-93, Formerly 21S-26.400, 

61F10-26.400, 59X-26.400, Amended 3-10-05. 

64B16-26.401 Requirements for an Internship Program Sufficient to Qualify an Applicant for Licensure by Examination. 

Rulemaking Authority 465.005 FS. Law Implemented 465.007 FS. History—New 8-20-83, Amended 5-19-72, 8-18-73, 12-18-74, 11-10-80, 10-25- 

84, Formerly 21S-1.22, 21S-1.022, Amended 7-31-91, Formerly 21S-26.401, Amended 12-27-93, Formerly 61F10-26.401, 59X-26.401, Amended 

4-19-01, Repealed 3-10-05. 



64B16-26.600 Tripartite Continuing Education Committee. 
(1) The Tripartite Continuing Education Committee will be composed of equal representation from the Board of Pharmacy, 

each College or School of Pharmacy in the State, and practicing pharmacists within the State. The members of the Committee shall 
be selected by the Board of Pharmacy and shall serve for a period of two years. The chairman of the committee shall be selected by 
the Chair of the Board. 

(2) The Tripartite Continuing Education Committee shall perform the following duties pursuant to Rule 64B 16-26.601, F.A.C.: 

(a) Review continuing education providers and make recommendations to the Board; 
(b) Approve continuing education course or program for approved providers or individuals that are non-approved providers for 

the following: 
1. General; 
2. Initial Consultant Pharmacist Certification; 
3. Consultant Recertification; 
4. Nuclear Recertification; 
5. Medication Errors; 
6. HIV/AIDS; 
7. Laboratory Tests; 
8. Laws and Rules; 
9. Quality Related Events. 
(3) The Tripartite Continuing Education Committee shall perform auditing and monitoring activities pursuant to Rule 64B 16- 

26.601, F.A.C. The Tripartite Committee shall perform an audit on each approved continuing education provider 90 days prior to the 

end of the biennium. The approved provider shall submit the following information for one program of the provider's choosing and 
one program selected by the Board: 

(a) Title, date and location of the program; 
(b) Program Number; 
(c) Any Co-sponsors; 
(d) Total number of pharmacists attending; 
(e) Rosters of attendees with appropriate license numbers; 
(f) Brochures of program announcement; 
(g) CV's of each speaker; 
(h) Handouts, Copy of CE Credit statement, educational materials distributed as part of the program; and 
(i) Summary report of program evaluations. 
(4) The Committee shall hold meetings as may be convened at the call of the Chairman of the Committee. 

Rulemaking Authority 465.005, 465.009(5) FS. Law Implemented 465.009 FS. History—New 10-18-79, Amended 7-29-81, Formerly 21S-13.01, 

21S-13.001, 21S-26.600, 61F10-26.600, 59X-26.600, Amended 10-15-01, 3-10-05, 6-11-09. 

64B16-26.601 Standards for Approval of Courses and Providers. 
(1) Each proposal for program or course approval submitted by a qualified provider must contain a detailed outline of the 

content of said program or course on forms which will be provided by the Board of Pharmacy upon request, and must build upon 
Standards of Practice and a basic course or courses offered in the curricula of accredited colleges or schools of pharmacy. 
Continuing education may consist of post-baccalaureate degree programs offered by accredited colleges or schools of pharmacy, 
post-graduate studies, institutes, seminars, lectures, conferences, workshops, correspondence courses, or other such committee- 
approved educational methods. 

(2) All offerings must meet the following standards: 
(a) Education Content Development. 
1. Continuing education offerings shall involve advance planning that includes a statement of measurable educational goals and 

behavioral objectives. 
2. Continuing education offerings shall be designed to reflect the educational needs of the pharmacist and build on the standards 

for practice and courses in the curricula of accredited colleges or schools of pharmacy. 
3. Each continuing education offering shall be designed to explore one subject or a group of closely related subjects or 



standards. 
(b) Methods of Delivery. 
1. The method of delivery of a course shall be determined by giving appropriate consideration to such factors as educational 

content, objectives, and composition of the audience. 
2. The method of delivery must encourage active participation and involvement on the part of the pharmacist. 
(c) Program Faculty Qualifications. 
1. The program faculty for a particular continuing education offering shall be competent in the subject matter and qualified by 

experience. 
2. An appropriate number of program faculty for each activity shall be utilized. 
3. There shall be adequate personnel to assist with administrative matters and personnel with competencies outside content areas 

in cases where the method of delivery requires technical or other special expertise. 
(d) Facilities. 
1. The facilities to be utilized shall be appropriate and adequate to the content, method of delivery, size of the audience and 

promote the attainment of the objectives of the offering. 
(e) Evaluation. The provider must make provision for evaluation of the participants' attainment of the stated learner objectives 

through in-process activities that provide a measurable demonstration of the learner's achievement(s). 
2. The provider must develop and employ an evaluation mechanism for the purpose of allowing the participant to assess his/her 

achievement of personal objectives. 
3. The provider shall develop and employ an evaluation mechanism that will assess the effectiveness of the learning 

experiences, instructional methods, facilities, and resources used for the offering. 
(f) Contact Hour Criteria. The number of contact hours or Continuing Education Units shall be determined by the provider in 

advance of the offering subject to approval by the committee and awarded upon the successful completion of the entire planned 
education experience. 

(g) Record Keeping. 
1. Records of individual offerings shall be maintained by the provider for inspection by the Board. The records shall be 

adequate to serve the needs of the participants and to pennit the Board to monitor for adherence to the standards for continuing 
education offerings as outlined in the rules. 

2. An individual certificate of attendance specifying title of offering, provider number, date of offering, and number of contact 
hours earned shall be furnished to each participant by the provider. 

3. Records shall be maintained by the provider for a minimum of three (3) years. 

(3) Providers seeking board approval shall meet each of the standards outlined herein: 
(a) All continuing education offerings conducted by the provider shall meet the standards for continuing education offerings as 

outlined in these rules. 
(b) There shall be a visible, continuous, and identifiable authority charged with administration of continuing education 

programs. The person or persons in whom the administrative function is vested shall be qualified by virtue of background and 
experience and approval by the committee. 

(4) All programs approved by the Accreditation Council on Pharmacy Education (ACPE) for continuing education for 
pharmacists may be deemed approved by this Board for general continuing education hours for pharmacists. 

(5) Entities or individuals who wish to become approved providers of continuing education must submit an initial approval fee 

of $150 and provide information to demonstrate compliance with the requirements of this rule. A provider seeking to renew 
approved provider status shall pay a renewal fee of $150. 

(6) Entities or individuals applying for approval of an individual program shall submit a fee of $50 and provide information to 
demonstrate compliance with this rule. 

Rulemaking Authority 465.005, 465.009 FS. Law Implemented 456.025(7), 465.009 FS. History—New 10-17-79, Amended 7-29-81, Formerly 21S- 

13.02, 21S-13.002, Amended 1-10-93, Formerly 21S-26.601, 61F10-26.601, 59X-26.601, Amended 1-29-03. 

64B16-26.6012 Guidelines for Board Ordered Disciplinary Continuing Education Courses. 
Any continuing education course being taken as part of a disciplinary order, unless otherwise ordered by the Board, may be 
conducted by any method, including live, correspondence, or distant education. 



(1) Laws and Rules courses shall be at least twelve (12) hours in length. The program shall include review and analysis of the 
laws regulating the profession of pharmacy in the State of Florida with discussion of recent changes to Florida Statutes and Board of 
Pharmacy rules. The remainder of the continuing education program shall be derived from the following areas: 

(a) Federal laws related to: 

1. Handling, management, and dispensing of controlled substances; 
2. Protected patient information; and 
3. Medicare. 
(b) Chapters 456, 499 and 893, F.S; 

(c) Florida Medicaid program; 
(d) Nursing home and Assisted Living Facility regulations; 
(e) Prescriber laws and regulations; 

(0 Pharmacy ethics; 

(g) The Joint Commission (TJC) standards; 
(h) Food and Drug Administration policies and procedures; 
(i) Implementation of disaster and emergency preparedness plans by Florida pharmacists and pharmacy services providers; and 
(j) Occupational Safety and Health Administration (OSHA) and National Institute for Occupational Safety and Health (NIOSH) 

guidelines and requirements for pharmacy employers. 
(2) Quality Related Event (QRE) courses shall be at least eight (8) hours in length. 

(a) Course material shall include: 
1. Pharmacy error detection; 
2. Pharmacy error prevention; and 
3. Case studies of pharmacists who have made dosing calculation, checking/interpreting prescriptions, or dispensing errors. 
(b) Course material shall include the following specific subject areas: 
1. Common error types and causes; 
2. Root cause analysis; 
3. Process mapping and management; 
4. System analysis; 
5. Failure mode and effects analysis; 
6. Human factors, cognitive and personality impacts; 
7. Practice management and effective delegation tools; 
8. Stress management; 
9. Effective communication; 
10. Continuous Quality Improvement (CQI) rules; 
11. CQI implementation tools; 
12. Individual self assessment, planning, and goal setting. The individual self assessment shall include a requirement that the 

pharmacist prepare a written report, in essay form, summarizing the impact of the course, what the pharmacist learned, and the 
changes that the pharmacist will implement in practice as a result of the course. 

Rulemaking Authority 456.072(2) 465.005, 465.016(4) FS. Law Implemented 456.072(2), 465.016(4) FS. History—New 7-21-09. 

64B16-26.602 Recommendation by the Tripartite Continuing Education Committee. 

Rulemaking Authority 465.005 FS. Law Implemented 465.009 FS. History—New 10-17-79, Amended 7-29-81, Formerly 21S-13.03, 21S-13.003, 

21S-26. 602, Amended 7-18-94, Formerly 61F10-26. 602, 59X-26. 602, Repealed 8-16-01 



64B16-26.603 Continuing Education Records Requirements. 
Each pharmacist shall retain documentation of participation in continuing education programs required for license renewal for not 
less than two years after the license is renewed for audit purposes if and when such audit is undertaken by the Department of Health 
and the Board of Pharmacy. Such documentation shall consist of statements of credit for lecture attendance, certification forms from 
instructors, or course completion slips from correspondence courses. 

Rulemaking Authority 465.005 FS. Law Implemented 465.009 FS. History—New 10-17-79, Formerly 21S-13.04, Amended 5-10-89, Formerly 21S- 

13.004, 21S-26.603, 61F10-26.603, 59X-26.603, Amended 1-11-05. 

64B16-26.606 Number of Required Hours. 

Rulemaking Authority 465.005 FS. Law Implemented 465.009 FS. History—New 10-17-79, Formerly 21S-13.07, 21S-13.007, Amended 7-31-91, 

Formerly 21S-26. 606, 61F10-26. 606, 59X-26. 606, Amended 2-23-98, 1-12-03, Repealed 3-1 0-05. 



CHAPTER 64B16-27 
PHARMACY PRACTICE 

64B16-27.l00 Display of Current License; Pharmacist, Registered Pharmacy Technician Intern Identification 
64B16-27.1001 Practice of Pharmacy 
64B 16-27.1003 Transmission of Prescription Orders 
64B 16-27.101 Counterfeit Drugs 
64B16-27.103 Oral Prescriptions and Copies 
64B 16-27.104 Conduct Governing Pharmacists and Pharmacy Permittees 
64B 16-27.1042 Rebates Prohibited; Violations Defined 
64B 16-27.105 Transfer of Prescriptions 
64B 16-27.120 Ordering and Evaluation of Laboratory Tests 
64B16-27.200 Purpose and Effect 
64B 16-27.210 General Terms and Conditions to Be Followed by a Pharmacist When Ordering and Dispensing Approved 

Medicinal Drug Products 
64B16-27.211 Prescription Refills 
64B 16-27.220 Medicinal Drugs Which May Be Ordered by Pharmacists 
64B 16-27.230 Fluoride Containing Products 
64B 16-27.300 Standards of Practice - Continuous Quality Improvement Program 
64B16-27.400 Practice of Pharmacy (Repealed) 
64B 16-27.410 Registered Pharmacy Technician, to Pharmacist Ratio 
64B 16-27.420 Registered Pharmacy Technician Responsibilities 
64B16-27.430 Responsibilities of the Pharmacist 
64B16-27.440 Policies and Procedures 
64B 16-27.500 Negative Drug Formulary 
64B16-27.510 Identification of Manufacturer 
64B16-27.520 Positive Drug Formulary 
64B 16-27.530 Duty of Pharmacist to Inform Regarding Drug Substitution 
64B16-27.615 Possession and Disposition of Sample Medicinal Drugs 
64B16-27.620 Disposition of Complimentary or Sample Medicinal Drugs Which Are Unsuitable for Dispensing (Repealed) 
64B 16-27.700 Definition of Compounding 
64B16-27.797 Standards of Practice for Compounding Sterile Preparations (CSPs) 
64B 16-27.800 Requirement for Patient Records 
64B16-27.810 Prospective Drug Use Review 
64B16-27.820 Patient Counseling 
64B 16-27.830 Standards of Practice - Drug Therapy Management 
64B16-27.831 Standards of Practice for the Dispensing of Controlled Substances for Treatment of Pain 
64B16-27.850 Standards of Practice for Orthotics and Pedorthics 
64B 16-27.851 Record-Keeping for Orthotics and Pedorthics 

64B16-27.100 Display of Current License; Pharmacist, Registered, Intern, and Registered Pharmacy Technician 
Identification. 

(1) The current license of each pharmacist engaged in the practice of the profession of pharmacy as defined by Section 
465.003(13), F.S., in any pharmacy shall be displayed, when applicable, in a conspicuous place in or near the prescription 
department, and in such manner that said license can be easily read by patrons of said establishment. Pharmacists employed in 

secondary practice sites shall present a valid wallet license as evidence of licensure upon request. 
(2) No pharmacist shall display, cause to be displayed or allow to be displayed, their license in any pharmacy where said 

pharmacist is not engaged in the practice of the profession as defined in Section 465.003(13), F.S. 

(3) A pharmacist and registered pharmacy intern must be clearly identified by a means such as an identification badge or 
monogrammed smock showing their name and if they are a pharmacist or a registered pharmacy intern. 

(4) The current registration of each registered pharmacy technician shall be displayed, when applicable, in a conspicuous place 
in or near the prescription department, and in such a manner that can be easily read by patrons of said establishment. Registered 



pharmacy technicians employed in a secondary practice site shall present a valid wallet registration as evidence of registration upon 
request. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.022 FS. History—Amended 5-19-72, Repromulgated 12-18-74, 

Formerly 21S-1.06, 21S-1.006, Amended 7-30-91, Formerly 21S-27.100, 61F10-27.100, Amended 1-30-96, Formerly 59X-27.100, Amended 11-18- 

07, 1-1-10. 

64B16-27.1001 Practice of Pharmacy. 
Those functions within the definition of the practice of the profession of pharmacy, as defined by Section 465.003(13), F.S., are 

specifically reserved to a pharmacist or a duly registered pharmacy intern in this state acting under the direct and immediate personal 
supervision of a pharmacist. The following subjects come solely within the purview of the pharmacist. 

(1) A pharmacist or registered pharmacy intern must: 
(a) Supervise and be responsible for the controlled substance inventory. 
(b) Receive verbal prescriptions from a practitioner. 
(c) Interpret and identify prescription contents. 
(d) Engage in consultation with a practitioner regarding interpretation of the prescription and date in patient profile. 
(e) Engage in professional communication with practitioners, nurses or other health professionals. 
(f) Advise or consult with a patient, both as to the prescription and the patient profile record. 
(2) When parenteral and bulk solutions of all sizes are prepared, regardless of the route of administration, the pharmacist must: 

(a) Interpret and identify all incoming orders. 
(b) Mix all extemporaneous compounding or be physically present and give direction to the registered pharmacy technician for 

reconstitution, for addition of additives, or for bulk compounding of the parenteral solution. 
(c) Physically examine, certifSi to the accuracy of the final preparation, thereby assuming responsibility for the final preparation. 
(d) Systemize all records and documentation of processing in such a manner that professional responsibility can be easily traced 

to a pharmacist. 
(3) Only a pharmacist may make the final check of the completed prescription thereby assuming the complete responsibility for 

its preparation and accuracy. 
(4) The pharmacist, as an integral aspect of dispensing, shall be directly and immediately available to the patient or the patient's 

agent for consultation and shall not dispense to a third party. No prescription shall be deemed to be properly dispensed unless the 
pharmacist is personally available. 

(5) The pharmacist performing in this state any of the acts defined as "the practice of the profession of pharmacy" in Section 
465.003(13), F.S., shall be actively licensed as a pharmacist in this state, regardless of whether the practice occurs in a permitted 
location (facility) or other location. 

(6) The pharmacist may take a meal break, not to exceed 30 minutes in length, during which the pharmacy department of a 

permittee shall not be considered closed, under the following conditions: 
(a) The pharmacist shall be considered present and on duty during any such meal break if a sign has been prominently posted in 

the pharmacy indicating the specific hours of the day during which meal breaks may be taken by the pharmacist and assuring 
patients that a pharmacist is available on the premises for consultation upon request during a meal break. 

(b) The pharmacist shall be considered directly and immediately available to patients during such meal breaks if patients to 

whom medications are delivered during meal breaks are verbally informed that they may request that a pharmacist contact them at 

the pharmacist's earliest convenience after the meal break, and if a pharmacist is available on the premises during the meal break for 
consultation regarding emergency matters. Only prescriptions with the final certification by the pharmacist may be delivered. 

(c) The activities of registered pharmacy technicians during such a meal break shall be considered to be under the direct and 
immediate personal supervision of a pharmacist if the pharmacist is available on the premises during the meal break to respond to 
questions by the technicians, and if at the end of the meal break the pharmacist certifies all prescriptions prepared by the registered 
pharmacy technicians during the meal break. 

(7) The delegation of any duties, tasks or functions to registered pharmacy interns and registered pharmacy technicians must be 
performed subject to a continuing review and ultimate supervision of the pharmacist who instigated the specific task, so that a 

continuity of supervised activity is present between one pharmacist and one registered pharmacy technician. In every pharmacy, the 



pharmacist shall retain the professional and personal responsibility for any delegated act performed by registered pharmacy interns 
and registered pharmacy technicians in the licensee's employ or under the licensee's supervision. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 465.003 (1 1) (b), (13), 465.014, 465.026 FS. History—New 11-18-0 7, Amended 1-1- 

10. 

64B16-27.1003 Transmission of Prescription Orders. 
Prescriptions may be transmitted from prescriber to dispenser in written form or by any means of communication. Prescriptions may 
be transmitted by facsimile systems as provided in Section 465.035, F.S., and federal law. Any direct transmission of prescriptions, 
including verbal, facsimile, telephonic or electronic data transmission, shall only be with the approval of the patient or patient's 
agent. The pharmacist receiving any such transmitted prescription shall not participate in any system that the pharmacist knows or 
should have reason to know restricts the patient's choice of pharmacy. The pharmacist shall take such measures necessary to ensure 
the validity of all prescriptions received. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.022, 465.026, 893.07 FS. History—New 11-18-07. 

64B16-27.1O1 Counterfeit Drugs. 
No pharmacist or pharmacy employee or proprietor shall knowingly purchase, sell, possess or distribute drugs which are commonly 
called counterfeit, or which are misbranded, or improperly labeled as described by the Florida Drug and Cosmetic Law. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.022 FS. History—Amended 5-19-72, Repromulgated 12-18-74, 

Formerly 21S-1.15, 21S-1.015, Amended 7-30-91, Formerly 21S-27.101, 61F10-27.101, 59X-27.101. 

64B16-27.103 Oral Prescriptions and Copies. 
(1) Only a pharmacist or registered pharmacy intern acting under the supervision of a pharmacist may, in the State of Florida, 

accept an oral prescription of any nature. 
(2) Only a pharmacist or registered pharmacy intern acting under the supervision of a pharmacist may, in the State of Florida, 

prepare a copy of a prescription or read a prescription to any person for purposes of providing reference concerning treatment of the 
person or animal for whom the prescription was written, and when said copy is given a notation shall be made upon the prescription 
that a copy has been given, the date given, and to whom given. 

Rulemaking Authority 465.005, 465.0155, 465.014, 465.022 FS. Law Implemented 465.003(13), 465.014, 465.022, 1(b) FS. History— 

Amended 5-19-72, Repromulgated 12-18-74, Formerly 21S-1.18, 21S-1.018, 21S-27.103, 61F10-27.103, Amended 9-19-94, Formerly 59X-2 7.1 03, 

Amended 10-15-01, 11-18-07. 

64B16-27.104 Conduct Governing Pharmacists and Pharmacy Permittees. 
(1) A pharmacist or pharmacy shall be permitted to advertise medicinal drugs other than those controlled substances specified in 

Chapter 893, F.S., and patent and proprietary preparations so long as such advertising is not false, misleading or deceptive. 
(2) No pharmacist, employer or employee of a pharmacy shall maintain a location, other than a pharmacy for which a permit has 

been issued by the Florida Board of Pharmacy, from which to solicit, accept or dispense prescriptions. 
(3) No pharmacist or pharmacy, or employee or agent thereof; shall enter into or engage in any agreement or arrangement with 

any physician or other practitioner or nursing home or extended care facility for the payment or acceptance of compensation in any 
form or type for the recommending of the professional services of either; or enter into a rebate or percentage rental agreement of any 
kind, whereby in any way a patient's free choice of a pharmacist or pharmacy is or may be limited. 

(4) No pharmacist, employer or employee of a pharmacy may knowingly place in stock of any pharmacy any part of any 
prescription compounded for, or dispensed to, any customer of any pharmacy and returned by said customer, unless otherwise 
permitted by Rule 64B16-28.1 18, F.A.C. 

(5) Pursuant to Section 465.018, F.S., a permit for a community pharmacy may not be issued unless a licensed pharmacist is 

designated as the prescription department manager responsible for maintaining all drug records, providing for the security of the 
prescription department and following such other rules as relate to the practice of the profession of pharmacy. The Board shall not 
register a prescription department manager as the manager of more than one pharmacy. The Board shall grant an exception to this 
requirement upon application by the permittee and the prescription department manager showing circumstances such as proximity of 



permits and limited pharmacist workload that would allow the manager to carry out all duties and responsibilities required of a 

prescription department manager. 

Rulemaking Authority 465.005, 465.0155, 465.018, 465.022 FS. Law Implemented 465.018, 465.022, 465.024 FS. History—New 10-20-81, 

Formerly 21S-1.20, 21S-1.020, Amended 7-30-91, Formerly 21S-27.104, 61F10-27.104, 59X-27.104, Amended 11-18-07. 

64B16-27.1042 Rebates Prohibited; Violations Defined. 
As provided in Section 465.185(1), F.S., acts which will be considered as falling within the range of activities which would justify 
discipline against a pharmacist or permittee as provided in Section 465.016(l)(e) or Section 465.023(l)(c), F.S., shall include: 

(1) Offering or providing cash, or goods, or entertainment (including, money, food or decorations) to a health care facility (as 

defined in Section 408.032(7), F.S.) or its representative in exchange for favorable consideration in obtaining or maintaining the 
business of the facility; 

(2) Offering or providing supplies or equipment to a health care facility (as defined in Section 408.032(7), F.S.) at no charge or 
below market value when these items are not integral elements of the medication distribution system; 

(3) Paying rent to a health care facility (as defined in Section 408.032(7), F.S.) for space that is not used or is unusable or 

paying a rental rate for space that is significantly greater than the usual and customary rental rate for similar space; 
(4) Offering or providing computers, FAX machines, or other electronic devices to a health care facility (as defined in Section 

408.032(7), F.S.) when that equipment is not an integral element in providing pharmacy or consultant services; 
(5) Offering or providing a health care facility (as defined in Section 408.032(7), F.S.) consultant pharmacist services, or 

providing patient medical record systems, or any personnel services outside the practice of pharmacy, at no charge, below market 
value, or below cost in exchange for obtaining or maintaining the business of the facility. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 465.185, 465.0155 FS. History—New 3-9-94, Formerly 61F10-2 7.1 042, 59X- 

27.1042. 

64B16-27.105 Transfer of Prescriptions. 
(1) A pharmacist or registered pharmacy intern acting under the direct personal supervision of a Florida registered pharmacist 

may transfer a valid prescription which is on file in another pharmacy in this state or any other state if such transfer is consistent 
with the conditions set forth in Section 465.026, F.S. Prior to dispensing, the pharmacist or pharmacy where the prescription is on 
file shall be notified verbally, or by any electronic means that the former prescription must be voided. 

(2) In processing a transferred prescription pursuant to Section 465.026, F.S., the pharmacist has the option of substituting a 

generically equivalent product if such substitution is consistent with the provisions of Section 465.025, F.S. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 465.026 FS. History—New 1-3-79, Formerly 21S-1.33, 21S-1.033, Amended 7-30- 

91, Formerly 21S-2 7.1 05, 61F10-27.105, Amended 9-19-94, Formerly 59X-2 7.1 05, Amended 6-15-98. 

64B16-27.120 Ordering and Evaluation of Laboratory Tests. 
Those consultant pharmacists and pharmacists holding the Doctor of Pharmacy degree that meet the continuing education 
requirements of Rule 64B 16-26.320, F.A.C., may order and evaluate laboratory tests to the extent allowed by the provisions of 
Section 465.0125, F.S. Evidence of such training and authorization to perform these tasks shall be furnished to the board, the patient, 
or the patient's physician upon request. 

Rulemaking Authority 465.0125(3) FS. Law Implemented 465.0125(2) FS. History—New 2-23-98. 

64B16-27.200 Purpose and Effect. 
The purpose of this rule chapter is to set forth pursuant to the requirements of Section 465.186, F.S., the medicinal drug products 
which may be ordered and dispensed by pharmacists to the public and to set forth the terms and conditions under which such 
ordering and dispensing by the pharmacist may take place. The list of drugs set forth below and the conditions under which said 
drugs may be ordered and dispensed have been determined pursuant to a joint committee of medical, osteopathic and pharmacy 
professionals as created by Section 465.186, F.S. 

Rulemaking Authority 465.186(2) FS. Law Implemented 465.186 FS. History—New 5-1-86, Formerly 21S-18.001, 21S-27.200, 61F10-27.200, 59X- 





(a) Magnesium salicylate/phenyltoloxamine citrate. 
(b) Acetylsalicylic acid (Zero order release, long acting tablets). 
(c) Choline salicylate and magnesium salicylate. 
(d) Naproxen sodium. 
(e) Naproxen. 
(f) Ibuprofen. 
(2) Urinary analgesics. Phenazopyridine, not exceeding a two (2) day supply. The prescriptions shall be labeled about the 

tendency to discolor urine. If appropriate, the prescription shall be labeled to be taken after meals. 
(3) Otic analgesics. Antipyrine 5.4%, benzocaine 1.4%, glycerin, if clinical signs or symptions of tympanic membrane 

perforation do not exist. The product shall be labeled for use in the ear only. 
(4) Anti-nausea preparations. 
(a) Meclizine up to 25 mg., except for a patient currently using a central nervous system (CNS) depressant. The prescription 

shall be labeled to advise the patient of drowsiness and to caution against concomitant use with alcohol or other depressants. 
(b) Scopolamine not exceeding 1.5 mg. per dermal patch. Patient shall be warned to seek appropriate medical attention if eye 

pain, redness or decreased vision develops. 
(5) Antihistamines and decongestants. The following, including their salts, either as a single ingredient product or in 

combination, including nasal decongestants, may be ordered for a patient above 6 years of age. 

(a) Antihistamines. The pharmacist shall warn the patient that an antihistamine should not be used by patients with bronchial 
asthma or other lower respiratory symptoms, glaucoma, cardiovascular disorders, hypertension, prostate conditions and urinary 
retention. An antihistamine shall be labeled to advise the patient of drowsiness and caution against the concomitant use with alcohol 
or other depressants. 

1. Diphenhydramine. 
2. Carbinoxamine. 
3. Pyrilamine. 
4. Dexchlorpheniramine. 
5. Brompheniramine. 
(b) Decongestants. The pharmacist shall not order an oral decongestant for use by a patient with coronary artery disease, angina, 

hyperthyroidism, diabetes, glaucoma, prostate conditions, hypertension, or a patient currently using a monoamine oxidase inhibitor. 
1. Phenylephrine. 
2. Azatadine. 
(6) Topical antifungal/antibacterials. The pharmacist shall warn the patient that any of the products should not be used near deep 

or puncture wounds and contact with eyes or mucous membranes should be avoided. Iodochlorhydroxyquin preparations shall be 
labeled with staining potential. 

(a) lodochiorhydroxyquin with 0.5% Hydrocortisone (not exceeding 20 grams). 
(b) Haloprogin 1%. 

(c) Clotrimazole topical cream and lotion. 
(d) Erythromycin topical. 
(7) Topical anti-inflammatory. The pharmacist shall warn the patient that hydrocortisone should not be used on bacterial 

infections, viral infections, fungal infections, or by patients with impaired circulation. The prescription shall be labeled to advise the 

patient to avoid contact with eyes, mucous membranes or broken skin. Preparations containing hydrocortisone not exceeding 2.5%. 
(8) Otic antifungal/antibacterial. Acetic acid 2% in aluminum acetate solution which shall be labeled for use in ears only. 

(9) Keratolytics. Salicylic acid 16.7% and lactic acid 16.7% in flexible collodion, to be applied to warts, except for patients 
under two (2) years of age, and those with diabetes or impaired circulation. Prescriptions shall be labeled to avoid contact with 
normal skin, eyes and mucous membranes. 

(10) Vitamins with fluoride. (This does not include vitamins with folic acid in excess of 0.9 mg.) 
(11) Medicinal drug shampoos containing Lindane. The pharmacist shall: 
(a) Limit the order to the treatment of head lice only; 

(b) Order no more than four (4) ounces per person; and 
(c) Provide the patient with the appropriate instructions and precautions for use. 



(12) Ophthalmics. Naphazoline 0.1% ophthalmic solution. 
(13) Histamine H2 antagonists. The pharrmacist shall advise the patient to seek medical attention if symptom persist longer than 

14 days while using the medication or if stools darken or contain blood. 
(a) Cimetidine. 
(b) Famotidine. 
(c) Ranitidine HC 1. 

(14) Acne products. Benzoyl Peroxide. The prescription shall be labeled to advise the patient to avoid use on the eye, eyelid, or 
mucous membranes. 

(15) Topical Antiviral. 
(a) Acyclovir ointment may be ordered for the treatment of herpes simplex infections of the lips. 
(b) Penciclovir. 

Rulemaking Authority 465.186(2) FS. Law Implemented 465.186 FS. History—New 5-1-86, Amended 10-7-90, Formerly 21S-18.003, Amended 7- 

30-91, Formerly 21S-27.220, 61F10-27.220, Amended 3-12-9 7, Formerly 59X-27.220, Amended 6-15-98, 11-30-99, 11-18-07. 

64B16-27.230 Fluoride Containing Products That May Be Ordered by Pharmacists. 
Oral medicinal drug products containing fluoride may be ordered by pharmacists for their patients who do not have fluoride 
supplement in their drinking water, pursuant to the following limitations: 

(1) The fluoride content of drinking water does not exceed 0.5 ppm. 
(2) Once a fluoride treatment has been initiated with one specific fluoride medicinal drug product it should not be interchanged 

with a product of a different manufacturer for the course of the treatment. 
(3) If the fluoride content is less than 0.5 ppm then the following dosage schedule for oral usage shall be followed. 
(a)1. For ages 0-6 months. 
a. Less than 0.3 ppm in water no supplementation, 
b. 0.3-0.6 ppm in water no supplementation, 
c. 0.6 ppm in water no supplementation, 
2. For ages 6 months 3 years, 
a. Less than 0.3 ppm in water supplement with 0.25 mg. F/day, 
b. 0.3-0.6 ppm in water no supplementation, 
c. 0.6 ppm in water no supplementation. 
3. For ages 3-6 years. 
a. Less than 0.3 ppm in water supplement with 0.5 mg. F/day, 
b. 0.3-0.6 ppm in water supplement with 0.25 mg. F/day, 
c. 0.6 ppm in water no supplementation. 
4. For ages 6-16 years. 
a. Less than 0.3 ppm in water supplement with 1.00 mg. F/day, 
b. 0.3-0.6 ppm in water supplement with 0.5 mg. F/day, 
c. 0.6 ppm in water no supplementation. 
(b) No more than 264 mg. of sodium fluoride may be dispensed at any one time to a patient. 
(c) Notwithstanding the provisions of subsection 64B16-27.210(3), F.A.C., a pharmacist may continue a course of therapy with 

fluoride products until appropriate referral to another health care practitioner is indicated or in no event shall the course of therapy 
be more than one (1) year. 

Rulemaking Authority 465.186(2) FS. Law Implemented 465.186 FS. History—New 5-1-86, Formerly 21S-18.004, 21S-27.230, 61F10-27.230, 59X- 

2 7.230, Amended 6-15-98. 

64B16-27.300 Standards of Practice - Continuous Quality Improvement Program. 
(1) "Continuous Quality Improvement Program" means a system of standards and procedures to identify and evaluate quality- 

related events and improve patient care. 

(2) "Quality-Related Event" means the inappropriate dispensing or administration of a prescribed medication including: 
(a) A variation from the prescriber's prescription order, including, but not limited to: 



1. Incorrect drug; 

2. Incorrect drug strength; 
3. Incorrect dosage form; 
4. Incorrect patient; or 
5. Inadequate or incorrect packaging, labeling, or directions. 
(b) A failure to identify and manage: 
1. Over-utilization or under-utilization; 
2. Therapeutic duplication; 
3. Drug-disease contraindications; 
4. Drug-drug interactions; 
5. Incorrect drug dosage or duration of drug treatment; 
6. Drug-allergy interactions; or 
7. Clinical abuse/misuse. 
(3)(a) Each pharmacy shall establish a Continuous Quality Improvement Program which program shall be described in the 

pharmacy's policy and procedure manual and, at a minimum shall contain: 
1. Provisions for a Continuous Quality Improvement Committee that may be comprised of staff members of the pharmacy, 

including pharmacists, registered pharmacy interns, registered pharmacy technicians, clerical staff, and other personnel deemed 
necessary by the prescription department manager or the consultant pharmacist of record; 

2. Provisions for the prescription department manager or the consultant pharmacist of record to ensure that the committee 
conducts a review of Quality Related Events at least every three months. 

3. A planned process to record, measure, assess, and improve the quality of patient care; and 
4. The procedure for reviewing Quality Related Events. 
(b) As a component of its Continuous Quality Improvement Program, each pharmacy shall assure that, following a Quality- 

Related Event, all reasonably necessary steps have been taken to remedy any problem for the patient. 
(c) At a minimum, the review shall consider the effects on quality of the pharmacy system due to staffing levels, workflow, and 

technological support. 
(4) Each Quality-Related Event that occurs, or is alleged to have occurred, as the result of activities in a pharmacy, shall be 

documented in a written record or computer database created solely for that purpose. The Quality-Related Event shall be initially 
documented by the pharmacist to whom it is described, and it shall be recorded on the same day of its having been described to the 
pharmacist. Documentation of a Quality-Related Event shall include a description of the event that is sufficient to permit 
categorization and analysis of the event. Pharmacists shall maintain such records at least until the event has been considered by the 
committee and incorporated in the summary required in subsection (5) below. 

(5) Records maintained as a component of a pharmacy Continuous Quality Improvement Program are confidential under the 

provisions of Section 766.101, F.S. In order to determine compliance the Department may review the policy and procedures and a 

Summarization of Quality-Related Events. The summarization document shall analyze remedial measures undertaken following a 

Quality-Related Event. No patient name or employee name shall be included in this summarization. The summarization shall be 
maintained for two years. Records are considered peer-review documents and are not subject to discovery in civil litigation or 
administrative actions. 

Rulemaking Authority 465.0155 FS. Law Implemented 465.0155 FS. History—New 7-15-99, Amended 1-2-02, 6-16-03, 11-18-0 7, 1-1-10. 

64B16-27.400 Practice of Pharmacy. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 465.003 (1 1) (b), (13), 465.014, 465.026 FS. History—New 2-14-77, Formerly 21S- 

4.01, 21S-4.001, Amended 7-30-91, Formerly 21S-27.400, 61F10-27.400, Amended 1-30-96, 10-1 -96, Formerly 59X-27.400, Amended 4-13-00, 

Repealed 10-5 -09. 

64B16-27.410 Registered Pharmacy Technician, to Pharmacist Ratio. 
(1) Registered pharmacy technicians may assist a pharmacist in performing professional services within a pharmacy 

environment provided that no pharmacist shall supervise more than one registered pharmacy technician unless otherwise permitted 
by the Florida Board of Pharmacy. A pharmacist's supervision of a registered pharmacy technician in a working environment 



requires that a registered pharmacy technician be under the direct personal supervision of a pharmacist. 
(2) The prescription department manager or consultant pharmacist of record is required to submit a written request and receive 

approval prior to the pharmacy's allowing a pharmacist to supervise more than one registered pharmacy technician as permitted by 
law. Such requests shall be reviewed and pre-approved by Board staff according to the guidelines adopted herein, and submitted to 

the Board for ratification. 
(3) The request to practice with a ratio greater than 1:1 shall include a brief description of the workflow needs that justify the 

ratio request. The brief description of workflow needs shall include the operating hours of the pharmacy, number of pharmacists, 
registered interns, and registered pharmacy technicians employed. 

(4) A pharmacy that employs pharmacy technicians shall meet the following conditions: 
(a) Establish written job descriptions, task protocols, and policies and procedures that pertain to duties performed by the 

registered pharmacy technician and provide this information to the Board upon request; 
(b) Establish that each registered pharmacy technician is knowledgeable in the established job descriptions, task protocols, and 

policy and procedures in the pharmacy setting in which the technician is to perform his or her duties; 
(c) Ensure that the duties assigned to any registered pharmacy technician do not exceed the established job descriptions, task 

protocols, and policy and procedures, nor involve any of the prohibited tasks in Rule 64B16-27.420, F.A.C.; or 
(d) Ensure that each registered pharmacy technician receives employer-based or on-the-job training in order for the registered 

pharmacy technician to assume his or her responsibilities and maintain documentation of the training. 

(5) The pharmacy shall maintain a policy and procedure manual with regard to registered pharmacy technicians which shall 
include the following: 

(a) Supervision by a pharmacist; 
(b) Minimum qualifications as established by law; 

(c) Documentation of in-service education and/or on-going training and demonstration of competency, specific to practice site 

and job function; 
(d) General duties and responsibilities of registered pharmacy technicians; 
(e) Retrieval of prescription files, patient files, patient profile information and other records pertaining to the practice of 

pharmacy; 
(f) All functions related to prescription processing; 
(g) All functions related to prescription legend drug and controlled substance ordering and inventory control, including 

procedures for documentation and recordkeeping; 
(h) rescription refill and renewal authorization; 
(i) Registered pharmacy technician ffinctions related to automated pharmacy systems; and 
(j) Continuous quality improvement program. 

Rulemaking Authority 465.005 FS. Law Implemented 465.014, 893.07(1)(b) FS. History—New 2-14-77, Amended 3-31-81, Formerly 21S-4.02, 

Amended 8-31-87, Formerly 21S-4.002, Amended 9-9-92, Formerly 21S-27.410, 61F10-27.410, Amended 1-30-96, Formerly 59X-27.410, 

Amended 2-23-98, 10-15-01, 1-1-10. 



64B16-27.420 Registered Pharmacy Technician Responsibilities. 
(1) Registered pharmacy technicians may assist the pharmacist in performing the following tasks: 
(a) Retrieval of prescription files, patient files and profiles and other such records pertaining to the practice of pharmacy; 
(b) Data Entry; 
(c) Label preparation; 
(d) The counting, weighing, measuring, pouring and mixing of prescription medication or stock legend drugs and controlled 

substances, including the filling of an automated medication system; 
(e) Initiate communication to a prescribing practitioner or their medical staffs (or agents) regarding patient prescription refill 

authorization requests. For the purposes of this section "prescription refill" means the dispensing of medications pursuant to a 

prescriber's authorization provided on the original prescription; 
(f) Initiate communication to confirm the patient's name, medication, strength, quantity, directions and date of last refill; 

(g) Initiate conmiunication to a prescribing practitioner or their medical staff (or agents) to obtain clarification on missing or 
illegible dates, prescriber name, brand/generic preference, quantity, DEA registration number or license numbers; and 

(h) May accept authorization for a prescription renewal. For the purposes of this section, "prescription renewal" means the 

dispensing of medications pursuant to a practitioner's authorization to fill an existing prescription that has no refill remaining. 
(2) Registered Pharmacy technicians shall not: 

(a) Receive new verbal prescriptions or any change in the medication, strength or directions; 
(b) Interpret a prescription or medication order for therapeutic acceptability and appropriateness; 
(c) Conduct a final verification of dosage and directions; 
(d) Engage in prospective drug review; 
(e) Provide patient counseling; 
(f) Monitor prescription usage; and 

(g) Override clinical alerts without first notifying the pharmacist. 
(3) Nuclear pharmacy permits allow the registered pharmacy technician to receive diagnostic orders only. The pharmacist must 

receive therapy or blood product procedure orders. 
(4)(a) All registered pharmacy technicians shall identify themselves as registered pharmacy technicians by wearing a type of 

identification badge that is clearly visible which specifically identifies the employee by name and by status as a "registered 
pharmacy technician"; and 

(b) All registered pharmacy technicians shall state their names and verbally identify themselves as registered pharmacy 
technicians in the context of telephone or other forms of communication. 

Rulemaking Authority 465.005, 465.014 FS. Law Implemented 465.014 FS. History—New 8-31-8 7, Formerly 21S-4.0025, Amended 7-30-91, 

Formerly 21S-27.420, 61F10-27.420, 59X-27.420, Amended 2-23-98, 1-1-10, 8-26-12. 

64B16-27.430 Responsibilities of the Pharmacist. 
The delegation of any duties, tasks or functions to registered pharmacy interns and registered pharmacy technicians must be 
performed subject to a continuing review and ultimate supervision of the pharmacist who instigated the specific task, so that a 

continuity of supervised activity is present between one (1) pharmacist and one (1) registered pharmacy technician. In every 
pharmacy, the licensed pharmacist shall retain the professional and personal responsibility for any delegated act performed by 
registered pharmacy interns and registered pharmacy technicians in his employ and under his supervision. 

Rulemaking Authority 465.005 FS. Law Implemented 465.014 FS. History—New 2-14-77, Formerly 21S-4.03, Amended 9-1-87, Formerly 21S- 

4.003, 21S-2 7.430, 61F10-27.430, 59X-27.430, Amended 1-1-10. 

64B16-27.440 Policies and Procedures. 
Any pharmacy utilizing registered pharmacy technicians shall be required to have written policies and procedures regarding the 
number of positions and their utilization, including the specific scope of responsibilities of technicians, available for inspection by 
the Florida Board of Pharmacy or its authorized agents and representatives. 

Rulemaking Authority 465.005 FS. Law Implemented 465.014 FS. History—New 2-14-77, Formerly 21S-4.04, 21S-4.004, Amended 9-9-92, 

Formerly 21S-27.440, 61F10-27.440, 59X-27.440, Amended 1-1-10. 



64B16-27.500 Negative Drug Formulary. 
The negative drug formulary is composed of medicinal drugs which have been specifically determined by the Board of Pharmacy 
and the Board of Medicine to demonstrate clinically significant biological or therapeutic inequivalence and which, if substituted, 
could produce adverse clinical effects, or could otherwise pose a threat to the health and safety of patients receiving such 
prescription medications. Except where certain dosage forms are included on the negative drug formulary as a class, all medicinal 
drugs are listed by their official United States Pharmacopoeia Non-Proprietary (generic) name. The generic name of a drug shall be 
applicable to and include all brand-name equivalents of such drug for which a prescriber may write a prescription. Substitution by a 

dispensing pharmacist on a prescription written for any brand name equivalent of a generic named drug product listed on the 
negative formulary or for a drug within the class of certain dosage forms as listed, is strictly prohibited. In cases where the 
prescription is written for a drug listed on the negative drug formulary but a brand name equivalent is not specified by the prescriber, 
the drug dispensed must be one obtained from a manufacturer or distributor holding an approved new drug application or 
abbreviated new drug application issued by the Food and Drug Administration, United States Department of Health and Welfare 
permitting that manufacturer or distributor to market those medicinal drugs or when the former is non-applicable, those 
manufacturers or distributors supplying such medicinal drugs must show compliance with other applicable Federal Food and Drug 
Administration marketing requirements. The following are included on the negative drug formulary: 

(1) Digitoxin. 
(2) Conjugated Estrogen. 
(3) Dicumarol. 
(4) Chlorpromazine (Solid Oral Dosage Forms). 
(5) Theophylline (Controlled Release). 
(6) Pancrelipase (Oral Dosage Forms). 

Rulemaking Authority 465.005, 465.025(6) FS., Ch. 200 1-146, Laws of Florida. Law Implemented 465.025(6) FS., Ch. 2001-146, Laws of Florida. 

History—New 12-14-76, Amended 3-17-77, 7-2-79, 4-9-81, 9-14-82, 9-26-84, Formerly 21S-5.01, Amended 3-30-89, 7-1-90, Formerly 21S-5.001, 

Amended 12-25-90, 10-1 -92, Formerly 21S-27.500, Amended 2-21-94, Formerly 61F10-27.500, 59X-27.500, Amended 12-4 -01, 3-18-10. 

64B16-27.51O Identification of Manufacturer. 
Each formulary of generic and brand name drug products established by each community pharmacy pursuant to the provisions of 
Section 465.025, F.S., shall include the name of the manufacturer of the generic drug listed in said formulary. 

Rulemaking Authority 465.005 FS. Law Implemented 465.025 FS. History—New 3-16-77, Formerly 21S-5.02, 21S-5.002, 21S-27.510, 61F10- 

27.510, 59X-27.510. 

64B16-27.520 Positive Drug Formulary. 
A positive formulary of generic and brand name drug products is required of each community pharmacy pursuant to subsection 
465.025(5), F.S. Those medicinal drugs on the positive formulary shall be obtained from manufacturers or distributors holding an 

approved new drug application or abbreviated new drug application issued by the Food and Drug Administration, U.S. Department 
of Health, Education and Welfare permitting that manufacturer or distributor to market those medicinal drugs or when the former is 

non-applicable, those manufacturers or distributors supplying those medicinal drugs must show compliance with other applicable 
Federal Food and Drug Administration marketing requirements. 

Rulemaking Authority 465.005 FS. Law Implemented 465.025(6) FS. History—New 12-7-77, Formerly 21S-5.03, 21S-5.003, 21S-27.520, 61F10- 

2 7.520, 59X-27.520. 



64B16-27.530 Duty of Pharmacist to Inform Regarding Drug Substitution. 
Prior to the delivery of the prescription, a pharmacist must inform the person presenting a prescription of any substitution of a 

generic drug product for a brand name drug product, of any retail price difference between the two, and of the person's right to 

refuse the substitution. This information must be communicated at a meaningful time such as to allow the person to make an 
informed choice as to whether to exercise the option to refuse substitution without undue inconvenience to the presenter of the 
prescription or to the consumer of the drug. This information shall be communicated to the person presenting the prescription in a 

manner determined to be appropriate by the pharmacist using professional discretion and judgment. 

Rulemaking Authority 465.005 FS. Law Implemented 465.025(3) (a) FS. History—New 11-10-80, Formerly 21S-5. 04, 21S-5. 004, 21S-2 7.530, 

61F10-2 7.530, 59X-27.530, Amended 11-18-07. 

64B16-27.615 Possession and Disposition of Sample Medicinal Drugs. 
(1) Pharmacies may not be in possession of sample medicinal drugs except: 
(a) Pharmacies may possess the sample medicinal drugs that are listed within Rule 64B16-27.220, F.A.C., Medicinal Drugs 

That May be Ordered by Pharmacists. 
(b) Institutional pharmacies may possess sample medicinal drugs upon the written request of the prescribing practitioner. Such 

possession must be in accordance with the provisions of Section 499.028(3)(e)2., F.S. 

(c) Those community pharmacies that are pharmacies of health care entities, as defined by Sections 499.003(3) and (14), F.S., 
may possess sample medicinal drugs upon the written request of the prescribing practitioner. Such possession must be in accordance 
with the provisions of Section 499.028(3)(e)2., F.S. 

(2) Sample packages of medicinal drugs that are found to be unsuitable for dispensing by reason of physical condition or failure 
to meet requirements of state or federal law shall be returned to the company of origin in accordance with the requirements of 
Chapter 499, F.S. 

Rulemaking Authority 465.005, 465.022, 499.028 FS. Law Implemented 465.018, 465.019, 465.022, 465.186, 499.028 FS. History—New 11-4-93, 

Formerly 61F10-2 7.615, 59X-27. 615, Amended 11-18-07. 

64B16-27.620 Disposition of Complimentary or Sample Medicinal Drugs Which Are Unsuitable for Dispensing. 

Rulemaking Authority 465.005, 465.022, 499.028 FS. Law Implemented 465.022 FS. History—New 12-26-79, Formerly 21S-15.03, 21S-15.003, 

21S-27. 620, Amended 11-4-93, Formerly 61F1 0-27.620, 59X-27. 620, Repealed 10-5 -09. 

64B16-27.700 Definition of Compounding. 
"Compounding" is the professional act by a pharmacist or other practitioner authorized by law, employing the science or art of any 
branch of the profession of pharmacy, incorporating ingredients to create a finished product for dispensing to a patient or for 
administration by a practitioner or the practitioner's agent; and shall specifically include the professional act of preparing a unique 
finished product containing any ingredient or device defined by Sections 465.003(7) and (8), F.S. The term also includes the 
preparation of nuclear pharmaceuticals and diagnostic kits incident to use of such nuclear pharmaceuticals. The term "commercially 
available products," as used in this section, means any medicinal product as defined by Sections 465.003(7) and (8), F.S., that are 
legally distributed in the State of Florida by a drug manufacturer or wholesaler. 

(1) Compounding includes: 
(a) The preparation of drugs or devices in anticipation of prescriptions based on routine, regularly observed prescribing patterns. 
(b) The preparation pursuant to a prescription of drugs or devices which are not commercially available. 
(c) The preparation of commercially available products from bulk when the prescribing practitioner has prescribed the 

compounded product on a per prescription basis and the patient has been made aware that the compounded product will be prepared 
by the pharmacist. The reconstitution of commercially available products pursuant to the manufacturer's guidelines is permissible 
without notice to the practitioner. 

(2) The preparation of drugs or devices for sale or transfer to pharmacies, practitioners, or entities for purposes of dispensing or 
distribution is not compounding and is not within the practice of the profession of pharmacy. Except that the supply of patient 
specific compounded prescriptions to another pharmacy under the provisions of Section 465.0265, F.S., and Rule 64B16-28.450, 
F.A.C., is authorized. 



(3) Office use compounding, "Office use" means the provision and administration of a compounded drug to a patient by a 

practitioner in the practitioner's office or by the practitioner in a health care facility or treatment setting, including a hospital, 
ambulatory surgical center, or pharmacy. A pharmacist may dispense and deliver a quantity of a compounded drug to a practitioner 
for office use by the practitioner in accordance with this section provided: 

(a) The quantity of compounded drug does not exceed the amount a practitioner anticipates may be used in the practitioner's 
office before the expiration date of the drug; 

(b) The quantity of compounded drug is reasonable considering the intended use of the compounded drug and the nature of the 
practitioner's practice; 

(c) The quantity of compounded drug for any practitioner and all practitioners as a whole, is not greater than an amount the 
pharmacy is capable of compounding in compliance with pharmaceutical standards for identity, strength, quality, and purity of the 
compounded drug that are consistent with United States Pharmacopoeia guidelines and accreditation practices. 

Rulemaking Authority 465.005 FS. Law Implemented 465.003 (1 2), 465.0155, 465.0265 FS. History—New 10-1 -92, Formerly 21S-27. 700, 61F10- 

27.700, 59X-27.700, Amended 11-2-03, 10-7-08. 

64B16-27.797 Standards of Practice for Compounding Sterile Preparations (CSPs). 
The purpose of this section is to assure positive patient outcomes through the provision of standards for 1) pharmaceutical care; 2) 

the preparation, labeling, and distribution of sterile pharmaceuticals by pharmacies, pursuant to or in anticipation of a prescription 
drug order, and 3) product quality and characteristics. These standards are intended to apply to all sterile pharmaceuticals, 
notwithstanding the location of the patient (e.g., home, hospital, nursing home, hospice, doctor's office). 

(1) Definitions: 
(a) "Anteroom" means an area where personnel perform hand hygiene and garbing procedures, staging of components, order 

entry, CSP labeling, and other high-particulate generating activities. It is also a transition area that provides assurance that pressure 
relationships are constantly maintained so that air flows from clean to dirty areas. The Anteroom area is to be maintained within ISO 
Class 8 level of particulate contamination. 

(b) "Antineoplastic" means a pharmaceutical agent that has the intent of causing cell death targeted to cancer cells, metastatic 
cells, or other cells involved in a severe inflammatory or autoimmune response. 

(c) "Beyond-use-date" means the date after which a compounded preparation should not be used and is determined from the 
date the preparation was compounded. 

(d) "Biological safety cabinet" means a containment unit suitable for the preparation of low, moderate, and high risk agents 
where there is a need for protection of the product, personnel, and environment. 

(e) "Bulk Compounding" means the compounding of CSPs in increments of twenty-five (25) or more doses from a single 
source. 

(0 "Buffer area" (Clean room) is an area where the activities of CSP take place; it shall not contain sinks or drains. In High- 
Risk compounding this must be a separate room. The Buffer area is to be maintained within ISO Class 7 level of particulate 
contamination. 

(g) "Class 100 environment" means an atmospheric environment which contains no more than one hundred particles of 0.5 

microns in diameter or larger per cubic foot of air. A class 100 environment is equivalent to ISO Class 5 level of particulate 
contamination. 

(h) "Compounding Aseptic Isolator" (CAT) is a form of barrier isolator specifically designed for compounding pharmaceutical 
ingredients or preparations. It is designed to maintain an aseptic compounding environment within the isolator throughout the 
compounding and material transfer process. Air exchange into the isolator from the surrounding environment should not occur 
unless it is first passed through a microbially retentive filter (HEPA minimum 0.2 microns). 

(i) "High-Risk Level CSPs" are products compounded under any of the following conditions are either non-sterile or at high 
risk to become non-sterile with infectious microorganisms. 

1. Non-sterile ingredients, including manufactured products for routes of administration other than sterile parenteral 
administration are incorporated or a non-sterile device is employed before terminal sterilization. 

2. Sterile contents of commercially manufactured products, CSP that lack effective antimicrobial preservatives, sterile surfaces 
of devices and containers for the preparation, transfer, sterilization, and packaging of CSPs are exposed to air quality worse than ISO 
Class 5 for more than one (1) hour. 



3. Before sterilization, non-sterile procedures such as weighing and mixing are conducted in air quality worse than ISO Class 7, 

compounding personnel are improperly garbed and gloved, or water-containing preparations are stored for more than 6 hours. 
4. For properly stored sterilized high-risk preparation, in the absence of passing a sterility test, the storage periods cannot exceed 

the following time periods: before administration, the CSPs are properly stored and exposed for not more than 24 hours at controlled 
room temperature, and for not more than 3 days at a cold temperature (2-8 degrees Celsius) and for not more than 45 days in solid 
frozen state at -20 degrees celsius or colder. 

5. Examples of high-risk compounding include: (1) dissolving non-sterile bulk drug and nutrient powders to make solutions, 
which will be terminally sterilized; (2) exposing the sterile ingredients and components used to prepare and package CSPs to room 
air quality worse than ISO Class 5 for more than one (1) hour; (3) measuring and mixing sterile ingredients in non-sterile devices 
before sterilization is performed; (4) assuming, without appropriate evidence or direct determination, that packages of bulk 
ingredients contain at least 95% by weight of their active chemical moiety and have not been contaminated or adulterated between 
uses. 

6. All high risk category products must be rendered sterile by heat sterilization, gas sterilization, or filtration sterilization in 

order to become a CSP. 

7. Quality assurance practices for high-risk level CSPs include all those for low-risk level CSPs. In addition, each person 
authorized to compound high-risk level CSPs demonstrates competency by completing a media-filled test that represents high-level 
compounding semiannually. 

(j) Immediate Use CSPs: 
1. Requires only simple aseptic measuring and transfer manipulations are performed with not more than three (3) sterile non- 

hazardous drug or diagnostic radiopharmaceutical drug preparations, including an infusion or dilution solution. 
2. The preparation procedure occurs continuously without delays or interruptions and does not exceed 1 hour. 
3. At no point during preparation and prior to administration are critical surfaces and ingredients of the CSP directly exposed to 

contact contamination such as human touch, cosmetic flakes or particulates, blood, human body substances (excretions and 
secretions, e.g., nasal or oral) and non-sterile inanimate sources. 

4. Administration begins not later than one (1) hour following the start of preparing the CSP. 

5. When the CSP is not administered by the person who prepared it, or its administration is not witnessed by the person who 

prepared it, the CSP container shall bear a label listing patient identification information (name, identification numbers), and the 
names and amounts of all active ingredients, and the name or identifiable initials of the person who prepared the CSP, and one (1) 

hour beyond-use time and date. 

6. If administration has not begun within one (1) hour following the start of preparing the CSP, the CSP is promptly and safely 
discarded. Immediate use CSPs shall not be stored for later use. 

(k) ISO Class 5 guidelines are met when particulate contamination is measured at "not more than 3,520 particles 0.5 micron size 

or larger per cubic meter of air for any lamiar airflow workbench (LAWF), BSC, or !. (Also referred to as a "Class 100 

environment.") 
(1) ISO Class 7 guidelines are met when particulate contamination is measured at "not more than 352,000 particles 0.5 micron 

size or larger per cubic meter of air for any buffer area (room)." 
(m) ISO Class 8 guidelines are met when particulate contamination is measured at "not more than 3,520,000 particles 0.5 

micron size or larger per cubic meter of air for any anteroom (area)." 
(n) Low-Risk Level CSPs compounded under all of the following are at a low risk of contamination: 
1. The CSPs are compounded with aseptic manipulations entirely within ISO Class 5 (class 100) or better air quality using only 

sterile ingredients, products, components, and devices. 
2. The compounding involves only transfer, measuring, and mixing manipulations using no more than three commercially 

manufactured sterile products and entries into one container (e.g., bag, vial) of sterile product to make the CSP. 
3. Manipulations are limited to aseptically opening ampoules, penetrating sterile stoppers on vials with sterile needles and 

syringes, and transferring sterile liquids in sterile syringes to sterile administration devices, package containers for storage and 
dispensing. The contents of ampoules shall be passed through a sterile filter to remove any particles. 

4. For low-risk preparation, in the absence of passing a sterility test or a documented validated process, the storage periods 
cannot exceed the following time periods; before administration, the CSPs are properly stored and exposed for not more than 48 



hours at controlled room temperature, and for not more than 14 days at a cold temperature (2-8 degrees celsius) and for 45 days in 
solid frozen state at -20 degrees celsius or colder. 

5. Quality Assurance practices include, but are not limited to, the following: (1) routine disinfection and air quality testing of the 
direct compounding environment to minimize microbial surface contamination and maintain ISO Class 5 air quality; (2) Visual 
confirmation that compounding personnel are properly donning and wearing appropriate items and types of protective garments; (3) 

Review of all orders and packages of ingredients to ensure that the correct identity and amounts of ingredients were compounded; 
(4) Visual inspection of CSPs to ensure the absence of particulate matter in solutions, the absence of leakage from vials and bags, 
and accuracy and thoroughness of labeling. 

6. All compounding personnel are required to demonstrate competency by completing a media-filled test that represents low- 
level compounding annually. A media-filled test is a commercially available sterile fluid culture media that shall be able to promote 
exponential colonization of bacteria that are both likely to be transmitted to CSP from the compounding personnel and environment. 
Media filled vials are incubated at 25-3 5 degrees celsius for 14 days. Failure is indicated by visible turbidity in the medium on or 
before 14 days. 

(o) Medium-Risk Level CSPs When CSPs are compounded aseptically under Low-Risk Conditions, and one or more of the 

following conditions exist, such CSPs are at a medium risk of contamination: 
1. CSPs containing more than three (3) commercial sterile drug products and those requiring complex manipulations and/or 

preparation methods. 
2. Multiple individual or small doses of sterile products are combined or pooled to prepare a CSP that will be administered 

either to multiple patients or to one patient on multiple occasions. 
3. The compounding process requires unusually long duration, such as that required to complete dissolution or homogeneous 

mixing. 
4. For Medium-risk preparation, in the absence of passing a sterility test or a documented validated process, the storage periods 

cannot exceed the following time periods; before administration, the CSPs are properly stored and exposed for not more than 30 

hours at controlled room temperature, and for not more than 9 days at a cold temperature and for 45 days in solid frozen state at -20 

degrees celsius or colder. 
5. These include compounding of total parenteral nutrition (TPN) using either manual or automated devices during which there 

are multiple injections, detachments, and attachments of nutrient source products to the device or machine to deliver all nutritional 
components to a final sterile container. 

6. Filling of reservoirs of injection and infttsion devices with more than three (3) sterile drug products and evacuation of air 
from those reservoirs before the filled devices are dispensed. 

7. Transfer of volumes from multiple ampules or vials into one or more final sterile containers. 
8. Quality assurance practices for medium-risk level CSPs include all those for low-risk level CSPs. 

9. Demonstrates competency by completing a media-filled test that represents medium-level compounding annually. 
(p) Parenteral means a sterile preparation of drugs for injection through one or more layers of the skin. 

(q) Risk level of the sterile preparation means the level assigned to a sterile product by a pharmacist that represents the 

probability that the sterile product will be contaminated with microbial organisms, spores, endotoxins, foreign chemicals or other 
physical matter. 

(r) Sterile preparation means any dosage form devoid of viable microorganisms, including but not limited to, parenterals, 
injectables, ophthalmics, and aqueous inhalant solutions for respiratory treatments. 

(2) Compounded sterile preparations include, but are not limited, to the following: 
(a) Total Parenteral Nutrition (TPN) solutions; 
(b) Parenteral analgesic drugs; 
(c) Parenteral antibiotics; 
(d) Parenteral antineoplastic agents; 
(e) Parenteral electrolytes; 
(f) Parenteral vitamins; 
(g) Irrigating fluids; 
(h) Ophthalmic preparations; and 
(i) Aqueous inhalant solutions for respiratory treatments. 



(3) Sterile preparations shall not include commercially manufactured products that do not require compounding prior to 

dispensing. 
(4) Policy & Procedure Manual. A policy and procedure manual shall be prepared and maintained for the compounding, 

dispensing, and delivery of sterile preparation prescriptions. The policy and procedure manual shall be available for inspection by 
the Department and include at a minimum: 

(a) Use of single dose and multiple dose containers not to exceed United States Pharmacopeia 797 guidelines. 
(b) Verification of compounding accuracy and sterility. 
(c) Personnel training and evaluation in aseptic manipulation skills. 

(d) Environmental quality and control: 
1. Air particle monitoring for hoods (or Barrier Isolator), clean room and buffer area (or anteroom) when applicable; 
2. Unidirectional airflow (pressure differential monitoring); 
3. Cleaning and disinfecting the sterile compounding areas; 
4. Personnel cleansing and garbing; 
5. Environmental monitoring (air and surfaces). 
(e) Personnel monitoring and validation. 
(f) Finished product checks and tests. 

(g) Method to identifSi and verify ingredients used in compounding. 
(h) Labeling requirements for bulk compounded products: 
1. Contents; 
2. Beyond-Use-Date; and 
3. Storage requirements. 
(i) Packing, storage, and transportation conditions. 
(5) Physical Requirements. 
(a) The pharmacy shall have a designated area with entry restricted to designated personnel for preparing parenteral products. 

This area shall have a specified ante area and buffer area; in high risk compounding, this shall be separate rooms. This area shall be 
structurally isolated from other areas with restricted entry or access, and must be designed to avoid unnecessary traffic and 
interference with unidirectional airflow. It shall be used only for the preparation of these sterile preparations. It shall be of sufficient 
size to accommodate a laminar airflow hood and to provide for the proper storage of drugs and supplies under appropriate conditions 
of temperature, light, moisture, sanitation, ventilation, and security. 

(b) The pharmacy compounding parenteral and sterile preparation shall have the following: 
1. Appropriate environmental control devices capable of maintaining at least class 100 conditions in the work place where 

critical objects are exposed and critical activities are performed; ffirthermore, these devices must be capable of maintaining class 100 

conditions during normal activity. Examples of appropriate devices include laminar airflow hoods and zonal laminar flow of high 
efficiency particulate air (HEPA) filtered air; 

2. Appropriate disposal containers for used needles, syringes, and if applicable, for antineoplastic waste from the preparation of 
chemotherapy agents; 

3. Appropriate environmental control including approved biohazard cabinetry when antineoplastic drug products are prepared; 
4. Appropriate temperature and transport containers; 
S. Inftision devices and equipment, if appropriate. 
(c) The pharmacy shall maintain and use supplies adequate to preserve an environment suitable for the aseptic preparation of 

sterile preparations, such as: 

1. Gloves, masks, shoe covers, head and facial hair covers, and non-shedding gowns; 
2. Needles and syringes of various standard sizes; 

3. Disinfectant cleaning agents; 
4. Clean towels; 
5. Hand washing materials with bactericidal properties; 
6. Vacuum containers and various transfer sets; 

7. "Spill kits" for antineoplastic agent spills. 

(d) The pharmacy should have current reference material in hard copy or readily available on line: 



1. USP Pharmacist Pharmacopeia (optional) or Handbook of Injectable Drugs by American Society of Hospital Pharmacists; or 
other nationally recognized standard reference; and 

2. "Practice Guidelines for Personnel Dealing with Cytotoxic Drugs," or other nationally recognized standard cytotoxic 
reference if applicable. 

(e) Barrier isolator is exempt from all physical requirements subject to manufacturer guidelines for proper placement. 
(6) Antineoplastic Drugs. The following requirements are necessary for those pharmacies that prepare antineoplastic drugs to 

ensure the protection of the personnel involved: 
(a) All antineoplastic drugs shall be compounded in a vertical flow, Class II, biological safety cabinet placed in negative 

pressure room unless using barrier isolators. Other preparations shall not be compounded in this cabinet. 
(b) Protective apparel shall be worn by personnel compounding antineoplastic drugs. This shall include at least gloves and 

gowns with tight cuffs. 

(c) Appropriate safety and containment techniques for compounding antineoplastic drugs shall be used in conjunction with the 
aseptic techniques required for preparing sterile products. 

(d) Disposal of antineoplastic waste shall comply with all applicable local, state, and federal requirements. 
(e) Written procedures for handling both major and minor spills of antineoplastic agents shall be developed and shall be 

included in the policy and procedure manual. 
(f) Prepared doses of antineoplastic drugs shall be dispensed, labeled with proper precautions inside and outside, and shipped in 

a manner to minimize the risk of accidental rupture of the primary container. 
(7) Quality Assurance: 
(a) There shall be a documented, ongoing quality assurance control program that monitors personnel performance, equipment, 

and preparations. Appropriate samples of finished preparations shall be examined to assure that the pharmacy is capable of 
consistently preparing sterile preparations meeting specifications: 

1. All clean rooms and laminar flow hoods shall be certified by an independent contractor or National Sanitation Foundation 
Standard 49, for operational efficiency at least semiannually for high risk CSPs and annually for low and medium risk CSPs or any 
time the hood is relocated or the structure is altered and records shall be maintained for two years. 

2. There shall be written procedures developed requiring sampling if microbial contamination is suspected for batches greater 
than 25 units. 

3. High risk greater than 25 units have antimicrobial testing prior to dispensing. 
4. There shall be referenced written justification of the chosen beyond-use-dates for compounded products. 
5. There shall be documentation of quality assurance audits at regular planned intervals, including infection control and sterile 

technique audits. 
(b) Compounding personnel shall be adequately skilled, educated, instructed, and trained to correctly perform and document the 

following activities in their sterile compounding duties: 
1. Demonstrate by observation or test a ftinctional understanding of USP Chapter 797 and definitions, to include Risk Category 

assessment; 
2. Understand the characteristics of touch contamination and airborne microbial contaminants; 
3. Perform antiseptic hand cleaning and disinfections of non-sterile compounding surfaces; 
4. Select and appropriately don protective garb; 
5. Demonstrate aseptic techniques and requirements while handling medications; 
6. Maintain and achieve sterility of CSPs in ISO Class 5 (Class 100) primary engineering devices and protect personnel and 

compounding environments from contamination by antineoplastic and chemotoxic or other hazardous drugs or substances; 
7. Manipulate sterile products aseptically, sterilize high-risk level CSPs (where applicable) and quality inspect CSPs; 
8. Identify, weigh and measure ingredients; 
9. Prepare product labeling requirements and "beyond use" requirements of product expiration; 
10. Prepare equipment and barrier requirement work requirements to maintain sterility; 
11. Prepare end point testing and demonstrated competencies for relevant risk levels; 
12. Prepare media fills to test aseptic technique. 
(8) Radiopharmaceuticals as Compounded Sterile Products 



(a) Upon release of a Positron Emission Tomography (PET) radiopharmaceutical as a finished drug product from a PET 
production facility, the fhrther manipulation, handling, or use of the product will be considered compounding and will be subject to 

the rules of this section. 
(b) Radiopharmaceuticals compounded from sterile components in closed, sterile containers and with a volume of 100 ml or less 

for single dose injection or not more than 30 ml taken from a multiple dose container, shall be designated as, and conform to, the 

standards for low risk compounding. 
(c) Radiopharmaceuticals shall be compounded using appropriately shielded vials and syringes in a properly functioning ISO 

Class 5 PEC (Primary Engineering Control), located in an ISO Class 8 or better buffer area environment in compliance with special 
handling, shielding, air flow requirements, and radiation safety programs to maintain radiation exposure as low as reasonably 
achievable. 

(d) Radiopharmaceuticals designed for multi use, compounded with Tc-99m, exposed to an ISO Class 5 environment by 
components with no direct contact contamination, may be used up until the time indicated by manufacturers recommendations. 

(e) Technetium 99/Molybdnenum 99 generator systems shall be stored and eluted in an ISO Class 8 or cleaner environment to 

permit special handling, shielding, and airflow requirements. 
(f) Manipulation of blood or blood derived products (e.g. radiolabeling white blood cells) shall be conducted in an area that is 

clearly separated from routine material handling areas and equipment, and shall be controlled by specific standard operating 
procedures to avoid cross contamination of products. The buffer area for manipulation of blood or blood derived products shall be 
maintained as an ISO 7 environment and direct manipulations shall occur in an ISO 5 PEC suitable for these products (e.g. 
biological safety cabinet). 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.0155, 465.022 FS. History—New 6-18-08, Amended 1-7-10. 

64B16-27.800 Requirement for Patient Records. 
(1) A patient record system shall be maintained by all pharmacies for patients to whom new or refill prescriptions are dispensed. 

The patient record system shall provide for the immediate retrieval of information necessary for the dispensing pharmacist to 

identify previously dispensed drugs at the time a new or refill prescription is presented for dispensing. The pharmacist shall ensure 
that a reasonable effort is made to obtain, record and maintain the following information: 

(a) Full name of the patient for whom the drug is intended; 
(b) Address and telephone number of the patient; 
(c) Patient's age or date of birth; 
(d) Patient's gender; 
(e) A list of all new and refill prescriptions obtained by the patient at the pharmacy maintaining the patient record during the 

two years immediately preceding the most recent entry showing the name of the drug or device, prescription number, name and 
strength of the drug, the quantity and date received, and the name of the prescriber; and 

(f) Pharmacist comments relevant to the individual's drug therapy, including any other information peculiar to the specific 
patient or drug. 

(2) The pharmacist shall ensure that a reasonable effort is made to obtain from the patient or the patient's agent and shall record 
any known allergies, drug reactions, idiosyncrasies, and chronic conditions or disease states of the patient and the identity of any 
other drugs, including over-the-counter drugs, or devices currently being used by the patient which may relate to prospective drug 
review. The pharmacist shall record any related information indicated by a licensed health care practitioner. 

(3) A patient record shall be maintained for a period of not less than two years from the date of the last entry in the profile 
record. This record may be a hard copy or a computerized form. 

(4) Patient records shall be maintained for prescriptions dispensed subsequent to the effective date of this regulation. 

Rulemaking Authority 465.022, 465.0155 FS. Law Implemented 465.0155 FS. History—New 8-18-93, Formerly 21S-27.800, 61F10-27.800, 59X- 

2 7.800, Amended 6-15-98. 

64B16-27.810 Prospective Drug Use Review. 
(1) A pharmacist shall review the patient record and each new and refill prescription presented for dispensing in order to 

promote therapeutic appropriateness by 
(a) Over-utilization or under-utilization; 



(b) Therapeutic duplication; 
(c) Drug-disease contraindications; 
(d) Drug-drug interactions; 
(e) Incorrect drug dosage or duration of drug treatment; 
(f) Drug-allergy interactions; 
(g) Clinical abuse/misuse. 
(2) Upon recognizing any of the above, the pharmacist shall take appropriate steps to avoid or resolve the potential problems 

which shall, if necessary, include consultation with the prescriber. 

Rulemaking Authority 465.022, 465.0155 FS. Law Implemented 465.0155 FS. History—New 8-18-93, Formerly 21S-27.810, 61F10-27.810, 59X- 

27.810. 

64B16-27.820 Patient Counseling. 
(1) Upon receipt of a new or refill prescription, the pharmacist shall ensure that a verbal and printed offer to counsel is made to 

the patient or the patient's agent when present. If the delivery of the drugs to the patient or the patient's agent is not made at the 
pharmacy the offer shall be in writing and shall provide for toll-free telephone access to the pharmacist. If the patient does not refhse 
such counseling, the pharmacist, or the pharmacy intern, acting under the direct and immediate personal supervision of a licensed 
pharmacist, shall review the patient's record and personally discuss matters which will enhance or optimize drug therapy with each 
patient or agent of such patient. Such discussion shall be in person, whenever practicable, or by toll-free telephonic communication 
and shall include appropriate elements of patient counseling. Such elements may include, in the professional judgment of the 
pharmacist, the following: 

(a) The name and description of the drug; 

(b) The dosage form, dose, route of administration, and duration of drug therapy; 
(c) Intended use of the drug and expected action (if indicated by the prescribing health care practitioner); 
(d) Special directions and precautions for preparation, administration, and use by the patient; 
(e) Common severe side or adverse effects or interactions and therapeutic contraindications that may be encountered, including 

their avoidance, and the action required if they occur; 

(0 Techniques for self-monitoring drug therapy; 

(g) Proper storage; 
(h) Prescription refill information; 
(i) Action to be taken in the event of a missed dose; and 
(j) Pharmacist comments relevant to the individual's drug therapy, including any other information peculiar to the specific 

patient or drug. 
(2) Patient counseling as described herein, shall not be required for inpatients of a hospital or institution where other licensed 

health care practitioners are authorized to administer the drug(s). 
(3) A pharmacist shall not be required to counsel a patient or a patient's agent when the patient or patient's agent reftises such 

consultation. 

Rulemaking Authority 465.022, 465.0155 FS. Law Implemented 465.0155 FS. History—New 8-18-93, Formerly 21S-27.820, 61F10-27.820, 59X- 

27.820. 

64B16-27.830 Standards of Practice - Drug Therapy Management. 
(1) "Prescriber Care Plan" means an individualized assessment of a patient and orders for specific drugs, laboratory tests, and 

other pharmaceutical services intended to be dispensed or executed by a pharmacist. The Prescriber Care Plan shall be written by a 

physician licensed pursuant to Chapter 458, 459, 461, or 466, F.S., or similar statutory provision in another jurisdiction, and may be 
transmitted by any means of communication. The Prescriber Care Plan shall specify the conditions under which a pharmacist shall 
order laboratory tests, interpret laboratory values ordered for a patient, execute drug therapy orders for a patient, and notify the 
physician. 

(2) "Drug Therapy Management" means any act or service by a pharmacist in compliance with orders in a Prescriber Care Plan. 
(3) A pharmacist may provide Drug Therapy Management services for a patient, incidental to the dispensing of medicinal drugs 

or as a part of consulting concerning therapeutic values of medicinal drugs or as part of managing and monitoring the patient's drug 



therapy. A pharmacist who provides Drug Therapy Management services for a patient shall comply with orders in a Prescriber Care 
Plan, insofar as they specify: 

(a) Drug therapy to be initially dispensed to the patient by the pharmacist; or 
(b) Laboratory values or tests to be ordered, monitored and interpreted by the pharmacist; or 
(c) The conditions under which the duly licensed practitioner authorizes the execution of subsequent orders concerning the drug 

therapy for the patient; or 
(d) The conditions under which the pharmacist shall contact or notify the physician. 
(4) A pharmacist who provides Drug Therapy Management services shall do so only under the auspices of a pharmacy permit 

that provides the following: 
(a) A transferable patient care record that includes: 
1. A Prescriber Care Plan that includes a section noted as "orders" from a duly licensed physician for each patient for whom a 

pharmacist provides Drug Therapy Management services; 
2. Progress notes; and 
(b) A pharmaceutical care area that is private, distinct, and partitioned from any area in which activities other than patient care 

activities occur, and in which the pharmacist and patient may sit down during the provision of Drug Therapy Management services; 
and 

(c) A continuous quality improvement program that includes standards and procedures to identify, evaluate, and constantly 
improve Drug Therapy Management services provided by a pharmacist. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 465.003(13), 465.0155, 465. 022(Jftb) FS. History—New 4-4-00. 

64B16-27.831 Standards of Practice for the Dispensing of Controlled Substances for Treatment of Pain. 
(1) An order purporting to be a prescription that is not issued for a legitimate medical purpose is not a prescription and the 

pharmacist knowingly filling such a purported prescription shall be subject to penalties for violations of the law. 
(2) The following criteria shall cause a pharmacist to question whether a prescription was issued for a legitimate medical 

purpose: 
(a) Frequent loss of controlled substance medications, 
(b) Only controlled substance medications are prescribed for a patient, 
(c) One person presents controlled substance prescriptions with different patient names, 
(d) Same or similar controlled substance medication is prescribed by two or more prescribers at same time, 
(e) Patient always pays cash and always insists on brand name product. 
(3) If any of the criteria in (2) is met, the pharmacist shall: 

(a) Require that the person to whom the medication is dispensed provide picture identification and the pharmacist should 
photocopy such picture identification for the pharmacist's records. If a photocopier is not available, the pharmacist should document 
on the back of the prescription complete descriptive information from the picture identification. If the person to whom medication is 

dispensed has no picture identification, the pharmacist should confirm the person's identity and document on the back of the 

prescription complete information on which the confirmation is based. 
(b) Verify the prescription with the prescriber. A pharmacist who believes a prescription for a controlled substance medication 

to be valid, but who has not been able to verify it with the prescriber, may determine not to supply the fhll quantity and may 
dispense a partial supply, not to exceed a 72 hour supply. After verification by the prescriber, the pharmacist may dispense the 
balance of the prescription within a 72 hour time period following the initial partial filling, unless otherwise prohibited by law. 

(4) Every pharmacy permit holder shall maintain a computerized record of controlled substance prescriptions dispensed. A hard 
copy printout summary of such record, covering the previous 60 day period, shall be made available within 72 hours following a 

request for it by any law enforcement personnel entitled to request such summary under authority of Section 465.017(2), F. S. Such 
summary shall include information from which it is possible to determine the volume and identity of controlled substance 
medications being dispensed under the prescription of a specific prescriber, and the volume and identity of controlled substance 
medications being dispensed to a specific patient. 

(5) Any pharmacist who has reason to believe that a prescriber of controlled substances is involved in the diversion of 
controlled substances shall report such prescriber to the Department of Health. 

(6) Any pharmacist that dispenses a controlled substance subject to the requirements of this rule when dispensed by mail shall 



be exempt from the requirements to obtain suitable identification. 

Rulemaking Authority 465.005, 465.0155 FS. Law Implemented 456.0 72 (1) (1), 465.0155, 465.016(1)(i,), (0), 465.017(2) FS. History—New 8-29-02, 

Amended 2-24-03, 11-18-0 7. 

64B16-27.85O Standards of Practice for Orthotics and Pedorthics. 
(1) Definitions. 
(a) "Orthosis" means a medical device used to provide support, correction, or alleviation of neuromuscular or musculoskeletal 

dysffinction, disease, injury, or deformity, but does not include the following assistive technology devices: upper extremity adaptive 
equipment used to facilitate the activities of daily living, including specialized utensils, combs, and brushes; finger splints; 
wheelchair seating and equipment that is an integral part of the wheelchair and not worn by the patient; elastic abdominal supports 
that do not have metal or plastic reinforcing stays; arch supports; nontherapeutic accommodative inlays and nontherapeutic 
accommodative footwear, regardless of method of manufacture; unmodified, over-the-counter shoes; prefabricated foot care 
products; durable medical equipment such as canes, crutches, or walkers; dental appliances; or devices implanted into the body by a 

physician. For purposes of this subsection, "accommodative" means designed with the primary goal of conforming to the 

individual's anatomy and "inlay" means any removable material upon which the foot directly rests inside the shoe and which may be 
an integral design component of the shoe. 

(b) "Orthotics" means the practice, pursuant to a licensed physician's written prescription, of evaluating, treatment formulating, 
measuring, designing, fabricating, assembling, fitting, adjusting, servicing, or providing the initial training necessary to accomplish 
the fitting of an orthosis or pedorthic device; however, the repair, replacement, adjustment, or servicing of any existing orthosis may 
be performed without an additional prescription from the patient's physician, unless the original prescription states otherwise. If a 

patient is under the care of a licensed occupational therapist or physical therapist, the pharmacist must consult with the therapist if 
the therapist has requested consultation regarding the fitting, design, or fabrication of an orthosis or regarding treatment with an 
orthosis. 

(c) "Pedorthic device" means therapeutic shoes, shoe modifications made for therapeutic purposes, prosthetic fillers of the 
forefoot, and foot orthoses for use from the ankle and below, but does not include arch supports; nontherapeutic accommodative 
inlays and nontherapeutic accommodative footwear, regardless of method of manufacture; unmodified, over-the-counter shoes; or 
prefabricated foot care products. For purposes of this subsection, "accommodative" means designed with the primary goal of 
conforming to the individual's anatomy and "inlay" means any removable material upon which the foot directly rests inside the shoe 
and which may be an integral design component of the shoe. 

(d) "Pedorthics" means the practice, pursuant to a licensed physician's written prescription, of evaluating, treatment formulating, 
measuring, designing, fabricating, assembling, fitting, adjusting, servicing, or providing the initial training necessary to accomplish 
the fitting of a pedorthic device; however, the repair, replacement, adjustment, or servicing of any existing pedorthic device may be 
performed without an additional prescription from the patient's physician, unless the original prescription states otherwise. If a 

patient is under the care of a licensed occupational therapist or physical therapist, the pharmacist must consult with the therapist if 
the therapist has requested consultation regarding the fitting, design, or fabrication of a pedorthic device or regarding treatment with 
a pedorthic device. 

(2) Pursuant to a licensed physician's written prescription, the pharmacist shall assume the responsibility for assessing the 
patient, planning the patient's treatment program, and directing the program. No pharmacist shall implement a prescription that, in 
the pharmacist's judgment, is contraindicated. No change shall be made in the prescription without the authorization of the 

prescribing physician. 
(3) The pharmacist's professional responsibilities include: 
(a) Ongoing consultation with the prescribing physician regarding information that will impact the patient's medical and 

fttnctional outcomes. 
(b) Orthotic and/or pedorthic evaluation of the patient. 
(c) Identification and documentation of precautions, special problems, or contraindications. 
(d) Development of a treatment plan including the short and long terms goals. 
(e) Implementation of a treatment plan. 
(f) Periodic review and update of the treatment plan, including reassessment of the patient in reference to goals and, when 

necessary, modification of the treatment plan. 



(g) Collaboration with members of the health care team when appropriate. 
(h) Advising the patient, in terms which the patient can understand, of the nature and purpose of the services to be rendered and 

the techniques for use and care of an orthosis or pedorthic device. 
(i) Determination of the appropriateness of proper fit and function of any orthosis or pedorthic device. 
(4) A pharmacist may delegate duties to nonlicensed supportive personnel if those duties are performed under the supervision of 

the pharmacist. In such instances the supervising pharmacist is responsible for all acts performed by such persons. It is below the 
standard of practice and prohibited for a pharmacist to delegate or assign activities, tasks or procedures that fall within the scope of 
any practice defined in Section 468.812(3), F.S., to support persoimel, without providing supervision for the performance of the 

activities, tasks or procedures. 

RulemakingAuthority 468.812(3) FS. Law Implemented 465.0155, 468.812(3) FS. History—New 5-2-07. 

64B16-27.851 Record-Keeping for Orthotics and Pedorthics. 
(1) The pharmacist or supportive personnel shall prepare and maintain in a timely manner patient records which include, at a 

minimum, the following: 
(a) The patient name, address and telephone number; 
(b) The location and dates of all treatment, evaluation or consultation; 
(c) The name of the prescribing physician; 
(d) All prescriptions pertaining to services provided to the patient; 

(e) A treatment or service plan; 
(f) Progress notes for each session; 
(2) The licensee may charge a fee for the reproduction of records, which shall be no greater than $ 1.00 per page for the first 25 

pages, and $0.50 per page for every page after 25. In addition, the actual cost of postage may be added. Reasonable costs of 
reproducing radiographs and such other kinds of records shall be the actual costs. "Actual costs" means the cost of the material and 
supplies used to duplicate the record and the labor and overhead costs associated with the duplication. 

(3) The licensee shall retain the patient record for at least two years from the date of last entry, unless otherwise provided by 
law. 

RulemakingAuthorily 468.802, 468.812(3) FS. Law Implemented 456.057(1 6), 465.0155, 465.022, 468.802, 468.812(3) FS. History-New 5-2-07. 



CHAPTER 64B16-28 
GENERAL REQUIREMENTS - PERMITS 

64B16-28.101 Prescription Area Accessible to Inspection 
64B 16-28.102 Sink and Running Water, Sufficient Space, Refrigeration, Sanitation, Equipment 
64B16-28.103 Sufficient Space in Prescription Department (Repealed) 
64B 16-28.1035 Patient Consultation Area 
64B16-28. 104 Refrigeration (Repealed) 
64B16-28. 105 Sanitation (Repealed) 
64B16-28.106 Right to Inspect Invoices (Repealed) 
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64B16-28.l 10 Outdated Pharmaceuticals 
64B 16-28.111 Storage of Equipment (Repealed) 
64B16-28.l 12 Violations (Repealed) 
64B16-28.l 13 Permits; Single Entity; Single Location 
64B16-28.l 135 Change of Ownership (Transferred to 64B16-28.2021) 
64B16-28.l 14 Prescription Refills (Repealed) 
64B16-28.118 Unit Dose and Customized Patient Medication Package Returns by In-patients 
64B16-28.119 Data Processing Systems in Pharmacy (Repealed) 
64B16-28.l 191 Unclaimed Prescriptions 
64B 16-28.120 All Permits Storage of Legend Drugs; Prepackaging 
64B 16-28.121 Permit Fees (Repealed) 
64B16-28.130 Transmission of Prescription Orders (Repealed) 
64B16-28.140 Record Maintenance Systems for Community, Special-Limited Community, Special-Closed Systems, Special- 

Parenteral/Enteral, and Nuclear Permits 
64B 16-28.141 Requirements for an Automated Pharmacy System in a Community Pharmacy 
64B 16-28.150 Record Maintenance Systems for Institutional and Animal Shelter Permits (Repealed) 
64B 16-28.201 Definitions (Repealed) 
64B16-28.202 Closing of a Pharmacy; Transfer of Prescription Files 
64B16-28.2021 Change of Ownership 
64B16-28.203 Transfer of Medicinal Drugs; Change of Ownership; Closing of a Pharmacy 
64B16-28.301 Destruction of Controlled Substances Institutional Pharmacies 
64B16-28.303 Destruction of Controlled Substances All Permittees (excluding Nursing Homes) 
64B 16-28.402 Labels and Labeling of Medicinal Drugs Community Pharmacy Permit (Repealed) 
64B 16-28.404 Regulation of Daily Operating Hours (Repealed) 
64B 16-28.450 Centralized Prescription Filling, Delivering and Returning 
64B16-28.451 Pharmacy Common Database 
64B 16-28.501 Institutional Permit Consultant Pharmacist of Record 
64B 16-28.502 Class I Institutional Permit and Class II Institutional Permit Labels and Labeling of Medicinal Drugs for 

Inpatients of a Nursing Home 
64B16-28.503 Transmission of Starter Dose Prescriptions for Patients in Class I Institutional or Modified II B Facilities 
64B16-28.602 Institutional Class II Dispensing. 
64B 16-28.6021 Institutional Class II Pharmacy Emergency Department Dispensing 
64B 16-28.603 Class II Institutional Pharmacy Operating Hours 
64B 16-28.604 Class II Institutional Pharmacy Department Security 
64B 16-28.605 Class II Institutional Pharmacies Automated Distribution and Packaging 
64B16-28.606 Remote Medication Order Processing for Class II Institutional Pharmacies 
64B16-28.607 Automated Pharmacy System— Long-Term Care, Hospice, and Prison 
64B16-28.702 Modified Class II Institutional Pharmacies 
64B16-28.800 Special Pharmacies 
64B16-28.810 Special Pharmacy— Limited Community Permit 



64B 16-28.820 Sterile Products and Special Parenteral/Enteral Compounding 
64B16-28.830 Special Closed System Pharmacy 
64B16-28.840 Special Non Resident (Mail Service) 
64B16-28.850 Special Pharmacy ESRD 
64B 16-28.860 Special Pharmacy Parenteral/Enteral Extended Scope Permit 
64B 16-28.870 Special-ALF 
64B16-28.900 Definitions Nuclear Pharmacy 
64B 16-28.901 Nuclear Pharmacy General Requirements 
64B 16-28.902 Nuclear Pharmacy Minimum Requirements 
64B 16-28.903 Training Qualifications (Repealed) 
64B16-28.904 Nuclear Pharmacist Continuing Education (Repealed) 

64B16-28.1O1 Prescription Area Accessible to Inspection. 
(1) The prescription department compounding room or any other place where prescriptions are compounded, filled, processed, 

accepted, dispensed, or stored in each pharmacy shall be so situated and located that authorized agents and employees of the 

Department or other persons authorized by law to enter and inspect, can observe and survey the confines of said department, room or 
area and can enter into said department, room or area after themselves, for the purpose of inspection at a reasonable hour 
or when the practice of the profession of pharmacy is being carried on, as defined in Section 465 .003, F.S., without having been 
previously detained or announced. Such inspection may be routinely conducted at any time by authorized agents of the Department 
to determine whether Chapter 465, F.S., or provisions of these rules have been violated or for other lawful purposes, and need not be 
in response to a complaint filed with the Department. There shall be a minimum of one (1) inspection per year except as otherwise 
provided herein or directed by the Board. 

(a) A pharmacy shall be inspected twice during the first year of operation. 
(b) A pharmacy which has had passing inspections for the most current three years, and no discipline during the most current 

three years shall be inspected every two years. 

(c) A pharmacy which fails to obtain a passing inspection or which is disciplined during the two year inspection cycle will be 
inspected annually until it achieves passing inspections for the most current three years, and no discipline during the most current 
three years as set forth in this subsection. 

(2) Authorized agents and employees of the Department or other persons authorized by law shall have the right to inspect 
invoices, shipping tickets, or any other document pertaining to the transfer of drugs or drug preparations, from or to all pharmacies 
and a reasonable amount of time shall be allowed for said information to be made available. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.017, 465.022 FS. History—Amended 5-19-72, 11-2 -81, Formerly 21S-1.01, 21S- 

1.001, Amended 7-31-91, Formerly 21S-28.101, 61F10-28.101, 59X-28.101, Amended 5-4-05, 2-2-12. 

64B16-28.102 Sink and Running Water, Sufficient Space, Refrigeration, Sanitation, Equipment. 
There shall be provided for the prescription department of each pharmacy: 

(1) An adequate sink in workable condition and running water easily accessible to the prescription counter that shall be 
available during the hours when the prescription department is normally open for the business related to prescriptions. 

(2) Sufficient shelf, drawer or cabinet space for the neat and orderly storage of pharmaceutical stock, prescription containers, 
prescription labels, the required equipment, and all other items, articles or equipment stored therein and there shall be sufficient 
walking space and sufficient work counter space within each prescription department of said establishment so as to allow employees 
or pharmacists employed therein to adequately, safely, and accurately fulfill their duties related to prescriptions. 

(3) Adequate facilities for the proper storage of pharmaceuticals which require refrigeration, and such pharmaceuticals shall be 
stored therein, and in such manner as to preserve their therapeutic activity. 

(4) Adequate sanitation to insure the prescription department is operating under clean, sanitary, uncrowded, and healthy 
conditions. 

(5) The following items: 
(a) A current pharmacy reference compendium such as the United States Pharmacopoeia/National Formulary, the U.S. 

Dispensatory, USP DI, (United States Pharmacopoeia! Drug Information), the Remington Practice of Pharmacy, Facts and 
Comparisons or an equivalent thereof sufficient in scope to meet the professional practice needs of that pharmacy, and a current 



copy of the laws and rules governing the practice of pharmacy in the State of Florida. It shall be acceptable, in lieu of an actual hard 
copy, to maintain these materials in a readily available electronic data format. 

(b) Such other equipment as is necessary to meet the needs of the professional practice of pharmacy. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—Amended 5-19-72, Repromulgated 12-18-74, Formerly 21S- 

1.02, 21S-1. 002, 21S-28. 102, 61F10-28. 102, 59X-28. 102, Amended 5-4-05. 

64B16-28.103 Sufficient Space in Prescription Department. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—Amended 5-19-72, Repromulgated 12-18-74, Formerly 21S- 

1.03, 21S-I. 003, 21-28.103, 61F10-28. 103, 59X-28. 103, Repealed 5-4-05. 

64B16-28.1035 Patient Consultation Area. 
A community pharmacy shall provide a private consultation area so all patients of the pharmacy will be able to obtain counseling 
without being overheard by others in the prescription dispensing area of the pharmacy. The consultation area must be accessible by 
the patient from the outside of the prescription dispensing area of the pharmacy without having to traverse a stockroom or the 
prescription dispensing area. In determining whether the area is suitable, consideration shall be given to the proximity of the 
counseling area to the check-out or cash register area, the volume of pedestrian traffic in and around the consultation area, and the 

presence of walls or other barriers between the counseling area and the prescription dispensing area of the pharmacy. The 
consultation area may consist of designated private counter space. The area shall be designated with a sign bearing "Patient 
Consultation Area", or words that are substantially similar. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History-New 9-20-99, Amended 5-4-05. 

64B16-28.104 Refrigeration. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—Amended 5-19-72, Repromulgated 12-18-74, Formerly 21S- 

1.04, 21S-1. 004, 21S-28. 104, 61F10-28. 104, 59X-28. 104, Repealed 5-4-05. 

64B16-28.105 Sanitation. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History—Amended 5-19-72, Repromulgated 12-18-74, Amended 1- 

29-80, Formerly 07, 21S-I.007, Amended 7-31-91, Formerly 21S-28.105, 61F10-28.105, 59X-28.105, Repealed 5-4-05. 

64B16-28.106 Right to Inspect Invoices. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.017 FS. History—Amended 5-19-72, Repromulgated 12-18-74, Amended 10-10- 

78, 4-30-85, Formerly 21S-1. 008, 21S-28. 106, 61F1 0-28.106, 59X-28. 106, Repealed 5-4-05. 

64B16-28.107 Pharmacy Equipment. 

Rulemaking Authority 465.005, 465.022, 465.022(1)(h) FS. Law Implemented 465.022(1)(h) FS. History—Amended 5-19-72, Repromulgated 12-18- 

74, Amended 4-8-80, 4-26-84, Formerly 21S-1.10, Amended 4-4-88, Formerly 21S-1.010, Amended 7-31-91, Formerly 21S-28.107, 61F10-28.107, 

Amended 6-4-9 7, Formerly 59X-28. 107, Amended 2-4-99, Repealed 5-4-05. 

64B16-28.108 All Permits Labels and Labeling of Medicinal Drugs. 
Each container of medicinal drugs dispensed shall have a label or shall be accompanied by labeling. 

(1) Definitions. 
(a) "Controlled substance" means any substance named or described in Schedules Il-V of Section 893.03, F.S. 
(b) "Customized medication package" means a package that: 

1. Is prepared by a pharmacist for a specific patient. 
2. Is a series of containers. 
3. Contains two (2) or more solid oral dosage forms. 
(c) "Labeling" means a label or other written, printed, or graphic material upon an agent or product or any of its containers, 



wrappers, drug carts, or compartments thereof, as well as a medication administration record (MAR) if a medication administration 
record is an integral part of the unit dose system. 

(d) "Radiopharmaceutical" means any substance defined as a drug in section 201(g)(1) of the Federal Food, Drug and Cosmetic 
Act which exhibits spontaneous disintegration of unstable nuclei with the emission of nuclear particles or photons and includes any 
of those drugs intended to be made radioactive. This includes nonradioactive reagent kits and nuclide generators which are intended 
to be used in the preparation of any such substance, but does not include drugs which are carbon-containing compounds or 
potassium-containing compounds or potassium-containing salts which contain trace quantities of naturally occurring radionuclides. 

(e) "Serial number" means a prescription number or other unique number by which a particular prescription or drug package can 
be identified. 

(2) The label affixed to each container dispensed to a patient shall include: 
(a) Name and address of the pharmacy. 
(b) Date of dispensing. 
(c) Serial number. 
(d) Name of the patient or, if the patient is an animal, the name of the owner and the species of animal. 
(e) Name of the prescriber. 
(f) Name of the drug dispensed (except where the prescribing practitioner specifically requests that the name is to be withheld). 
(g) Directions for use. 
(h) Expiration date. 
(i) If the medicinal drug is a controlled substance, a warning that it is a crime to transfer the drug to another person. 
(3) The label on the immediate container of a repackaged product or a multiple unit prepackaged drug product shall include: 

(a) Brand or generic name. 
(b) Strength. 
(c) Dosage form. 

(d) Name of the manufacturer. 
(e) Expiration date. 
(f) Lot number: 
1. Manufacturer's lot number, or 
2. Number assigned by the dispenser or repackager which references the manufacturer's lot number. 
(4) A medicinal drug dispensed in a unit dose system by a pharmacist shall be accompanied by labeling. The requirement will 

be satisfied if, to the extent not included on the label, the unit dose system indicates clearly the name of the resident or patient, the 
prescription number or other means utilized for readily retrieving the medication order, the directions for use, and the prescriber's 
name. 

(5) A unit dose system shall provide a method for the separation and identification of drugs for the individual resident or patient. 
(6) A customized patient medication package may be utilized if: 

(a) The consent of the patient or the patient's agent has been secured, and 
(b) The label includes: 
1. Name, address and telephone number of the pharmacy. 
2. Serial number for the customized medication package and a separate serial number for each medicinal drug dispensed. 
3. Date of preparation of the customized patient medication package. 
4. Patient's name. 
5. Name of each prescriber. 
6. Directions for use and any cautionary statements required for each medicinal drug. 
7. Storage instructions. 
8. Name, strength, quantity and physical description of each drug product. 
9. A beyond use date that is not more than 60 days from the date of preparation of the customized patient medication package 

but shall not be later than any appropriate beyond use date for any medicinal drug included in the customized patient medication 
package. 

(c) The customized patient medication package can be separated into individual medicinal drug containers, then each container 
shall identify the medicinal drug product contained. 



(7) The label affixed to the immediate outer container shield of a radiopharmaceutical shall include: 
(a) Name and address of the pharmacy. 
(b) Name of the prescriber. 
(c) Date of the original dispensing. 
(d) The standard radiation symbol. 
(e) The words "Caution Radioactive Material." 

(0 Name of the procedure. 

(g) Prescription order number. 
(h) Radionuclide and chemical form. 

(i) Amount of radioactivity and the calibration date and time. 
(j) Expiration date and time. 
(k) If a liquid, the volume. 
(1) If a solid, the number of items or weight. 
(m) If a gas, the number of ampules or vials. 

(n) Molybdenum 99 content to the United States Pharmacopeia (UPS) limits. 
(o) Name of the patient or the words "Physician's Use Only." 
(8) The label affixed to the immediate inner container of a radiopharmaceutical to be distributed shall include: 

(a) The standard radiation symbol. 
(b) The words "Caution Radioactive Material." 
(c) Radionuclide and chemical form. 

(d) Name of the procedure. 
(e) Prescription order number of the radiopharmaceutical. 
(f) Name of the pharmacy. 
(9) The labeling on a carton or package containing a medicinal drug or product dispensed from an Extended Scope Renal 

Dialysis (ESRD) pharmacy shall include: 
(a) "Use as Directed" statement. 
(b) The name and address of the person to whom the products will be delivered. 
(c) Name of the prescriber. 
(d) Name and address of the ESRD pharmacy location from which the products were shipped. 
(e) Prescription number. 

(0 Any special instructions regarding delivery dates or locations. 

(g) Beyond use date or, if the medicinal drug or product is dispensed in an unopened sealed package, the manufacturer's 
expiration date. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History—Amended 5-19-72, Repromulgated 12-18-74, Amended 10- 

10-78, 9-18-84, 1-20-85, Formerly 21S-1.13, Amended 10-2 -88, Formerly 21S-1.013, Amended 7-31-91, 10-1 -92, 4-19-93, 7-12-93, Formerly 21S- 

28.108, 61F10-28. 108, 59X-28. 108, Amended 3-31-05. 

64B16-28.1081 Regulation of Daily Operating Hours. 
Any person who receives a community pharmacy permit pursuant to Section 465.018, F.S., and commences to operate such an 

establishment shall keep the prescription department of the establishment open for a minimum of forty (40) hours per week. The 
Board hereby approves exceptions to the requirements noted above and permits closing of the prescription department for the 
following holidays: New Year's Day, Memorial Day, Fourth of July (Independence Day), Labor Day, Veterans' Day, Thanksgiving, 
Christmas and any bona fide religious holiday provided that notice of such closing is given in a sign as set forth herein. A sign in 
block letters not less than one inch in height stating the hours the prescription department is open each day shall be displayed either 
at the main entrance of the establishment or at or near the place where prescriptions are dispensed in a prominent place that is in 

clear and unobstructed view. The prescription department manager may petition the Board in writing to operate the prescription 
department for less than forty (40) hours per week, but no less than twenty (20) hours per week. Prior to approving reduced hours, 
the Board may require the prescription department manager to appear before the Board to explain in detail the services that will be 
performed. Any pharmacy open less than 40 hours shall have a policy and procedure that provides a mechanism for access to a 



pharmacist during the time the pharmacy is not open for the remainder of the forty hour week. Any pharmacy that is not open 40 
hours a week, must post the days and hours that the pharmacy is open and the information for after-hours access. Any pharmacy 
open less than 40 hours shall also have a policy and procedure for transferring a prescription pursuant to Rule 64B16-27.105, 
F.A.C., or receiving an emergency dose pursuant to Section 465.0275, F.S. during the time the pharmacy is open less than 40 hours. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0220) FS. History—New 4-10-05, Amended 2-1-12. 

64B16-28.109 Prescription Department; Padlock; Sign: "Prescription Department Closed." 
(1) The prescription department of any community pharmacy permittee shall be considered closed whenever the establishment 

is open and a pharmacist is not present and on duty. A sign with bold letters not less than two (2) inches in width and height, shall be 
displayed in a prominent place in the prescription department so that it may easily be read by patrons of that establishment. The sign 
shall contain the following language: "Prescription Department Closed." 

(2) The term "not present and on duty" shall not be construed to prevent a pharmacist from exiting the prescription department 
for the purpose of consulting or responding to inquiries or providing assistance to patients or customers, attending to personal 
hygiene needs, taking a meal break pursuant to Rule 64B16-27.1001, F.A.C., or performing any other function for which the 
pharmacist is responsible, provided that such activities are conducted in a manner consistent with the pharmacist's responsibility to 

provide pharmacy services. 
(3) At all times when the prescription department is closed, either because of the absence of a pharmacist or for any other 

reason, it shall be separated from the remainder of the establishment by partition or other means of enclosure, thereby preventing 
access to the prescription department by persons not licensed in Florida to practice the profession of pharmacy. 

(4) The partition or other means of enclosure shall be securely locked or padlocked and only a pharmacist shall have the means 
to gain access to the prescription department. 

(5) Whenever the prescription department of any community pharmacy establishment is closed, no person other than a 

pharmacist shall enter, be permitted to enter or remain in the prescription department. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—Amended 8-20-63, 5-19-72, Repromulgated 12-18-74, 

Amended 5-6-80, Formerly 21S-I.14, 21S-I.014, Amended 7-31-91, Formerly 21S-28.109, 61F10-28.109, 59X-28.109, Amended 6-15-98, 4-10-05. 

64B16-28.11O Outdated Pharmaceuticals. 
Persons qualified to do so shall examine the stock of the prescription department of each pharmacy at a minimum interval of four 
months, and shall remove all deteriorated pharmaceuticals, or pharmaceuticals which bear upon the container an expiration date 
which date has been reached, and under no circumstances will pharmaceuticals or devices which bear upon the container an 
expiration date which has been reached be sold or dispensed to the public. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—Amended 5-19-72, Repromulgated 12-18-74, Formerly 21S- 

1.1 21S-I.0I 21S-28.110, 61F10-28. 110, 59X-28. 110. 

64B16-28.111 Storage of Equipment. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—Repromulgated 12-18-74, Formerly 21S-1 .1 9, 21S-1.019, 

21S-28. 111, 61F10-28. 111, 59X-28. 111, Repealed 4-10-05. 

64B16-28.1 12 Violations. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History—New 8-20-63, Amended 5-19-72, Repromulgated 12-18-74, 

Formerly 21S-1.23, 21S-1.023, Amended 7-31-91, Formerly 21S-28.112, 61F10-28.112, 59X-28.112, Repealed 4-10-05. 

64B16-28.113 Permits; Single Entity; Single Location. 
A Board of Pharmacy permit shall be issued only to a single entity at a single location. The service provided by the permit shall be 
consistent with the issued permit. A single location shall be defined as: 

(1) A contiguous area under the control of the permit holder. For purposes of this section, a public thoroughfare will be 
considered to have not broken the area of contiguity; and 



(2) An area not more than one-half mile from the central location of the permit. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.003(1 0)(a), 465.018, 465.019, 465.0193, 465.0196 FS. History—New 1 -30-96, 

Formerly 59X-28.113. 

64B16-28.1135 Change of Ownership. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.003 (1 1) (a), 465.018, 465.019, 465.0193, 465.0196, 465.022(7) FS. History— 

New 4-19-00, Amended 1-2-02, Transferred to 64B16-28.2021. 

64B16-28.114 Prescription Refills. 

Rulemaking Authority 465.005, 465.016(1), 465.022, 465.022(1) (a), 893.04 FS. Law Implemented 465.022 FS. History—New 12-18-74, Formerly 

21S-1.28, 21S-1.028, Amended 7-31-91, Formerly 21S-28.114, 61F10-28.114, 59X-28.114, Amended 2-4-02, 7-1-02, Repealed 10-5-09. 

64B16-28.118 Unit Dose and Customized Patient Medication Package Returns by In-patients. 
No pharmacist shall place into the stock of any pharmacy permittee any part of any prescription, compounded or dispensed, which is 

returned by a patient except under the following conditions: 
(1) In a closed drug delivery system in which unit dose or customized patient medication packages are dispensed to in-patients, 

the unused medication may be returned to the pharmacy for redispensing only if each unit dose or customized patient medication 
package is individually sealed and if each unit dose or the unit dose system, or the customized patient medication package container 
or the customized patient medication package unit of which it is clearly a part is labeled with the name of the drug, dosage strength, 
manufacturer's control number, and expiration date, if any. 

(2) In the case of controlled substances, as it is allowed by Federal Law. 

(3) A "unit dose system" to which this rule applies means a system wherein all individually sealed unit doses are physically 
connected as a unit. For purpose of this section, a product in an unopened, sealed, manufacture's container is deemed to be a unit 
dose package. 

(4) A "customized patient medication package" to which this rule applies means a system wherein all USP approved multi-dose 
units are physically connected and are referred to as a container. The use of customized patient medication packages must comply 
with the provisions of subsection 64B16-28.108(5), F.A.C. 

(5) A "closed drug delivery system" to which this rule applies is a system in which the actual control of the unit dose or 

customized patient medication package is maintained by the facility rather than by the individual patient. 
(6) All pharmacies utilizing unit dose or customized patient medication packages shall address specific policies and procedures 

regarding their preparation and use in their Policy and Procedures Manual. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.016(1) (1) FS. History—New 11-10-80, Formerly 21S-1 .3 6, 21S-1.036, Amended 

7-31-91, Formerly 21S-28.118, 61F10-28.118, 59X-28.118, Amended 9-23-99, 7-1-02. 

64B16-28.119 Data Processing Systems in Pharmacy. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.022, 465.026, 893.07 FS. History—New 9-21-83, Formerly 21S-1.38, 

21S-1.038, Amended 7-31-91, Formerly 21S-28.119, Amended 3-16-94, Formerly 61F10-28.119, 59X-28.119, Repealed 7-15-99. 

64B16-28.1 191 Unclaimed Prescriptions. 
Prescriptions that are unclaimed may be retained by a pharmacy and reused for a period up to one year from the date of filling; 
however, any product reaching the product's expiration date prior to one year or any product subject to a recall shall not be reused. 

Rulemaking Authority 465.0255 FS. Law Implemented 465.0255 FS. History—New 4-10-05. 

64B16-28.120 All Permits — Storage of Legend Drugs; Prepackaging. 
(1) All medicinal drugs or drug preparations as defined by Section 465.003(8), F.S., shall be stored: 
(a) Within the confines of the prescription department of a community pharmacy permittee as defined in Section 465.018, F.S. 

(b) In a Class II Institutional pharmacy as defined by Section 465.019(2)(b), F.S., within the confines of the pharmacy provided, 



however, that those medicinal drugs established by the consultant pharmacist as supportive to treatment procedures such as medical 
drugs, surgical, obstetrical, diagnostic, etc., may be permitted to be stored in those areas where such treatment is conducted 
consistent with proper control procedures as provided by the policy and procedure manual of the pharmacy. 

(2) All medicinal drugs or drug preparations as defined in Section 465.003(8), F.S., within Class I Institutional permittees as 

defined in Section 465.019(2)(a), F.S., and Special ALF Permit 64B16-28.870, F.A.C., shall: 

(a) Be administered from individual prescription containers to the individual patient; and 
(b) Be prohibited within the confines of Class I Institutional pharmacies unless obtained upon a proper prescription and properly 

labeled in accordance with Chapter 499, F.S., and the rules and regulations contained in Chapter 59A-4, F.A.C., incorporated by 
reference and effective August 1, 2006, pertaining to the licensure of nursing homes and related facilities. 

(3) Prepackaging of medication, whether a part of a unit dose system or a part of a multiple dose drug distribution system in an 
extended care facility or hospital holding a valid Class II Institutional pharmacy permit, must be done in accordance with procedures 
set up by the consultant pharmacist of record in the policy and procedure manual; and in the case of a pharmacy holding a valid 
community pharmacy permit must be done in accordance with procedures set up by the prescription department manager. 

(4) Medicinal drugs and proprietary preparations as identified above that are stored in treatment areas must be accessible only 
to licensed staff (pharmacists, nurses, physicians, advanced registered nurse practitioners, physician assistants, respiratory and 
physical therapist, radiology technicians and registered pharmacy technicians, etc.) in accordance with their license, practice act, or 
to other personnel specifically authorized by the institution. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 435.019(2), 465.003(7), 465.022 FS. History—New 9-18-84, Formerly 21S-1. 44, 

21S-1.044, Amended 7-31-91, Formerly 21S-28.120, 61F10-28.120, 59X-28.120, Amended 2-8-07, 8-16-10. 

64B16-28.121 Permit Fees. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022 FS. History—New 7-31-91, Formerly 21S-28. 121, 61F10-28. 121, 59X- 

28.121, Amended 10-30-00, Repealed 4-10-05. 

64B16-28.130 Transmission of Prescription Orders. 

Rulemaking Authority 465.005, 465.0155, 465.022 'S. Law Implemented 465.022, 465.026, 893.07 'S. History—New 3-16-94, Formerly 61F10- 

28.130, 59X-28.130, Repealed 4-10-05. 

64B16-28.140 Record Maintenance Systems for Community, Special-Limited Community, Special-Closed Systems, 
Special-Parenteral/Enteral, and Nuclear Permits. 

(1) Requirements for records maintained in a data processing system. 
(a) The pharmacy must comply with the provisions of2l C.F.R. Section 1304.04 (a regulation of the Federal Drug Enforcement 

Administration), which is hereby incorporated by reference as of March 1, 1998, when such is applicable to operate such a data 
processing system if any controlled substances (as that term is used in Ch. 893, F.S.) are dispensed from the pharmacy. 

(b) Any pharmacy using a data processing system must meet the requirements of 21 C.F.R. Section 1306.22, which is hereby 
incorporated by reference as of March 1, 1998. 

(c) If a pharmacy's data processing system is not in compliance with this subsection, the pharmacy must maintain a manual 
recordkeeping system as specified in Rule 64Bl6-27.800, F.A.C., and Section 893.07, F.S. 

(d) Original prescriptions, including prescriptions received as provided for in Rule 64B16-28.130, F.A.C., Transmission of 
Prescription Orders, shall be reduced to a hard copy if not received in written form. All original prescriptions shall be retained for a 

period of not less than two years from date of last filling. To the extent authorized by 21 C.F.R. Section 1304.04, a pharmacy may, 

in lieu of retaining the actual original prescriptions, use an electronic imaging recordkeeping system, provided such system is 

capable of capturing, storing, and reproducing the exact image of the prescription, including the reverse side of the prescription if 
necessary, and that such image be retained for a period of no less than two years from the date of last filling. 

(e) Original prescriptions shall be maintained in a two or three file system as specified in 21 C.F.R. 1304.04(h). 

(0 Requirements for back-up systems. 
1. The pharmacy shall maintain a back-up copy of information stored in the data processing system using disk, tape or other 

electronic back-up system and update this back-up copy on a regular basis, at least weekly, to assure that data is not lost due to 



system failure. 
2. Data processing systems shall have a workable (electronic) data retention system which can produce an audit trail of drug 

usage for the preceding two years as specified in Rule 64B16-27.800, F.A.C. 
(g) Change or discontinuance of a data processing system. 
1. Records of dispensing. A pharmacy that changes or discontinues use of a data processing system must: 

a. Transfer the records of dispensing to the new data processing system; or 
b. Purge the records of dispensing to a printout which contains the same information required on the daily printout as specified 

in paragraph (3)(b) of this section. The information on this hard-copy printout shall be sorted and printed by prescription number and 
list each dispensing for this prescription chronologically. 

2. Other records. A pharmacy that changes or discontinues use of a data processing system must: 
a. Transfer the records to the new data processing system; or 
b. Purge the records to a printout which contains all of the information required on the original document. 
3. Maintenance of purged records. Information purged from a data processing system must be maintained by the pharmacy for 

two years from the date of initial entry into the data processing system. 
(h) Loss of Data. The prescription department manager shall report to the Board in writing any significant loss of information 

from the data processing system within 10 days of discovery of the loss. 
(2) All transfers of prescriptions must be strictly in accordance with the provisions of Section 465.026, F.S., and Rule 64B16- 

27.105, F.A.C. 
(3) Records of dispensing. 
(a) Each time a prescription drug order is filled or refilled, a record of such dispensing shall be entered into the data processing 

system. 
(b) The data processing system shall have the capacity to produce a daily hard-copy printout of all original prescriptions 

dispensed and refilled. This hard copy printout shall contain the following information: 
1. Unique identification number of the prescription; 
2. Date of dispensing; 
3. Patient name; 
4. Prescribing practitioner's name; 
5. Name and strength of the drug product actually dispensed, if generic name, the brand name or manufacturer of drug 

dispensed; 
6. Quantity dispensed; 
7. Initials or an identification code of the dispensing pharmacist; and 
8. If not immediately retrievable via CRT display, the following shall also be included on the hard-copy printout: 
a. Patient's address; 
b. Prescribing practitioner's address; 
c. Practitioner's DEA registration number, if the prescription drug order is for a controlled substance. 
d. Quantity prescribed, if different from the quantity dispensed; 
e. Date of issuance of the prescription drug order, if different from the date of dispensing; and 
f. Total number of refills dispensed to date for that prescription drug order. 
(c) The daily hard-copy printout shall be produced within 72 hours of the date on which the prescription drug orders were 

dispensed and shall be maintained in a separate file at the pharmacy. Records of controlled substances shall be readily retrievable 
from records of non-controlled substances. 

(d) Each individual pharmacist who dispenses or refills a prescription drug order shall verify that the data indicated on the daily 
hard-copy printout is correct, by dating and signing such document in the same manner as signing a check or legal document (e.g., 
J.H. Smith, or John H. Smith) within seven days from the date of dispensing. 

(e) In lieu of producing the printout described in paragraphs (b) and (c) of this section, the pharmacy shall maintain a log book 
in which each individual pharmacist using the data processing system shall sign a statement each day, attesting to the fact that the 
information entered into the data processing system that day has been reviewed by him or her and is correct as entered. Such log 
book shall be maintained at the pharmacy employing such a system for a period of two years after the date of dispensing provided, 
however, that the data processing system can produce the hard-copy printout on demand by an authorized agent of the Department 



of Health. If no printer is available on site, the hard-copy printout shall be available within 48 hours with a certification by the 
individual providing the printout, which states that the printout is true and correct as of the date of entry and such information has 

not been altered, amended or modified. 
(f) The prescription department manager and the permit holder are responsible for the proper maintenance of such records and 

responsible that such data processing system can produce the records outlined in this section and that such system is in compliance 
with this subsection. 

(g) Failure to provide the records set out in this section, either on site or within 48 hours for whatever reason, constitutes failure 
to keep and maintain records. 

(h) In the event that a pharmacy which uses a data processing system experiences system downtime, the following is applicable; 
1. An auxiliary procedure shall ensure that refills are authorized by the original prescription drug order and that the maximum 

number of refills has not been exceeded or that authorization from the prescribing practitioner has been obtained prior to dispensing 
a refill; and 

2. All of the appropriate data shall be retained for on-line data entry as soon as the system is available for use again. 
(4) Compounding records. A written record shall be maintained for each batchlsub-batch of a compounded product under the 

provisions of Rule 64B16-27.700, F.A.C. This record shall include: 
(a) Date of compounding. 
(b) Control number for each batchlsub-batch of a compounded product. This may be the manufacture's lot number or new 

numbers assigned by the pharmacist. If the number is assigned by the pharmacist, the pharmacist shall also record the original 
manufacture's lot number and expiration dates. If the original numbers and expiration dates are not known, the pharmacy shall 
record the source and acquisition date of the component. 

(c) A complete formula for the compounded product maintained in a readily retrievable form including methodology and 
necessary equipment. 

(d) A signature or initials of the pharmacist or pharmacy technician performing the compounding. 
(e) A signature or initials of the pharmacist responsible for supervising pharmacy technicians involved in the compounding 

process. 

(0 The name(s) of the manufacturer(s) of the raw materials used. 
(g) The quantity in units of finished products or grams of raw materials. 
(h) The package size and number of units prepared. 
(i) The name of the patient who received the particular compounded product. 
(5) Authorization of additional refills. Practitioner authorization for additional refills of a prescription drug order shall be noted 

as follows: 
(a) On the daily hard-copy printout; or 
(b) Via the CRT display. 
(6) Any other records, policy and procedure manuals, or reference materials which are not specifically required by statute or 

rule to be kept in a hard copy may be kept in a readily retrievable data processing system which complies with the provisions of 
subparagraph (1)(f)1. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.003 (14), 465.022, 465.026, 893.07 FS. History—New 3-16-94, 

Formerly 61F10-28.140, Amended 3-12-9 7, 6-4-97, Formerly 59X-28.140, Amended 10-29-9 7, 6-15-98, 11-11-98, 10-15-01. 

64B16-28.141 Requirements for an Automated Pharmacy System in a Community Pharmacy. 
(1) Definitions. "Automated pharmacy system" means a mechanical system, located within or adjacent to the prescription 

department, that performs operations or activities, other than compounding or administration, relative to storage, packaging, 
dispensing, or distribution of medication, and which collects, controls, and maintains all transaction information. 

(2) General Requirements. A pharmacy may use an automated pharmacy system provided that: 

(a) The pharmacy develops and maintains a policy and procedure manual that includes: 
1. The type or name of the system including a serial number or other identifying nomenclature. 
2. A method to ensure security of the system to prevent unauthorized access. Such method may include the use of electronic 

passwords, biometric identification (optic scanning or fingerprint) or other coded identification. 
3. A process of filling and stocking the system with drugs; an electronic or hard copy record of medication filled into the system 



including the product identification, lot number, and expiration date. 
4. A method of identifying all the registered pharmacy interns or registered pharmacy technicians involved in the dispensing 

process. 
5. Compliance with a Continuous Quality Improvement Program. 
6. A method to ensure that patient confidentiality is maintained. 
7. A process to enable the prescription department manager or designee to revoke, add, or change access at any time. 
(b) The system ensures that each prescription is dispensed in compliance with the definition of dispense and the practice of the 

profession of pharmacy. 
(c) The system shall maintain a readily retrievable electronic record to identifSi all pharmacists, registered pharmacy technicians, 

or other personnel involved in the dispensing of a prescription. 
(d) The system shall provide the ability to comply with product recalls generated by the manufacturer, distributor, or pharmacy. 

The system shall have a process in place to isolate affected lot numbers including an intermix of drug product lot numbers. 
(3) Additional Requirements for Patient Accessed Automated Pharmacy Systems. A pharmacy may use a patient accessed 

automated pharmacy system, provided that: 

(a) Meets the requirements in subsection (2) above. 
(b) The stocking or restocking of a medicinal drug shall only be completed by a Florida pharmacist, except as provided in 

paragraph (c) below. 
(c) If the automated pharmacy system uses removable cartridges or container to store the drug, the stocking or restocking of the 

cartridges or containers may occur at a licensed repackaging facility and be sent to the provider pharmacy to be loaded by personnel 
designated by the pharmacist if: 

1. A Florida pharmacist verifies the cartridge or container has been properly filled and labeled. 
2. The individual cartridge or container is transported to the provider pharmacy in a secure, tamper-evident container. 
3. The automated pharmacy system uses a bar code verification, electronic verification, weight verification, radio frequency 

identification (RFID) or similar process to ensure that the cartridge or container is accurately loaded into the automated pharmacy 
system. 

4. The Florida pharmacist verifying the filling and labeling is responsible if the cartridge or container is stocked or restocked 
incorrectly by the personnel designated to load the cartridges or containers. 

(d) The automated pharmacy system must use at least two separate verifications, such as bar code verification, electronic 
verification, weight verification, radio frequency identification (RFID) or similar process to ensure that the proper medication is 

being dispensed from the automated system. 
(e) The medication shall bear a patient specific label that complies with Rule 64B16-28.108, F.A.C. 

(0 The record of transactions with the patient accessed automated pharmacy system shall be available to authorized agents of 
the Department of Health. The record of transactions shall include: 

1. Name of the patient. 
2. Name, strength, and dosage form of the drug product dispensed. 
3. Quantity of drug dispensed. 
4. Date and time of dispensing. 
5. Name of provider pharmacy. 
6. Prescription number. 
7. Name of prescribing practitioner. 
8. Identity of the pharmacist who approved the prescription or order. 
9. Identity of the person to whom the drug was released. 
(4) The Florida pharmacist responsible for filling, verifying, or loading the automated pharmacy system shall be responsible for 

her or his individual action. 
(5) A prescription dispensed pursuant to the requirements of this rule shall be deemed to have been certified by the pharmacist. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0 18, 465.022 FS. History—New 11-29-04, Amended 12-30-0 7, 1-1-10. 

64B16-28.15O Record Maintenance Systems for Institutional and Animal Shelter Permits. 

Rulemaking Authority 465.005, 465.0155, 465.022, 828.055 FS. Law Implemented 465.022, 465.019, 465.02 6, 893.07, 828.055 FS. History—New 



4-12-95, Formerly 59X-28. 150, Repealed 5-3-05. 

64B16-28.201 Definitions. 

Rulemaking Authority 465.005, 465.022, 465. 022(1)(g) P'S. History—New 12-26-79, Amended 4-28-83, 4-30- 

85, Formerly 215-1 6.01, 215-16.001, Amended 7-31-91, Formerly 215-28.201, 61F10-28.201, 59X-28.201, Repealed 4-5-05. 

64B16-28.202 Closing of a Pharmacy; Transfer of Prescription Files. 
(1) The term "prescription files" as used herein shall mean the drug dispensing records of a pharmacy which shall include all 

orders for drugs or medicinal supplies as defined by Section 465.003(7), F.S., inclusive of dispensing records for medicinal drugs 
listed within the provisions of Section 893.03, F.S., issued by a duly licensed practitioner, which serve to transfer possession of 
medicinal drugs from the pharmacy to the ultimate consumer. 

(2) The term "closing of a pharmacy" as used herein shall mean the cessation or termination of professional and business 
activities within a pharmacy for which a permit has been issued under Chapter 465, F.S. 

(3) Prior to closure of a pharmacy the permittee shall notify the Board of Pharmacy in writing as to the effective date of closure, 
and shall: 

(a) Return the pharmacy permit to the Board of Pharmacy office or arrange with the local Bureau of Investigative Services of 
the Department to have the pharmacy permit returned to the Board of Pharmacy; 

(b) Advise the Board of Pharmacy which permittee is to receive the prescription files; 
(4) On the date of closure of a pharmacy the former permittee shall: 

(a) Physically deliver the prescription files to a pharmacy operating within reasonable proximity of the pharmacy being closed 
and within the same locality. This delivery of prescription files may occur prior to the return of the pharmacy permit to the Board of 
Pharmacy office; and 

(b) Affix a prominent sign to the front entrance of the pharmacy advising the public of the new location of the former 
permittee's prescription files or otherwise provide a means by which to advise the public of the new location of their prescription 
files. 

(5) After the closing of a pharmacy as defined herein, the custody of the prescription files of the pharmacy shall be transferred 
to the new permittee, unless the former permittee and the new permittee inform the Board in writing that custody of the prescription 
files have been or are to be transferred to a pharmacy other than the new permittee. 

(6) A pharmacy receiving custody of prescription files from another pharmacy shall maintain the delivered prescriptions in 

separate files so as to prevent intermingling with the transferee pharmacy's prescription files. 

Rulemaking Authority 465.022 (1) (g) FS. Law Implemented 465.022 (1) (g) FS. History—New 12-26-79, Formerly 215-1 6.02, 215-16.002, Amended 

7-31-91, Formerly 21S-28.202, 61F10-28.202, 59X-28.202, Amended 4-5-05. 

64B16-28.2021 Change of Ownership. 
(1) A pharmacy permit is not transferable. Upon the sale of an existing pharmacy, a new application must be filed. In those 

cases where the permit is held by a corporation, the transfer of all the stock of said corporation to another person or entity does not 
constitute a change of ownership, provided that the initial corporation holding the permit continues to exist. 

(2) A change in ownership (and issuance of a new permit number) requires that new records be started and old records closed. 
The process for closing a pharmacy, including the transfer of prescription files and medicinal drugs, as outlined in Rules 64B 16- 

28.202 and 64B16-28.203, F.A.C., must be followed for the old permit. If the old permit has controlled substances, the new permit 
must record an "opening inventory" for DEA purposes. Both the new permit and the old permit must keep appropriate records for 
two (2) years for the transfer of legend drugs and controlled substances. 

(3) A change in the company or person who leases the building where the permit is housed or a change in the management 
company which contracts with the owner of the permit for the operation of the permit does not constitute a change in ownership. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.003(1 1)(a), 465.018, 465.019, 465.0193, 465. 0196, 465.022(7) FS. History— 

New 4-19-00, Amended 1-2-02, Formerly 64B16-28.1135, Amended 4-5-05. 



64B16-28.203 Transfer of Medicinal Drugs; Change of Ownership; Closing of a Pharmacy. 
Ownership of medicinal drugs, including those medicinal drugs within the provisions of Section 893.03, F.S., may be transferred to 

a new owner upon the change of ownership of a pharmacy, as defined in Rule 64B16-28.2021, F.A.C., or upon the closing of a 

pharmacy, as defined in Rule 64B 16-28.2021, F.A.C. The transferee entity acquiring ownership shall be authorized to prescribe, 
dispense or distribute such drugs. The transferor pharmacy shall provide the Florida Board of Pharmacy with the following 
information: 

(1) The name, address, pharmacy permit number and D.E.A. registration number of the transferor pharmacy. 
(2) The name, address, permit number, D.E.A. registration number (if available), and authorized business activity of the 

transferee entity. 
(3) The date on which the transfer will occur. 
(4) A complete inventory of all medicinal drugs within the provisions of Section 893.03, F.S., as of the date of transfer. If the 

medicinal drug is listed in Schedule II, the transferor shall make an exact count or measure of the contents. If the medicinal drugs are 

listed in Schedule III, IV, or V, the transferor shall make an estimated count or measure of the contents, unless the container holds 
more than 1,000 tablets or capsules, in which case an exact count of the contents shall be made. This inventory shall serve as the 

final inventory of the permittee transferor and the transfer inventory of the transferee entity. The transferor and transferee shall each 
retain a copy of the inventory in their records and shall provide the Board of Pharmacy with a copy of such inventory. Transfer of 
any controlled substance in Schedule II shall require the use of order form, D.E.A. form number 222. 

(5) Unless the permittee-transferor is informed by the Board of Pharmacy or the regional D.E.A. Administrator prior to the date 
on which the transfer was stated to occur, that the transfer may not occur, the permittee-transferor may proceed with the transfer. 

(6) On the date of transfer of the medicinal drugs, all records required to be kept by the permittee-transferor of the transferred 
drugs which are listed in Section 893.03, F.S., shall be transferred to the permittee-transferor. Responsibility for the accuracy of 
records prior to the date of transfer remains with the permittee-transferor, but responsibility for custody and maintenance shall be 
upon the permittee-transferee. It is the responsibility of the permittee-transferor to return all unused Schedule II order forms (D.E.A. 
form no. 222) to the regional D.E.A. office. 

Rulemaking Authority 465.005, 465. 022 (1) (g) FS. Law Implemented 465. 022(1)(g) FS. History—New 12-26-79, Formerly 21S-16. 03, 21S-1 6.003, 

21S-28.203, 61F10-28.203, 59X-28.203, Amended 4-5-05. 

64B16-28.301 Destruction of Controlled Substances Institutional Pharmacies. 
(1) Controlled substances that have been dispensed and not used by the patient shall not be returned to the pharmacy and shall 

be securely stored by the nursing home until destroyed. 
(2) A document must be completed showing the name and quantity of the drug, strength and dosage form, patient's name, 

prescription number and name of the institution. This documentation, at the time of destruction, shall be witnessed and signed by the 
consultant pharmacist, director of nursing, and the administrator or his designee, which may include a licensed physician, 
pharmacists, mid-level practitioner, or nurse. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022, 465.019 FS. History—New 4-21-8 7, Formerly 21S-19.001, Amended 7-31- 

91, Formerly 21S-28.301, 61F10-28.301, Amended 1-30-96, Formerly 59X-28.301, Amended 7-21-09. 

64B16-28.303 Destruction of Controlled Substances All Permittees (excluding Nursing Homes). 
(1) Controlled substances that cannot be retained as usable shall be securely stored in the prescription department of the 

permittee pharmacy until destroyed. 
(2) Permittees are required to complete a United States Drug Enforcement Administration (D.E.A.) Form 41. This form, at the 

time of destruction, shall be witnessed and signed by the prescription department manager or the consultant pharmacist of record and 
D.E.A. agent, or a Department inspector. This method of destruction does not require prior approval from D.E.A., but does require 
that a copy of the completed and witnessed D.E.A. Form 41 be mailed to D.E.A. immediately after destruction. 

(3) Another method of destruction shall be conducted by at least two persons who are either a licensed pharmacist, physician or 
nurse, or a sworn law enforcement officer or any combination thereof, to serve as the witnesses. A copy of the completed D.E.A. 
Form 41 and a letter providing the proposed date of destruction, the proposed method of destruction and the names and titles of the 
proposed witnesses must be received by D.E.A. at least two weeks prior to the proposed date of destruction which shall constitute a 

request for destruction. The drugs may not be destroyed until D.E.A. grants approval of the request for destruction. A copy of the 



completed and witnessed D.E.A. Form 41 shall be mailed to D.E.A. immediately after destruction. 
(4) In lieu of destruction on the premises, controlled substances may also be shipped to reverse distributors for destruction in 

conformity with federal guidelines. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022, 465.018 FS. History—New 4-21-8 7, Formerly 21S-19.003, Amended 7-31- 

91, Formerly 21S-28.303, 61F10-28.303, Amended 1-30-96, Formerly 59X-28.303, Amended 2-5-07, 10-27-09, 2-1-12. 

64B16-28.402 Labels and Labeling of Medicinal Drugs — Community Pharmacy Permit. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1), 465.0255 FS. History—New 7-3-91, Formerly 21S-28.402, Amended 

12-2 7-93, Formerly 6110-28.402, 59X-28.402, Amended 9-1 7-97, Repealed 5-11-05. 

64B16-28.404 Regulation of Daily Operating Hours. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History—New 8-20-65, Amended 5-19-72, Repromulgated 12-18-74, 

Amended 5-6-80, 3-31-81, Formerly 21S-1.24, Amended 7-14-88, Formerly 21S-1.024, Amended 7-31-91, 3-15-92, Formerly 21S-28.404, 

61F10-28.404, Amended 9-21-94, Formerly 59X-28.404, 59X-28.404, Repealed 2-28-0 7. 

64B16-28.404 Regulation of Daily Operating Hours (Repealed). 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History—New 8-20-65, Amended 5-19-72, Repromulgated 12-18-74, 

Amended 5-6-80, 3-31-81, Formerly 21S-1.24, Amended 7-14-88, Formerly 21S-1.024, Amended 7-31-91, 3-15-92, Formerly 21S-28.404, 61F10- 

28.404, Amended 9-21-94, Formerly 59X-28.404, 59X-28.404, Repealed 2-28-0 7. 

64B16-28.450 Centralized Prescription Filling, Delivering and Returning. 
(1) As used herein: 
(a) The term "originating pharmacy" means a pharmacy wherein the prescription which will be filled by the central fill 

pharmacy is initially presented; and 
(b) The term "central fill pharmacy" means a pharmacy which performs centralized prescription filling, delivering, and 

returning for one or more originating pharmacies. 
(2) Pharmacies acting as the central fill pharmacy must be authorized to dispense medications under the provisions of Chapter 

465, F.S., and the rules promulgated thereto. 
(3) A community pharmacy which acts as the central fill pharmacy and which notifies the Board that its pharmacy practice is 

limited only to such practice shall be exempt from the following rules: 
(a) Rule 64B16-28.l035, F.A.C., Patient Consultation Area; 
(b) The signage requirement of subsection 64B16-28.109(l), F.A.C.; and 
(c) Rule 64B16-28.l081, F.A.C., Regulation of Daily Operating Hours. 
(4) All central fill and originating pharmacies engaged in centralized prescription filling shall create and keep current a Policy 

and Procedure Manual which shall: 

(a) Be maintained at the locations of the central fill and originating pharmacies; 
(b) Include the information required in Sections 465 .0265(2)(a)-(f), F.S. 

(5) Delivery of medications. Delivery of medications must be made in a timely manner. The originating and central fill 
pharmacies shall each be identified on the prescription container. 

(a) Delivery by central fill pharmacy to ultimate consumer. A central fill pharmacy may deliver medications for an originating 
pharmacy to the ultimate consumer or the consumer's agent under the following conditions: 

1. The pharmacies are under the same ownership or have a written contract specifying the services to be provided by each 
pharmacy, the responsibilities of each pharmacy, and the manner in which each pharmacy will comply with federal and state laws, 
rules and regulations. 

2. The pharmacies shall have a pharmacist available 40 hours a week, either in person or via two-way communication 
technology, such as a telephone, to provide patient counseling. 

3. The pharmacies shall include a toll-free number that allows the patient to reach a pharmacist for the purposes of patient 
counseling. 



4. The pharmacies shall each be identified on the prescription container label. The originating pharmacy shall be identified with 
pharmacy name and address. The central fill pharmacy may be identified by a code available at the originating pharmacy. 

5. The central fill pharmacy shall only deliver via carrier to the ultimate consumer or the consumer's agent those medications 
which could have been delivered via carrier by the originating pharmacy. 

6. The central fill pharmacy shall not deliver to the ultimate consumer or consumer's agent substances listed as controlled 
substances under Chapter 893, F.S. 

(b) The delivery of a filled prescription by a central fill pharmacy to the ultimate consumer or the consumer's agent pursuant to 

a contract with an originating pharmacy shall not be considered dispensing within the definition set forth in Section 465.003(6), F.S. 

(c) Each pharmacist that performs a specific function within the processing of the prescription shall be responsible for any errors 
or omissions committed by that pharmacist during the performance of that specific fttnction. 

(6) The supplying and receiving pharmacy shall each be identified on the prescription container label. The receiving pharmacy 
shall be identified with pharmacy name and address. The supplying pharmacy may be identified by a code available at the receiving 
pharmacy. Prescription and labeling requirements for pharmacies participating in central prescription filling, delivering and 
returning: 

(a) Prescriptions may be transmitted electronically from an originating pharmacy to a central fill pharmacy including via 
facsimile. The originating pharmacy transmitting the prescription information must: 

1. Write the word "central fill" on the face of the original prescription and record the name, address, and DEA registration 
number if a controlled substance of the originating pharmacy to which the prescription has been transmitted and the name of the 
originating pharmacy's pharmacist transmitting the prescription, and the date of transmittal; 

2. Ensure all the information required to be on a prescription pursuant to Sections 456.0392 and 893.04, F. S., is transmitted to 

the central fill pharmacy either on the face of the prescription or in the electronic transmission of information; 
3. Indicate in the information transmitted the number of refills already dispensed and the number of refills remaining; 
4. Maintain the original prescription for a period of two years from the date the prescription was last refilled. 
5. Keep a record of receipt of the filled prescription, including the date of receipt, the method of delivery (private, common or 

contract carrier) and the name of the originating pharmacy's employee accepting delivery. 
(b) The central fill pharmacy receiving the transmitted prescription must: 

1. Keep a copy of the prescription if sent via facsimile, or an electronic record of all the information transmitted by the 
originating pharmacy, including the name, address, and DEA registration number, if a controlled substance, of the originating 
pharmacy transmitting the prescription; 

2. Keep a record of the date of receipt of the transmitted prescription, the name of the licensed pharmacist filling the 
prescription, and dates of filling or refilling of the prescription; 

3. Keep a record of the date the filled prescription was delivered to the originating pharmacy and the method of delivery 
(private, common or contract carrier). 

4. A central fill pharmacy's pharmacist filling a written or emergency oral prescription for a controlled substance listed in 

Schedule II shall affix to the package a label showing the date of filling, the receiving pharmacy's name and address, a unique 
identifier (i.e. the supplying pharmacy's DEA registration number) indicating the prescription was filled at the central fill pharmacy, 
the serial number of the prescription, the name of the patient, the name of the prescribing practitioner, and directions for use and 
cautionary statements, if any, contained in such prescription or required by law. 

Rulemaking Authority 465.005, 465.0265 FS. Law Implemented 465.0030 6), 465.0265 FS. History—New 9-23-03, Amended 7-27-04, 4-28-08. 

64B16-28.451 Pharmacy Common Database. 
(1) A pharmacy licensed under this chapter may perform prescription drug processing for other pharmacies, provided that all 

pharmacies are under common ownership, utilize a common database, and are properly licensed, permitted or registered in this state 
or another state. Nothing in this subsection shall prohibit a pharmacist employee of said pharmacies who is licensed in Florida or in 
another state from remotely accessing the pharmacy's electronic database from outside the pharmacy in order to process 
prescriptions, provided the pharmacy establishes controls to protect the privacy and security of confidential records. 

(2) Prescription drug processing shall include the following: 
(a) Receiving, interpreting, or clarifying a prescription; 
(b) Entering prescription data into the pharmacy's record; 



(c) Verifying or validating a prescription; 
(d) Performing prospective drug review as defined by the Board; 
(e) Obtaining refill and substitution authorizations; 
(f) Interpreting or acting on clinical data; 

(g) Performing therapeutic interventions; 
(h) Providing drug information concerning a patient's prescription; and 
(i) Providing patient counseling. 
(3) Each pharmacist that performs a specific ffinction within the prescription drug processing process via use of a common 

database shall be responsible for any errors or omissions committed by that pharmacist during the performance of that specific 
fttnction. 

(4) Each pharmacy performing prescription drug processing pursuant to this section must maintain a policy and procedure 
manual, which shall be made available to the Board or its agent upon request. The policy and procedures manual shall include the 
following information: 

(a) A description for how each pharmacy will comply with federal and state laws, rules and regulations; 
(b) The procedure for maintaining appropriate records to identifSi the pharmacies and pharmacists responsible for the 

prescription drug processing and dispensing of the prescription; 
(c) The policy and procedure for providing adequate security to protect the confidentiality and integrity of patient information; 

and 
(d) The procedure to be used by the pharmacy in implementing and operating a quality assurance program designed to 

objectively and systematically monitor, evaluate, and improve the quality and appropriateness of patient care. 

(5) The prescription drug processing of a prescription by one pharmacy for another pursuant to this section shall not be 
construed as the transferring of a prescription as set forth in Section 465.026, F.S. 

(6) In addition to all record requirements of Rule 64B16-28.140, F.A.C., all pharmacies participating in prescription drug 
processing, shall maintain appropriate records which identify, by prescription, the name(s), initials, or identification code(s) of each 
pharmacist or registered pharmacy technician who performs a processing fhnction for a prescription. Such records shall be 
maintained: 

(a) Separately by each pharmacy and pharmacist; or 
(b) In a common electronic file, as long as the records are maintained in such a manner that the data processing system can 

produce a printout which lists the functions performed by each pharmacy, pharmacist, registered pharmacy intern and registered 
pharmacy technician. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0266 FS. History—New 3-24-08, Amended 1-1-10. 

64B16-28.5O1 Institutional Permit — Consultant Pharmacist of Record. 
Each facility holding a Class I, a Class II, or a Modified Class II Institutional permit shall designate a consultant pharmacist of 
record to ensure compliance with the laws and rules governing the permit. The Board office shall be notified in writing within 10 

days of any change in the consultant pharmacist of record. The consultant pharmacist of record for a Class I, Modified Class II, or a 

Special ALF permit shall conduct Drug Regimen Reviews as required by Federal or State law, inspect the facility and prepare a 

written report to be filed at the permitted facility at least monthly. In addition, the consultant pharmacist of record must monitor 
monthly the facility system for providing medication administration records and physician order sheets to ensure that the most 
current record of medications is available for the monthly drug regimen review. The consultant pharmacist of record may utilize 
additional consultant pharmacists to assist in this review and or in the monthly facility inspection. 

Rulemaking Authority 465.005, 465.0125, 465.022 FS. Law Implemented 465.0125, 465.019, 465.022 FS. History—New 7-18-94, Formerly 61F10- 

28.50 1, 59X-28.501, Amended 1-2-02, 12-30-0 7. 



64B16-28.502 Class I Institutional Permit and Class II Institutional Permit — Labels and Labeling of Medicinal Drugs 
for Inpatients of a Nursing Home. 

(1) The label affixed to a container used in conventional dispensing to a Class I Institutional permit or a Class II Institutional 
permit which, within the scope of its practice, services only the inpatients of a nursing home as defined by Section 400.02 1(5), F.S., 
shall contain at least the following information: 

(a) The name of and address of the pharmacy; 
(b) The name of the prescriber; 
(c) The name of the patient; 
(d) The date of the original filling or the refill date; 
(e) The prescription number or other prescription identification adequate to readily identify the prescription; 
(f) The directions for use; 

(g) The name of the medicinal drug dispensed (except where the health care practitioner prescribing the drug specifically 
denotes that the name is to be withheld). 

(h) The quantity of the drug in the container. 
(2) The label affixed to a container used in dispensing substances listed in any of the schedules appearing in Chapter 893, F.S., 

in regard to conventional dispensing shall contain at least the following information: 
(a) All of the information required by subsection (1) of this rule; 
(b) The number of the prescription as recorded in the prescription files of the pharmacy in which it is filled; and 

(c) A clear, concise warning that it is a crime to transfer the controlled substance to any person other than the patient for whom 
prescribed. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0220) FS. History—New 7-31-91, Amended 10-1-92, Formerly 21S-28.502, 

61F10-28.502, 59X-28.502, Amended 8-16-JO. 

64B16-28.503 Transmission of Starter Dose Prescriptions for Patients in Class I Institutional or Modified II B Facilities. 
(1) Definitions. 
(a) "Vendor pharmacy" means a community pharmacy or special closed system pharmacy which has a contract to dispense a 

medicinal drug to a patient in a facility holding a Class I Institutional Permit or Modified II B Permit. 
(b) "Starter dose pharmacy" means a pharmacy that dispenses a medicinal drug pursuant to a starter dose prescription to a 

patient in a facility served by the vendor pharmacy. 
(c) "Starter dose prescription" means a prescription transmitted by a vendor pharmacy to a starter dose pharmacy for the 

purpose of initiating drug therapy for a patient in a facility served by the vendor pharmacy. 
(2) A vendor pharmacy may transmit a starter dose prescription to a starter dose pharmacy if the vendor pharmacy: 
(a) Has written authorization from the facility to utilize a starter dose pharmacy. 
(b) Has a written contract with the starter dose pharmacy. 
(c) Has written authorization from a prescribing practitioner to act as the practitioner's agent for the purpose of transmitting a 

starter dose prescription. 
(d) Possess a valid prescription from the prescribing practitioner prior to transmitting the starter dose prescription. 
(e) Maintains a record of each starter dose prescription. 
(f) Maintains a policy and procedure manual that references starter dose prescriptions. 
(3) A starter dose pharmacy may dispense a medicinal drug pursuant to a starter dose prescription for a patient in a facility that 

holds a Class I Institutional Permit or Modified II B Permit if the starter dose pharmacy: 
(a) Has a written contract with the vendor pharmacy. 
(b) Maintains a record of each starter dose prescription. 
(c) Maintains a policy and procedure manual that references starter dose prescriptions. 
(4) The contract between a vendor pharmacy and a prescribing practitioner shall: 

(a) Be in writing. 
(b) Identify each facility served by the vendor pharmacy for which the authorization is valid. 
(c) Authorize the vendor pharmacy to transmit, as an agent of the practitioner, a starter dose prescription to a starter dose 

pharmacy. 



(d) Be on file at the vendor pharmacy, at the facility served by the vendor pharmacy, and with the prescribing practitioner. 
(e) Be available for inspection by agents of the Department of Health or the Board of Pharmacy. 
(5) The contract between the vendor pharmacy and the starter dose pharmacy shall: 

(a) Be in writing. 
(b) Identify each facility served by the vendor pharmacy. 
(c) Assign the responsibility for prospective drug use review required by Rule 64B16-27.810, F.A.C., to the vendor pharmacy. 
(d) Assign the responsibility for patient counseling required by Rule 64B16-27.820, F.A.C., to the vendor pharmacy. 
(e) Be referenced in the Policy and Procedure Manual of the vendor pharmacy and of the starter dose pharmacy. 
(f) Be updated as necessary to identify facilities or practitioners. 
(g) Be on file at the vendor pharmacy, at the starter dose pharmacy, and at the facility. 
(h) Be available for inspection by authorized agents of the Department of Health and the Board of Pharmacy. 
(6) A record of each starter dose prescription shall be: 

(a) Readily retrievable. 
(b) Maintained for two years. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.018, 465.019, 465.022 FS. History—New 11-29-04. 

64B16-28.602 Institutional Class II Dispensing. 
(1) Pharmaceutical preparations which are administered to patients of a hospital by the personnel of such institution shall only 

be taken from the original container, or from a container which has been prepared by a Florida licensed pharmacist. Only single 
doses of such preparations shall be removed from the container, and then only after the preparation has been prescribed for a specific 
patient, and the order has been duly recorded upon the records of the institution. This requirement shall not apply to nor be construed 
as preventing the administration of treatment in bona fide emergency cases, or further as prohibiting any person who is a duly 
licensed physician from dispensing medicinal drugs as defined in Chapter 465, F.S. A single dose of medicinal drugs based upon a 

valid physician's drug order may also be obtained and administered under the supervision of the nurse in charge consistent with 
good institutional practice procedures as established by the consultant pharmacist of record and written in the policy and procedure 
manual which shall be available within the pharmacy. 

(2) A Class II institutional pharmacy may contract with a Special Parenteral/Enteral Extended Scope pharmacy for the 
pharmacy services provided for by Rule 64B16-28.860, F.A.C. 

(a) Special Parenteral/Enteral Extended Scope pharmacies and institutional pharmacy permits shall create and comply with 
Policy and Procedure Manuals that delineate duties and responsibilities of each entity, including the following provisions: 

1. The institutional pharmacy permit shall maintain records appropriate to ensure the provision of proper patient care. 
2. The institutional pharmacy permit designee shall inspect and log in all medicinal drugs provided by the Special 

Parenteral/Enteral Extended Scope pharmacy. 
3. A pharmacist for the institutional pharmacy shall provide drug utilization review and shall review each prescription order 

prior to transmission to the Special Parenteral/Enteral Extended Scope pharmacy. 
(b) Such Policy and Procedure manuals shall be made available to the Board or Department upon request. 
(c) Prior to contracting for such services the institutional pharmacy shall ensure that the Special Parenteral/Enteral Extended 

Scope pharmacy is licensed under the provisions of Rule 64B16-28.860, F.A.C. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.019(2ftb), 465.0196, (1) FS. History—Amended 5-19-72, 

Repromulgated 12-18-74, Amended 10-10-78, Formerly 21S-1.11, 21S-1.011, Amended 7-31-91, Formerly 21S-28.602, 61F10-28.602, Amended 9- 

4-96, Formerly 59X-28.602, Amended 8-1 6-1 0. 

64B16-28.6021 Institutional Class II Pharmacy Emergency Department Dispensing. 
(1) Individuals licensed to prescribe medicinal drugs in this state may dispense from the emergency department of a hospital 

holding a class II institutional pharmacy permit. Such dispensing must meet the requirements provided in Section 465.0 19(4), F.S., 
and this section. 

(2) The following records of prescribing and dispensing must be created by the prescriber/dispenser and maintained by the 
consultant pharmacist of record within the facility; 

(a) Patient name and address. 



(b) Drug and strength prescribed/dispensed. 
(c) Quantity prescribed/dispensed. 
(d) Directions for use. 
(e) Prescriber/dispenser. 
(f) Prescriber DEA registration, if applicable. 

(g) Reason community pharmacy services were not readily accessible. 
(3) Labeling of the prescription container must meet the requirements of Section 465.0276, F.S. 

(4) Quantity dispensed must not exceed a 24-hour supply or the minimal dispensable quantity, whichever is greater. 

Rulemaking Authority 465.005, 465.019(4), 465.022 FS. Law Implemented 465. 019(2)(b), (4), 465.0196, 465.022(1) FS. History—New 9-20-99, 

Amended 8-16-10. 

64B16-28.603 Class II Institutional Pharmacy Operating Hours. 
Any person who receives a Class II Institutional permit pursuant to Section 465.019, F.S., and commences to operate such a 

pharmacy shall, for the benefit of the institutions' patients' health and welfare, keep the pharmacy of the establishment open for a 

sufficient number of daily operating hours required to provide adequate and quality pharmaceutical services to the patients of said 
institution. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.022(1) FS. History—New 7-31-91, Formerly 21S-28. 603, 61F10-28. 603, 59X- 

28.603. 

64B16-28.604 Class II Institutional Pharmacy Department Security. 
The pharmacy department shall be considered closed whenever a Florida licensed pharmacist is not present and on duty. At all times 
when the pharmacy department is closed, either because of the absence of a Florida licensed pharmacist or for any other reason, it 

shall be secured to prevent access. When the pharmacy department is closed, no person other than a Florida licensed pharmacist 
shall enter, except as authorized by subsection 465.019(2)(b), F.S., and Rule 64Bl6-28.602, F.A.C. 

Rulemaking Authority 465.005, 465.022(1), 465.019 FS. Law Implemented 465.019, 465.022(1) FS. History—New 9-21-94, Formerly 59X-28. 604. 

64B16-28.605 Class II Institutional Pharmacies Automated Distribution and Packaging. 
(1) Definitions. 
(a) "Automated medication system" means a robotic, mechanical or computerized device that is not used for medication 

compounding and is designed to: 

1. Distribute medications in a licensed health care facility; or 
2. Package medications for final distribution by a pharmacist. 
(b) "Centralized automated medication system" means an automated medication system located in a pharmacy department from 

which medication is distributed or packaged for final distribution by a pharmacist. 
(c) "Decentralized automated medication system" means an automated medication system that is located outside of a pharmacy 

department but within the same institution. 
(d) "Distribute" or "Distribution" means the process of providing a drug to an individual authorized to administer medications 

and licensed as a health care provider in the state of Florida pursuant to an order issued by an authorized prescriber. 
(e) "Medication" means a medicinal drug or proprietary preparation. 
(f) "Override medication" means a single dose of medication that may be removed from a decentralized automated medication 

system prior to pharmacist review because a practitioner licensed pursuant to Chapter 458, 459 or 466, F.S., determined that the 
clinical status of the patient would be significantly compromised by delay. 

(g) "Low risk override medication" is a medication determined by a practitioner licensed pursuant to Chapters 458, 459, or 466, 
F.S., to have a low risk of drug allergy, drug interaction, dosing error, or adverse patient outcome, and may be removed from a 

decentralized automated medication system independent of a pharmacist's review of the medication order or clinical status of the 

patient. 
(h) "Physician controlled medication" is medication distributed in an environment where a practitioner controls the order, 

preparation and administration of the medication. 



(2) General Requirements for the Use of Automated Medication Systems. 
(a) The consultant pharmacist of record shall be responsible for: 

1. Maintaining a record of each transaction or operation; 
2. Controlling access to the system; 
3. Maintaining policies and procedures for; 

a. Operation of the automated medication system; 
b. Training personnel who use the automated medication system; 
c. Maintaining patient services whenever the automated medication system is not operating; and 
d. Defining a procedure for a pharmacist to grant or deny access to the medication in the system. 
4. Security of the system; 
5. Assuring that a patient receives the pharmacy services necessary for good pharmaceutical care in a timely manner; 
6. Assuring that the system maintains the integrity of the information in the system and protects patient confidentiality; 
7. Establishing a comprehensive Quality Assurance program; 
8. Establishing a procedure for stocking or restocking the automated medication system; and 
9. Ensuring compliance with all requirements for packaging and labeling. 
(b) A pharmacist shall perform prospective drug use review and approve each medication order prior to administration of a 

medication except an override medication, a low risk override medication or a physician controlled medication. 
(c) A pharmacist shall perform retrospective drug use review for an override medication. 
(3) Multidisciplinary Committee for Decentralized Automated Medication Systems. 
(a) The consultant pharmacist of record shall convene or identify a multidisciplinary committee, which is charged with 

oversight of the decentralized automated medication system. 
(b) The Multidisciplinary Committee shall: 
1. Include at least one pharmacist; 
2. Establish the criteria and process for determining which medication qualifies as an override medication or a low risk override 

medication in a decentralized automated medication system; 
3. Develop policies and procedures regarding the decentralized automated medication system; and 
4. Have its decisions reviewed and approved by the consultant pharmacist of record. 
(4) Stocking or Restocking of a Decentralized Automated Medication System. 
(a) Medications in a decentralized Automated Medication System shall be stocked or restocked by a pharmacist, registered 

pharmacy intern, or by a registered pharmacy technician supervised by a pharmacist. 
(b) The stocking or restocking of a decentralized automated medication system shall follow one of the following procedures to 

assure correct medication selection: 
1. A pharmacist shall conduct a daily audit of medications placed or to be placed into an automated medication system that 

includes random sampling. 
2. A bar code verification, electronic verification, or similar verification process shall be utilized to assure correct selection of 

medication placed or to be placed into an automated medication system. The utilization of a bar code, electronic, or similar 
verification technology shall require an initial quality assurance validation followed by a monthly quality assurance review by a 

pharmacist. 
(5) Centralized Automated Medication Systems. A pharmacist utilizing a centralized medication system may distribute patient 

specific medications within the licensed health care facility without checking each individual medication selected or packaged by the 
system, if: 

(a) The initial medication order has been reviewed and approved by a pharmacist; and 
(b) The medication is distributed for subsequent administration by a health care professional permitted by Florida law to 

administer medication; and 
(c) A bar code verification, electronic verification, or similar verification process shall be utilized to assure correct selection of 

medication placed or to be placed into an automated medication system. The utilization of a bar code, electronic verification, or 
similar verification technology shall require an initial quality assurance validation, followed by monthly quality assurance review by 
a pharmacist. 



(6) Quality Assurance Program. The consultant pharmacist of record shall be responsible for establishing a quality assurance 
program for the automated medication system. The program shall provide for: 

(a) Review of override and low risk override medication utilization; 
(b) Investigation of a medication error related to the automated medication system; 
(c) Review of a discrepancy or transaction reports and identifSi patterns of inappropriate use or access; 
(d) Review of the operation of the system; 

(e) Integration of the automated medication system quality assurance program with the overall continuous quality improvement 
of the pharmacy as defined in Rule 64B16-27.300, F.A.C.; and 

(f) Assurance that individuals working with the automated medication system receive appropriate training on the operation of 
the system and procedures for maintaining pharmacy services when the system is not in operation. 

(7) Record Keeping. 
(a) The consultant pharmacist of record shall maintain records related to the automated medication system in a readily 

retrievable manner. 
(b) The following records shall be maintained for at least 60 days: 

1. Daily audits of stocking or restocking, if applicable; 
2. Daily audits for the output of centralized automated medication system, if applicable; and 
3. Transaction records for all non-controlled medications or devices distributed by the automated medication system. 
(c) The following records shall be maintained for at least two (2) years: 
1. Any report or analysis generated as part of the quality assurance program; 
2. A report or database related to access to the system or any change in the access to the system or to medication in the system; 

and 
3. Transaction records from the automated medication system for all controlled substances dispensed or distributed. 
(8) Compliance. The consultant pharmacist of record shall assure compliance with all requirements of Chapter 465, F.S., and the 

rules of Chapter 64B16, F.A.C. 
(9) Security. A decentralized automated medication system that contains controlled substances shall prohibit simultaneous 

access to multiple drug entities, drug strengths, or dosage forms of controlled substances, unless otherwise contained in labeled 
patient-specific form. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.019, 465.022, 465.0235, 465.026 FS. History—New 4-22-07, 

Amended 1-1-JO. 

64B16-28.606 Remote Medication Order Processing for Class II Institutional Pharmacies. 
(1) Definitions. 
(a) "Remote Medication Order Processing" includes any of the following activities performed for a Class II Institutional 

Pharmacy from a remote location: 
1. Receiving, interpreting, or clarifying medication orders. 
2. Entering or transferring medication order data. 

3. Performing prospective drug use review. 
4. Obtaining substitution authorizations. 
5. Interpreting and acting on clinical data. 
6. Performing therapeutic interventions. 
7. Providing drug information. 
8. Authorizing the release of a medication for administration. 
(b) "Medication" means a medicinal drug or proprietary preparation. 
(c) "Prospective drug use review" means an evaluation of medication orders and patient medication records for: 

1. Over-utilization or under-utilization of medication. 
2. Therapeutic duplication of medication. 
3. Drug-disease contraindications. 
4. Drug interactions. 
5. Incorrect drug dosage or duration of drug treatment. 



6. Clinical abuse or misuse of medication. 
(2) General requirements. 
(a) All pharmacists participating in remote medication order processing shall be Florida licensed pharmacists. 
(b) A Class II Institutional pharmacy may utilize remote medication order processing if the pharmacist performing the remote 

medication order processing has access to sufficient patient information necessary for prospective drug use review and approval of 
medication orders. 

(c) A pharmacist shall perform the final check of a medication order. 
(d) If the pharmacist performing remote order processing is not an employee of the Class II Institutional pharmacy, the Class II 

Institutional pharmacy must have a written agreement or contract with the pharmacist or entity employing the pharmacist. The 
written agreement or contract shall: 

1. Outline the services to be provided. 
2. Delineate the responsibilities of each party including compliance with federal and state laws and regulations governing the 

practice of pharmacy as well as state and federal medical privacy requirements. 
3. Require that the parties adopt a policies and procedures manual. 
4. Provide that the parties have access to or share a common electronic file such that the pharmacist performing remote 

medication order processing has sufficient patient information necessary for prospective drug use review and approval of medication 
orders. 

(3) Policy and Procedures. A policy and procedures manual shall: 

(a) Be accessible to each party involved in remote medication order processing. 
(b) Be available for inspection by the Board or an authorized agent of the Department. 
(c) Outline the responsibilities of each party involved in remote medication order processing. 
(d) Include a current list of the name, address, telephone number, and license number of each pharmacist involved in remote 

medication order processing. 
(e) Include policies and procedures for: 

1. Protecting the confidentiality and integrity of patient information. 
2. Ensuring that a pharmacist performing prospective drug use review has access to appropriate drug information resources. 
3. Ensuring that medical and nursing staff understand how to contact a pharmacist. 
4. Maintaining records to identify the name, initials, or identification code of each person who performs a processing fttnction 

for a medication order. 
5. Complying with federal and state laws and regulations. 
6. Operating or participating in a continuous quality improvement program for pharmacy services designed to objectively and 

systematically monitor and evaluate the quality and appropriateness of patient care, pursue opportunities to improve patient care, and 
resolve identified problems. 

7. Reviewing the written policies and procedures and documenting the review every year. 
(4) Records. 
(a) A Class II Institutional Pharmacy involved in remote medication order processing shall maintain a record that identifies the 

name, initials, or identification code of each person who performed a processing fhnction for every medication order. The record 
shall be available by medication order or by patient name. 

(b) The record may be maintained in a common electronic file if the record is maintained in such a manner that the data 
processing system can produce a printout which identifies every person who performed a processing function for a medication order. 

(c) The record shall be readily retrievable for at least the past two (2) years. 

(d) The record shall be available for inspection by the Board or an authorized agent of the Department. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.019, 465.022, 465.026 FS. History—New 11-29-04. 

64B16-28.607 Automated Pharmacy System — Long Term Care, Hospice, and Prison. 
(1) Definitions. 
(a) "Automated pharmacy system" means a mechanical system that performs operations or activities, other than compounding 

or administration, relative to the storage, packaging, counting, labeling, and delivery of a medicinal drug, and which collects, 
controls, and maintains a record of each transaction. 



(b) "Provider pharmacy" means a pharmacy that provides pharmacy services by using an automated pharmacy system at a 

remote site. 

(c) "Remote site" means a long term care facility or hospice licensed under Chapter 400, F.S., or a state correctional institution 
operated under Chapter 944, F.S., that is not located at the same location as the provider pharmacy, at which pharmacy services are 

provided using an automated pharmacy system. 
(d) "Controlled substance" means a substance listed in Chapter 893, F.S., or 21 CFR Part 1308. 

(2) Provider Pharmacy Requirements. 
(a) A provider pharmacy may provide pharmacy services to a long term care facility or hospice licensed under Chapter 400, 

F.S., or a state correctional institution operated under Chapter 944, F.S., through the use of an automated pharmacy system. 
(b) An automated pharmacy system shall only be used to provide pharmacy services to an inpatient or a resident of the remote 

site. 

(c) Supervision of the automated pharmacy system shall be the responsibility of a Florida pharmacist employed by the provider 
pharmacy. 

(d) Every medicinal drug stored in the automated pharmacy system shall be owned by the provider pharmacy. 
(e) An automated pharmacy system shall be under the supervision of a pharmacist employed by the provider pharmacy. The 

pharmacist need not be physically present at the remote site if the system is supervised electronically. 
(f) A provider pharmacy shall have policies and procedures to ensure adequate security. 
(3) Prescription Department Manager Requirements. 
(a) The prescription department manager shall ensure that the automated pharmacy system complies with Chapter 893, F.S., and 

21 C.F.R., relating to the regulation of controlled substances, for each automated pharmacy system that contains a controlled 
substance. 

(b) The prescription department manager shall ensure that the use of an automated pharmacy system does not compromise 
patient confidentiality. 

(c) The prescription department manager or a designee shall: 
1. Authorize or deny access to the data from an automated pharmacy system or to a drug stored inside the automated pharmacy 

system. 
2. Document the training of each person who has access to the data from an automated pharmacy system or to a drug stored 

inside the automated pharmacy system. 
(4) Automated Pharmacy System Requirements. 
(a) A medicinal drug stored in bulk or unit-of-use in an automated pharmacy system is part of the inventory of the provider 

pharmacy and is not part of the inventory of any other pharmacy permit for the facility. 
(b) A medicinal drug may be removed from an automated pharmacy system for administration to a patient only after a 

prescription or order has been received and approved by a pharmacist at the provider pharmacy. This provision does not apply to a 

medication designated as an emergency medication if the automated pharmacy system is also used as an emergency medication kit 
in compliance with Section 400.142, F.S. and Rule 59A-4.112, F.A.C. 

(c) A pharmacist at the provider pharmacy shall control all operations of the automated pharmacy system and approve release of 
the initial dose of a prescription or order. A subsequent dose from an approved prescription or order may be released without 
additional approval of a pharmacist. However, any change made in a prescription or order shall require a new approval by a 

pharmacist to release the drug. 
(d) A pharmacist at the provider pharmacy shall comply with the patient record requirements in Rule 64B16-27.800, F.A.C., 

and prospective drug use review requirements in Rule 64B16-27.810, F.A.C., for every medicinal drug delivered through an 
automated pharmacy system. 

(e) If the facility where pharmacy services are being provided maintains a medication administration record that includes 
directions for use of the medication, a unit dose medication may be utilized if the provider pharmacy or the automated pharmacy 
system identifies and records the dispensing pharmacy, the prescription or order number, the name of the patient, and the name of 
the prescribing practitioner for each medicinal drug delivered. 

(f) Stocking or Restocking of an Automated Pharmacy System. 
1. The stocking or restocking of a medicinal drug in an automated pharmacy system at the remote site shall be completed by a 

pharmacist or other licensed personnel, except as provided in subparagraph 2. below of this section. 



2. If the automated pharmacy system uses removable cartridges or containers to store the drug, the stocking or restocking of the 
cartridges or containers may occur at the provider pharmacy and be sent to the remote site to be loaded by personnel designated by 
the pharmacist if: 

a. A pharmacist verifies the cartridge or container has been properly filled and labeled. 
b. The individual cartridge or container is transported to the remote site in a secure, tamper-evident container. 
c. The automated pharmacy system uses bar code verification, electronic verification, or similar process to assure that the 

cartridge or container is accurately loaded into the automated pharmacy system. 

(g) A medicinal drug that has been removed from the automated pharmacy system shall not be replaced into the system unless a 

pharmacist has examined the medication, the packaging, and the labeling and determined that reuse of the medication is appropriate. 
(h) Medication to be returned to the provider pharmacy's stock shall meet the requirements of Rule 64B16-28.118, F.A.C. 
(5) Security Requirements. 
(a) If a provider pharmacy intends to store a controlled substance in an automated pharmacy system: 
1. It shall maintain a separate DEA registration for each remote site at which a controlled substance is stored. 
2. It may utilize one DEA registration to include multiple automated pharmacy systems located at a single address. 
(b) A provider pharmacy shall only store a medicinal drug at a remote site within an automated pharmacy system which is 

locked by a mechanism that prevents access to a drug or to data by unauthorized personnel. 
(c) Access to the drugs shall be limited to a pharmacist or a registered pharmacy technician employed by the provider pharmacy 

or licensed personnel in the facility or institution who are authorized to administer medication. 
(d) An automated pharmacy system that contains a controlled substance shall prohibit simultaneous access to multiple drug 

entities, drug strengths, or dosage forms of controlled substances. 
(6) Emergency medication. If an automated pharmacy system is utilized for both a medication ordered for a specific patient and 

an emergency medication for which the review of a pharmacist is not required: 
(a) The emergency medication shall be stored separately from other patient medications. 
(b) The record shall identify the storage location from which the medication was released. 
(c) The record shall include the name of the medication, the patient, the prescriber, the person who accessed the automated 

pharmacy system, and the date and time of the release. 
(7) Record Keeping Requirements. 
(a) The record of transactions with the automated pharmacy system shall be maintained in a readily retrievable manner. 
(b) The record shall be available to an authorized agent of the Department of Health or the Board of Pharmacy. 
(c) The record shall include: 
1. Name or identification of the patient or resident. 
2. Name, strength and dosage form of the drug product released. 
3. Quantity of drug released. 
4. Date and time of each release of a drug. 
S. Name of provider pharmacy. 
6. Prescription number or order number. 
7. Name of prescribing practitioner. 
8. Identity of the pharmacist who approved the prescription or order. 
9. Identity of the person to whom the drug was released. 
(d) A record of every transaction with the automated pharmacy system shall be maintained for two (2) years. 

Rulemaking Authority 465.005, 465.0155, 465.022 FS. Law Implemented 465.019, 465.022, 465.0235 'S. History—New 4-22-0 7, Amended 1-1-10. 

64B16-28.702 Modified Class II Institutional Pharmacies. 
(1) Modified Class II Institutional Pharmacies are those Institutional Pharmacies which provide specialized pharmacy services 

restricted in scope of practice and designed to provide certain health care pharmacy services that are not generally obtainable from 
other pharmacy permittees. These specialized institutional pharmacy practices are generally identifiable with short-term or primary 
care treatment modalities in entities such as primary alcoholism treatment centers, free-standing emergency rooms, rapid inlout 
surgical centers, certain county health programs, and correctional institutions. Medicinal drugs may not be administered, except to 

patients of the institution for use on the premises of the institution, in any facility which has been issued a Modified Class II 



Institutional Pharmacy Permit. All medicinal drugs as defined by Section 465.003(7), F.S., which are stocked in these pharmacies 
are only to be administered on premises as defined by Section 465.003(1), F.S., to inpatients on an inpatient or in-program basis. In- 

program patients are defined as those patients who have met program admission criteria required by the institution. 
(2) Modified Class II Institutional Pharmacies are categorized according to the type of specialized pharmaceutical delivery 

system utilized and the following criteria (Categories are designated as Type "A", Type "B" and Type "C"): 
(a) The type of the medicinal drug delivery system utilized at the facility, either a patient-specific or bulk drug system, and, the 

quantity of the medicinal drug formulary at the facility, 
(b) Type "A" Modified Class II Institutional Pharmacies provide pharmacy services in a facility which has a formulary of not 

more than 15 medicinal drugs, excluding those medicinal drugs contained in an emergency box, and in which the medicinal drugs 
are stored in bulk and in which the consultant pharmacist shall provide on-site consultations not less than once every month, unless 
otherwise directed by the Board afier review of the policy and procedure manual. 

(c) Type "B" Modified Class II Institutional Pharmacies provide pharmacy services in a facility in which medicinal drugs are 

stored in the facility in patient specific form and in bulk form and which has an expanded drug formulary, and in which the 
consultant pharmacist shall provide on-site consultations not less than once per month, unless otherwise directed by the Board after 
review of the policy and procedure manual. 

(d) Type "C" Modified Class II Institutional Pharmacies provide pharmacy services in a facility in which medicinal drugs are 

stored in the facility in patient specific form and which has an expanded drug formulary, and in which the consultant pharmacist 
shall provide on-site consultations not less than once per month, unless otherwise directed by the Board after review of the policy 
and procedure manual. 

(3) All Modified Class II Institutional Pharmacies shall be under the control and supervision of a certified consultant 
pharmacist. 

(4) The consultant pharmacist of record for the Modified Class II Institutional Pharmacy shall be responsible for establishing a 

written protocol and a policy and procedure manual for the implementation of a drug delivery system to be utilized and the 
requirements of this rule. 

(5) A copy of the permittee's policy and procedure manual as provided herein shall accompany the permit application. The 
original policy and procedure manual shall be kept within the Modified Class II Institutional Pharmacy and shall be available for 
inspection by the Department of Health. 

(6) Drugs as defined in Section 465 .003(7), F.S., stocked in Modified Class II Institutional Pharmacies, Type "A" and Type "B" 
as provided herein, shall be those drugs generally utilized in the treatment modalities encompassed within the health care scope of 
the particular institutional care entity. The protocol and the policy and procedure manual for Type "A" and Type "B" Modified Class 
II Institutional Pharmacies shall contain definitive information as to drugs and strengths thereof to be stocked. 

(a) The policy and procedure manual of facilities which are issued Type A Modified Class II Institutional Permits shall provide 
the following: 

1. Definitive information as to drugs and strengths to be stored. 
2. The establishment of a Pharmacy Services Committee which shall meet at least annually. 
3. Provisions for the handling of the emergency box including the utilization of separate logs for recordkeeping. 
4. Provisions for the secure ordering, storage and recordkeeping of all medicinal drugs at the facility. 
5. Provisions for the utilization of proof-of-use forms for all medicinal drugs within the facility. 
6. A diagram of the facility and the security and storage of the medicinal drugs. 
7. Provisions for maintaining the records of consultations for not less than two (2) years at the facility which shall be stored on- 

site and available for inspection by the Department of Health. 
(b) The policy and procedure manual of facilities which are issued Type B Modified Class II Institutional Permits shall provide 

the following: 
1. The establishment of a Pharmacy Services Committee which shall meet at least annually. 
2. Provisions for the handling of the emergency box including the utilization of separate logs for recordkeeping. 
3. Provisions for the secure ordering, storage and recordkeeping of all medicinal drugs at the facility. 
4. Provisions for the utilization of a perpetual inventory system for all controlled substances, injectables and other medicinal 

drugs as required by the Pharmacy Services Committee. 
5. A diagram of the facility and the security and storage of the medicinal drugs. 



6. Provisions for maintaining the records of consultations for not less than two (2) years at the facility which shall be stored on- 
site and available for inspection by the Department of Health. 

(c) The policy and procedure manual of facilities which are issued Type C Modified Class II Institutional Permit shall provide 
the following: 

1. The establishment of a Pharmacy Services Committee which shall meet at least annually. 
2. Provisions for the handling of the emergency box including the utilization of separate logs for recordkeeping. 
3. Provisions for the secure ordering, storage and recordkeeping of all medicinal drugs at the facility. 
4. Provisions for the utilization of a Medication Administration Record (MAR) for all medicinal drugs administered to patients 

of the facility. 
5. A diagram of the facility and the security and storage of the medicinal drugs. 
6. Provisions for maintaining the records of consultations for not less than two (2) years at the facility which shall be stored on- 

site and available for inspection by the Department of Health. 
(7) Controlled drugs as defined in Chapter 893, F.S., stocked as provided herein within a Type "A" Modified Class II 

Institutional Pharmacy shall be stocked in unit size not to exceed 100 dosage units unless an exception thereto is granted by the 

Board of Pharmacy. Proof of use record sheets showing patient's name, date of administration, initials of person administering drug, 
and other pertinent control requirements are required for both controlled and noncontrolled substance medicinal drugs in Type "A" 
Modified Class II Institutional Pharmacies. 

(8) A Modified Class II institutional pharmacy may contract with a Special Parenteral/Enteral Extended Scope pharmacy for the 
pharmacy services provided for by Rule 64B16-28.860, F.A.C. 

(a) Special Parenteral/Enteral Extended Scope pharmacies and institutional pharmacy permits shall create and comply with 
Policy and Procedure Manuals that delineate duties and responsibilities of each entity including the following provisions: 

1. The institutional pharmacy permit shall maintain records appropriate to ensure the provision of proper patient care. 
2. The institutional pharmacy permit designee shall inspect and log in all medicinal drugs provided by the Special 

Parenteral/Enteral Extended Scope pharmacy. 
(b) Such Policy and Procedure manuals shall be made available to the Board or Department upon request. 
(c) Prior to contracting for such services the institutional pharmacy shall ensure that the Special Parenteral/Enteral Extended 

Scope pharmacy is licensed under the provisions of Rule 64Bl6-28.860, F.A.C. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.019(2)(c) FS. History—New 4-22-82, Amended 11-5-85, Formerly 21S-1.37, 

Amended 4-16-86, Formerly 21S-1.037, Amended 7-31-91, Formerly 21S-28. 702, 61F10-28. 702, Amended 9-4-96, Formerly 59X-28. 702, 

Amended 10-15-01. 

64B16-28.800 Special Pharmacies. 
(1) Special pharmacies are pharmacies providing miscellaneous specialized pharmacy service functions. The Board of 

Pharmacy, by this rule, provides for the establishment of the following special pharmacy permits: 
(a) Special-Limited Community. 
(b) Special-Parenteral and Enteral. 
(c) Special-Closed System Pharmacy. 
(d) Special-Non Resident (Mail Service). 
(e) Special-End Stage Renal Disease. 
(f) Special-Parenteral/Enteral Extended Scope. 

(g) Special-ALF. 
(2) An applicant for any special pharmacy permit shall provide the Board of Pharmacy with an application (Form DOH\PH 105 

Revised 7/23/98, effective 11/11/98, which is hereby incorporated by reference and which can be obtained from the Department of 
Health) and a Policy and Procedure Manual which sets forth a detailed description of the type of pharmacy services to be provided 
within the special pharmacy practice. The Policy and Procedure Manual shall contain detailed provisions for compliance with the 

provision of Section 465.0196, F.S., and other applicable requirements contained in this chapter. 
(3) The Policy and Procedure Manual shall be prepared, maintained, and will be reviewed and is subject to approval by the 

Board of Pharmacy or its designee prior to the issuance of the permit and the initiation of the operation of the permittee. The policy 
and procedure manual is reviewed to determine if the operation of the facility will be in compliance with Chapters 465 and 893, 



F.S., and Chapter 64B16, F.A.C. The Policy and Procedure Manual shall be made available upon request of the Board or its agents. 
The applicant who requests a special permit shall be subject to inspection prior to the issuance of the permit. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0196 FS. History—New 2-21-84, Formerly 21S-1.39, 21S-1.039, Amended 7-31- 

91, 10-14-91, Formerly 21S-28.800, 61F10-28.800, Amended 3-10-96, 6-4-97, Formerly 59X-28.800, Amended 11-11-98, 10-15-01. 

64B16-28.81O Special Pharmacy Limited Community Permit. 
A Special-Limited Community Permit shall be obtained by a Class II Institutional Pharmacy that dispenses medicinal drugs, 
including controlled substances to: 

(1) Employees, medical staff and their dependents for their personal use, 
(2) Patients of the hospital who are under a continuation of a course of therapy not to exceed a three (3) day supply, 
(3) Patients obtaining medical services in the facility's emergency room and, whenever it is otherwise appropriate, as indicated 

in the applicant's policy and procedure manual. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0196 FS. History—New 7-31-91, Formerly 21S-28.810, 61F10-28.810, 59X- 

28.810, Amended 7-17-05. 

64B16-28.820 Sterile Products and Special Parenteral/Enteral Compounding. 
(1) Sterile Products and Parenteral/Enteral Compounding. 
(a) A sterile products and parenteral/enteral compounding pharmacy is a type of special pharmacy as provided by Section 

465.0196, F. S., which is limited in scope of pharmacy practice to render sterile products and parenteral/enteral compounding 
functions. This pharmacy practice facilitates the utilization of certain institutional therapeutic measures by patients in the home 
environment or by patients in an institutional environment where such pharmacy service is unavailable. Pharmacy services, sterile 
products and parenteral/enteral products provided by a special sterile products and parenteral/enteral compounding pharmacy 
pursuant to prescription as defined by Section 465.003(13), F.S., shall be limited to the compounding and/or dispensing of: 

1. Sterile preparations for parenteral therapy, parenteral nutrition, and/or 
2. Sterile preparations for j ejunostomy feeding and sterile irrigation solutions, and/or 
3. Sterile preparations of cytotoxic or antineo-plastic agents, and/or 
4. Sterile products (i.e., injectables, eye drops, etc.). 
(b) Prior to engaging in a sterile products and parenteral/enteral compounding pharmacy practice an entity shall obtain a special 

sterile products and parenteral/enteral compounding pharmacy permit as provided herein. 
(2) Pharmacy Environment. The compounding and dispensing of sterile products and parenteral/enteral prescription 

preparations within a special sterile products and parenteral/enteral compounding pharmacy shall be accomplished in a pharmacy 
environment subject to the pharmacy permit laws of this state and in accordance with those requirements for the safe handling of 
drugs. The environment for this practice shall be set apart, and designed, and equipped to facilitate controlled aseptic conditions. 
Aseptic techniques shall prevail in this practice to minimize the possibility of microbial contamination. 

(3) General Requirements. 
(a) A special sterile products and parenteral/enteral compounding pharmacy shall be under the control and supervision of a 

licensed pharmacist, who shall be designated prescription department manager on the application for a special sterile products and 
parenteral/enteral compounding pharmacy. The prescription department manager or other licensed qualified pharmacist as provided 
herein shall be present on duty during all hours of operation of said pharmacy. Changes in prescription department manager shall be 
reported to the Board of Pharmacy office within 10 days by the permit holder and prescription department manager of record. A 
prescription department manager of a special sterile products and parenteral/enteral compounding pharmacy shall not be designated 
prescription department manager of record of more than one special sterile products and parenteral/enteral compounding pharmacy, 
unless otherwise approved by the Board. The Board will consider the proximity of the facility as well as the administrative workload 
created by the two permits, in determining whether or not it will approve the designation of someone as a prescription department 
manager of more than one special sterile products and parenteral/enteral compounding pharmacy. 

(b) A special sterile products and parenteral/enteral compounding pharmacy shall provide special handling and packaging of 
compounded parenteral and enteral preparations when delivering from the pharmacy to the patient or institution as required to 

maintain stability of the preparations. All such preparations shall include the time and/or date of expiration on the label. Delivery 
from the pharmacy to the patient shall be made within a reasonable time. A special sterile products and parenteral/enteral 



compounding pharmacy shall provide telephone accessibility to its pharmacist(s) for its patients at all hours. 
(c) A patient profile shall be maintained for each patient. The profile must contain available medical information consistent with 

prevailing pharmacy standards which shall be confidential. 
(d) A Policy and Procedure Manual shall be prepared and maintained at each special sterile products and parenteral/enteral 

compounding pharmacy, and be available for inspection by authorized agents of the Board of Pharmacy and the Department. The 
Policy and Procedure Manual shall set forth in detail the objectives and operational guidelines of the permittee. The Policy and 
Procedure Manual shall include a Quality Assurance Program which monitors personnel qualifications, training and performance, 
equipment facilities, and random production sampling consistent with recommended standards for compounding and dispensing 
intravenous admixtures as set forth by the Joint Commission on Accreditation of Health Organizations, the National Coordinating 
Committee and Large Volume Parenteral, and as provided by the Florida Board of Pharmacy. 

(e) Compounding shall be conducted within an annually certified laminar air flow (LAF) hood, except in the existence of a 

Class 100 certified compounding environment, or certified mobile isolation chamber, in which case compounding may be conducted 
without the use of a certified laminar air flow hood. All cytotoxins must be compounded in a certified vertical laminar air flow hood 
or certified mobile isolation chamber. The use of a Type A or Type B LAF hood used shall be dependent upon the volume of work 
anticipated. All certifications shall be performed following manufacturer specification. 

(f) Protective garb: gloves, face and eye, and gowns should be provided and used. 

(g) Proper aseptic procedures must be used at all times to prevent bacterial contamination of the product as well as chemical 
contamination of the operator. 

(h) All unused cytotoxic agents and material must be disposed of properly in accordance with accepted professional standards 
and applicable law. 

(4) An applicant for a special sterile products and parenteral/enteral compounding pharmacy permit shall provide the Board of 
Pharmacy with the following: 

(a) Completed Board of Pharmacy permit application form (Form DPR/PH/107/9-88). 
(b) Copy of Policy and Procedure Manual. 
(c) Permit fee as provided in Rule 64B16-28.121, F.A.C. 
(5) Minimum Requirements for Space, Equipment, Supplies and Publications. 
(a) To ensure compliance with the general requirements as set forth, the following minimum requirements for space, equipment, 

supplies and publications shall be met by a pharmacy which operates under the special permit of a sterile products and 
parenteral/enteral compounding pharmacy. These requirements are in addition to the minimum requirements for space and 
equipment required of other types of pharmacies when applicable. The minimum permit requirements are set forth as follows: 

(b) Space: 
1. The area for preparing sterile prescriptions as provided for by this rule referred to as the sterile admixture room shall be set 

apart from general work and storage areas. The room shall be adequately air conditioned or shall be under positive pressure. 
2. The sterile admixture room shall provide space for a minimum of one laminar flow hood. Additionally, the space shall be of 

adequate size to accommodate other equipment as provided herein and sufficient space to allow pharmacists and other employees 
working therein to adequately, safely, and accurately fulfill their duties related to prescriptions. 

(c) Equipment: 
1. Laminar Air Flow Hood(s): 
a. Horizontal and/or. 
b. Vertical. 
2. Refrigerator/freezer convenient to the clean room. 
3. Sink and wash area convenient to the clean room. 
4. Appropriate waste containers for: 

a. Used needles and syringes. 
b. All cytotoxic waste including apparel. 
(d) Supplies: 
1. Gloves, masks and gowns. 
2. Needles and syringes of various standard sizes. 

3. Disinfectant cleaning agents. 



4. Clean towels. 
5. Handwashing materials with bactericidal properties. 
6. Vacuum containers and various transfer sets. 

7. "Spill kits" for cytotoxic agent spills. 
(e) Current References: 
1. Chapter 465, F.S. 
2. Chapter 499, F.S. 

3. Chapter 893, F.S. 

4. Title 64B16, F.A.C., Rules of the Florida Board of Pharmacy. 
5. United States Pharmacopeia and National Formulary, or Remington Pharmaceutical Sciences, or the United States 

Dispensatory (along with the latest supplements), or an equivalent thereof sufficient in scope to meet the professional practice needs 
of the pharmacy, and a current authoritative therapeutic reference. 

6. Handbook of Injectable Drugs by American Society of Hospital Pharmacists. 
7. "Practice Guidelines For Personnel Dealing With Cytotoxic Drugs." 
(6) A community pharmacy permittee may perform parenteral/enteral compounding or prepare sterile products without 

obtaining an additional permit under this section, so long as prior to entering into such activities, the community pharmacy meets the 

requirements of subsections (1 )-(5) above and is inspected for compliance by the Department of Health. A community pharmacy 
permittee that was engaged in the preparation of sterile products other than parenteral/enteral products as of June 1, 2002 shall have 
until June 1, 2003 to meet the requirements of subsections (1)-(5) above for the preparation of sterile products other than 
parenteral/enteral products. 

Rulemaking Authority 465.005, 465.007, 465.022 FS. Law Implemented 465.007, 465.018, 456.0196 FS. History—New 4-26-84, Formerly 21S- 

1.40, Amended 7-27-86, Formerly 21S-1.040, Amended 7-31-91, 10-14-91, Formerly 21S-28.820, 61F10-28.820, Amended 3-11-96, 6-4-97, 

Formerly 59X-28.820, Amended 7-1-02, 1-29-03. 

64B16-28.830 Special — Closed System Pharmacy. 
(1) A Special Closed System Pharmacy permit is a type of special pharmacy as provided for by Section 465.0196, F.S., which 

dispenses medicinal drugs, utilizing closed delivery systems, to facilities where prescriptions are individually prepared for the 

ultimate consumer, including nursing homes, jails, ALF's (Adult Congregate Living Facilities), ICF-MR's (Intermediate Care 
Facility/Mentally Retarded) or other custodial care facilities when defined by AHCA rules which the Board may approve. 

(2) A special closed system pharmacy permittee shall maintain a policy and procedure manual including drug procurement, 
storage, handling, compounding, dispensing, record keeping and disposition. 

(3) A special closed system pharmacy permittee shall provide twenty-four hour emergency and on-call service. 
(4) A special closed system pharmacy permittee may dispense parenteral and enteral medications as provided by rule. 
(5) A special closed system pharmacy permittee shall be under the supervision of a prescription department manager who is 

responsible for maintaining all drug records, providing security of the prescription department and following other rules as relate to 

the practice of pharmacy. The prescription department manager of a closed system pharmacy shall not be the prescription 
department manager of any other pharmacy permit except when the permit is within the premises of a community pharmacy permit. 

(6) The utilization of registered pharmacy interns and registered pharmacy technicians is subject to the rules as provided by 
Rule 64B16-26.400, F.A.C. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0196, 465.022 FS. History—New 7-31-91, Amended 10-1-92, Formerly 21S- 

28.830, 61F10-28.830, 59X-28.830, Amended 1-1-10. 

64B16-28.840 Special Non Resident (Mail Service). 
(1) A Special Non Resident (Mail Service) pharmacy is provided for by Section 465.0156, F.S. It is a pharmacy located 

outside this state delivering a dispensed medicinal drug in any manner into this state. 
(2) The pharmacy and the pharmacist designated as the prescription department manager or equivalent, for dispensing into 

Florida, must be licensed in the state of location. 
(3) Changes of location, corporate officers, and prescription department managers must be reported to the Board as required by 

Section 465 .0156(l)(b), F.S. 



(4) The pharmacy must have regular hours of operation of not less than six (6) days per week and not less than forty (40) hours 
per week. A toll-free telephone number must be available to patients. 

(5) A pharmacy outside of this state and not registered as a Non Resident Pharmacy may make a one-time delivery of a 

dispensed medicinal drug to a patient in this state as provided by Section 465 .0156(2), F.S. 

Rulemaking Authority 465.005, 465.022, 465.0156 FS. Law Implemented 465.0156 FS. History—New 10-14-91, Formerly 21S-28. 840, 61F10- 

28.840, 59X-28.840, Amended 10-27-09. 

64B16-28.850 Special Pharmacy — ESRD. 
(1) An ESRD Pharmacy is a type of special pharmacy as provided by Section 465.0196, F.S., which is limited in scope of 

pharmacy practice to the provision of dialysis products and supplies to persons with chronic kidney failure for self-administration at 

the person's home or specified address. Pharmacy services and dialysis supplies and products provided by an ESRD pharmacy shall 
be limited to the distribution and delivery of legend drugs included in schedule (3) below; or legend devices included in schedule (4) 

below; which are ordered by a physician for administration or delivery to a person with chronic kidney failure for self-administration 
at the person's home or specified address. All dialysis supplies and products provided by an ESRD pharmacy shall be prepackaged 
and shall be covered by an approved NDA or 510 (k) application issued by the Federal Food and Drug Administration. 

(2) Prior to engaging in an ESRD pharmacy practice an entity shall obtain a special ESRD pharmacy permit as provided herein. 
(3) Schedule of legend drugs: 
(a) Saline Solutions. 
(b) Porcine Heparin. 
(c) Beef Heparin. 
(d) Dextrose Solutions. 
(e) Doxercalciferol. 
(f) Epoetin Alfa. 

(g) NACL 1NJ 50 MEQ/20 ML. 

(h) Levocarnitine. 
(i) Lidocaine. 
(j) Vitamin Preparations (dialysate use only). 

(k) Paricalcitrol. 
(1) Peritoneal Dialysate Solutions. 
(m) Protamine Sulfate. 
(n) Potassium 20 MEQ/1 OML (dialysate use only). 
(o) Sodium Ferric Gluconate Complex or equivalent. 

(p) Sterile Water for Irrigation. 
(4) The schedule of legend devices includes: 
(a) Hemodialyzers. 
(b) Hemodialysis solutions. 
(c) Bloodlines and Associated Connectology. 
(d) Peritoneal Dialysis Tubing and Connectology. 
(5) The provision of legend drugs and devices included in the schedule necessary to perform dialysis to a person with chronic 

kidney failure for self-administration at the person's home or specified address shall be under the professional supervision of an 

appropriate practitioner licensed under Florida law. The consultant pharmacist shall assure that the following occurs: 
(a) The ESRD pharmacy receives a prescription from the prescribing practitioner directing the pharmacist to dispense and 

deliver to a person with chronic kidney failure (or such person's designee) any legend drugs and/or devices included in the 
formulary necessary for the self-administration of dialysis at such person's home or specified address. 

(b) That no dispensing shall occur unless the person with chronic kidney failure has been trained in the proper use and 
administration of such products. Further, the consulting pharmacist shall ensure that the ESRD pharmacy has received records 
confirming the completion of such training. 

(c) After the delivery of such products by the ESRD pharmacy, the ESRD pharmacy shall upon request therefor, make available 
to the prescribing practitioner documentation describing, in sufficient detail, the types and quantities of products dispensed and 



delivered by the ESRD pharmacy. The ESRD pharmacy shall also, upon request, make available to the prescribing practitioner 
documentation confirming shipment of such products and receipt thereof by the person with chronic kidney failure. 

(6) The licensed ESRD pharmacy shall comply with all applicable state and federal regulatory requirements and shall maintain 
in effect all applicable permits and licenses required to dispense and deliver legend drugs and/or devices included in the formulary 
described in this Section. 

(7) The ESRD pharmacy shall deliver products to a person with chronic kidney failure only upon receipt of a valid prescription 
from a prescribing practitioner specifying or including: 

(a) Documentation that the intended recipient of the products has been trained in home dialysis therapy and will require such 
products; 

(b) The duration of prescribing practitioner's order; and 
(c) The name and product code of each product prescribed and the quantity prescribed. 
(d) The prescription may indicate the person with chronic kidney failure shall have the right to request refills of legend drugs, 

devices or both, included in the schedule and described in the order for a period of one year. 

(8) The ESRD pharmacy shall assemble the products to be delivered pursuant to the prescribing practitioner's prescription. In 

assembling such products for delivery, the ESRD pharmacy shall take steps necessary to assure the following: 
(a) The code numbers and quantities of the products assembled match the code numbers identified in the prescribing 

practitioner's prescription; 
(b) With respect to any dated products, a minimum of three (3) ffill months of shelf-life remain; and 
(c) All cartons and other packaging are properly labeled as noted below: 
1. "Use as Directed" statement; 
2. The name and address of the person to whom the products will be delivered; 
3. The name of the prescribing practitioner; 
4. The name and address of the ESRD pharmacy location from which the products were shipped; 
5. The prescription number identifying the shipment to the order created by the prescribing practitioner; and 
6. Any special instructions regarding delivery dates or locations. 
7. The date after which the drug(s) and/or device(s) must be discarded. Notwithstanding any other rule, the ESRD pharmacy 

may use, in lieu of a discard after date, the manufactures expiration date when such is displayed in an unopened sealed package. 
(d) All cartons and related packaging shall be visually inspected to confirm compliance with the specifications in paragraph 

(8)(c). Compliance with the requirements set forth in paragraph (8)(c) shall be conducted by the consulting pharmacist or 
independently by not less than two employees of the ESRD pharmacy trained in the performance of the foregoing activities, each of 
whom shall acknowledge in writing their completion of such activities with respect to each group of products assembled for 
delivery. 

(9) The ESRD pharmacy permit holder shall assure through visual inspection and comparison of records that products 
assembled for delivery to persons with chronic kidney failure are consistent with the prescribing practitioner's order therefor. 

(10) The products ordered by the prescribing practitioner under this Rule shall be delivered by either the ESRD pharmacy or a 

carrier authorized by the ESRD pharmacy. 
(11) Upon delivery of the products by the ESRD pharmacy or its carrier to the person identified on the prescribing practitioner's 

order, the ESRD pharmacy or its carrier shall confirm receipt by the patient or the patient's designee that the number of units 
delivered equals the number of units identified on the appropriate documentation. Compliance with the foregoing requirements set 

forth above shall be conducted by an employee or agent of the ESRD pharmacy trained in the performance of such activities, who 
shall acknowledge in writing the delivery of the products and the completion of such activities with respect to each delivery. 

(12) In addition to the foregoing operation requirements, an ESRD pharmacy shall comply with the following: 
(a) The ESRD pharmacy license shall be displayed at each ESRD pharmacy location. 
(b) The Board of Pharmacy shall be notified in writing of the Consulting Pharmacist responsible, at the time of application for 

the permit, for supervising the ESRD pharmacy operations and within 10 days, if the Consultant Pharmacist of record changes. 
(c) The ESRD pharmacy's hours of business shall be posted. The ESRD pharmacy shall be open such hours as are necessary to 

safely and effectively dispense and deliver supplies to those persons designated by the applicable prescribing practitioner. An ESRD 
pharmacy shall provide twenty-four hour emergency and on-call service. 

(d) The ESRD pharmacy shall have sufficient space and storage capabilities as are necessary to carry out its operation. 



(e) All legend drugs and/or legend devices included in the formulary subject to this Rule shall be properly identified. 

(0 The ESRD pharmacy shall maintain a current copy of the Florida pharmacy laws and rules. 

(g) The ESRD pharmacy shall comply with patient counseling requirements of Rules 64B16-27.800-.810 and 64B16-27.820, 
F.A.C. 

(13) ESRD Pharmacy Application Requirements. An applicant for an ESRD pharmacy permit shall provide the Board of 
Pharmacy with a Policy and Procedure Manual setting forth in detail the operational guidelines of the applicant. The Policy and 
Procedure Manual shall include a Quality Assurance Program which monitors personnel qualifications, training and performance. 

(14) An ESRD pharmacy shall be under the control and supervision of licensed Consultant Pharmacist licensed under Section 
465.0125, F.S. The Consulting Pharmacist shall be responsible for the drug/device delivery system. 

(15) The Consultant Pharmacist of record for the ESRD Pharmacy shall be responsible for establishing a written protocol and 
Policy and Procedure Manual for the implementation of a delivery system to be utilized in compliance with the requirements of this 
Rule. 

(16) The Consultant Pharmacist shall inspect the permitted ESRD pharmacy on a monthly basis. 
(17) A copy of the ESRD pharmacy's Policy and Procedure Manual as provided above shall accompany the permit application, 

shall be kept within the ESRD Pharmacy, and shall be available for inspection by the Department of Health. Changes in the Policy 
and Procedure Manual shall be approved by the Consulting Pharmacist. 

Rulemaking Authority 465.005, 465.0125 FS. Law Implemented 465.0196, 465.022 FS. History—New 10-2 -94, Formerly 59X-28.850, Amended 9- 

20-99, 7-1 7-05, 6-24-08. 

64B16-28.860 Special Pharmacy — Parenteral/Enteral Extended Scope Permit. 
(1 )(a) A Special Parenteral/Enteral Extended Scope permit, as authorized by Section 465.0196, F. S., is required for pharmacies 

to compound patient specific enteral/parenteral preparations in conjunction with institutional pharmacy permits, provided 
requirements set forth herein are satisfied. Prior to engaging in a parenteral/enteral compounding pharmacy practice as described in 

this section, an entity shall obtain a Special Parenteral/Enteral Extended Scope pharmacy permit. 
(b) Special Parenteral/Enteral Extended Scope pharmacies and institutional pharmacy permits shall create and comply with 

Policy and Procedure Manuals that delineate duties and responsibilities of each entity, including the following provisions: 
1. When dispensing patient specific prescriptions provided by an institutional pharmacy permit, the Special Parenteral/Enteral 

Extended Scope pharmacy shall confirm accuracy of the prescription and dosage. 
2. The institutional pharmacy permit shall maintain records appropriate to ensure the provision of proper patient care. 
3. The institutional pharmacy permit designee shall inspect and log in all medicinal drugs provided by the Special 

Parenteral/Enteral Extended Scope pharmacy. 
4. A pharmacist for the Class II institutional pharmacy shall provide drug utilization review and shall review each prescription 

order prior to transmission to the Special Parenteral/Enteral Extended Scope pharmacy. 
5. The Policy and Procedure Manual for a Special Parenteral/Enteral Extended Scope pharmacy shall also meet the policy and 

procedure manual requirements of paragraph 64B 16-28. 820(3)(d), F.A.C. 
(c) Such Policy and Procedure manuals shall be made available to the Board or Department upon request. 
(2) Facilities obtaining this permit may also provide services described in paragraph 64B16-28.820(1)(a), F.A.C., without 

obtaining an additional permit. Pharmacy services and parenteral/enteral products provided by a Special Parenteral/Enteral Extended 
Scope pharmacy shall be limited to the compounding and/or dispensing of sterile: 

(a) Preparations for parental therapy, parenteral nutrition, and/or 
(b) Preparations for enteral feeding and sterile irrigation solutions, and/or 
(c) Preparations of cytotoxic or antineoplastic agents. 
(3) Facilities operating under this permit may provide all necessary supplies and delivery systems so that the medicinal drugs 

listed herein may be properly administered. 
(4) Pharmacy Environment. The compounding and dispensing of sterile parenteral/enteral prescription preparations within a 

Special Parenteral/Enteral Extended Scope pharmacy shall be accomplished in a pharmacy environment subject to the pharmacy 
permit laws contained in Chapter 465, F.S., and in accordance with those requirements for the safe handling of drugs. Special 
Parenteral/Enteral Extended Scope permittees shall comply with the requirements contained in subsections 64B 16-28.820(3) 
through (4), F.A.C., and the following: 



(a) Shall include an active and ongoing end product testing program to ensure stability, sterility, and quantitative integrity of 
finished prescriptions. 

(b) Shall insure each compounding process undergoes an initial and thereafter annual sterility validation utilizing media fill to 

ensure the integrity and validity of the compounding process. 
(5) Records. 
(a) Special Parenteral/Enteral Extended Scope pharmacies shall comply with the record maintenance requirements as contained 

in Rule 64B16-28.140, F.A.C. 
(b) Special Parenteral/Enteral Extended Scope pharmacies dispensing medicinal products to patients under the provisions of 

paragraph 64B16-28.820(1)(a), F.A.C., or to patients of Modified Class II institutional pharmacies under the provisions of Rule 
64Bl6-28.860, F.A.C., shall comply with the records, utilization review, and patient counseling requirements of Rules 64B16- 
27.800, 64Bl6-27.810 and 64B16-27.820, F.A.C. 

(c) Special Parenteral/Enteral Extended Scope pharmacies dispensing medicinal products to patients of Class II institutional 
pharmacies under the provisions of Rule 64B16-28.860, F.A.C., shall be exempt from the records, utilization review, and patient 
counseling requirements of Rules 64B16-27.800, 64B16-27.810 and 64B16-27.820, F.A.C. 

(d) Compounding records shall be organized in such a manner as to include: lot number traceability of components used during 
compounding, documentation of any equipment used during compounding, documentation of staff performing compounding, and 
records recording ultimate dispensing of the compounded product. 

Rulemaking Authority 465.005 FS. Law Implemented 465.0196, 465.022 FS. History—New 9-4-96, Formerly 59X-28.860, Amended 7-1 7-05. 

64B16-28.870 Special-ALF. 
The Special-ALF permit is an optional facility license for those Assisted Living Facilities providing a drug delivery system utilizing 
medicinal drugs provided in unit dose packaging. All medicinal drugs must be maintained in individual prescription containers for 
the individual patient. Medicinal drugs may not be dispensed on the premises. Medicinal drugs dispensed to patients of Special-ALF 
permits may be returned to the dispensing pharmacy's stock under the provisions of Rule 64B16-28.118, F.A.C. Dispensed 
controlled substances that have been discontinued shall be disposed of under the provisions of Rule 64B16-28.301, F.A.C. 
Medicinal drugs dispensed to the residents of a Special-ALF permit shall meet the labeling requirements of Rule 64B16-28.502 and 
paragraph 64B 16-28.402(1 )(h), F.A.C. Each facility holding a Special-ALF permit shall designate a consultant pharmacist of record 
to ensure compliance with the laws and rules governing the permit. The Board office shall be notified in writing within 10 days of 
any change in the consultant pharmacist of record. The consultant pharmacist of record shall be responsible for the preparation of the 
Policy and Procedure Manual required by subsection 64B16-28.800(2), F.A.C. Policy and Procedure Manuals must provide for the 
appropriate storage conditions and security of the medicinal drugs stored at the facility. The consultant pharmacist of record shall 
inspect the facility and prepare a written report to be filed at the permitted facility at least monthly. 

Rulemaking Authority 465.022 FS. Law Implemented 465.0196 FS. History—New 2-23-98. 

64B16-28.900 Definitions Nuclear Pharmacy. 
(1) A "nuclear pharmacy" is a pharmacy which provides radiopharmaceutical services. 
(2) A "nuclear pharmacist" is a pharmacist who has met the training qualifications as described in Rule 64Bl6-28.903, F.A.C., 

and has been licensed by the Board of Pharmacy. 
(3) A "radiopharmaceutical service" shall include, but shall not be limited to, the procurement, storage, preparation, labeling, 

quality assurance testing, distribution, record keeping and disposal of radiopharmaceuticals. 
(4) A "radiopharmaceutical" is any substance defined as a drug by section 201(g)(l) of the Federal Food, Drug and Cosmetic 

Act which exhibits spontaneous disintegration of unstable nuclei with the emission of nuclear particles or photons and includes any 
such drug which is intended to be made radioactive. This definition includes nonradioactive reagent kits and nuclide generators 
which are intended to be used in the preparation of any such substance but does not include drugs such as carbon-containing 
compounds or potassium-containing salts which contain trace quantities of naturally occurring radionuclides. 

(5) "Radiopharmaceutical quality assurance" includes, but is not limited to, the performance of appropriate chemical, biological 
and physical tests on radiopharmaceuticals, and the interpretation of the resulting data to determine their suitability for use in 

humans and animals, including internal test assessment, authentication of product history and the keeping of proper records. 
(6) "Authentication of product history" includes, but is not limited to, the purchasing source, the ultimate fate, and 



intermediate handling of any component of a radiopharmaceutical or other drug. 

Rulemaking Authority 465.005 FS. Law Implemented (14), 465.022 ('1) (e) FS. History—New 1-7-76, Formerly 21S-3.01, Amended 4-4-88, 

Formerly 21S-3.001, Amended 7-31-91, 4-15-92, 10-1 -92, Formerly 21S-28. 900, 61F10-28.900, 59X-28.900, Amended 4-5-05. 

64B16-28.901 Nuclear Pharmacy General Requirements. 
The process employed by any permit holder in this state concerning the handling of radioactive materials must involve appropriate 
procedures for the purchase, receipt, storage, manipulation, compounding, distribution and disposal of radioactive materials. In order 
to insure the public health and safety in this respect, a nuclear pharmacy in this state shall meet the following general requirements: 

(1) Each nuclear pharmacy shall designate a nuclear pharmacist as the prescription department manager who shall be 
responsible for compliance with all laws and regulations, both state and federal pertaining to radiopharmaceuticals and 
radiopharmaceutical services. A nuclear pharmacist must personally supervise the operation of only one nuclear pharmacy during all 

times when radiopharmaceutical services are being performed. 
(2) The nuclear pharmacy area shall be secured from access by unauthorized personnel. 
(3) Each nuclear pharmacy shall maintain accurate records of the acquisition, inventory, distribution, and disposal of all 

radiopharmaceuticals. 
(4) All nuclear pharmacies shall provide a secured radioactive storage and decay area. 
(5) Nuclear pharmacies shall comply with all applicable laws and regulations of federal and state agencies for the procurement, 

secure storage, inventory, preparation, distribution and disposal of radiopharmaceuticals and other drugs. 
(6) Radiopharmaceuticals are to be distributed only upon a prescription order from an authorized licensed medical practitioner 

or through the practitioner's agent. 

(7) A nuclear pharmacist may transfer radioactive materials in accordance with all applicable laws and regulations. 
(8) A nuclear pharmacist upon receiving an oral prescription order for a radiopharmaceutical shall immediately have the 

prescription order reduced to writing. The pharmacist may delegate this duty to a registered pharmacy technician only as authorized 
by Rule 64Bl6-27.410, F.A.C. The prescription order shall contain at least the following: 

(a) The name of the user or his agent; 
(b) The date of distribution and the time of administration of the radiopharmaceutical; 
(c) The name of the procedure; 
(d) The name of the radiopharmaceutical; 
(e) The dose or quantity of the radiopharmaceutical; 
(f) The serial number assigned to the prescription order for the radiopharmaceutical; 
(g) Any specific instructions; and 
(h) The initials of the person who received the prescription order. 
(i) The patient's name must be obtained and recorded prior to dispensing, if the prescription order is for a therapeutic or blood 

product radiopharmaceutical. 
(9) The immediate outer container shield of a radiopharmaceutical to be dispensed shall be labeled with: 
(a) The name of and address of the pharmacy; 
(b) The name of the prescriber; 
(c) The date of the original filling; 
(d) The standard radiation symbol; 
(e) The words "Caution Radioactive Material"; 
(f) The name of the procedure; 
(g) The prescription order number of the radiopharmaceutical; 
(h) The radionuclide and chemical form; 
(i) The amount of radioactivity and the calibration date and time; 
(j) The expiration date and time; 
(k) The volume if a liquid; 
(1) The number of items or weight, if a solid; 
(m) The number of ampules or vials, if a gas; 

(n) Molybdenum 99 content to USP limits, applies only to TC 99M products; and 



(o) The name of the patient or the words "Physician's Use Only" in the absence of a patient name. If the prescription order is for 
a therapeutic or blood-product radiopharmaceutical, the patient's name must be obtained and recorded prior to dispensing. The 
requirements of this subsection shall be met when the name of the patient is readily retrievable from the physician upon demand. 

(p) The initials of the pharmacist who dispensed the medication. 
(10) The immediate inner container label of a radiopharmaceutical to be distributed shall be labeled with: 
(a) The standard radiation symbol; 
(b) The words "Caution Radioactive Material"; 
(c) The radionuclide; 
(d) The chemical form; 
(e) The prescription order number of the radiopharmaceutical. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.003(14), 465.0126, 465.0 14 FASt History—New 1-7-76, Formerly 21S-3.03, 

Amended 12-11-86, 4-4-88, Formerly 21S-3.003, 21S-28.901, 61F10-28.901, Amended 2-26-95, Formerly 59X-28.901, Amended 4-5-05, 1-1-10. 

64B16-28.902 Nuclear Pharmacy — Minimum Requirements. 
In order to insure compliance with the general safety requirements as previously set forth above, the following minimum 
requirements shall be met by a nuclear pharmacy. These requirements are in addition to the general requirements for space and 
equipment for other types of pharmacies, the requirements of the Department of Health for the control of radiation hazards, and the 
applicable requirements of the Federal Food and Drug Administration. Such minimum permit requirements are set forth as follows: 

(1) Space: 
(a) The area for the storage, compounding, distribution and disposal of radiopharmaceuticals shall be adequate to completely 

separate such radioactive pharmaceuticals from pharmacy areas which contain non-radioactive medicinal drugs; 
(b) The Hot lab, storage area, and compounding and dispensing area shall be a minimum of 150 square feet. 

(2) Equipment: 
(a) Fume hood with appropriate air sampling equipment; 
(b) Shielded radiation containment drawing station; 
(c) Dose calibrator; 
(d) Well scintillation counters; 
(e) Area rate meters; 
(f) Geiger-Mueller (GM) Survey meters; 

(g) Refrigerator; 
(h) Microscope; 
(i) Syringe shields; and 
(j) Personnel radiation detection devices. 
(3) Supplies: 

(a) Syringes and vials required to perform practice; 
(b) Disposable gloves and protective lab coats; 
(c) Appropriate supplies to ensure sterile practices for I.V. solutions; 
(d) Appropriate supplies to perform thin layer chromotography; 
(e) Lead transport shields for syringes and vials. No person shall utilize reusable unit dose transport containers for radioactive 

doses without either an effective process to decontaminate the transport container of blood and other biohazardous substances or an 
effective mechanism to avoid contamination of the transport container. No person shall re-use a unit dose transport container that 
remains contaminated with blood or other biohazardous subtances. Any unit dose transport container that is returned with the 

tamper-evident seal broken and the unit dose syringe included shall be considered to be contaminated. 
(f) D.O.T. Type 7A approved transport containers and other labels and supplies for shipping radioactive materials. 
(4) Current references: 
(a) Chapter 465, F.S.; 
(b) Chapter 404, F.S.; 
(c) Chapter 893, F.S.; 

(d) Chapters 64B16-26 and 64B16-28, F.A.C., Rules of the Florida Board of Pharmacy; 



(e) Chapter 64E-5, F.A.C., Rules of the Department of Health; 
(f) Title 10 C.F.R., Code of Federal Regulations, FDA Regulations; 

(g) Title 49 C.F.R., Code of Federal Regulations, Department of Transportation Regulations; 
(h) United States Pharmacopeia/National Formulary; 
(i) USP-DI. 

It shall be acceptable, in lieu of an actual hard copy, to maintain these materials in a readily available electronic data format. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.0193, 465.022(1) FS. History—New 1-7-76, Formerly 21S-3. 04, Amended 12- 

11-86, 4-4-88, Formerly 21S-3.004, Amended 7-31-91, Formerly 21S-28.902, 61F10-28.902, Amended 2-26-95, Formerly 59X-28.902, Amended 

4-26-01, 4-5-05. 

64B16-28.903 Training Qualifications. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.003 (14), 465.0126 FS. History—New 4-17-76, Amended 4-8-80, 6-23-83, 

Formerly 21S-3.05, Amended 8-11-86, 4-4-88, Formerly 21S-3.005, Amended 7-31-91, Formerly 21S-28.903, 61F10-28.903, Amended 6-12-96, 

Formerly 59X-28.903, Repealed 1-18-05. 

64B16-28.904 Nuclear Pharmacist — Continuing Education. 

Rulemaking Authority 465.0126, 465.022 FS. Law Implemented 465.009(5), 465.0126 FS. History—New 10-28-91, Formerly 21S-28.904, 

61F10-28.904, 59X-28.904, Amended 1 -12-03, 1 0-19-03, Repealed 1 -18-05. 



CHAPTER 64B16-29 
ANIMAL CONTROL SHELTER PERMITS 

64B 16-29.001 Definition 
64B 16-29.002 General Requirements 
64B 16-29.003 Drug Requirement (Repealed) 
64B 16-29.004 Records 
64B 16-29.0041 Record Maintenance Systems for Animal Shelter Permits 
64B16-29.005 Storage 

64B16-29.OO1 Definition. 
An "animal control shelter" is a county or municipal animal control agency or Humane Society registered with the Secretary of State 
which holds a modified Class II Institutional Pharmacy permit issued by the Department of Health pursuant to certification of 
compliance with Rule 64B16-29.002, F.A.C., by the Board of Pharmacy. An animal control shelter is issued a pharmacy permit for 
the sole purpose of obtaining the drugs, sodium pentobarbital and sodium pentobarbital with lidocaine, for euthanization of animals 
within their lawfhl possession. 

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History—New 10-17-79, Formerly 21S-14. 01, Amended 4-24-88, 

Formerly 21S-14.001, 21S-29.001, 61F10-29.001, 59X-29.001. 

64B16-29.002 General Requirements. 
(1) Application for an Animal Control Shelter Pharmacy permit shall be made on Board of Pharmacy approved form DOH- 

MQA/PH/107 "Animal Control Pharmacy Permit Application and Information," effective October 2009, which is incorporated by 
reference. To obtain an application, contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, FL 32399- 
3254, or (850) 488-0595, or download the application from the board's website at http://www.doh.state.fl.us/mqa/pharmacy. 

(a) The application fee for animal shelters applying for the Modified Class II Institutional permit shall be fifty dollars ($50). 
(b) The biennial permit renewal fee for animal shelters holding the Modified Class II Institutional permit shall be fifly dollars 

($50). 
(2) The applicant shall apply to the Drug Enforcement Administration, United States Department of Justice, by the appropriate 

DEA form, for Registration as a practitioner, to be designated as "Animal Shelter" on the appropriate DEA form. 

(3) The applicant shall be certified by the Board of Pharmacy to the Department as having met the requirements of this rule 
chapter prior to issuance of a permit. The certification process shall require prior inspection of the facility by authorized persons. 

(4) The consultant pharmacist requirement of Section 465 .019(5), F.S., is waived as being inapplicable to this special restricted 
permit. 

(5) Authorized employees of the Department shall inspect animal control shelters not less than twice per year to determine 
compliance with this rule. 

(6) Each animal control shelter permittee shall designate an on-site manager of the shelter. The on-site manager and permittee 
shall notify the Department within ten (10) days of any change in the on-site manager of the shelter. 

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History—New 10-17-79, Formerly 21S-14. 02, Amended 4-24-88, 

Formerly 21S-14.002, Amended 10-1 -92, Formerly 21S-29.002, Amended 7-18-94, Formerly 61F10-29.002, 59X-29.002, Amended 5-11-10. 

64B16-29.003 Drug Requirement. 

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History—New 10-17-79, Formerly 21S-14. 03, Amended 4-24-88, 

Formerly 21S-14. 003, 21S-29. 003, 61F1 0-29.003, 59X-29. 003, Repealed 3-28-12. 

64B16-29.004 Records. 
Animal control shelter permittees shall maintain records of purchases and administration of sodium pentobarbital and sodium 
pentobarbital with lidocaine for a period of not less than two (2) years. Records of administration shall contain: 

(1) The date of use; 
(2) Identification of the animal; 



(3) The amount of the drug used; 
(4) The signature of the person administering the drug; 

(5) The signature of the on-site manager the accuracy of the administration of sodium pentobarbital and sodium 
pentobarbital with lidocaine not less than once per month; and 

(6) The signature of the on-site manager to the accuracy of the records. These records are subject to audit by the Drug 
Enforcement Administration or authorized employees of the Department to determine adequacy, accuracy and validity of the record 
keeping. 

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History—New 10-17-79, Formerly 21S-14. 04, Amended 4-24-88, 

Formerly 21S-14. 004, 21S-29. 004, 61F1 0-29.004, 59X-29. 004. 

64B16-29.0041 Record Maintenance Systems for Animal Shelter Permits. 
(1) General requirements for records maintained in an electronic system. 
(a) If a permitted animal shelter's data processing system is not in compliance with the Board's data processing requirements, 

the facility must maintain a manual recordkeeping system meeting the requirements of Rule 64B 16-29.004, F.A.C. 

(b) Requirements for back-up systems. The facility shall maintain a back-up copy of information stored in the data processing 
system using disk, tape, or other electronic back-up and up-date this back-up copy on a regular basis, at least monthly, to assure that 
data is not lost due to system failure. 

(c) Change or discontinuance of a data processing system. 
1. Records of dispensed and returned medicinal drugs. A permitted animal shelter that changes or discontinues use of a data 

processing system must: 

a. Transfer the records to the new data processing system; or 
b. Purge the records to a printout which contains the same information as required on the audit trail printout as specified in Rule 

64Bl6-29.004, F.A.C. 
2. Other records. A pharmacy that changes or discontinues use of a data processing system must: 

a. Transfer the records to the new data processing system; or 
b. Purge the records to a printout which contains all of the information required on the original document. 
3. Maintenance of purged records. Information purged from a data processing system must be maintained by the pharmacy for 

two years from the date of initial entry into the data processing system. 
(d) Loss of data. The shelter manager for permitted animal shelters shall report to the Board in writing any significant loss of 

information from the data processing system within 10 days of discovery of the loss. 
(2) The permitted animal shelter shall maintain a system(s) which can produce the information required in Rule 64B 16-29.004, 

F.A.C., for the preceding two years. The information required in this paragraph shall be supplied by the permitted animal shelter 
within seven working days if requested. 

(3) Failure to maintain records. Failure to provide records set out in this subsection, either on site or within 7 working days for 
whatever reason, constitutes failure to keep and maintain records. 

(4) Data processing system downtime. In the event that a permitted animal shelter which uses a data processing system 
experiences system downtime, the permitted animal shelter must have an auxiliary procedure which will ensure that all data is 

retained. 

Rulemaking Authority 465.005, 465.0155, 465.022, 828.055 'S. Law Implemented 465.019, 465.022, 465.02 6, 893.07, 828.055 FS. History—New 

3-31-05. 

64B16-29.OO5 Storage. 
Sodium pentobarbital and sodium pentobarbital with lidocaine shall be stored in a safe place. At a minimum, this shall require that 
the drugs be kept in a securely locked cabinet within a locked storage room. Schedule II order forms are to be stored under the same 
conditions. Records of purchases of sodium pentobarbital and sodium pentobarbital with lidocaine shall be maintained in a separate 
file from the records of administration. The records of purchases and administration shall be maintained at the location. 

Rulemaking Authority 465.005, 828.055 FS. Law Implemented 828.055 FS. History—New 10-17-79, Formerly 21S-14. 05, Amended 4-24-88, 

Formerly 21S-14. 005, 21S-29. 005, 61F1 0-29.005, 59X-29. 005. 



CHAPTER 64B16-30 
DISCIPLINARY GUIDELINES 

64B16-30.001 
64B 16-30.002 
64B 16-30.003 
64B16-30.0035 

Disciplinary Guidelines; Range of Penalties; Aggravating and Mitigating Circumstances 
Minor Violations 
Citations 
Mediation 

64B16-30.OO1 Disciplinary Guidelines; Range of Penalties; Aggravating and Mitigating Circumstances. 
(1) The board sets forth below a range of disciplinary guidelines from which disciplinary penalties will be imposed upon 

licensees guilty of violating Chapter 465, F.S. The purpose of the disciplinary guidelines is to give notice to licensees of the range of 
penalties which will normally be imposed upon violations of particular provisions of Chapter 465, F.S. The term license means any 
permit, registation, certificate, or license, including a provisional license, issued by the Department. The minimum penalty range is 

based upon a first time single count violation of each provision listed. The maximum penalty range is based upon multiple or 
repeated violations of the same provision of Chapter 465, F.S., or the rules promulgated thereto. All penalties at the upper range of 
the sanctions set forth in the guidelines, i.e., suspension, revocation, etc., include lesser penalties, i.e., fine, probation or reprimand 
which may be included in the final penalty at the board's discretion. Probation may be subject to conditions, including restriction 
from practice in certain settings, restricting the licensee to working only under designated conditions or in certain settings, requiring 
continuing or remedial education, or any other restriction found to be necessary for the protection of the public health, safety and 
welfare. In addition to any other discipline imposed under these guidelines, the board shall assess costs relating to the investigation 
and prosecution of the case. 

(2) The following disciplinary guidelines shall be followed by the board in imposing disciplinary penalties upon licensees and 
permittees for violation of the below mentioned statutes and rules. For the purposes of this rule, the descriptions of the violations are 

abbrieviated and the full statute or rule cited should be consulted to determine the prohibited conduct. 
PENALTY RANGE 
MINIMUM MAXIMUM 
$10,000 fine for each count $10,000 fine for each count and 
and Revocation Revocation 

VIOLATION 
(a) Obtaining a license or 
permit by misrepresentation, 
fraud or error 
(Section 465.016(l)(a), F.S.) 
(Section 465.023(l)(a), F.S.) 

(b) Procuring a license or permit 
by false representation 
(Section 465.016(l)(b), F.S.) 
(Section 465.023(l)(b), F.S. 

$10,000 fine for each count 
and Revocation 

$10,000 fine for each count and 
Revocation 

(c) Permitting unlicensed 
persons to practice 
pharmacy 
(Section 465.016(l)(c), F.S.) 

$2,500 fine and 12 hours Laws & 

Rules course or Multistate Pharmacy 
Jurisprudence Exam (MPJE) 

Revocation 

(d) Being unfit or 
incompetent to practice 
pharmacy 
(Section 465.016(1)(d), (m), F.S.) 

$250 fine, indefinite suspension 
with PEN review and board 
appearance 

Revocation or, at the licensee's 
discretion, voluntarily 
relinquishment 
with reinstatement under the 

terms and conditions 
approved by the board 

(e) Violating laws 



governing the practice of 
pharmacy 
(Section 465.016(l)(e), F.S.) 
(Section 465 .023(l)(c), F.S.) 

1. Chapter 465, F.S.: 

a. Failure to supervise $250 fine and one (1) year Revocation 
registered pharmacy technician probation and 12 hour Laws 
(Section 465 .014, F.S.) & Rules Course or MPJE 

b. Operating a pharmacy $500 per month to maximum Revocation 
that is not registered of $5,000 (penalty will require 
(Section 465.015(1)(a), F.S.) permittee to renew permit or 

cease practice) 

c. Operating a pharmacy $5,000 fine and one (1) year Revocation 
where an unlicensed and probation 
unsupervised person 
practices pharmacy 
(Section 465 .015(l)(b), F.S.) 

d. Making a false or $10,000 fine for each count $10,000 fine 
fraudulent statement to the for each count and 
board Revocation 
(Section 465.0 15(2)(a), F.S.) 

e. Practicing pharmacy as an Fine based on length of time in Revocation 
inactive licensee practice while inactive; 
(Section 465.0 15(2)(b), F.S.) $500/month 

f. Selling or dispensing 
drugs without a prescription 
(Section 465 .015(2)(c), F.S.) 

(i) Non-scheduled legend $1,500 fine Revocation 
drugs 

(ii) Scheduled (controlled $5,000 fine and Revocation 
substances) legend drugs one (1) year probation 

g. Selling samples or 
complimentary drugs 
(Section 465.0 15(2)(d), F.S.) 

(i) Non-scheduled legend drugs $1,500 fine Revocation 

(ii) Scheduled (controlled $5,000 fine and one (1) year probation Revocation 
Substances) legend drugs 



h. Failure to notify the board of or not 
to have a prescription department 
manager or consultant pharmacist 
Sections 465.018, .019, .0193, .0196, 

or .0197, F.S. 
(Section 465.022(10), (11), F.S.) 

(i) Failure to notify Fine based on length of time $7,500 maximum (penalty 
(Section 465 .018, F.S.) prior to notifying board. $500 requires notification or 

per month ceasing practice) 

(ii) Failure to have Fine based on length of time prior to Revocation 
prescription department notifying board, $750 per month and 
manager or consultant one (1) year probation 
pharmacist of record 

i. Failure to comply with $500 fine and 12 hour Laws & Rules $2,500 fine 
required substitution of Course or MPJE 
legend drug requirements 
(Sections 465 .025(2), (3), (4), F.S.) 

j. Failure to follow negative $1,000 fine and 12 hours Laws & $2,500 fine and 
formulary requirements Rules Course or MPJE one (1) year 
(Section 465.025(6), F.S.) probation 
(Rule 64B16-27.500, F.A.C.) 

k. Failure to follow $500 fine $1,000 fine and 
emergency prescription one (1) year 
requirements probation 
(Section 465.0275, F.S.) 

1. Engage in prohibited $1,500 fine Revocation 
rebate scheme 
(Section 465.185, F.S.) 

m. Failure to comply with pharmacist 
dispensing requirements 
(Section 465.186, F.S.) 

(i) Failure to follow procedure, $500 fine $1,000 fine, one (1) year 
but dispense drug appearing on probation and suspension 
formulary of right to dispense 
(Section 465.186(3), F.S.) 
(Rule 64B16-27.210, F.A.C.) 

(ii) Dispensing drug not on $1,500 fine Revocation 
the formulary 
(Section 465.186(2), F.S.) 



(Rules 64B16-27.220, .230, F.A.C.) 

2. Chapter 499, F.S. 

a. Adulteration of a drug $1,000 fine Revocation 
(Section 499.005(2), (3), F.S.) 
(Section 499.006, F.S.) 

b. Misbranding a drug 
(Section 499.005(2), (3), F.S.) 
(Section 499.007, F.S.) 

(i) Incomplete or inaccurate $250 fine and 12 hour Laws & $2,500 fine and one (1) 

labeling Rules Course or MPJE year probation 
(Section 499.007, F.S.) 
(Rule 64B16-28.108, F.A.C.) 

(ii) Fraudulent misbranding $2,500 fine and one (1) year Revocation 
of legend drugs suspension 
(Section 499.007, F.S.) 

c. Prescriptions Drug Pedigree $500 fine and 12 hour Laws & Rules Revocation 
Course or MPJE 

d. Recordkeeping requirement $500 fine and 12 hour Laws & Rules Revocation 
Course or MPJE 

e. Storage of drugs $500 fine and 12 hour Laws & Revocation 
Course or MPJE 

3. Chapter 893, F.S. 

(Controlled substances) 

a. Filling a prescription for $1,500 fine $5,000 fine and one (1) 
controlled substances that year probation 
does not meet the requirements of 
Chapter 893, F.S. 

(Section 893.04(1)(b), F.S.) 

b. Failing to retain prescription $1,000 fine Revocation 
records for two (2) years 
(Section 893.04(1)(d), F.S.) 

c. Failing to appropriately $250 fine and 12 hour Laws & Rules $2,500 fine and one (1) 

label Course or MPJE year probation 
(Section 893.04(l)(e), F.S.) 

d. Dispensing a Schedule II $5,000 fine and one (1) year Revocation 
drug inappropriately with a probation 



non-written prescription 
(Section 893.04(1)(f), F.S.) 

e. Inappropriate refilling of $1,750 fine and one (1) year One (1) year suspension 
Schedule III, IV, or V drugs probation 
(Section 893.04(1)(g), F.S.) 

f. Receiving controlled substances $2,500 fine Revocation 
without an appropriate order 
form 
(Section 893.06(1), F.S.) 

g. Unlawful possession of $2,500 fine and one (1) year Revocation 
controlled substances probation 
(Section 893 .06(2), F.S.) 

h. Failure to take a biennial $1,000 fine $2,500 fine and one (1) year 
inventory probation 
(Section 893.07(1)(a), (2), (3), 
(4), (5), F.S.) 

i. Failure to maintain a $1,000 fine and one (1) year Revocation 
complete and accurate probation 
record of controlled 
substances 
(Section 893.07(1)(b), (2), (3), 

(4), (5), F.S.) 

j. Dispensing controlled $5,000 fine and one (1) year Revocation 
substances in other than probation 
good faith 
(Section 893.08(3)(b), F.S.) 

k. Inappropriate selling of Schedule V $1,500 fine and one (1) year One (1) year suspension 
controlled substance probation 
(Section 893.08(3)(c), F.S.) 

1. Unlawful possession of $5,000 fine and two (2) years Revocation 
controlled substance probation 
(Section 893.13, F.S.) 

4. Violation of Federal Drug $500 fine and one (1) year Revocation 
Abuse Act 21 U. S. C. 821 probation 
et seq. 

(f) Criminal conviction related to 

pharmacy 
(Section 465.016(1)(f), F.S.) 
(Section 465.023(1)(d), F.S.) 



(i) Misdemeanor $1,000 fine Revocation 

(ii) Felony One (1) year suspension, Revocation 
two (2) years probation & 

$5,000 fine 

(g) Using in the compounding of a $250 fine and and complete Revocation 
prescription, or furnishing upon approved CE course in the 

prescription, an ingredient or prevention of medication errors 
article different in any manner of no less than eight (8) hours 
from the ingredient or article 
prescribed, except as authorized 
in Section 465.0 19(6), F.S. or 
Section 465 .025, F.S., or 
compounding,dispensing or 
distributing legend drugs outside 
professional practice of pharmacy 
(Section 465.016(1)(g), F.S.) 
(Section 465.016(1)(i), F.S.) 

(h) Filing a false report or failing to 

file a report required by law 

1. Knowing violation $2,000 fine and one (1) year Revocation 
probation 

2. Negligent violation Reprimand One (1) year probation and 
$1,000 fine 

(i) Failure to make prescription $250 fine and 12 hour Laws & Rules $1,000 fine and one (1) year 
price information available Course or MPJE probation 
(Section 465.016(l)(k), F.S.) 

(j) Improperly placing $1,500 fine $3,000 fine and one (1) year 
returned drugs into the stock probation 
of a pharmacy 
(Section 465.016(1)(l), F.S.) 

(k) Violating a rule or order 
of the board or Department 
(Section 465.016(1)(n), F.S.) 

1. Rules of Board of Pharmacy 

a. Rules 64B 16-28.101 to $500 fine and 12 hour Laws & Rules One (1) year probation and 
64Bl6-28.1035, F.A.C. or MPJE $2,000 fine 
Rule 64B16-27.l00, F.A.C. 
Rule 64B16-28.109, F.A.C. 



Rule 64B16-27.103, F.A.C. 
Rule 64B16-27.104, F.A.C. 
Rule 64B16-26.400, F.A.C. 
Rule 64B16-26.2032, F.A.C. 
Rule 64B16-28.1081, F.A.C. 
Rule 64B16-26.301, F.A.C. 
Rule 64B16-28.114, F.A.C. 
Rule 64B16-27.105, F.A.C. 
Rule 64B16-27.21l, F.A.C. 
Rule 64B16-28.113, F.A.C. 
Rule 64B16-28.202l, F.A.C. 
Rule 64B16-28.603, F.A.C. 

b. Rule 64B16-28.102, F.A.C. 

c. Rule 64Bl6-27.l01, F.A.C. 
(counterfeit drugs) 

d. Rule 64B16-28.110, F.A.C. 
(outdated pharmaceuticals) 

e. Rules 64Bl6-28.30l, 
64Bl6-28.303, F.A.C. 
(destruction of controlled 
substances) (violations) 

f Rule 64B16-26.300, F.A.C 
(Serving as consultant pharmacist 
without being licensed as a 

consultant pharmacist) 

g. Rule 64B16-28.l40, F.A.C. 
(Data processing systems) 

h. Rule 64B16-28.120, F.A.C. 
(Location of legend drugs) 

i. Practicing nuclear pharmacy 
without being licensed as a 

nuclear pharmacist 
(Rule 64B16-26.303, F.A.C.) 

j. Failure to follow technical 
requirements 
(Rules 64Bl6-28.901 and 
64Bl6-28.902, F.A.C.) 

Suspension until compliance 

$1,000 fine for dispensing 

$500 fine for possession $1,000 
fine for dispensing 

$500 fine and 12 hour Laws & 

Rules or MPJE 

$500 per month up to $5,000 fine 

(fine based upon the length of time 
the person is serving as a consultant 
without being licensed as a consultant 
pharmacist) 

$500 per month up to $5,000 fine 

(fine based upon the length of time 
the person is practicing without 
being licensed as a nuclear pharmacist) 

One (1) year probation and $1,000 
fine 

Revocation 

Revocation 

k. Rules 64B16-28.202 and $1,500 fine Revocation 

Revocation 

Revocation 

Revocation 

Revocation 

Revocation 

Revocation 

Revocation 

$1,000 fine 

$1,000 fine 



64B16-28.203, F.A.C. 
(transfer of prescription files and 
drugs) 

1. Failure to complete the required 
continuing education during the 
biennial licensure period. 
(Rule 64B16-26.103, F.A.C.) 

1. Failure to complete less than ten $500 fine S 1,500 fine 

(10) hours 

2. Failure to complete ten (10) or more $1,000 fine $2,500 fine 
hours 
In addition, licensees shall take 
two additional hours of continuing 
edcuation for each of the continuing 
education deficiencies. Said hours 
shall not count for continuing 
education renewal requirements for 
the next biennium. 

m. Failure to maintain program $500 fine Revocation 
requirements for certification, 
training, or continuing education 
programs or providers. 
(Rule 64B16-26.60l, F.A.C.) 

n. Failure to retain continuing $250 fine $1,500 fine 
education records. 
(Rule 64B16-26.603, F.A.C.) 

o. Failure to practice in accordance 
with established practice standards. 
(Rules 64Bl6-27.lOOl, .104, F.A.C.) 

1. Pharmacist $500 fine Revocation 

2. Pharmacy Intern $250 fine Revocation 

3. Permittee $500 fine Revocation 

p. Failure to have current policies $500 fine Revocation 
and procedures. 
(Rules 64Bl6-28.141, .450, F.A.C.) 

q. Failure to have or maintain $500 fine and 12 hours Laws & Rules MJPE Revocation 
standards for an automated 
pharmacy system in a community 



pharmacy. 
(Rule 64B16-28.141, F.A.C.) 

r. Failure to have or maintain $500 fine and 12 hour Laws & Rules or MJPE Revocation 
standards for a central 
fill pharmacy. 
(Rule 64B16-28.450, F.A.C.) 

s. Failure to have or maintain standards $500 fine and 12 hour Laws & Rules or MJPE 
for an institutional pharmacy. 
(Rules 64B16-28.602, .6021, .605, .606, 

.702, F.A.C.) 

t. Failuare to maintain or have standards $500 fine and 12 hour Laws & Rules or MJPE 
for a special pharmacy. 
(Rules 64B16-28.800, .8 10, .820, .840, 

.850, .860, .870, F.A.C.) 

u. Failure to maintain standards for 
animal control shelters $500 Fine Revocation 

2. Violation of orders of $2,500 fine and Revocation 
Board or Department one (1) year probation 

(1) License disciplined by Same penalty as imposed in other 
another jurisdiction jurisdiction or as closely as possible 
(Section 465.016(l)(h), F.S.) to penalties set forth in Florida 

Statutes 

(m) Failure to comply with $750 fine $2,500 fine and, 
Board's rule on patient one year probation 
counseling 
(Rules 64Bl6-27.800, .8 10, 

.820, F.A.C.) 

(n) Abandoning or allowing permit Revocation Revocation 
to become null and void after notice 
of disciplinary proceedings. 
(Section 465 .018(3), F.S.) 

(o) Violating 456.072, F.S. 

1. Making misleading, $1,500 fine and one (1) year Revocation 
deceptive, or fraudulent probation 
representations in or related 
to the practice of the 

licensee's profession. 

2. Intentionally violating $2,500 fine and two (2) years Revocation 



any rule adopted by the probation 
Board or the Department. 

3. Being convicted or found 
guilty of, or entering a plea 
of guilty or nob contendere to, 
regardless of adjudication, a 

crime in any jurisdiction 
which relates to the practice 
of, or the ability to practice, 
a licensee's profession. 

(i) Misdemanor $1,000 fine Revocation 

(ii) Felony $3,000 fine and one (1) year Revocation 
probation 

4. Failing to comply with $500 fine $1,000 fine 
the educational course 
requirements for human 
immunodeficiency virus and 
acquired immune deficiency 
syndrome, or medical errors. 

5. Having a license or the Same penalty as imposed in other 
authority to practice the jurisdiction or as closely as 

regulated profession possible to penalties for 
revoked, suspended, or similar violation 
otherwise acted against, 
including the denial of 
licensure, by the licensing 
authority of any jurisdiction, 
including its agencies or 
subdivisions, for a violation 
that would constitute a 

violation under Florida law. 

The licensing authority's 
acceptance of a 

relinquishment of licensure, 
stipulation, consent order, or 
other settlement, offered in 

response to or in 
anticipation of the filing of 
charges against the license, 
shall be construed as action 
against the license. 

6. Having been found liable $3,000 fine Revocation 
in a civil proceeding for 



knowingly filing a false 
report or complaint with the 

Department against another 
licensee. 

7. Attempting to obtain, Revocation or denial of license 
obtaining, or renewing a application 
license to practice a 

profession by bribery, by 
fraudulent 
misrepresentation, or 
through an error of the 
Department or the Board. 

8. Except as provided in $500 fine and one (1) year Revocation 
Section 465 .016, F.S., failing probation 
to report to the Department 
any person who the licensee 
knows is in violation of this 
part, the chapter regulating 
the alleged violator, or the 
rules of the Department or 
the Board. 

9. Aiding, assisting, $2,000 fine Revocation 
procuring, employing, or 
advising any unlicensed 
person or entity to practice a 

profession contrary to this 
part, the chapter regulating 
the profession, or the rules 
of the Department or the 
Board. 

10. Failing to perform any $2,000 fine Revocation 
statutory or legal obligation 
placed upon a licensee. 

11. Making or filing a report $2,500 fine and two (2) years Revocation 
which the licensee knows to probation 
be false, intentionally or 
negligently failing to file a 

report or record required by 
state or federal law, or 
willfully impeding or 
obstructing another person 
to do so. Such reports or 
records shall include only 
those that are signed in the 



capacity of a licensee. 

12. Making deceptive, $10,000 fine and two (2) years Revocation $10,000 fine 
untrue, or fraudulent probation and one (1) year suspension 
representations in or related 
to the practice of a 

profession or employing a 

trick or a scheme in or 
related to the practice of a 

profession. 

13. Exercising influence on $3,000 fine and two (2) years Revocation 
the patient or client for the probation 
purpose of financial gain of 
the licensee or a third party. 

14. Practicing or offering to $2,000 fine and two (2) years Revocation 
practice beyond the scope probation 
permitted by law or 
accepting and performing 
professional responsibilities 
the licensee knows, or has 
reason to know, the licensee 
is not competent to perform. 

15. Delegating or contracting $2,000 fine and two (2) years Revocation 
for the performance of probation 
professional responsibilities by 
a person when the licensee 
delegating or contracting for 
performance of such 
responsibilities knows, or 
has reason to know, such 
person is not qualified by 
training, experience, and 
authorization when required 
to perform them. 

16. Violating any provision $1,000 fine Revocation 
of this part, the applicable 
professional practice act, a 

rule of the Department or 
the Board, or a lawful order 
of the Department or the 
Board, or failing to comply 
with a lawfully issued 
subpoena of the Department. 

17. Improperly interfering $2,500 fine and two (2) years Revocation 



with an investigation or probation 
inspection authorized by 
statute, or with any 
disciplinary proceeding. 

18. Failing to report to the $1,000 fine Revocation 
board in writing within 30 

days after the licensee has 

been convicted or found 
guilty or entered a plea of 
nob contendere to, 

regardless of adjudication, 
a crime in any jurisdiction. 

19. Testing positive for any $1,500 fine PRN evaluvation and Revocation 
drug, as defined in Section two (2) years probation or compliance 
112.0455, F.S., on any with PRN contract 
confirmed preemployment 
or employer ordered drug 
screening when the 

practitioner does not have 
a lawful prescription and 
legitimate medical reason 
for using such drug. 

20. Being terminated from Suspension until successful Revocation 
or failing to successfully completion or receipt of written 
complete an impaired confirmation of compliance with 
practitioners treatment ongoing treatment and a fine of 
program. up to $1,000. 
(Section 456.072(1)(hh), F.S.) 

21. Being convicted of, or Revocation and a fine of $10,000, 
entering a plea of guilty or or in the case of application for 
nob contendere to any licensure, denial of license. 
misdemeanor or felony, 
regardless of adjudication, 
under 18 USC s. 669, 

ss. 285-287, s. 371, s. 1001, 

s. 1035,s. 1341,s. 1343, 

s. 1347,s. 1349, or s. 1518, 

or 42 USC ss. 1320a-7b, 
relating to the Medicaid program. 
(Section 456.072(1)(ii), F.S.) 

22. Failing to remit the sum owed to From a letter of concern to probation, From a reprimand to 

the state for overpayment from the and a fine of $500 to $5,000. revocation, and a fine of 
Medicaid program pursuant to a $2,500 to $5,000. 
final order, judgment, or settlement. 



(Section 456.072(1)(jj), F.S.) 

23. Being terminated from the state From a letter of concern to From a reprimand to 

Medicaid program, or any other suspension, and a fine of S 1,000 revocation, and a fine of 
state Medicaid program, or the to $5,000. $5,000 to $10,000. 
federal Medicare program. 
(Section 456.072(1)(kk), F.S.) 

24. Being convicted of, or entering Revocation and a fine of $10,000, 
into a plea of guilty or nob contendere or in the case of application for 
to any misdemeanor or felony, licensure, denial of license. 
regardless of adjudication, which 
relates to health care fraud. 
(Section 456.072(1)(ll), F.S.) 

(3) The board shall be entitled to deviate from the above-mentioned guidelines upon a showing of aggravating or mitigating 
circumstances by clear and convincing evidence presented to the board prior to the imposition of a final penalty. The fact that an 
Administrative Law Judge of the Division of Administrative Hearings may or may not have been aware of the below-mentioned 
aggravating or mitigating circumstances prior to a recommendation of penalty in a Recommended Order shall not obviate the duty of 
the board to consider aggravating and mitigating circumstances brought to its attention prior to the issuance of a Final Order. 

(a) Aggravating circumstances; circumstances which may justify deviating from the above set forth disciplinary guidelines and 
cause the enhancement of a penalty beyond the maximum level of discipline in the guidelines shall include but not be limited to the 
following: 

1. History of previous violations of the practice act and the rules promulgated thereto. 
2. In the case of negligent acts, the magnitude and scope of the damage or potential damage inflicted upon the patient or the 

general public by the licensee's misfeasance. 
3. Evidence of violation of professional practice acts in other jurisdictions wherein the licensee has been disciplined by the 

appropriate regulatory authority. 
4. Violation of the provision of the practice act wherein a letter of guidance as provided in Section 456.073(3), F.S., has 

previously been issued to the licensee. 

(b) Mitigating circumstances; circumstances which may justify deviating from the above set forth disciplinary guidelines and 
cause the lessening of a penalty beyond the minimum level of discipline in the guidelines shall include but not be limited to the 

following: 
1. In cases of negligent acts, the minor nature of the damage or potential damage to the patient's or the public's health, safety 

and welfare resulting from the licensee's misfeasance. 
2. Lack of previous disciplinary history in this or any other jurisdiction wherein the licensee practices his profession. 
3. Restitution of any monetary damage suffered by the patient. 
4. The licensee's professional standing among his peers. 
5. Steps taken by the licensee to insure the non-occurrence of similar violations in the future including continuing education. 
6. The degree of financial hardship incurred by a licensee as a result of the imposition of fines or the suspension of his practice. 
(4) All fines imposed by the Board shall be paid within a period of niney (90) days from the date of the final ordered entered by 

the Board. This time limitation may be modified by the Board for good cause shown in order to prevent undue hardship. 

Rulemaking Authority 456.072, 456.079, 465.005 FS. Law Implemented 456.072, 456.079 FS. History—New 3-1-87, Amended 5-11-88, Formerly 

21S-17.001, 0.OO1, 61F10-30.001, Amended 6-26-95, 1-30-96, Formerly 59X-30.001, Amended 12-3 -9 7, 11-15-98, 5-3-00, 1-2-02, 11-29-06, 

9-26-12. 

64B16-30.002 Minor Violations. 
(1) The Board sets forth the following guidelines for use by Department investigators when a licensee is in noncompliance of an 

initial offense of a minor violation. The Board deems the following violations, depending upon severity, to be consistent with 



Section 456.073(3), F.S. 

(a) Outdated pharmaceuticals Rule 64B16-28.1 10, F.A.C. 
(b) Failure to meet regulation of daily operating hours Rule 64B16-28.404, F.A.C. 
(c) Generic substitution sign not displayed Section 465.025(7), F.S. 

(d) Information required on controlled substance prescriptions: practitioner's address, practitioner's DEA registration number, 
patient's address Section 893.04, F.S. 

(e) Failure to have certified by dispensing pharmacists the daily hard-copy printout or daily log paragraph 64B 16-28. 140(3)(c) 
or (e), F.A.C. 

(f) Failure to have pharmacy minimally equipped i.e. references, compounding equipment, and a current copy of the laws and 
rules governing the practice of pharmacy in the State of Florida Rule 64B16-28.107, F.A.C. 

(g) Failure to properly identifSi pharmacy technicians Rule 64B16-27.410, F.A.C. 
(h) Results of P&E quality assurance program not documented or available for inspection paragraph 64B 1 6-28.820(3)(d), 

F.A.C. 
(i) Improper storage of legend drugs Rule 64B16-28.120, F.A.C. 
(j) Improper documentation of destruction of controlled substances Rules 64B16-28.301, 64B16-28.303, F.A.C. 
(k) Consultant pharmacist's monthly reports not current or available for inspection Rule 64B 16-28.501, subsection 64B 16- 

28.702(2), F.A.C. 
(1) Controlled substance prescription labels lack transfer crime warning labeling paragraph 64B16-28.502(2)(c), F.A.C. 
(2) The Department's investigator may issue a Notice of Deficiencies when the above conditions occur and the requirements of 

Section .073(3), F.S., are met. In such cases licensees shall correct the violation and respond to the investigator on forms 
provided by the Department and with other evidence of compliance as may be necessary, within 30 days, to certify current 
compliance. Failure to do so shall subject the licensee to further proceedings. 

Rulemaking Authority 456.073 (3), 465.005 FS. Law Implemented 456.073 (3) FS. History—New 11-12-90, Formerly 21S-17.002, 21S-30.002, 

61F10-30. 002, 59X-30. 002, Amended 12-9 -98, 8-26-02. 

64B16-30.003 Citations. 
(1) Pursuant to Section , F.S., the Board sets forth in (3) of this rule those violations for which there is no substantial 

threat to the public health, safety and welfare; or, if there is a substantial threat to the public health, safety and welfare, such 
potential for harm has been removed prior to the issuance of the citation. Next to each violation is the fine to be imposed. 

(2) Prior to issuance of the citation, the Department must confirm that the violation has been corrected or is in the process of 
being corrected. If the violation is a substantial threat to the public health, safety and welfare, such potential for harm must be 
removed prior to issuance of the citation. 

(3) The following violations with accompanying fines may be disposed of by citation: 
(a) Practicing pharmacy as an inactive Fine based on length of time in practice 
licensee (465.015(2)(b), F.S.) while inactive; $200/month or $5,000 

maximum (penalty will require licensee to 

renew license or cease practice). 
(b) Operating a pharmacy with an inactive permit $500 per month to a maximum of $5000 
(465.015(1)(a), F.S.) (penalty will require permittee to renew 

permit or cease practice). 
(c) First time failure to complete the required continuing education during the biennial licensure period.(456.072(3), F.S.) 
Failure to complete less than 10 hours $500 
Failure to complete 10 or more hours $1000 

In addition, licensees shall take two additional hours of continuing education for each of the continuing education deficiencies. Said 
hours shall not count for continuing education renewal requirements for the next biennium. 

(d) Failure to timely pay $500 per month late to a maximum of 
a fine or costs imposed $5,000 (penalty will require permittee or 
by a final order. licensee to also pay the original fine 

and/or costs). 



(e) Failure to display any $500 
sign, license or permit 
required by statute or rule. 
(f) Failure to have any reference $500 
material required by statute or 
rule available. 

(g) Failure to notify the Fine based on the length of time 
board of a change in prior to notifying board. 
a prescription department $200 a month to $5,000 maximum. 
manager or consultant 
pharmacist. 
(h) Using in the compounding of a $250 fine, Completion of an approved 
prescription, or ftirnishing upon CE course in the prevention of medication 
prescription, an ingredient or article errors of no less than 8 hours. 
different in any manner from the ingredient 
or article prescribed, except as authorized 
in Section 465.019(6) or 465.025, F.S.; or 
dispensing a medication with dosage 
instructions different in any way than 
prescribed, provided that the medication was 
not used or ingested. 
(i) Tendering a check payable to the $100 fine plus payment of the 
Board of Pharmacy or to the check within 30 days. 

Department of Health that is dishonored 
by the Institution upon which it is drawn. 
(j) Failing to comply with the $500 
Educational course requirements for 
Human immunodeficiency virus and 
Aquired immune deficiency 
syndrome (HIV/AIDS), or medical errors 
(k) Failure to correct $250 
Minor violation as listed in 

Rule 64B16-30.002, F.A.C. 
(1) Failure to retain continuing education records $250 
(4) Once the citation becomes a final order, the citation and complaint become a public record pursuant to Chapter 119, F.S., 

unless otherwise exempt from the provisions thereof The citation and complaint may be considered as aggravating circumstances in 
future disciplinary actions pursuant to paragraph 64B16-30.OO1(3)(a), F.A.C. 

(5) The procedures described herein apply only for an initial offense of the alleged violation. Subsequent violation(s) of the 

same rule or statute shall require the procedures of Section 456.073, F.S., to be applied. In addition, should an initial offense for 
which a citation could be issued occur in conjunction with violations not described herein, then the procedures of Section 456.073, 
F.S., shall apply. 

Rulemaking Authority 456.073, 456.077, 465.005 FS. Law Implemented 456.077 FS. History—New 12-22-91, Formerly 21S-30.003, 61F10-30.003, 

59X-30.003, Amended 4-3-00, 1-2-02, 8-26-02, 1-12-03, 2-1-12. 

64B16-30.0035 Mediation. 
(1) "Mediation" means a process whereby a mediator appointed by the Department acts to encourage and facilitate resolution of 

a legally sufficient complaint. It is an informal and nonadversarial process with the objective of assisting the parties to reach a 

mutually acceptable agreement. 
(2) The Board finds that mediation is an acceptable method of dispute resolution for the following violation as it is economic in 



nature or can be remedied by the licensee: failure of the licensee to timely pay any assessed administrative fines or costs. 
(3) A "mediator" means a person who is certified in mediation by the Florida Bar, the Florida Supreme Court, or the Division of 

Administrative Hearings. 

Rulemaking Authority 456.078 FS. Law Implemented 456.078 FS. History—New 11-21-94, Formerly 59X-30.0035. 
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(797) PHARMACEUTICAL 
COMPOUNDING-STERILE 

PREPARATIONS 

INTRODUCTION 

The objective of this chapter is to describe conditions and 
practices to prevent harm, including death, to patients that 
could result from (1) microbial contamination (nonsterility), 
(2) excessive bacterial endotoxins, (3) variability in the in- 
tended strength of correct ingredients that exceeds either 
monograph limits for official articles (see "official" and "arti- 
cle" in the General Notices and Requirements) or 1 0% for 
nonofficial articles, (4) unintended chemical and physical 
contaminants, and (5) ingredients of inappropriate quality in 
compounded sterile preparations (CSP5). Contaminated 
CSPs are potentially most hazardous to patients when ad- 
ministered into body cavities, central nervous and vascular 
systems, eyes, and joints, and when used as baths for live 
organs and tissues. When CSPs contain excessive bacterial 
endotoxins (see Bacterial Endotoxins Test (85)), they are po- 
tentially most hazardous to patients when administered into 
the central nervous system. 

Despite the extensive attention in this chapter to the pro- 
vision, maintenance, and evaluation of air quality, the avoid- 
ance of direct or physical contact contamination is para- 
mount. It is generally acknowledged that direct or physical 
contact of critical sites of CSPs with contaminants, especially 
microbial sources, poses the greatest probability of risk to 
patients. Therefore, compounding personnel must be metic- 
ulously conscientious in precluding contact contamination of 
CSPs both within and outside ISO Class 5 (see Table 1) ar- 
eas. 

To achieve the above five conditions and practices, this 
chapter provides minimum practice and quality standards 
for CSPs of drugs and nutrients based on current scientific 
information and best sterile compounding practices. The use 
of technologies, techniques, materials, and procedures other 
than those described in this chapter is not prohibited so 
long as they have been proven to be equivalent or superior 
with statistical significance to those described herein. The 
standards in this chapter do not pertain to the clinical ad- 
ministration of CSPs to patients via application, implantation, 
infusion, inhalation, injection, insertion, instillation, and irri- 
gation, which are the routes of administration. Four specific 
categories of CSPs are described in this chapter: low-risk 
level, medium-risk level, and high-risk level, and immediate 
use. Sterile compounding differs from nonsterile compound- 
ing (see Pharmaceutical Compounding—Nonsterile Prepara- 
tions (795) and Good Compounding Practices (1075)) prima- 
rily by requiring the maintenance of sterility when 
compounding exclusively with sterile ingredients and com- 
ponents (i.e., with immediate-use CSPs, low-risk level CSPs, 
and medium-risk level CSPs) and the achievement of sterility 
when compounding with nonsterile ingredients and compo- 
nents (i.e., with high-risk level CSPs). Some differences be- 
tween standards for sterile compounding in this chapter and 
those for nonsterile compounding in Pharmaceutical Com- 
pounding—Nonsterile Preparations (795) include, but are not 
limited to, ISO-classified air environments (see Table 1); per- 
sonnel garbing and gloving; personnel training and testing 
in principles and practices of aseptic manipulations and ster- 
ilization; environmental quality specifications and monitor- 
ing; and disinfection of gloves and surfaces of ISO Class 5 
(see Table 1) sources. 

Table 1. ISO Classification of Particulate Matter in Room Air 
(limits are in particles of 0.5 .Lm and larger per cubic meter current 
ISO] and cubic feet former Federal Standard No. 209E, FS ])* 

Class Name Particle Count 

ISO Class U.S. FS 209E ISO, m° 
FS 209E, 

3 Class 1 35.2 1 

4 Class 10 352 10 

5 Class 100 3,520 100 

6 Class 1,000 35,200 1,000 

7 Class 10,000 352,000 10,000 

8 Class 100,000 3,520,000 100,000 
*Adapted from former Federal Standard No. 209E, General Services 
Administration, Washington, DC, 20407 (September 11, 1992) and 
ISO 14644-1:1999, Cleanrooms and associated controlled environ- 
ments—Part 1: Classification of air cleanliness. For example, 3,520 
particles of 0.5 per 3 or larger (ISO Class 5) is equivalent to 
100 particles per ft3 (Class 100) (1 3 = 35.2 ). 
The standards in this chapter are intended to apply to all 

persons who prepare CSPs and all places where CSPs are 
prepared (e.g., hospitals and other healthcare institutions, 
patient treatment clinics, pharmacies, physicians' practice fa- 
cilities, and other locations and facilities in which CSPs are 
prepared, stored, and transported). Persons who perform 
sterile compounding include pharmacists, nurses, pharmacy 
technicians, and physicians. These terms recognize that 
most sterile compounding is performed by or under the su- 
pervision of pharmacists in pharmacies and also that this 
chapter applies to all healthcare personnel who prepare, 
store, and transport CSPs. For the purposes of this chapter, 
CSPs include any of the following: 

(1) Compounded biologics, diagnostics, drugs, nutrients, 
and radiopharmaceuticals, including but not limited 
to the following dosage forms that must be sterile 
when they are administered to patients: aqueous 
bronchial and nasal inhalations, baths and soaks for 
live organs and tissues, injections (e.g., colloidal dis- 
persions, emulsions, solutions, suspensions), irrigations 
for wounds and body cavities, ophthalmic drops and 
ointments, and tissue implants. 

(2) Manufactured sterile products that are either prepared 
strictly according to the instructions appearing in 
manufacturers' approved labeling (product package 
inserts) or prepared differently than published in such 
labeling. NOTE—The FDA states that "Compounding 
does not include mixing, reconstituting, or similar acts 
that are performed in accordance with the directions 
contained in approved labeling provided by the prod- 
uct's manufacturer and other manufacturer directions 
consistent with that labeling" 21 USC 321 (k) and 
(m)]. However, the FDA-approved labeling (product 
package insert) rarely describes environmental quality 
(e.g., ISO Class air designation, exposure durations to 
non-ISO classified air, personnel garbing and gloving, 
and other aseptic precautions by which sterile prod- 
ucts are to be prepared for administration). Beyond- 
use exposure and storage dates or times (see General 
Notices and Requirements and Pharmaceutical Com- 
pounding—Nonsterile Preparations (795)) for sterile 
products that have been either opened or prepared 
for administration are not specified in all package in- 
serts for all sterile products. Furthermore, when such 
durations are specified, they may refer to chemical 
stability and not necessarily to microbiological purity 
or safety.] 

ORGANIZATION OF THIS CHAPTER 

The sections in this chapter are organized to facilitate the 
practitioner's understanding of the fundamental accuracy 
and quality practices for preparing CSPs. They provide a 
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foundation for the development and implementation of es- 
sential procedures for the safe preparation of low-risk, me- 
dium-risk, and high-risk level CSPs and immediate-use CSPs, 
which are classified according to the potential for microbial, 
chemical, and physical contamination. The chapter is di- 
vided into the following main sections: 

• Definitions 
• Responsibility of Compounding Personnel 
• CSP Microbial Contamination Risk Levels 
• Personnel Training and Evaluation in Aseptic Manipula- 

tion Skills 
• Immediate-Use CSPs 
• Single-Dose and Multiple-Dose Containers 
• Hazardous Drugs as CSPs 
• Radiopharmaceuticals as CSPs 
• Allergen Extracts as CSPs 
• Verification of Compounding Accuracy and Sterility 
• Environmental Quality and Control 
• Suggested Standard Operating Procedures (SOPs) 
• Elements of Quality Control 
• Verification of Automated Compounding Devices 

(ACD5) for Parenteral Nutrition Compounding 
• Finished Preparation Release Checks and Tests 
• Storage and Beyond-Use Dating 
• Maintaining Sterility, Purity, and Stability of Dispensed 

and Distributed CSPs 
• Patient or Caregiver Training 
• Patient Monitoring and Adverse Events Reporting 
• Quality Assurance (QA) Program 
• Abbreviations and Acronyms 
• Appendices I—V 

The requirements and recommendations in this chapter 
are summarized in Appendix I. A list of abbreviations and 
acronyms is included at the end of the main text, before the 
Appendices. 

All personnel who prepare CSPs shall be responsible for 
understanding these fundamental practices and precautions, 
for developing and implementing appropriate procedures, 
and for continually evaluating these procedures and the 
quality of final CSPs to prevent harm. 

DEFINITIONS 

Ante-Area—An ISO Class 8 (see Table 1) or better area 
where personnel hand hygiene and garbing procedures, 
staging of components, order entry, CSP labeling, and other 
high-particulate-generating activities are performed. It is also 
a transition area that (1) provides assurance that pressure 
relationships are constantly maintained so that air flows 
from clean to dirty areas and (2) reduces the need for the 
heating, ventilating, and air-conditioning (HVAC) control 
system to respond to large 1 

Aseptic Processing (see Microbiological Evaluation of 
Clean Rooms and Other Controlled Environments (111 6))—A 
mode of processing pharmaceutical and medical products 
that involves the separate sterilization of the product and of 
the package (containers—closures or packaging material for 
medical devices) and the transfer of the product into the 
container and its closure under at least ISO Class 5 (see 
Table 1) conditions. 

Beyond-Use Date (BUD) (see General Notices and Re- 
quirements and Pharmaceutical Compounding—Nonsterile 
Preparations (795))—For the purpose of this chapter, the 
date or time after which a CSP shall not be stored or trans- 
ported. The date is determined from the date or time the 
preparation is compounded. 

Biological Safety Cabinet (BSC)—A ventilated cabinet 
for CSPs, personnel, product, and environmental protection 
having an open front with inward airflow for personnel pro- 
tection, downward high-efficiency particulate air (H EPA)- 

1 See American Society of Heating, Refrigerating and Air-Conditioning Engineers, 
Inc. (ASHRAE), Laboratory Design Guide. 

filtered laminar airflow for product protection, and HEPA- 
filtered exhausted air for environmental protection. 

Buffer Area—An area where the primary engineering 
control (PEC) is physically located. Activities that occur in 
this area include the preparation and staging of components 
and supplies used when compounding CSPs. 

Clean Room (see Microbiological Evaluation of Clean 
Rooms and Other Controlled Environments (111 6) and also 
the definition of Buffer Area)—A room in which the concen- 
tration of airborne particles is controlled to meet a specified 
airborne particulate cleanliness class. Microorganisms in the 
environment are monitored so that a microbial level for air, 
surface, and personnel gear are not exceeded for a specified 
cleanliness class. 

Compounding Aseptic Containment Isolator (CACI)— 
A compounding aseptic isolator (CAl) designed to provide 
worker protection from exposure to undesirable levels of air- 
borne drug throughout the compounding and material 
transfer processes and to provide an aseptic environment for 
compounding sterile preparations. Air exchange with the 
surrounding environment should not occur unless the air is 

first passed through a microbial retentive filter (HEPA mini- 
mum) system capable of containing airborne concentrations 
of the physical size and state of the drug being com- 
pounded. Where volatile hazardous drugs are prepared, the 
exhaust air from the isolator should be appropriately re- 
moved by properly designed building ventilation. 

Compounding Aseptic Isolator (CAI)—A form of isola- 
tor specifically designed for compounding pharmaceutical 
ingredients or preparations. It is designed to maintain an 
aseptic compounding environment within the isolator 
throughout the compounding and material transfer 
processes. Air exchange into the isolator from the surround- 
ing environment should not occur unless the air has first 
passed through a microbially retentive filter (HEPA mini- 2 

Critical Area—An ISO Class S (see Table 1) environment. 
Critical Site—A location that includes any component or 

fluid pathway surfaces (e.g., vial septa, injection ports, beak- 
ers) or openings (e.g., opened ampuls, needle hubs) ex- 
posed and at risk of direct contact with air (e.g., ambient 
room or HEPA filtered), moisture (e.g., oral and mucosal se- 
cretions), or touch contamination. Risk of microbial particu- 
late contamination of the critical site increases with the size 
of the openings and exposure time. 

Direct Compounding Area (DCA)—A critical area within 
the ISO Class 5 (see Table 1) primary engineering control 
(PEC) where critical sites are exposed to unidirectional HEPA- 
filtered air, also known as first air. 

Disinfectant—An agent that frees from infection, usually 
a chemical agent but sometimes a physical one, and that 
destroys disease-causing pathogens or other harmful micro- 
organisms but may not kill bacterial and fungal spores. It 
refers to substances applied to inanimate objects. 

First Air—The air exiting the HEPA filter in a unidirec- 
tional air stream that is essentially particle free. 

Hazardous Drugs—Drugs are classified as hazardous if 
studies in animals or humans indicate that exposures to 
them have a potential for causing cancer, development or 
reproductive toxicity, or harm to organs. (See current NI- 
OSH publication.) 

Labeling see General Notices and Requirements and 21 
USC 321 (k) and (m)]—A term that designates all labels and 
other written, printed, or graphic matter on an immediate 
container of an article or preparation or on, or in, any pack- 
age or wrapper in which it is enclosed, except any outer 
shipping container. The term "label" designates that part of 
the labeling on the immediate container. 
2 CETA Applications Guide for the Use of Compounding Isolators in Compounding 
Sterile Preparations in Healthcare Facilities, CAG-001 -2005, Controlled Environ- 
ment Testing Association (CETA), November 8, 2005. 
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Media-Fill Test (see Microbiological Evaluation of Clean 
Rooms and Other Controlled Environments (111 6))—A test 
used to qualify aseptic technique of compounding personnel 
or processes and to ensure that the processes used are able 
to produce sterile product without microbial contamination. 
During this test, a microbiological growth medium such as 
Soybean—Casein Digest Medium is substituted for the actual 
drug product to simulate admixture 3 The is- 
sues to consider in the development of a media-fill test are 
media-fill procedures, media selection, fill volume, incuba- 
tion, time and temperature, inspection of filled units, docu- 
mentation, interpretation of results, and possible corrective 
actions required. 

Multiple-Dose Container (see General Notices and Re- 
quirements and Containers for Injections under Injections 
(1 ))—A multiple-unit container for articles or preparations 
intended for parenteral administration only and usually con- 
taining antimicrobial preservatives. The beyond-use date 
(BUD) for an opened or entered (e.g., needle-punctured) 
multiple-dose container with antimicrobial preservatives is 
28 days (see Antimicrobial Effectiveness Testing (51 )), unless 
otherwise specified by the manufacturer. 

Negative Pressure Room—A room that is at a lower 
pressure than the adjacent spaces and, therefore, the net 
flow of air is into the 1 

Pharmacy Bulk Package (see Containers for Injections 
under Injections (1))—A container of a sterile preparation for 
parenteral use that contains many single doses. The con- 
tents are intended for use in a pharmacy admixture pro- 
gram and are restricted to the preparation of admixtures for 
infusion or, through a sterile transfer device, for the filling of 
empty sterile syringes. The closure shall be penetrated only 
one time after constitution with a suitable sterile transfer 
device or dispensing set, which allows measured dispensing 
of the contents. The pharmacy bulk package is to be used 
only in a suitable work area such as a laminar flow hood (or 
an equivalent clean air compounding area). 

Where a container is offered as a pharmacy bulk package, 
the label shall (a) state prominently "Pharmacy Bulk Pack- 
age—Not for Direct Infusion," (b) contain or refer to infor- 
mation on proper techniques to help ensure safe use of the 
product, and (c) bear a statement limiting the time frame in 
which the container may be used once it has been entered, 
provided it is held under the labeled storage conditions. 

Primary Engineering Control (PEC)—A device or room 
that provides an ISO Class 5 (see Table 1) environment for 
the exposure of critical sites when compounding CSPs. Such 
devices include, but may not be limited to, laminar airflow 
workbenches (LAFW5), biological safety cabinets (BSC5), 
compounding aseptic isolators (CAI5), and compounding 
aseptic containment isolators (CACI5). 

Preparation—A preparation, or a CSP, that is a sterile 
drug or nutrient compounded in a licensed pharmacy or 
other healthcare-related facility pursuant to the order of a 

licensed prescriber; the article may or may not contain ster- 
ile products. 

Product—A commercially manufactured sterile drug or 
nutrient that has been evaluated for safety and efficacy by 
the FDA. Products are accompanied by full prescribing infor- 
mation, which is commonly known as the FDA-approved 
manufacturer's labeling or product package insert. 

Positive Pressure Room—A room that is at a higher 
pressure than the adjacent spaces and, therefore, the net 
airflow is out of the 1 

Single-Dose Container (see General Notices and Require- 
ments and Containers for Injections under Injections (1 ))—A 
single-dose container is a single-unit container for articles 
(see General Notices and Requirements) or preparations in- 
tended for parenteral administration only. It is intended for 
a single use. A single-dose container is labeled as such. Ex- 

U.S. Food and Drug Administration, Guidance for Industry, Sterile Drug Prod- 
ucts Produced by Aseptic Processing—current Good Manufacturing Practice, Sep- 
tember 2004. 

amples of single-dose containers include prefilled syringes, 
cartridges, fusion-sealed containers, and closure-sealed con- 
tainers when so labeled. 

Segregated Compounding Area—A designated space, 
either a demarcated area or room, that is restricted to pre- 
paring low-risk level CSPs with 12-hour or less BUD. Such 
area shall contain a device that provides unidirectional air- 
flow of ISO Class 5 (see Table 1) air quality for preparation 
of CSPs and shall be void of activities and materials that are 
extraneous to sterile compounding. 

Sterilizing Grade Membranes—Membranes that are 
documented to retain 100% of a culture of 1 microorgan- 
isms of a strain of Brevundimonas (Pseudomonas) diminuta 
per square centimeter of membrane surface under a pres- 
sure of not less than 30 psi (2.0 bar). Such filter membranes 
are nominally at 0.22-j.tm or 0.2-gm nominal pore size, de- 
pending on the manufacturer's practice. 

Sterilization by Filtration—Passage of a fluid or solution 
through a sterilizing grade membrane to produce a sterile 
effluent. 

Terminal Sterilization—The application of a lethal pro- 
cess (e.g., steam under pressure or autoclaving) to sealed 
containers for the purpose of achieving a predetermined ste- 
rility assurance level of usually less than 1 0-6, or a probabil- 
ity of less than one in one million of a nonsterile 3 

Unidirectional Flow (see footnote 3)—An airflow moving 
in a single direction in a robust and uniform manner and at 
sufficient speed to reproducibly sweep particles away from 
the critical processing or testing area. 

RESPONSIBILITY OF COMPOUNDING 
PERSONNEL 

Compounding personnel are responsible for ensuring that 
CSPs are accurately identified, measured, diluted, and mixed 
and are correctly purified, sterilized, packaged, sealed, la- 
beled, stored, dispensed, and distributed. These perfor- 
mance responsibilities include maintaining appropriate 
cleanliness conditions and providing labeling and supple- 
mentary instructions for the proper clinical administration of 
CS Ps. 

Compounding supervisors shall ensure, through either di- 
rect measurement or appropriate information sources, that 
specific CSPs maintain their labeled strength within mono- 
graph limits for USP articles, or within 10% if not specified, 
until their BUDs. All CSPs are prepared in a manner that 
maintains sterility and minimizes the introduction of particu- 
late matter. 

A written quality assurance procedure includes the follow- 
ing in-process checks that are applied, as appropriate, to 
specific CSPs: accuracy and precision of measuring and 
weighing; the requirement for sterility; methods of steriliza- 
tion and purification; safe limits and ranges for strength of 
ingredients, bacterial endotoxins, and particulate matter; 
PH; labeling accuracy and completeness; BUD assignment; 
and packaging and storage requirements. The dispenser 
shall, when appropriate and practicable, obtain and evaluate 
results of testing for identity, strength, purity, and sterility 
before a CSP is dispensed. Qualified licensed healthcare pro- 
fessionals who supervise compounding and dispensing of 
CSPs shall ensure that the following objectives are achieved: 

1. Compounding personnel are adequately skilled, edu- 
cated, instructed, and trained to correctly perform 
and document the following activities in their sterile 
compounding duties: 

a. perform antiseptic hand cleansing and disinfection 
of nonsterile compounding surfaces; 

b. select and appropriately don protective garb; 
c. maintain or achieve sterility of CSPs in ISO Class 5 

(see Table 1) PEC devices and protect personnel 
and compounding environments from contamina- 
tion by radioactive, cytotoxic, and chemotoxic 
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drugs (see Hazardous Drugs as CSPs and Radio- 
pharmaceuticals as CSPs); 

d. identify, weigh, and measure ingredients; and 
e. manipulate sterile products aseptically, sterilize 

high-risk level CSPs, and label and quality inspect 
CSPs. 

2. Ingredients have their correct identity, quality, and 
purity. 

3. Opened or partially used packages of ingredients for 
subsequent use in CSPs are properly stored under re- 
stricted access conditions in the compounding facility. 
Such packages cannot be used when visual inspection 
detects unauthorized breaks in the container, closure, 
and seal; when the contents do not possess the ex- 
pected appearance, aroma, and texture; when the 
contents do not pass identification tests specified by 
the compounding facility; and when either the BUD 
or expiration date has been exceeded. 

4. Water-containing CSPs that are nonsterile during any 
phase of the compounding procedure are sterilized 
within 6 hours after completing the preparation in or- 
der to minimize the generation of bacterial 
endotoxins. 

5. Sterilization methods achieve sterility of CSPs while 
maintaining the labeled strength of active ingredients 
and the physical integrity of packaging. 

6. Measuring, mixing, sterilizing, and purifying devices 
are clean, appropriately accurate, and effective for 
their intended use. 

7. Potential harm from added substances and differences 
in rate and extent of bioavailability of active ingredi- 
ents for other than oral route of administration are 
carefully evaluated before such CSPs are dispensed 
and administered. 

8. Packaging selected for CSPs is appropriate to preserve 
the sterility and strength until the BUD. 

9. While being used, the compounding environment 
maintains the sterility or the presterilization purity, 
whichever is appropriate, of the CSP. 

10. Labels on CSPs list the names and amounts or con- 
centrations of active ingredients, and the labels or la- 
beling of injections (see Preservation, Packaging, Stor- 
age, and Labeling in the General Notices and 
Requirements) list the names and amounts or concen- 
trations of all ingredients (see Injections (1>). Before 
being dispensed or administered, the clarity of solu- 
tions is visually confirmed; also, the identity and 
amounts of ingredients, procedures to prepare and 
sterilize CSPs, and specific release criteria are reviewed 
to ensure their accuracy and completeness. 

11. BUDs are assigned on the basis of direct testing or 
extrapolation from reliable literature sources and 
other documentation (see Stability Criteria and Be- 
yond-Use Dating under Pharmaceutical Compounding— 
Nonsterile Preparations (795)). 

12. Procedures for measuring, mixing, dilution, purifica- 
tion, sterilization, packaging, and labeling conform to 
the correct sequence and quality established for the 
specified CSP. 

1 3. Deficiencies in compounding, labeling, packaging, 
and quality testing and inspection can be rapidly 
identified and corrected. 

14. When time and personnel availability so permit, com- 
pounding manipulations and procedures are sepa- 
rated from postcompounding quality inspection and 
review before CSPs are dispensed. 

This chapter emphasizes the need to maintain high stan- 
dards for the quality and control of processes, components, 
and environments and for the skill and knowledge of per- 
sonnel who prepare CSPs. The rigor of in-process quality- 
control checks and of postcompounding quality inspection 
and testing increases with the potential hazard of the route 
of administration. For example, nonsterility, excessive bacte- 
rial endotoxin contamination, large errors in strength of cor- 
rect ingredients, and incorrect ingredients in CSPs are po- 

tentially more dangerous to patients when the CSPs are 
administered into the vascular and central nervous systems 
than when administered by most other routes. 

CSP MICROBIAL CONTAMINATION RISK 
LEVELS 

The three contamination categories for CSPs described in 
this section are assigned primarily according to the potential 
for microbial contamination during the compounding of 
low-risk level CSPs and medium-risk level CSPs or the poten- 
tial for not sterilizing high-risk level CSPs, any of which 
would subject patients to risk of harm, including death. 
High-risk level CSPs must be sterilized before being adminis- 
tered to patients. The appropriate risk level—low, medium, 
or high—is assigned according to the corresponding proba- 
bility of contaminating a CSP with (1) microbial contamina- 
tion (e.g., microbial organisms, spores, endotoxins) and (2) 
chemical and physical contamination (e.g., foreign chemi- 
cals, physical matter). Potential sources of contamination in- 
clude, but are not limited to, solid and liquid matter from 
compounding personnel and objects; nonsterile components 
employed and incorporated before terminal sterilization; in- 
appropriate conditions within the restricted compounding 
environment; prolonged presterilization procedures with 
aqueous preparations; and nonsterile dosage forms used to 
compound CSPs. 

The characteristics described below for low-, medium-, 
and high-risk level CSPs are intended as a guide to the 
breadth and depth of care necessary in compounding, but 
they are neither exhaustive nor prescriptive. The licensed 
healthcare professionals who supervise compounding are re- 
sponsible for determining the procedural and environmental 
quality practices and attributes that are necessary for the risk 
level they assign to specific CSPs. 

These risk levels apply to the quality of CSPs immediately 
after the final aseptic mixing or filling or immediately after 
the final sterilization, unless precluded by the specific char- 
acteristics of the preparation. Upon subsequent storage and 
shipping of freshly finished CSPs, an increase in the risks of 
chemical degradation of ingredients, contamination from 
physical damage to packaging, and permeability of plastic 
and elastomeric packaging is expected. In such cases, com- 
pounding personnel are responsible for considering the po- 
tential additional risks to the integrity of CSPs when as- 
signing BUDs. The pre-administration storage duration and 
temperature limits specified in the following subsections ap- 
ply in the absence of direct sterility testing results that justify 
different limits for specific CSPs. 

Low-Risk Level CSPs 

CSPs compounded under all the following conditions are 
at a low risk of contamination. 

Low-Risk Conditions— 
1. The CSPs are compounded with aseptic manipula- 

tions entirely within ISO Class S (see Table 1) or bet- 
ter air quality using only sterile ingredients, products, 
components, and devices. 

2. The compounding involves only transfer, measuring, 
and mixing manipulations using not more than three 
commercially manufactured packages of sterile prod- 
ucts and not more than two entries into any one ster- 
ile container or package (e.g., bag, vial) of sterile 
product or administration container/device to prepare 
the CSP. 

3. Manipulations are limited to aseptically opening am- 
puls, penetrating disinfected stoppers on vials with 
sterile needles and syringes, and transferring sterile 
liquids in sterile syringes to sterile administration de- 
vices, package containers of other sterile products, 
and containers for storage and dispensing. 
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4. For a low-risk level preparation, in the absence of 
passing a sterility test (see Sterility Tests (71 )), the 
storage periods cannot exceed the following time pe- 
riods: before administration, the CSPs are properly 
stored and are exposed for not more than 48 hours at 
controlled room temperature (see General Notices and 
Requirements), for not more than 14 days at a cold 
temperature (see General Notices and Requirements), 
and for 45 days in solid frozen state between —25° 
and —10g. 

Examples of Low-Risk Compounding— 
1. Single-volume transfers of sterile dosage forms from 

ampuls, bottles, bags, and vials using sterile syringes 
with sterile needles, other administration devices, and 
other sterile containers. The solution content of am- 
puls should be passed through a sterile filter to re- 
move any particles. 

2. Simple aseptic measuring and transferring with not 
more than three packages of manufactured sterile 
products, including an infusion or diluent solution to 
compound drug admixtures and nutritional solutions. 

Low-Risk Level CSPs with 12-Hour or Less BUD—If the 
PEC is a CAl or CACI that does not meet the requirements 
described in Placement of Primary Engineering Controls or is a 
laminar airflow workbench (LAFW) or a biological safety 
cabinet (BSC) that cannot be located within an ISO Class 7 
(see Table 1) buffer area, then only low-risk level nonhazard- 
ous and radiopharmaceutical CSPs pursuant to a physician's 
order for a specific patient may be prepared, and adminis- 
tration of such CSPs shall commence within 12 hours of 
preparation or as recommended in the manufacturers' pack- 
age insert, whichever is less. Low-risk level CSPs with a 
12-hour or less BUD shall meet all of the following four 
criteria: 

1. PECs (LAFWs, BSCs, CAIs, CACIs,) shall be certified 
and maintain ISO Class 5 (see Table 1) as described in 
Facility Design and Environmental Controls for exposure 
of critical sites and shall be in a segregated com- 
pounding area restricted to sterile compounding ac- 
tivities that minimize the risk of CSP contamination. 

2. The segregated compounding area shall not be in a 
location that has unsealed windows or doors that 
connect to the outdoors or high traffic flow, or that is 
adjacent to construction sites, warehouses, or food 
preparation. Note that this list is not intended to be 
all inclusive. 

3. Personnel shall follow the procedures described in 
Personnel Cleansing and Garbing and Additional Person- 
nel Requirements prior to compounding. Sinks should 
not be located adjacent to the ISO Class 5 (see Table 
1) PEC. Sinks should be separated from the immedi- 
ate area of the ISO Class 5 (see Table 1) PEC device. 

4. The specifications in Cleaning and Disinfecting the Ster- 
ile Compounding Areas, Personnel Training and Compe- 
tency Evaluation of Garbing, Aseptic Work Practices and 
Cleaning/Disinfection Procedures, and Viable and Non- 
viable Environmental Sampling (ES) Testing shall be fol- 
lowed as described in the chapter. 

Compounding personnel must recognize that the absence 
of an ISO Class 7 (see Table 1) buffer area environment in a 
general uncontrolled environment increases the potential of 
microbial contamination, and administration durations of 
microbially contaminated CSPs exceeding a few hours in- 
crease the potential for clinically significant microbial coloni- 
zation, and thus for patient harm, especially in critically ill or 
immunocompromised patients. 

Quality Assurance—Quality assurance practices include, 
but are not limited to the following: 

1. Routine disinfection and air quality testing of the di- 
rect compounding environment to minimize micro- 
bial surface contamination and maintain ISO Class 5 
(see Table 1) air quality. 

2. Visual confirmation that compounding personnel are 
properly donning and wearing appropriate items and 

types of protective garments, including eye protec- 
tion and face masks. 

3. Review of all orders and packages of ingredients to 
ensure that the correct identity and amounts of ingre- 
dients were compounded. 

4. Visual inspection of CSPs to ensure the absence of 
particulate matter in solutions, the absence of leakage 
from vials and bags, and the accuracy and thorough- 
ness of labeling. 

Media-Fill Test Procedure—This test or an equivalent 
test is performed at least annually by each person author- 
ized to compound in a low-risk level environment under 
conditions that closely simulate the most challenging or 
stressful conditions encountered during compounding of 
low-risk level CSPs. Once begun, this test is completed with- 
out interruption. Example of test procedure: within an ISO 
Class 5 (see Table 1) air quality environment, three sets of 
four 5-mL aliquots of sterile Soybean—Casein Digest Medium 
(also known as trypticase soy broth or trypticase soy agar 
TSA]) are transferred with the same sterile 10-mL syringe 
and vented needle combination into separate sealed, empty, 
sterile 30-mL clear vials (i.e., four 5-mL aliquots into each of 
three 30-mL vials). Sterile adhesive seals are aseptically af- 
fixed to the rubber closures on the three filled vials, then 
the vials are incubated at 200 to 25° or at 30° to 35° for a 
minimum of 14 days. If two temperatures are used for incu- 
bation of media-filled samples, then these filled containers 
should be incubated for at least 7 days at each temperature 
(see Microbiological Evaluation of Clean Rooms and Other 
Controlled Environments (111 6)). Inspect for microbial 
growth over 14 days as described in Personnel Training and 
Competency Evaluation of Garbing, Aseptic Work Practices and 
Cleaning/Disinfection Procedures. 

Medium-Risk Level CSPs 

When CSPs are compounded aseptically under Low-Risk 
Conditions and one or more of the following conditions ex- 
ists, such CSPs are at a medium risk of contamination. 

Medium-Risk Conditions— 
1. Multiple individual or small doses of sterile products 

are combined or pooled to prepare a CSP that will be 
administered either to multiple patients or to one pa- 
tient on multiple occasions. 

2. The compounding process includes complex aseptic 
manipulations other than the single-volume transfer. 

3. The compounding process requires unusually long 
duration, such as that required to complete dissolu- 
tion or homogeneous mixing. 

4. For a medium-risk preparation, in the absence of 
passing a sterility test (see Sterility Tests (71 )), the 
storage periods cannot exceed the following time pe- 
riods: before administration, the CSPs are properly 
stored and are exposed for not more than 30 hours at 
controlled room temperature (see General Notices and 
Requirements), for not more than 9 days at a cold 
temperature (see General Notices and Requirements), 
and for 45 days in solid frozen state between —25° 
and —10°. 

Examples of Medium-Risk Compounding— 
1. Compounding of total parenteral nutrition fluids us- 

ing manual or automated devices during which there 
are multiple injections, detachments, and attachments 
of nutrient source products to the device or machine 
to deliver all nutritional components to a final sterile 
container. 

2. Filling of reservoirs of injection and infusion devices 
with more than three sterile drug products and evac- 
uation of air from those reservoirs before the filled 
device is dispensed. 

3. Transfer of volumes from multiple ampuls or vials into 
one or more final sterile containers. 
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Quality Assurance—Quality assurance procedures for 
medium-risk level CSPs include all those for low-risk level 
CSPs, as well as a more challenging media-fill test passed 
annually or more frequently. 

Media-Fill Test Procedure—This test or an equivalent 
test is performed at least annually under conditions that 
closely simulate the most challenging or stressful conditions 
encountered during compounding. Once begun, this test is 
completed without interruption. Example of test procedure: 
within an ISO Class 5 (see Table 1) air quality environment, 
six 1 00-mL aliquots of sterile Soybean—Casein Digest Me- 
dium are aseptically transferred by gravity through separate 
tubing sets into separate evacuated sterile containers. The 
six containers are then arranged as three pairs, and a sterile 
1 0-mL syringe and 1 8-gauge needle combination is used to 
exchange two 5-mL aliquots of medium from one container 
to the other container in the pair. For example, after a 5-mL 
aliquot from the first container is added to the second con- 
tainer in the pair, the second container is agitated for 
10 seconds, then a 5-mL aliquot is removed and returned to 
the first container in the pair. The first container is then 
agitated for 10 seconds, and the next 5-mL aliquot is trans- 
ferred from it back to the second container in the pair. Fol- 
lowing the two 5-mL aliquot exchanges in each pair of con- 
tainers, a 5-mL aliquot of medium from each container is 
aseptically injected into a sealed, empty, sterile 10-mL clear 
vial, using a sterile 10-mL syringe and vented needle. Sterile 
adhesive seals are aseptically affixed to the rubber closures 
on the three filled vials, then the vials are incubated at 20° 
to 25° or at 30° to 35° for a minimum of 14 days. If two 
temperatures are used for incubation of media-filled sam- 
ples, then these filled containers should be incubated for at 
least 7 days at each temperature (see Microbiological Evalua- 
tion of Clean Rooms and Other Controlled Environments 
(1116)). Inspect for microbial growth over 14 days as de- 
scribed in Personnel Training and Competency Evaluation of 
Garbing, Aseptic Work Practices and Cleaning/Disinfection Pro- 
cedures. 

High-Risk Level CSPs 

CSPs compounded under any of the following conditions 
are either contaminated or at a high risk to become 
contaminated. 

High-Risk Conditions— 
1. Nonsterile ingredients, including manufactured prod- 

ucts not intended for sterile routes of administration 
(e.g., oral), are incorporated or a nonsterile device is 
employed before terminal sterilization. 

2. Any of the following are exposed to air quality worse 
than ISO Class 5 (see Table 1) for more than 1 hour 
(see Immediate-Use CSP5): 
• sterile contents of commercially manufactured 

products, 
• CSPs that lack effective antimicrobial preservatives, 

and 
• sterile surfaces of devices and containers for the 

preparation, transfer, sterilization, and packaging of 
CS Ps. 

3. Compounding personnel are improperly garbed and 
gloved (see Personnel Cleansing and Use of Barrier Pro- 
tective Equipment). 

4. Nonsterile water-containing preparations are stored 
for more than 6 hours before being sterilized. 

5. It is assumed, and not verified by examination of la- 
beling and documentation from suppliers or by direct 
determination, that the chemical purity and content 
strength of ingredients meet their original or corn- 
pendial specifications in unopened or in opened 
packages of bulk ingredients (see Ingredient Selection 
under Pharmaceutical Compounding—Nonsterile Prepa- 
rations (795)). 

For a sterilized high-risk level preparation, in the absence 
of passing a sterility test, the storage periods cannot exceed 

the following time periods: before administration, the CSPs 
are properly stored and are exposed for not more than 
24 hours at controlled room temperature (see General No- 
tices and Requirements), for not more than 3 days at a cold 
temperature (see General Notices and Requirements), and for 
45 days in solid frozen state between —25° and —1 0°. 
NOTE—Sterility tests for autoclaved CSPs are not required 
unless they are prepared in batches of more than 25 units.] 

All nonsterile measuring, mixing, and purifying devices are 
rinsed thoroughly with sterile, pyrogen-free water, and then 
thoroughly drained or dried immediately before use for 
high-risk compounding. All high-risk level CSP solutions sub- 
jected to terminal sterilization are prefiltered by passing 
through a filter with a nominal pore size not larger than 1 .2 
jim preceding or during filling into their final containers to 
remove particulate matter. Sterilization of high-risk level 
CSPs by filtration shall be performed with a sterile 0.2-lim or 
0.22-jim nominal pore size filter entirely within an ISO Class 
5 (see Table 1) or superior air quality environment. 

Examples of High-Risk Conditions— 
1. Dissolving nonsterile bulk drug and nutrient powders 

to make solutions that will be terminally sterilized. 
2. Exposing the sterile ingredients and components used 

to prepare and package CSPs to room air quality 
worse than ISO Class 5 (see Table 1) for more than 
1 hour (see Immediate-Use CSPs). 

3. Measuring and mixing sterile ingredients in nonsterile 
devices before sterilization is performed. 

4. Assuming, without appropriate evidence or direct de- 
termination, that packages of bulk ingredients contain 
at least 95% by weight of their active chemical moi- 
ety and have not been contaminated or adulterated 
between uses. 

Quality Assurance—Quality assurance procedures for 
high-risk level CSPs include all those for low-risk level CSPs. 
In addition, a media-fill test that represents high-risk level 
compounding is performed semiannually by each person 
authorized to compound high-risk level CSPs. 

Media-Fill Test Procedure for CSPs Sterilized by 
Filtration—This test or an equivalent test is performed 
under conditions that closely simulate the most challenging 
or stressful conditions encountered when compoundin 
high-risk level CSPs. Once begun, this test is complete 
without interruption. Example of test procedure (in the fol- 
lowing sequence): 

1. Dissolve 3 g of nonsterile commercially available 
Soybean—Casein Digest Medium in 100 rnL of 
nonbacteriostatic water to make a 3% nonsterile 
solution. 

2. Draw 25 mL of the medium into each of three 30-rnL 
sterile syringes. Transfer 5 mL from each syringe into 
separate sterile 1 0-mL vials. These vials are the posi- 
tive controls to generate exponential microbial 
growth, which is indicated by visible turbidity upon 
incubation. 

3. Under aseptic conditions and using aseptic tech- 
niques, affix a sterile 0.2-jim or 0.22-jim nominal 
pore size filter unit and a 20-gauge needle to each 
syringe. Inject the next 10 mL from each syringe into 
three separate 1 0-mL sterile vials. Repeat the process 
for three more vials. Label all vials, affix sterile adhe- 
sive seals to the closure of the nine vials, and incu- 
bate them at 20° to 25° or at 30° to 35° for a mini- 
mum of 14 days. If two temperatures are used for 
incubation of media-filled samples, then these filled 
containers should be incubated for at least 7 days at 
each temperature (see Microbiological Evaluation of 
Clean Rooms and Other Controlled Environments 
(1116)). Inspect for microbial growth over 14 days as 
described in Personnel Training and Competency Evalu- 
ation of Garbing, Aseptic Work Practices and Cleaning/ 
Disinfection Procedures. 
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PERSONNEL TRAINING AND EVALUATION IN 
ASEPTIC MANIPULATION SKILLS 

Personnel who prepare CSPs shall be trained conscien- 
tiously and skillfully by expert personnel and through audi- 
o—video instructional sources and professional publications 
in the theoretical principles and practical skills of aseptic ma- 
nipulations and in achieving and maintaining ISO Class 5 
(see Table 1) environmental conditions before they begin to 
prepare CSPs. Compounding personnel shall perform didac- 
tic review and pass written and media-fill testing of aseptic 
manipulative skills initially, at least annually thereafter for 
low- and medium-risk level compounding, and semiannually 
for high-risk level compounding. Compounding personnel 
who fail written tests or whose media-fill test vials result in 
gross microbial colonization shall be immediately re-in- 
structed and re-evaluated by expert compounding personnel 
to ensure correction of all aseptic practice deficiencies. 

Media-Fill Challenge Testing—The skill of personnel to 
aseptically prepare CSPs may be evaluated using sterile fluid 
bacterial culture media-fill 3 (i.e., sterile bacterial 
culture medium transfer via a sterile syringe and needle). 
Media-fill testing is used to assess the quality of the aseptic 
skill of compounding personnel. Media-fill tests represent 
the most challenging or stressful conditions actually encoun- 
tered by the personnel being evaluated when they prepare 
particular risk level CSPs and when sterilizing high-risk level 
CSPs. Media-fill challenge tests that simulate high-risk level 
compounding are also used to verify the capability of the 
compounding environment and process to produce a sterile 
preparation. 

Commercially available sterile fluid culture media, such as 
Soybean—Casein Digest Medium (see Sterility Tests (71 )), 
shall be able to promote exponential colonization of bacte- 
ria that are most likely to be transmitted to CSPs from the 
compounding personnel and environment. Media-filled vials 
are generally incubated at 20° to 25° or at 30° to 35° for a 
minimum of 14 days. If two temperatures are used for incu- 
bation of media-filled samples, then these filled containers 
should be incubated for at least 7 days at each temperature 
(see Microbiological Evaluation of Clean Rooms and Other 
Controlled Environments (111 6)). Failure is indicated by visi- 
ble turbidity in the medium on or before 14 days. 

IMMEDIATE-USE CSPs 

The immediate-use provision is intended only for those 
situations where there is a need for emergency or immedi- 
ate patient administration of a CSP. Such situations may in- 
clude cardiopulmonary resuscitation, emergency room treat- 
ment, preparation of diagnostic agents, or critical therapy 
where the preparation of the CSP under conditions de- 
scribed for Low-Risk Level CSPs subjects the patient to addi- 
tional risk due to delays in therapy. Immediate-use CSPs are 
not intended for storage for anticipated needs or batch 
compounding. Preparations that are medium-risk level and 
high-risk level CSPs shall not be prepared as immediate-use 
CS Ps. 

Immediate-use CSPs are exempt from the requirements 
described for Low-Risk Level CSPs only when all of the fol- 
lowing criteria are met: 

1. The compounding process involves simple transfer of 
not more than three commercially manufactured 
packages of sterile nonhazardous products or diag- 
nostic radiopharmaceutical products from the manu- 
facturers' original containers and not more than two 
entries into any one container or package (e.g., bag, 
vial) of sterile infusion solution or administration con- 
tainer/device. For example, anti-neoplastics shall not 
be prepared as immediate-use CSPs because they are 
hazardous drugs. 

2. Unless required for the preparation, the compound- 
ing procedure is a continuous process not to exceed 
1 hour. 

3. During preparation, aseptic technique is followed 
and, if not immediately administered, the finished 
CSP is under continuous supervision to minimize the 
potential for contact with nonsterile surfaces, intro- 
duction of particulate matter or biological fluids, mix- 
ups with other CSPs, and direct contact of outside 
surfaces. 

4. Administration begins not later than 1 hour following 
the start of the preparation of the CSP. 

5. Unless immediately and completely administered by 
the person who prepared it or immediate and com- 
plete administration is witnessed by the preparer, the 
CSP shall bear a label listing patient identification in- 
formation, the names and amounts of all ingredients, 
the name or initials of the person who prepared the 
CSP, and the exact 1-hour BUD and time. 

6. If administration has not begun within 1 hour follow- 
ing the start of preparing the CSP, the CSP shall be 
promptly, properly, and safely discarded. 

Compounding in worse than ISO Class 5 (see Table 1) 
conditions increases the likelihood of microbial contamina- 
tion, and administration durations of microbially contami- 
nated CSPs exceeding a few hours increase the potential for 
clinically significant microbial colonization and thus for pa- 
tient harm, especially in critically ill or immunocompromised 
patients. 

SINGLE-DOSE AND MULTIPLE-DOSE 
CONTAINERS 

Opened or needle-punctured single-dose containers, such 
as bags, bottles, syringes, and vials of sterile products and 
CSPs shall be used within 1 hour if opened in worse than 
ISO Class 5 (see Table 1) air quality (see Immediate-Use 
CSPs), and any remaining contents must be discarded. Sin- 
gle-dose vials exposed to ISO Class 5 (see Table 1) or 
cleaner air may be used up to 6 hours after initial needle 
puncture. Opened single-dose ampuls shall not be stored 
for any time period. Multiple-dose containers (e.g., vials) are 
formulated for removal of portions on multiple occasions 
because they usually contain antimicrobial preservatives. The 
BUD after initially entering or opening (e.g., needle-punc- 
tured) multiple-dose containers is 28 days (see Antimicrobial 
Effectiveness Testing (51)) unless otherwise specified by the 
manufacturer. 

HAZARDOUS DRUGS AS CSPs 

Although the potential therapeutic benefits of com- 
pounded sterile hazardous drug preparations generally out- 
weigh the risks of their adverse effects in ill patients, ex- 
posed healthcare workers risk similar adverse effects with no 
therapeutic benefit. Occupational exposure to hazardous 
drugs can result in (1) acute effects, such as skin rashes; (2) 
chronic effects, including adverse reproductive events; and 
(3) possibly cancer (see Appendix A of NIOSH Publication 
no. 2004-1 65). 

Hazardous drugs shall be prepared for administration only 
under conditions that protect the healthcare workers and 
other personnel in the preparation and storage areas. Haz- 
ardous drugs shall be stored separately from other inventory 
in a manner to prevent contamination and personnel expo- 
sure. Many hazardous drugs have sufficient vapor pressures 
that allow volatilization at room temperature; thus storage is 
preferably within a containment area such as a negative 
pressure room. The storage area should have sufficient gen- 
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eral exhaust ventilation, at least 12 air changes per hour 
(ACPH)4 to dilute and remove any airborne contaminants. 

Hazardous drugs shall be handled with caution at all 
times using appropriate chemotherapy gloves during receiv- 
ing, distribution, stocking, inventorying, preparation for ad- 
ministration, and disposal. Hazardous drugs shall be pre- 
pared in an ISO Class 5 (see Table 1) environment with 
protective engineering controls in place and following asep- 
tic practices specified for the appropriate contamination risk 
levels defined in this chapter. Access shall be limited to ar- 
eas where drugs are stored and prepared to protect persons 
not involved in drug preparation. 

All hazardous drugs shall be prepared in a 5 or a CACI 
that meets or exceeds the standards for CACI in this chap- 
ter. The ISO Class 5 (see Table 1) BSC or CACI shall be 
placed in an ISO Class 7 (see Table 1) area that is physically 
separated (i.e., a different area from other preparation areas) 
and optimally has not less than 0.01-inch water column 
negative pressure to adjacent positive pressure ISO Class 7 
(see Table 1) or better ante-areas, thus providing inward air- 
flow to contain any airborne drug. A pressure indicator shall 
be installed that can be readily monitored for correct room 
pressurization. The BSC and CACI optimally should be 100% 
vented to the outside air through HEPA filtration. 

If a CACI that meets the requirements of this chapter is 
used outside of a buffer area, the compounding area shall 
maintain a minimum negative pressure of 0.01-inch water 
column and have a minimum of 12 ACPHs. 

When closed-system vial-transfer devices (CSTD5) (i.e., 
vial-transfer systems that allow no venting or exposure of 
hazardous substance to the environment) are used, they 
shall be used within the ISO Class 5 (see Table 1) environ- 
ment of a BSC or CAd. The use of a CSTD is preferred 
because of their inherent closed system process. In facilities 
that prepare a low volume of hazardous drugs, the use of 
two tiers of containment (e.g., CSTD within a BSC or CACI 
that is located in a non-negative pressure room) is accept- 
able. 

Appropriate personnel protective equipment (PPE) shall be 
worn when compounding in a BSC or CACI and when using 
CSTD devices. PPE should include gowns, face masks, eye 
protection, hair covers, shoe covers or dedicated shoes, 
double gloving with sterile chemo-type gloves, and compli- 
ance with manufacturers' recommendations when using a 
CACI. 

All personnel who compound hazardous drugs shall be 
fully trained in the storage, handling, and disposal of these 
drugs. This training shall occur prior to preparing or han- 
dling hazardous CSPs, and its effectiveness shall be verified 
by testing specific hazardous drugs preparation techniques. 
Such verification shall be documented for each person at 
least annually. This training shall include didactic overview 
of hazardous drugs, including mutagenic, teratogenic, and 
carcinogenic properties, and it shall include ongoing train- 
ing for each new hazardous drug that enters the market- 
place. Compounding personnel of reproductive capability 
shall confirm in writing that they understand the risks of 
handling hazardous drugs. The training shall include at least 
the following: (1) safe aseptic manipulation practices; (2) 
negative pressure techniques when utilizing a BSC or CACI; 
(3) correct use of CSTD devices; (4) containment, cleanup, 
and disposal procedures for breakages and spills; and (5) 
treatment of personnel contact and inhalation exposure. 

NOTE—Because standards of assay and unacceptable quanti- 
ties of contamination of each drug have not been established 
in the literature, the following paragraph is a recommendation 
only. Future standards will be adopted as these assay methods 
are developed and proven. 

In order to ensure containment, especially in operations 
preparing large volumes of hazardous drugs, environmental 
'Guidelines for Environmental Infection Control in Health-Care Facilities, Rec- 
ommendations of CDC and the Healthcare Infection Control Practices Advi- 
sory Committee (HICPAC), MMWR, vol. 52, no. RR-1 0, lune 6, 2003, figure 
3, pg. 12. 

NSF/ANSI 49. 

sampling to detect uncontained hazardous drugs should be 
performed routinely (e.g., initially as a benchmark and at 
least every 6 months or more often as needed to verify con- 
tainment). This sampling should include surface wipe sam- 
pling of the working area of BSCs and CACIs; counter tops 
where finished preparations are placed; areas adjacent to 
BSCs and CACIs, including the floor directly under the work- 
ing area; and patient administration areas. Common marker 
hazardous drugs that can be assayed include cyclophospha- 
mide, ifosfamide, methotrexate, and fluorouracil. If any 
measurable contamination (cyclophosphamide levels greater 
than 1 .00 ng per 2 have been found to cause human 
uptake) is found by any of these quality assurance proce- 
dures, practitioners shall make the decision to identify, doc- 
ument, and contain the cause of contamination. Such ac- 
tion may include retraining, thorough cleaning (utilizing 
high-pH soap and water), and improving engineering con- 
trols. Examples of improving engineering controls are (1) 
venting BSCs or CACIs 100% to the outside, (2) implement- 
ing a CSTD, or (3) re-assessing types of BSCs or CACIs. 

Disposal of all hazardous drug wastes shall comply with all 
applicable federal and state regulations. All personnel who 
perform routine custodial waste removal and cleaning activi- 
ties in storage and preparation areas for hazardous drugs 
shall be trained in appropriate procedures to protect them- 
selves and prevent contamination. 

RADIOPHARMACEUTICALS AS CSPs 

In the case of production of radiopharmaceuticals for pos- 
itron emission tomography (PET), general test chapter Radi- 
opharmaceuticals for Positron Emission Tomograph y—Com- 
pounding (823) supersedes this chapter. Upon release of a 
PET radiopharmaceutical as a finished drug product from a 
production facility, the further handling, manipulation, or 
use of the product will be considered compounding, and 
the content of this section and chapter is applicable. 

For the purposes of this chapter, radiopharmaceuticals 
compounded from sterile components in closed sterile con- 
tainers and with a volume of 100 mL or less for a single- 
dose injection or not more than 30 mL taken from a multi- 
ple-dose container (see Injections (1)) shall be designated as, 
and conform to, the standards for Low-Risk Level CSPs. 

These radiopharmaceuticals shall be compounded using 
appropriately shielded vials and syringes in a properly func- 
tioning and certified ISO Class 5 (see Table 1) PEC located in 
an ISO Class 8 (see Table 1) or cleaner air environment to 
permit compliance with special handling, shielding, and 
negative air flow requirements. 

Radiopharmaceutical vials designed for multi-use, com- 
pounded with technetium-99m, exposed to ISO Class 5 (see 
Table 1) environment, and punctured by needles with no 
direct contact contamination may be used up to the time 
indicated by manufacturers' recommendations. Storage and 
transport of properly shielded vials of radiopharmaceutical 
CSPs may occur in a limited access ambient environment 
without a specific ISO class designation. 

Technetium-99m/molybdenum-99 generator systems shall 
be stored and eluted (operated) under conditions recom- 
mended by manufacturers and applicable state and federal 
regulations. Such generator systems shall be eluted in an 
ISO Class 8 (see Table 1) or cleaner air environment to per- 
mit special handling, shielding, and air flow requirements. 
To limit acute and chronic radiation exposure of inspecting 
personnel to a level that is as low as reasonably achievable 
(ALARA), direct visual inspection of radiopharmaceutical 
CSPs containing high concentrations of doses of radioactiv- 
ity shall be conducted in accordance with ALARA. 

Radiopharmaceuticals prepared as Low-Risk Level CSPs with 
12-Hour or Less BUD shall be prepared in a segregated com- 
pounding area. A line of demarcation defining the segre- 
gated compounding area shall be established. Materials and 
garb exposed in a patient care and treatment area shall not 
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cross a line of demarcation into the segregated compound- 
ing area. 

ALLERGEN EXTRACTS AS CSPs 

Allergen extracts as CSPs are single-dose and multiple- 
dose intradermal or subcutaneous injections that are prepared 
by specially trained physicians and personnel under their di- 
rect supervision. Allergen extracts as CSPs are not subject to 
the personnel, environmental, and storage requirements for 
all CSP Microbial Contamination Risk Levels in this chapter 
only when all of the following criteria are met: 

1. The compounding process involves simple transfer via 
sterile needles and syringes of commercial sterile aller- 
gen products and appropriate sterile added sub- 
stances (e.g., glycerin, phenol in sodium chloride 
injection). 

2. All allergen extracts as CSPs shall contain appropriate 
substances in effective concentrations to prevent the 
growth of microorganisms. Nonpreserved allergen ex- 
tracts shall comply with the appropriate CSP risk level 
requirements in the chapter. 

3. Before beginning compounding activities, personnel 
perform a thorough hand-cleansing procedure by re- 
moving debris from under fingernails using a nail 
cleaner under running warm water followed by vigor- 
ous hand and arm washing to the elbows for at least 
30 seconds with either nonantimicrobial or antimicro- 
bial soap and water. 

4. Compounding personnel don hair covers, facial hair 
covers, gowns, and face masks. 

5. Compounding personnel perform antiseptic hand 
cleansing with an alcohol-based surgical hand scrub 
with persistent activity. 

6. Compounding personnel don powder-free sterile 
gloves that are compatible with sterile 70% isopropyl 
alcohol (IPA) before beginning compounding manipu- 
lations. 

7. Compounding personnel disinfect their gloves inter- 
mittently with sterile 70% IPA when preparing multi- 
ple allergen extracts as CSPs. 

8. Ampul necks and vial stoppers on packages of manu- 
factured sterile ingredients are disinfected by careful 
wiping with sterile 70% IPA swabs to ensure that the 
critical sites are wet for at least 10 seconds and al- 
lowed to dry before they are used to compound aller- 
gen extracts as CSPs. 

9. The aseptic compounding manipulations minimize di- 
rect contact contamination (e.g., from glove finger- 
tips, blood, nasal and oral secretions, shed skin and 
cosmetics, other nonsterile materials) of critical sites 
(e.g., needles, opened ampuls, vial stoppers). 

10. The label of each multiple-dose vial (MDV) of allergen 
extracts as CSPs lists the name of one specific patient 
and a BUD and storage temperature range that is as- 
signed based on manufacturers' recommendations or 
peer-reviewed publications. 

11. Single-dose allergen extracts as CSPs shall not be 
stored for subsequent additional use. 

Personnel who compound allergen extracts as CSPs must 
be aware of greater potential risk of microbial and foreign 
material contamination when allergen extracts as CSPs are 
compounded in compliance with the foregoing criteria in- 
stead of the more rigorous standards in this chapter for CSP 
Microbial Contamination Risk Levels. Although contaminated 
allergen extracts as CSPs can pose health risks to patients 
when they are injected intradermally or subcutaneously, these 
risks are substantially greater if the extract is inadvertently 
injected intravenously. 

VERIFICATION OF COMPOUNDING 
ACCURACY AND STERILITY 

The compounding procedures and sterilization methods 
for CSPs correspond to correctly designed and verified writ- 
ten documentation in the compounding facility. Verification 
requires planned testing, monitoring, and documentation to 
demonstrate adherence to environmental quality require- 
ments, personnel practices, and procedures critical to 
achieving and maintaining sterility, accuracy, and purity of 
finished CSPs. For example, sterility testing (see Test for Ste- 
rility of the Product To Be Examined under Sterility Tests (71)) 
may be applied to specimens of low- and medium-risk level 
CSPs, and standard self-contained biological indicators (BI) 
shall be added to nondispensable specimens of high-risk 
level CSPs before terminal sterilization for subsequent evalu- 
ation to determine whether the sterilization cycle was ade- 
quate (see Biological Indicators for Sterilization (1 035)). Pack- 
aged and labeled CSPs shall be visually inspected for 
physical integrity and expected appearance, including final 
fill amount. The accuracy of identities, concentrations, 
amounts, and purities of ingredients in CSPs shall be con- 
firmed by reviewing labels on packages, observing and doc- 
umenting correct measurements with approved and cor- 
rectly standardized devices, and reviewing information in 
labeling and certificates of analysis provided by suppliers. 
When the correct identity, purity, strength, and sterility of 
ingredients and components of CSPs cannot be confirmed 
(in cases of, for example, unlabeled syringes, opened am- 
puls, punctured stoppers of vials and bags, containers of 
ingredients with incomplete labeling), such ingredients and 
components shall be discarded immediately. 

Some individual ingredients, such as bulk drug sub- 
stances, are not labeled with expiration dates when they are 
stable indefinitely in their commercial packages under their 
labeled storage conditions. However, despite retaining full 
chemical stability, such ingredients may gain or lose mois- 
ture during storage and use. Changes in moisture content 
may require testing (see Loss on Drying (731)) to determine 
the correct amount to weigh for accurate content of active 
chemical moieties in CSPs (see Pharmaceutical Calculations in 
Prescription Compounding (11 60)). 

Although not required, a quantitative stability-indicating 
chemical assay is recommended to ensure compounding ac- 
curacy of CSPs, especially those that contain drug ingredi- 
ents with a narrow therapeutic plasma concentration range. 

Sterilization Methods 

The licensed healthcare professionals who supervise com- 
pounding shall be responsible for determining that the se- 
lected sterilization method (see Methods of Sterilization 
under Sterilization and Sterility Assurance of Compendial Arti- 
cles (1211)) both sterilizes and maintains the strength, pu- 
rity, quality, and packaging integrity of CSPs. The selected 
sterilization process is obtained from experience and appro- 
priate information sources (e.g., see Sterilization and Sterility 
Assurance of Compendial Articles (1211 ))—and, preferably, 
verified wherever possible—to achieve sterility in the particu- 
lar CSPs. General guidelines for matching CSPs and compo- 
nents to appropriate sterilization methods include the 
following: 

1. CSPs have been ascertained to remain physically and 
chemically stable when subjected to the selected ster- 
ilization method. 

2. Glass and metal devices may be covered tightly with 
aluminum foil, then exposed to dry heat in an oven 
at a mean temperature of 250° for 30 minutes to 
achieve sterility and depyrogenation (see Dry-Heat 
Sterilization under Sterilization and Sterility Assurance of 
Compendia! Articles (1211) and Bacterial Endotoxins 
Test (85)). Such items are either used immediately or 
stored until use in an environment suitable for corn- 
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pounding Low-Risk Level CSPs and Medium-Risk Level 
CSPs. 

3. Personnel ascertain from appropriate information 
sources that the sterile microporous membrane filter 
used to sterilize CSP solutions, during either com- 
pounding or administration, is chemically and physi- 
cally compatible with the CSP. 

STERILIZATION OF HIGH-RISK LEVEL CSPS BY FILTRATION 

Commercially available sterile filters shall be approved for 
human-use applications in sterilizing pharmaceutical fluids. 
Sterile filters used to sterilize CSPs shall be pyrogen free and 
have a nominal pore size of 0.2 or 0.22 jim. They shall be 
certified by the manufacturer to retain at least 1 microor- 
ganisms of a strain of Brevundimonas (Pseudomonas) 
diminuta on each square centimeter of upstream filter sur- 
face area under conditions similar to those in which the 
CSPs will be sterilized (see High-Risk Conditions in High-Risk 
Level CSPs). 

The compounding supervisor shall ensure, directly or from 
appropriate documentation, that the filters are chemically 
and physically stable at the pressure and temperature condi- 
tions to be used, that they have enough capacity to filter 
the required volumes, and that they will achieve sterility and 
maintain prefiltration pharmaceutical quality, including 
strength of ingredients of the specific CSP. The filter dimen- 
sions and liquid material to be sterile-filtered shall permit 
the sterilization process to be completed rapidly, without 
the replacement of the filter during the process. When CSPs 
are known to contain excessive particulate matter, a prefilter 
of larger nominal pore size membrane is placed upstream 
from the sterilizing filter to remove gross particulate con- 
taminants in order to maximize the efficiency of the steril- 
izing filter. 

Filter units used to sterilize CSPs shall also be subjected to 
manufacturers' recommended integrity test, such as the 
bubble point test. 

Compounding personnel shall ascertain that selected fil- 
ters will achieve sterilization of the particular CSPs being 
sterilized. Large deviations from usual or expected chemical 
and physical properties of CSPs (e.g., water-miscible alco- 
hols) may cause undetectable damage to filter integrity and 
shrinkage of microorganisms to sizes smaller than filter nom- 
inal pore size. 

STERILIZATION OF HIGH-RISK LEVEL CSPS BY STEAM 

The process of thermal sterilization employing saturated 
steam under pressure, or autoclaving, is the preferred 
method to terminally sterilize aqueous preparations that 
have been verified to maintain their full chemical and physi- 
cal stability under the conditions employed (see Steam Steril- 
ization under Sterilization and Sterility Assurance of Com- 
pendia! Articles (1211)). To achieve sterility, all materials are 
to be exposed to steam at 121 0 under a pressure of about 1 

atmosphere or 15 psi for the duration verified by testing to 
achieve sterility of the items, which is usually 20 to 60 min- 
utes for CSPs. An allowance shall be made for the time re- 
quired for the material to reach 1210 before the sterilization 
exposure duration is timed. 

Not directly exposing items to pressurized steam may re- 
sult in survival of microbial organisms and spores. Before 
their sterilization, plastic, glass, and metal devices are tightly 
wrapped in low-particle-shedding paper or fabrics or sealed 
in envelopes that prevent poststerilization microbial penetra- 
tion. Immediately before filling ampuls and vials that will be 
steam sterilized, solutions are passed through a filter having 
a nominal pore size not larger than 1 .2 jim for removal of 
particulate matter. Sealed containers shall be able to gener- 
ate steam internally; thus, stoppered and crimped empty 
vials shall contain a small amount of moisture to generate 
steam. 

The description of steam sterilization conditions and dura- 
tion for specific CSPs shall be included in written documen- 
tation in the compounding facility. The effectiveness of 
steam sterilization shall be verified using appropriate BIs of 
Bacillus stearothermophilus (see Biological Indicators (1 035)) 
and other confirmation methods such as temperature-sens- 
ing devices (see Sterilization and Sterility Assurance of Com- 
pendia! Articles (1 211) and Sterility Tests (71 )). 

STERILIZATION OF HIGH-RISK LEVEL CSPS BY DRY HEAT 

Dry heat sterilization is usually done as a batch process in 
an oven designed for sterilization. Heated filtered air shall be 
evenly distributed throughout the chamber by a blower de- 
vice. The oven should be equipped with a system for con- 
trolling temperature and exposure period. Sterilization by 
dry heat requires higher temperatures and longer exposure 
times than does sterilization by steam. Dry heat shall be 
used only for those materials that cannot be sterilized by 
steam, when either the moisture would damage the mate- 
rial or the material is impermeable. During sterilization, suffi- 
cient space shall be left between materials to allow for good 
circulation of the hot air. The description of dry heat sterili- 
zation conditions and duration for specific CSPs shall be in- 
cluded in written documentation in the compounding facil- 
ity. The effectiveness of dry heat sterilization shall be verified 
using appropriate BIs of Bacillus subtilis (see Biological Indica- 
tors (1035)) and other confirmation methods such as tem- 
perature-sensing devices (see Sterilization and Sterility Assur- 
ance of Compendia! Articles (1 211) and Sterility Tests (71 )). 
NOTE—Dry heat sterilization may be performed at a lower 
temperature than may be effective for depyrogenation]. 

Depyrogenation by Dry Heat 

Dry heat depyrogenation shall be used to render glass- 
ware or containers such as vials free from pyrogens as well 
as viable microbes. A typical cycle would be 30 minutes at 
250°. The description of the dry heat depyrogenation cycle 
and duration for specific load items shall be included in 
written documentation in the compounding facility. The ef- 
fectiveness of the dry heat depyrogenation cycle shall be 
verified using endotoxin challenge vials (ECV5). The bacterial 
endotoxin test should be performed on the ECVs to verify 
that the cycle is capable of achieving a 3-log reduction in 
endotoxin (see Sterilization and Sterility Assurance of Com- 
pendia! Articles (1 211) and Bacterial Endotoxins Test (85)). 

ENVIRONMENTAL QUALITY AND CONTROL 

Achieving and maintaining sterility and overall freedom 
from contamination of a CSP is dependent on the quality 
status of the components incorporated, the process utilized, 
personnel performance, and the environmental conditions 
under which the process is performed. The standards re- 
quired for the environmental conditions depend on the 
amount of exposure of the CSP to the immediate environ- 
ment anticipated during processing. The quality and control 
of environmental conditions for each risk level of operation 
are explained in this section. In addition, operations using 
nonsterile components require the use of a method of prep- 
aration designed to produce a sterile preparation. 

Exposure of Critical Sites 

Maintaining the sterility and cleanliness (i.e., freedom 
from sterile foreign materials) of critical sites is a primary 
safeguard for CSPs. Critical sites are locations that include 
any component or fluid pathway surfaces (e.g., vial septa, 
injection ports, beakers) or openings (e.g., opened ampuls, 
needle hubs) exposed and at risk of direct contact with air 
(e.g., ambient room or HEPA filtered), moisture (e.g., oral 
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and mucosal secretions), or touch contamination. The risk 
of, or potential for, critical sites to be contaminated with 
microorganisms and foreign matter increases with increasing 
exposed area of the critical sites, the density or concentra- 
tion of contaminants, and exposure duration to worse than 
ISO Class 5 (see Table 1) air. Examples include an opened 
ampul or vial stopper on a 1 0-mL or larger vial or an injec- 
tion port on a package of intravenous solution having an 
area larger than the point of a needle or the tip of a 
syringe. 

The nature of a critical site also affects the risk of contami- 
nation. The relatively rough, permeable surface of an elasto- 
meric closure retains microorganisms and other contami- 
nants after swabbing with a sterile 70% IPA pad more 
readily than does the smoother glass surface of the neck of 
an ampul. Therefore, the surface disinfection can be ex- 
pected to be more effective for an ampul. 

Protection of critical sites by precluding physical contact 
and airborne contamination shall be given the highest prior- 
ity in sterile compounding practice. Airborne contaminants, 
especially those generated by sterile compounding person- 
nel, are much more likely to reach critical sites than are 
contaminants that are adhering to the floor or other sur- 
faces below the work level. Furthermore, large and high- 
density particles that are generated and introduced by com- 
pounding manipulations and personnel have the potential 
to settle on critical sites even when those critical sites are 
exposed within ISO Class 5 (see Table 1) air. 

ISO Class 5 Air Sources, Buffer Areas, and 
Ante-Areas 

The most common sources of ISO Class 5 (see Table 1) air 
quality for exposure of critical sites are horizontal and verti- 
cal LAFWs, CAIs, and CACIs. A clean room (see Microbiologi- 
cal Evaluation of Clean Rooms and Other Controlled Environ- 
ments (111 6)) is a compounding environment that is 

supplied with HEPA or HEPA-filtered air that meets ISO Class 
7 (see Table 1), the access to which is limited to personnel 
trained and authorized to perform sterile compounding and 
facility cleaning. A buffer area is an area that provides at 
least ISO Class 7 (see Table 1) air quality. 

Figure 1 is a conceptual representation of the placement 
of an ISO Class 5 (see Table 1) PEC in a segregated com- 
pounding area used for low-risk level CSPs with 12-hour or 
less BUD. This plan depicts the most critical operation area 
located within the PEC in a designated area (see definition 
of Segregated Compounding Area) separated from activities 
not essential to the preparation of CSPs. Placement of de- 
vices (e.g., computers, printers) and objects (e.g., carts, 
cabinets) that are not essential to compounding in the seg- 
regated area should be restricted or limited, depending on 
their effect on air quality in the ISO Class 5 (see Table 1) 
PEC. 

Conceptual representation of USP 

Chapter <797> facility requirements 

Figure 1. Conceptual representation of the placement of an 
ISO Class 5 PEC in a segregated compounding area used for 

low-risk level CSPs with 12-hour or less BUD. 

Figure 2 is a conceptual representation of the arrangement 
of a facility for preparation of CSPs categorized as low-, me- 
dium-, and high-risk level. The quality of the environmental 
air increases with movement from the outer boundary to 
the direct compounding area (DCA). Placement of devices 
in ante-areas and buffer areas is dictated by their effect on 
the designated environmental quality of atmospheres and 
surfaces, which shall be verified by monitoring (see Viable 
and Nonviable Environmental Sampling (ES) Testing). It is the 
responsibility of each compounding facility to ensure that 
each source of ISO Class 5 (see Table 1) environment for 
exposure of critical sites and sterilization by filtration is prop- 
erly located, operated, maintained, monitored, and verified. 

Conceptual representation of USP 

Chapter <797> facility requirements 

Figure 2. Conceptual representation of the arrangement 
of a facility for preparation of CSPs categorized as low-, me- 

dium-, and high-risk level. 

Placement of devices (e.g., computers, printers) and ob- 
jects (e.g., carts, cabinets) that are not essential to com- 
pounding in buffer areas is dictated by their effect on the 
required environmental quality of air atmospheres and sur- 
faces, which shall be verified by monitoring (see Viable and 
Nonviable Environmental Sampling (ES) Testing). It is the re- 
sponsibility of each compounding facility to ensure that 
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each source of ISO Class 5 (see Table 1) environment for 
exposure of critical sites and sterilization by filtration is prop- 
erly located, operated, maintained, monitored, and verified. 

Facility Design and Environmental Controls 

Compounding facilities are physically designed and envi- 
ronmentally controlled to minimize airborne contamination 
from contacting critical sites. These facilities shall also pro- 
vide a comfortable and well-lighted working environment, 
which typically includes a temperature of 20° or cooler, to 
maintain comfortable conditions for compounding person- 
nel to perform flawlessly when attired in the required asep- 
tic compounding garb. PECs typically include, but are not 
limited to, LAFWs, BSCs, CAIs, and CACIs, which provide an 
ISO Class 5 (see Table 1) environment for the exposure of 
critical sites. PECs shall maintain ISO Class 5 (see Table 1) or 
better conditions for 0.5-lim particles (dynamic operating 
conditions) while compounding CSPs. Secondary engineer- 
ing controls such as buffer areas and ante-areas generally 
serve as a core for the location of the PEC. Buffer areas are 
designed to maintain at least ISO Class 7 (see Table 1) con- 
ditions for 0.5-jim particles under dynamic conditions and 
ISO Class 8 (see Table 1) conditions for 0.5-jim and larger 
particles under dynamic conditions for the ante-areas. Air- 
borne contamination control is achieved in the PEC through 
the use of HEPA filters. The airflow in the PEC shall be unidi- 
rectional (laminar flow), and because of the particle collec- 
tion efficiency of the filter, the "first air" at the face of the 
filter is, for the purposes of aseptic compounding, free from 
airborne particulate contamination. HEPA-filtered air shall be 
supplied in critical areas (ISO Class 5, see Table 1) at a ve- 
locity sufficient to sweep particles away from the com- 
pounding area and maintain unidirectional airflow during 
operations. Proper design and control prevents turbulence 
and stagnant air in the critical area. In situ air pattern analy- 
sis via smoke studies shall be conducted at the critical area 
to demonstrate unidirectional airflow and sweeping action 
over and away from the product under dynamic conditions. 

The principles of HEPA-filtered unidirectional airflow in the 
work environment shall be understood and practiced in the 
compounding process in order to achieve the desired envi- 
ronmental conditions. Policies and procedures for maintain- 
ing and working within the PEC area shall be written and 
followed. The policies and procedures will be determined by 
the scope and risk levels of the aseptic compounding activi- 
ties utilized during the preparation of the CSPs. The CSP 
work environment is designed to have the cleanest work 
surfaces (PEC) located in a buffer area. The buffer area shall 
maintain at least ISO Class 7 (see Table 1) conditions for 
0.5-jim and larger particles under dynamic operating condi- 
tions. The room shall be segregated from surrounding, un- 
classified spaces to reduce the risk of contaminants being 
blown, dragged, or otherwise introduced into the filtered 
unidirectional airflow environment, and this segregation 
shall be continuously monitored. For rooms providing a 

physical separation through the use of walls, doors, and 
pass-throughs, a minimum differential positive pressure of 
0.02- to 0.05-inch water column is required. For buffer ar- 
eas not physically separated from the ante-areas, the princi- 
ple of displacement airflow shall be employed. This concept 
utilizes a low pressure differential, high airflow principle. Us- 
ing displacement airflow typically requires an air velocity of 
40 ft per minute or more from the buffer area across the 
line of demarcation into the ante-area. 

The displacement concept shall not be used for high-risk 
compounding.6 The PEC shall be placed within a buffer area 
in such a manner as to avoid conditions that could ad- 
versely affect their operation. For example, strong air cur- 
rents from opened doors, personnel traffic, or air streams 
from the HVAC systems can disrupt the unidirectional air- 
6 Iso 14644-4:2001 Cleanrooms and associated controlled environments— 
Design, construction, and start-up, Case Postale 56, CH-1 211 Geneve 20, 
Switzerland, tel. +41 22 749 01 11. 

flow in open-faced workbenches. The operators may also 
create disruptions in airflow by their own movements and 
by the placement of objects onto the work surface. The PEC 
shall be placed out of the traffic flow and in a manner to 
avoid disruption from the HVAC system and room cross- 
drafts. Room air exchanges are typically expressed as 
ACPHs. Adequate HEPA-filtered airflow supplied to the buffer 
area and ante-area is required to maintain cleanliness classi- 
fication during operational activity through the number of 
ACPHs. Factors that should be considered when determining 
air-change requirements include number of personnel work- 
ing in the room and compounding processes that generate 
particulates, as well as temperature effects. An ISO Class 7 
(see Table 1) buffer area and ante-area supplied with HEPA- 
filtered air shall receive an ACPH of not less than 30. The 
PEC is a good augmentation to generating air changes in 
the air supply of an area but cannot be the sole source of 
HEPA-filtered air. If the area has an ISO Class 5 (see Table 1) 
recirculating device, a minimum of 15 ACPHs through the 
area supply HEPA filters is adequate, providing the com- 
bined ACPH is not less than 30. More air changes may be 
required, depending on the number of personnel and 
processes. HEPA-filtered supply air shall be introduced at the 
ceiling, and returns should be mounted low on the wall, 
creating a general top-down dilution of area air with HEPA- 
filtered make-up air. Ceiling-mounted returns are not rec- 
ommended. All HEPA filters should be efficiency tested using 
the most penetrating particle size and should be leak tested 
at the factory and then leak tested again in situ after instal- 

Activities and tasks carried out within the buffer area shall 
be limited to only those necessary when working within a 

controlled environment. Only the furniture, equipment, sup- 
plies, and other material required for the compounding ac- 
tivities to be performed shall be brought into the area, and 
they shall be nonpermeable, nonshedding, cleanable, and 
resistant to disinfectants. Whenever such items are brought 
into the area, they shall first be cleaned and disinfected. 
Whenever possible, equipment and other items used in the 
buffer area shall not be taken out of the area except for 
calibration, servicing, or other activities associated with the 
proper maintenance of the item. 

The surfaces of ceilings, walls, floors, fixtures, shelving, 
counters, and cabinets in the buffer area shall be smooth, 
impervious, free from cracks and crevices, and nonshedding, 
thereby promoting cleanability and minimizing spaces in 
which microorganisms and other contaminants may accu- 
mulate. The surfaces shall be resistant to damage by disin- 
fectant agents. Junctures of ceilings to walls shall be coved 
or caulked to avoid cracks and crevices where dirt can accu- 
mulate. If ceilings consist of inlaid panels, the panels shall 
be impregnated with a polymer to render them impervious 
and hydrophobic, and they shall be caulked around each 
perimeter to seal them to the support frame. Walls may be 
constructed of flexible material (e.g., heavy gauge polymer), 
panels locked together and sealed, or of epoxy-coated gyp- 
sum board. Preferably, floors are overlaid with wide sheet 
vinyl flooring with heat-welded seams and coving to the 
sidewall. Dust-collecting overhangs, such as ceiling utility 
pipes, and ledges, such as windowsills, should be avoided. 
The exterior lens surface of ceiling lighting fixtures should 
be smooth, mounted flush, and sealed. Any other penetra- 
tions through the ceiling or walls shall be sealed. The buffer 
area shall not contain sources of water (sinks) or floor 
drains. Work surfaces shall be constructed of smooth, imper- 
vious materials, such as stainless steel or molded plastic, so 
that they are easily cleaned and disinfected. Carts should be 
of stainless steel wire, nonporous plastic, or sheet metal con- 
struction with good quality, cleanable casters to promote 
mobility. Storage shelving, counters, and cabinets shall be 
smooth, impervious, free from cracks and crevices, nonshed- 
7 By definition (lEST RP CC 001.4), HEPA filters are a minimum of 99.97% 
efficient when tested using 0.3-lim thermally generated particles and a pho- 
tometer or rated at their most penetrating particle size using a particle 
counter. 
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ding, cleanable, and disinfectable; their number, design, 
and manner of installation shall promote effective cleaning 
and disinfection. 

Placement of Primary Engineering Controls 

PECs (LAFWs, BSCs, CAIs, and CACIs) shall be located 
within a restricted access ISO Class 7 (see Table 1) buffer 
area (see Figure 1), with the following CAI/CACI exceptions 
below: 

• Only authorized personnel and materials required for 
compounding and cleaning shall be permitted in the 
buffer area. 

• Presterilization procedures for high-risk level CSPs, such 
as weighing and mixing, shall be completed in no 
worse than an ISO Class 8 (see Table 1) environment. 

• PECs shall be located out of traffic patterns and away 
from room air currents that could disrupt the intended 
airflow patterns. 

CAIs and CACIs shall be placed in an ISO Class 7 (see 
Table 1) buffer area unless they meet all of the following 
conditions: 

• The isolator shall provide isolation from the room and 
maintain ISO Class 5 (see Table 1) during dynamic op- 
erating conditions, including transferring ingredients, 
components, and devices into and out of the isolator 
and during preparation of CSPs. 

• Particle counts sampled approximately 6 to 12 inches 
upstream of the critical exposure site shall maintain ISO 
Class 5 (see Table 1) levels during compounding opera- 
tions. 

• Not more than 3520 particles (0.5 and larger) per 3 shall be counted during material transfer, with the 
particle counter probe located as near to the transfer 
door as possible without obstructing the transfer.8 

It is incumbent on the compounding personnel to obtain 
documentation from the manufacturer that the CAI/CACI 
will meet this standard when located in environments where 
the background particle counts exceed ISO Class 8 (see Ta- 
ble 1) for and larger particles. When isolators are 
used for sterile compounding, the recovery time to achieve 
ISO Class 5 (see Table 1) air quality shall be documented 
and internal procedures developed to ensure that adequate 
recovery time is allowed after material transfer before and 
during compounding operations. 

If the PEC is a CAl or CACI that does not meet the re- 
quirements above or is a LAFW or BSC that cannot be lo- 
cated within an ISO Class 7 (see Table 1) buffer area, then 
only low-risk level nonhazardous and radiopharmaceutical 
CSPs pursuant to a physician order for a specific patient 
may be prepared, and administration of the CSP shall com- 
mence within 12 hours of preparation or as recommended 
in the manufacturer's package insert, whichever is less. 

Viable and Nonviable Environmental Sampling 
(ES) Testing 

The ES program should provide information to staff and 
leadership to demonstrate that the PEC is maintaining an 
environment within the compounding area that consistently 
ensures acceptably low viable and nonviable particle levels. 
The compounding area includes the ISO Class 5 (see Table 
1) PEC (LAFW5, BSCs, CAIs, and CACI5), buffer areas, ante- 
areas, and segregated compounding areas. 

Environmental sampling shall occur as part a comprehen- 
sive quality management program and shall occur minimally 
under any of the following conditions: 

as part of the commissioning and certification of new 
facilities and equipment; 

8 Sample procedures are detailed in CETA Applications Guide CAG- 
002-2006—section 2.09. 

• following any servicing of facilities and equipment; 
• as part of the re-certification of facilities and equipment 

(i.e., every 6 months); 
• in response to identified problems with end products or 

staff technique; or 
• in response to issues with CSPs, observed compounding 

personnel work practices, or patient-related infections 
(where the CSP is being considered as a potential 
source of the infection). 

ENVIRONMENTAL NONVIABLE PARTICLE TESTI NC PROGRAM 

A program to sample nonviable airborne particles differs 
from that for viable particles in that it is intended to directly 
measure the performance of the engineering controls used 
to create the various levels of air cleanliness, for example, 
ISO Class 5, 7, or 8 (see Table 1). 

Engineering Control Performance Verification—PECs 
(LAFWs, BSCs, CAIs, and CACI5) and secondary engineering 
controls (buffer and ante-areas) are essential components of 
the overall contamination control strategy for aseptic com- 
pounding. As such, it is imperative that they perform as 
designed and that the resulting levels of contamination be 
within acceptable limits. Certification procedures such as 
those outlined in Certification Guide for Sterile Compounding 
Facilities (CAG-003-2006)9 shall be performed by a qualified 
individual no less than every 6 months and whenever the 
device or room is relocated or altered or major service to 
the facility is performed. 

Total Particle Counts—Certification that each ISO classi- 
fied area, for example, ISO Class 5, 7, and 8 (see Table 1), is 
within established guidelines shall be performed no less 
than every 6 months and whenever the LAFW, BSC, CAl, or 
CACI is relocated or the physical structure of the buffer area 
or ante-area has been altered. Testing shall be performed by 
qualified operators using current, state-of-the-art electronic 
equipment with results of the following: 

• ISO Class 5: not more than 3520 particles 0.5 urn and 
larger size per cubic meter of air for any LAFW, BSC, 
CAl, and CACI; 

• ISO Class 7: not more than 352,000 particles of 0.5 
size and larger per cubic meter of air for any buffer 
area; 

• ISO Class 8: not more than 3,520,000 particles or 0.5 
urn size and larger per cubic meter of air for any ante- 
area. 

All certification records shall be maintained and reviewed 
by supervising personnel or other designated employees to 
ensure that the controlled environments comply with the 
proper air cleanliness, room pressures, and ACPHs. 

PRESSURE DIFFERENTIAL MONITORING 

A pressure gauge or velocity meter shall be installed to 
monitor the pressure differential or airflow between the 
buffer area and the ante-area and between the ante-area 
and the general environment outside the compounding 
area. The results shall be reviewed and documented on a 

log at least every work shift (minimum frequency shall be at 
least daily) or by a continuous recording device. The pres- 
sure between the ISO Class 7 (see Table 1) and the general 
pharmacy area shall not be less than 5 Pa (0.02 inch water 
column). In facilities where low- and medium-risk level CSPs 
are prepared, differential airflow shall maintain a minimum 
velocity of 0.2 meters per second (40 feet per minute) be- 
tween buffer area and ante-area. 

Controlled Environment Testing Association, 1500 Sunday Drive, Ste. 102, 
Raleigh, NC 27607; www.CETAinternational.org. 
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ENVIRONMENTAL VIABLE AIRBORNE PARTICLE TESTING 
PROGRAM 

The risk of contaminating a CSP prepared under low-risk 
level and medium-risk level conditions is highly dependent 
on proper hand hygiene and garbing practices, compound- 
ing personnel aseptic technique, and the presence of surface 
contamination, assuming that all work is performed in a cer- 
tified and properly functioning ISO Class 5 (see Table 1) PEC 
and secondary engineering controls, ISO Class 7 (see Table 
1) buffer area, and ISO Class 8 (see Table 1) ante-area. 
High-risk level CSPs pose the greatest threat to patients be- 
cause compounding personnel are tasked with the require- 
ment of processing nonsterile components and devices in 
order to achieve sterility. 

A sampling program in conjunction with an observational 
audit is designed to evaluate the competency of compound- 
ing personnel work practices, allowing for the implementa- 
tion of corrective actions on an ongoing basis (see Personnel 
Training and Competency Evaluation of Garbing, Aseptic Work 
Practices and Cleaning/Disinfection Procedures). 

Sampling Plan—An appropriate environmental sampling 
plan shall be developed for airborne viable particles based 
on a risk assessment of compounding activities performed. 

Selected sampling sites shall include locations within each 
ISO Class 5 (see Table 1) environment and in the ISO Class 
7 and 8 (see Table 1) areas and in the segregated com- 
pounding areas at greatest risk of contamination (e.g., work 
areas near the ISO Class 5 see Table 1] environment, coun- 
ters near doors, pass-through boxes). The plan shall include 
sample location, method of collection, frequency of sam- 
pling, volume of air sampled, and time of day as related to 
activity in the compounding area and action levels. 

Review of the data generated during a sampling event 
may detect elevated amounts of airborne microbial bi- 
oburden; such changes may be indicative of adverse 
changes within the environment. It is recommended that 
compounding personnel refer to Microbiological Evaluation of 
Clean Rooms and Other Controlled Environments (111 6) and 
the CDC's "Guidelines for Environmental Infection Control 
in Healthcare Facilities, 2003" for more information. 

Growth Medium—A general microbiological growth me- 
dium such as Soybean—Casein Digest Medium shall be used 
to support the growth of bacteria. Malt extract agar or 
some other media that supports the growth of fungi shall 
be used in high-risk level compounding environments. Me- 
dia used for surface sampling must be supplemented with 
additives to neutralize the effects of disinfecting agents 
(e.g., TSA with lecithin and polysorbate 80). 

Viable Air Sampling—Evaluation of airborne microorgan- 
isms using volumetric collection methods in the controlled 
air environments (LAFWs, CAIs, clean room or buffer areas, 
and ante-areas) shall be performed by properly trained indi- 
viduals for all compounding risk levels. 

Impaction shall be the preferred method of volumetric air 
sampling. Use of settling plates for qualitative air sampling 
may not be able to determine adequately the quality of air 
in the controlled environment. The settling of particles by 
gravity onto culture plates depends on the particle size and 
may be influenced by air movement. Consequently, the 
number of colony-forming units (cfu) on a settling plate 
may not always relate to the concentrations of viable parti- 
cles in the sampled environment. 

For low-, medium-, and high-risk level compounding, air 
sampling shall be performed at locations that are prone to 
contamination during compounding activities and during 
other activities such as staging, labeling, gowning, and 
cleaning. Locations shall include zones of air backwash tur- 
bulence within LAFW and other areas where air backwash 
turbulence may enter the compounding area (doorways, in 
and around ISO Class 5 see Table 1] PEC and environ- 
ments). Consideration should be given to the overall effect 
the chosen sampling method will have on the unidirectional 
airflow within a compounding environment. 

For low-risk level CSPs with 12-hour or less BUD prepared 
in a PEC (LAFW5, BSCs, CAIs) that maintains an ISO Class 5 
(see Table 1), air sampling shall be performed at locations 
inside the ISO Class 5 (see Table 1) environment and other 
areas that are in close proximity to the ISO Class 5 (see 
Table 1) environment during the certification of the PEC. 

Air Sampling Devices—There are a number of manufac- 
turers of electronic air sampling equipment. It is important 
that personnel refer to the manufacturer's recommended 
procedures when using the equipment to perform volumet- 
ric air procedures. The instructions in the manu- 
facturer's user s manual for verification and use of electric air 
samplers that actively collect volumes of air for evaluation 
must be followed. A sufficient volume of air (400 to 1000 
liters) shall be tested at each location in order to maximize 
sensitivity. The volumetric air sampling devices need to be 
serviced and calibrated as recommended by the manufac- 
tu rer. 

It is recommended that compounding personnel also refer 
to Methodology and Instrumentation for Quantitation of Viable 
Airborne Microorganisms under Microbiological Evaluation of 
Clean Rooms and Other Controlled Environments (111 6), 
which provides more information on the use of volumetric 
air samplers and volume of air that should be sampled to 
detect environmental bioburden excursions. 

Air Sampling Frequency and Process—Air sampling 
shall be performed at least semiannually (i.e., every 6 
months) as part of the re-certification of facilities and equip- 
ment. If compounding occurs in multiple locations within 
an institution (e.g., main pharmacy, satellites), environmen- 
tal sampling is required for each individual compounding 
area. A sufficient volume of air shall be sampled and the 
manufacturer's guidelines for use of the electronic air sam- 
pling equipment followed. Any facility construction or 
equipment servicing may require that air sampling be per- 
formed during these events. 

Incubation Period—At the end of the designated sam- 
pling or exposure period for air sampling activities, the mi- 
crobial growth media plates are recovered and their covers 
secured (e.g., taped), and they are inverted and incubated 
at a temperature and for a time period conducive to multi- 
plication of microorganisms. ISA should be incubated at 
30° to 35° for 48 to 72 hours. Malt extract agar or other 
suitable fungal media should be incubated at 26° to 30° for 
5 to 7 days. The number of discrete colonies of microorgan- 
isms are counted and reported as cfu and documented on 
an environmental sampling form. Counts from air sampling 
need to be transformed into cfu per cubic meter of air and 
evaluated for adverse trends. 

Action Levels, Documentation, and Data Evaluation— 
The value of viable microbial sampling of the air in the com- 
pounding environment is realized when the data are used to 
identify and correct an unacceptable situation. Sampling 
data shall be collected and reviewed on a periodic basis as a 
means of evaluating the overall control of the compounding 
environment. If an activity consistently shows elevated levels 
of microbial growth, competent microbiology personnel 
shall be consulted. 

Any cfu count that exceeds its respective action level (see 
Table 2) should prompt a re-evaluation of the adequacy of 
personnel work practices, cleaning procedures, operational 
procedures, and air filtration efficiency within the aseptic 
compounding location. An investigation into the source of 
the contamination shall be conducted. Sources could in- 
clude HVAC systems, damaged HEPA filters, and changes in 
personnel garbing or work practices. The source of the 
problem shall be eliminated, the affected area cleaned, and 
resampling performed. 

Counts of cfu are to be used as an approximate measure 
of the environmental microbial bioburden. Action levels are 
determined on the basis of cfu data gathered at each sam- 
pling location and trended over time. The numbers in Table 
2 should be used only as guidelines. Regardless of the num- 
ber of cfu identified in the pharmacy, further corrective ac- 
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tions will be dictated by the identification of microorgan- 
isms recovered (at least the genus level) by an appropriate 
credentialed laboratory of any microbial bioburden captured 
as a cfu using an impaction air sampler. Highly pathogenic 
microorganisms (e.g., Gram-negative rods, coagulase posi- 
tive staphylococcus, molds and yeasts) can be potentially 
fatal to patients receiving CSPs and must be immediately 
remedied, regardless of cfu count, with the assistance of a 

competent microbiologist, infection control professional, or 
industrial hygienist. 

Table 2. Recommended Action Levels for 
Microbial Contamination* 

t(cfu per cubic meter 1000 liters] of air per plate) 

Classification Air Sample f 
ISO Class 5 > 1 

ISO Class 7 > 10 

ISO Class 8 or worse > 100 
* Guidance for Industry—Sterile Drug Products Produced by Aseptic 
Processing—Current Good Manufacturing Practice—US HHS, FDA Sep- 
tember 2004. 

Additional Personnel Requirements 

Food, drinks, and materials exposed in patient care and 
treatment areas shall not enter ante-areas, buffer areas, or 
segregated compounding areas where components and in- 
gredients of CSPs are present. When compounding activities 
require the manipulation of a patient's blood-derived or 
other biological material (e.g., radiolabeling a patient's or 
donor's white blood cells), the manipulations shall be clearly 
separated from routine material-handling procedures and 
equipment used in CSP preparation activities, and they shall 
be controlled by specific SOPs in order to avoid any cross- 
contamination. Packaged compounding supplies and com- 
ponents, such as needles, syringes, tubing sets, and small- 
and large-volume parenterals, should be uncartoned and 
wiped down with a disinfectant that does not leave a resi- 
due (e.g., sterile 70% IPA), when possible in an ante-area of 
ISO Class 8 (see Table 1) air quality, before being passed 
into the buffer areas. Personnel hand hygiene and garbing 
procedures are also performed in the ante-area, which may 
contain a sink that enables hands-free use with a closed sys- 
tem of soap dispensing to minimize the risk of extrinsic con- 
tamination. There shall be some demarcation designation 
that separates the ante-area from the buffer area. Adequate 
provision for performing antiseptic hand cleansing using an 
alcohol-based surgical hand scrub with persistent activity fol- 
lowed by the donning of sterile gloves should be provided 
after entry into the buffer area. 

Cleaning and Disinfecting the Compounding 
Area 

Environmental contact is a major source of microbial con- 
tamination of CSPs. Consequently, scrupulous attention to 
cleaning and disinfecting the sterile compounding areas is 
required to minimize this as a source of CSP contamination. 

The cleaning and disinfecting practices and frequencies in 
this section apply to ISO Class 5 (see Table 1) compounding 
areas for exposure of critical sites as well as buffer areas, 
ante-areas, and segregated compounding areas. Com- 
pounding personnel are responsible for ensuring that the 
frequency of cleaning is in accordance with the require- 
ments stated in Table 3 and determining the cleaning and 
disinfecting products to be used (see Appendix I). Any or- 
ganizational or institutional policies regarding disinfectant 
selection should be considered by compounding personnel. 
All cleaning and disinfecting practices and policies for the 
compounding of CSPs shall be included in written SOPs and 
shall be followed by all compounding personnel. 

The selection and use of disinfectants in healthcare facili- 
ties is guided by several properties, such as microbicidal ac- 
tivity, inactivation by organic matter, residue, and shelf life 
(see Appendix II). In general, highly toxic disinfectants, such 
as glutaraldehyde, are not used on housekeeping surfaces 
(e.g., floors, countertops). Many disinfectants registered by 
the EPA are one-step disinfectants. This means that the dis- 
infectant has been formulated to be effective in the pres- 
ence of light to moderate soiling without a pre-cleaning 
step. 

Surfaces in LAFWs, BSCs, CAIs, and CACIs, which are inti- 
mate to the exposure of critical sites, require disinfecting 
more frequently than do housekeeping surfaces such as 
walls and ceilings. Disinfecting sterile compounding areas 
shall occur on a regular basis at the intervals noted in Table 
3 when spills occur, when the surfaces are visibly soiled, and 
when microbial contamination is known to have been or is 
suspected of having been introduced into the compounding 
areas. 

When the surface to be disinfected has heavy soiling, a 

cleaning step is recommended prior to the application of 
the disinfectant. Trained compounding personnel are re- 
sponsible for developing, implementing, and practicing the 
procedures for cleaning and disinfecting the DCAs written in 
the SOPs. Cleaning and disinfecting shall occur before com- 
pounding is performed. Items shall be removed from all ar- 
eas to be cleaned, and surfaces shall be cleaned by remov- 
ing loose material and residue from spills; for example, 
water-soluble solid residues are removed with sterile water 
(for injection or irrigation) and low-shedding wipes. This 
shall be followed by wiping with a residue-free disinfecting 
agent such as sterile 70% IPA, which is allowed to dry 
before compounding begins. 

Cleaning and disinfecting surfaces in the LAFWs, BSCs, 
CAIs, and CACIs are the most critical practices before the 
preparation of CSPs. Consequently, such surfaces shall be 
cleaned and disinfected frequently, including at the begin- 
fling of each work shift, before each batch preparation is 
started, every 30 minutes during continuous compounding 
periods of individual CSPs, when there are spills, and when 
surface contamination is known or suspected from procedu- 
ral breaches. 

Work surfaces in the ISO Class 7 (see Table 1) buffer areas 
and ISO Class 8 (see Table 1) ante-areas as well as segre- 
gated compounding areas shall be cleaned and disinfected 
at least daily, and dust and debris shall be removed when 
necessary from storage sites for compounding ingredients 
and supplies using a method that does not degrade the ISO 
Class 7 or 8 (see Table 1) air quality (see Disinfectants and 
Antiseptics (1 072)). 

Table 3. Minimum Frequency of Cleaning and Disinfecting Com- 
pounding Areas 

Site Minimum Frequency 
ISO Class 5 (see Table 1) 

Primary Engineering 
Control (e.g., LAFW, 
BSC, CAl, CACI) 

At the beginning of each shift, before 
each batch, not longer than 30 mm- 
utes following the previous surface 
disinfection when ongoing com- 
pounding activities are occurring, af- 
ter spills, and when surface 
contamination is known or suspected 

Counters and easily clean- 
able_work_surfaces 

Daily 

Floors Daily 

Walls Monthly 
Ceilings Monthly 
Storage shelving Monthly 

Floors in the buffer or clean area, ante-area, and segre- 
gated compounding area are cleaned by mopping with a 
cleaning and disinfecting agent once daily at a time when 
no aseptic operations are in progress. Mopping shall be per- 
formed by trained personnel using approved agents and 
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procedures described in the written SOPs. It is incumbent 
on compounding personnel to ensure that such cleaning is 
performed properly. In the buffer or clean area, ante-area, 
and segregated compounding area, walls, ceilings, and 
shelving shall be cleaned and disinfected monthly. Cleaning 
and disinfecting agents are to be used with careful consider- 
ation of compatibilities, effectiveness, and inappropriate or 
toxic residues (see Appendix ). Their schedules of use and 
methods of application shall be in accordance with written 
SOPs and followed by custodial or compounding personnel. 

All cleaning materials, such as wipers, sponges, and mops, 
shall be nonshedding, preferably composed of synthetic 
micro fibers, and dedicated to use in the buffer or clean 
area, ante-area, and segregated compounding areas and 
shall not be removed from these areas except for disposal. 
Floor mops may be used in both the buffer or clean area 
and ante-area, but only in that order. Ideally, all cleaning 
tools are discarded after one use by collection in suitable 
plastic bags and removed with minimal agitation. If cleaning 
materials (e.g., mops) are reused, procedures shall be devel- 
oped (based on manufacturers' recommendations) that en- 
sure that the effectiveness of the cleaning device is main- 
tained and that repeated use does not add to the bioburden 
of the area being cleaned. 

Supplies and equipment removed from shipping cartons 
shall be wiped with a suitable disinfecting agent (e.g., sterile 
70% IPA) delivered from a spray bottle or other suitable 
delivery method. After the disinfectant is sprayed or wiped 
on a surface to be disinfected, the disinfectant shall be al- 
lowed to dry, during which time the item shall not be used 
for compounding purposes. 

Wiping with small sterile 70% IPA swabs that are commer- 
cially available in individual foil-sealed packages (or a com- 
parable method) is preferred for disinfecting entry points on 
bags and vials, allowing the IPA to dry before piercing stop- 
pers with sterile needles and breaking necks of ampuls. The 
surface of the sterile 70% IPA swabs used for disinfecting 
entry points of sterile packages and devices shall not contact 
any other object before contacting the surface of the entry 
point. Sterile 70% IPA wetted gauze pads or other particle- 
generating material shall not be used to disinfect the sterile 
entry points of packages and devices. 

When sterile supplies are received in sealed pouches de- 
signed to keep them sterile until opening, the sterile sup- 
plies may be removed from the covering pouches as the 
supplies are introduced into the ISO Class 5 (see Table 1) 
PEC (LAFW, BSC, CAl, CACI) without the need to disinfect 
the individual sterile supply items. No shipping or other ex- 
ternal cartons may be taken into the buffer or clean area or 
segregated compounding area. 

Personnel Cleansing and Garbing 

The careful cleansing of hands and arms and the correct 
donning of PPE by compounding personnel constitute the 
first major step in preventing microbial contamination in 
CSPs. Personnel shall also be thoroughly competent and 
highly motivated to perform flawless aseptic manipulations 
with ingredients, devices, and components of CSPs. Squa- 
mous cells are normally shed from the human body at a 

rate of 1 06 or more per hour, and those skin particles are 
laden with 10 11 When individuals are exper- 
iencing rashes, sunburn, weeping sores, conjunctivitis, active 
respiratory infection, as well as when they wear cosmetics, 
they shed these particles at even higher rates. Particles shed 
from compounding personnel pose an increased risk of mi- 
crobial contamination of critical sites of CSPs. Therefore, 
compounding personnel with such conditions as mentioned 
above shall be excluded from working in ISO Class 5 (see 

10 Agalloco Akers JE. Aseptic Processing: A Vision of the Future. Pharmaceuti- 
cal Technology, 2005. Aseptic Processing supplement, Si 6. 
11 Eaton T. Microbial Risk Assessment for Aseptically Prepared Products. Am 
Pharm Rev. 2005; 8 (5, Sep/Oct): 46—5 1. 

Table 1) and ISO Class 7 (see Table 1) compounding areas 
until their conditions are remedied. 

Before entering the buffer area or segregated compound- 
ing area (see Low-Risk Level CSPs with 12-Hour or Less BUD), 
compounding personnel shall remove personal outer gar- 
ments (e.g., bandannas, coats, hats, jackets, scarves, sweat- 
ers, vests); all cosmetics, because they shed flakes and parti- 
cles; and all hand, wrist, and other visible jewelry or 
piercings (e.g., earrings, lip or eyebrow piercings) that can 
interfere with the effectiveness of PPE (e.g., fit of gloves and 
cuffs of sleeves). The wearing of artificial nails or extenders 
is prohibited while working in the sterile compounding envi- 
ronment. Natural nails shall be kept neat and trimmed. 

Personnel shall don the following PPE in an order that 
proceeds from those activities considered the dirtiest to 
those considered the cleanest. Garbing activities considered 
the dirtiest include donning of dedicated shoes or shoe cov- 
ers, head and facial hair covers (e.g., beard covers in addi- 
tion to face masks), and face masks/eye shields. Eye shields 
are optional unless working with irritants such as germicidal 
disinfecting agents or when preparing hazardous drugs. 

After donning dedicated shoes or shoe covers, head and 
facial hair covers, and face masks, a hand cleansing proce- 
dure shall be performed by removing debris from under- 
neath fingernails using a nail cleaner under running warm 
water followed by vigorous hand washing. Hands and fore- 
arms shall be washed to the elbows for at least 30 seconds 
with soap (either nonantimicrobial or antimicrobial) and 
water while in the ante-area. The use of antimicrobial scrub 
brushes is not recommended because they can cause skin 
irritation and skin damage. Hands and forearms to the 
elbows will be completely dried using either lint-free dispos- 
able towels or an electronic hand dryer. After completion of 
hand washing, a nonshedding gown with sleeves that fit 
snugly around the wrists and enclosed at the neck is 
donned. Gowns designated for buffer area use shall be 
worn, and preferably they should be disposable. If reusable 
gowns are worn, they should be laundered appropriately for 
buffer area use. 

Once inside the buffer area or segregated compounding 
area (see Low-Risk Level CSPs with 12-Hour or Less BUD), and 
prior to donning sterile powder-free gloves, antiseptic hand 
cleansing shall be performed using a waterless alcohol-based 
surgical hand scrub with persistent 12 following man- 
ufacturers' recommendations. Hands are allowed to dry 
thoroughly before donning sterile gloves. 

Sterile gloves shall be the last item donned before com- 
pounding begins. Gloves become contaminated when they 
contact nonsterile surfaces during compounding activities. 
Disinfection of contaminated gloved hands may be accom- 
plished by wiping or rubbing sterile 70% IPA to all contact 
surface areas of the gloves and letting the gloved hands dry 
thoroughly. Only use gloves that have been tested for com- 
patibility with alcohol disinfection by the manufacturer. Rou- 
tine application of sterile 70% IPA shall occur throughout 
the compounding process and whenever nonsterile surfaces 
(e.g. vials, counter tops, chairs, carts) are touched. Gloves 
on hands shall also be routinely inspected for holes, punc- 
tures, or tears and replaced immediately if such are de- 
tected. Antiseptic hand cleansing shall be performed as indi- 
cated above. Compounding personnel shall be trained and 
evaluated in the avoidance of touching critical sites. 

When compounding personnel exit the compounding 
area during a work shift, the exterior gown may be re- 
moved and retained in the compounding area if not visibly 
soiled, to be re-donned during that same work shift only. 
However, shoe covers, hair and facial hair covers, face 
masks/eye shields, and gloves shall be replaced with new 
ones before re-entering the compounding area, and proper 
hand hygiene shall be performed. 

During high-risk compounding activities that precede ter- 
minal sterilization, such as weighing and mixing of nonster- 
12 Guideline for Hand Hygiene in Health care Settings, MMWR, October 25, 
2002, vol. 51, No. RR-16 available on the Internet at http://www.cdc.gov/ 
handhygiene/. 
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lie ingredients, compounding personnel shall be garbed and 
gloved the same as when performing compounding in an 
ISO Class 5 (see Table 1) environment. Properly garbed and 
gloved compounding personnel who are exposed to air 
quality that is either known or suspected to be worse than 
ISO Class 7 (see Table 7) shall re-garb PPE along with wash- 
ing their hands properly, performing antiseptic hand cleans- 
ing with a waterless alcohol-based surgical hand scrub, and 
donning sterile gloves upon re-entering the ISO Class 7 (see 
Table 1) buffer area. When CAis and CACIs are the source of 
the ISO Class 5 (see Table 1) environment, the garbing and 
gloving requirements for compounding personnel should be 
as described above, unless the isolator manufacturer can 
provide written documentation based on validated environ- 
mental testing that any component(s) of PPE or personnel 
cleansing are not required. 

Personnel Training and Competency 
Evaluation of Garbing, Aseptic Work Practices, 

and Cleaning/Disinfection Procedures 

Personnel who prepare CSPs shall be trained conscien- 
tiously and skillfully by expert personnel and through mul- 
timedia instructional sources and professional publications in 
the theoretical principles and practical skills of garbing pro- 
cedures, aseptic work practices, achieving and maintaining 
ISO Class 5 (see Table 7) environmental conditions, and 
cleaning and disinfection procedures. This training shall be 
completed and documented before any compounding per- 
sonnel begin to prepare CSPs. Compounding personnel 
shall complete didactic training, pass written competence 
assessments, undergo skill assessment using observational 
audit tools, and media-fill testing (see Appendices Ill—ti). 

Media-fill testing of aseptic work skills shall be performed 
initially before beginning to prepare CSPs and at least annu- 
ally thereafter for low- and medium-risk level compounding 
and semiannually for high-risk level compounding. 

Compounding personnel who fail written tests or observa- 
tional audits or whose media-fill test vials have one or more 
units showing visible microbial contamination shall be re- 
instructed and re-evaluated by expert compounding person- 
nel to ensure correction of all aseptic work practice deficien- 
cies. Compounding personnel shall pass all evaluations prior 
to resuming compounding of sterile preparations. in addi- 
tion to didactic evaluation and aseptic media fill, com- 
pounding personnel must demonstrate proficiency of proper 
hand hygiene, garbing, and consistent cleaning procedures. 

in the event that cleaning and disinfecting procedures are 
also performed by other support personnel (e.g., institu- 
tional environmental services, housekeeping), thorough 
training of proper hand hygiene, garbing, and cleaning and 
disinfection procedures shall be done by a qualified aseptic 
compounding expert. After completion of training, support 
personnel shall routinely undergo performance evaluation of 
proper hand hygiene, garbing, and all applicable cleaning 
and disinfecting procedures conducted by a qualified aseptic 
compounding expert. 

COMPETENCY EVALUATION OF GARBiNG AND ASEPTIC 

WORK PRACTICE 

The risk of contaminating a CSP prepared under low-risk 
level and medium-risk level conditions is highly dependent 
on proper hand hygiene and garbing practices, compound- 
ing personnel aseptic technique, and the presence of surface 
contamination, assuming that all work is performed in a cer- 
tified and properly functioning ISO Class 5 (see Table 1) PEC 
and secondary engineering controls, ISO Class 7 (see Table 
7) buffer area, and ISO Class 8 (see Table 1) ante-area. 
High-risk level CSPs pose the greatest threat to patients be- 
cause compounding personnel are tasked with the require- 
ment of processing nonsterile components and devices in 
order to achieve sterility. Compounding personnel shall be 

evaluated initially prior to beginning compounding CSPs 
and whenever an aseptic media fill is performed using a 
form such as the Sample Form for Assessing Hand Hygiene 
and Garbing Related Practices of Compounding Personnel (see 
Appendix Ill) and the personnel glove fingertip sampling 
procedures indicated below. 

Aseptic Work Practice Assessment and Evaluation via 
Personnel Glove Fingertip Sampling—Sampling of com- 
pounding personnel glove fingertips shall be performed for 
all CSP risk level compounding because direct touch con- 
tamination is the most likely source of introducing microor- 
ganisms into CSPs prepared by humans. Glove fingertip 
sampling shall be used to evaluate the competency of per- 
sonnel in performing hand hygiene and garbing procedures 
in addition to educating compounding personnel on proper 
work practices, which include frequent and repeated glove 
disinfection using sterile 70% IPA during actual compound- 
ing of CSPs. All personnel shall demonstrate competency in 
proper hand hygiene and garbing procedures and in aseptic 
work practices (e.g., disinfection of component surfaces, 
routine disinfection of gloved hands). 

Sterile contact agar plates shall be used to sample the 
gloved fingertips of compounding personnel after garbing 
in order to assess garbing competency and after completing 
the media-fill preparation (without applying sterile 70% IPA) 
in order to assess the adequacy of aseptic work practices 
prior to being initially allowed to prepare CSPs for human 
use and for more experienced personnel to maintain their 
qualifications to prepare CSPs for human use. 

Garbing And Gloving Competency Evaluation—Com- 
pounding personnel shall be visually observed during the 
process of performing hand hygiene and garbing proce- 
dures (see Personnel Cleansing and Garbing under Personnel 
Training and Evaluation in Aseptic Manipulation Skills above). 
The visual observation shall be documented on a form such 
as the Sample Form for Assessing Hand Hygiene and Garbing 
Related Practices of Compounding Personnel (see Appendix Ill) 
and maintained to provide a permanent record and long- 
term assessment of personnel competency. 

Gloved Fingertip Sampling—All compounding person- 
nel shall successfully complete an initial competency evalua- 
tion and gloved fingertip/thumb sampling procedure (zero 
cfu) no less than three times before initially being allowed 
to compound CSPs for human use. Immediately after the 
compounding employee completes the hand hygiene and 
garbing procedure (e.g., donning of sterile gloves prior to 
any disinfection with sterile 70% IPA), the evaluator will col- 
lect a gloved fingertip and thumb sample from both hands 
of the compounding employee onto appropriate agar plates 
by lightly pressing each fingertip into the agar. The plates 
will be incubated for the appropriate incubation period and 
at the appropriate temperature (see Incubation Period). After 
completing the initial gowning and gloving competency 
evaluation, re-evaluation of all compounding personnel for 
this competency shall occur at least annually for personnel 
who compound low- and medium-risk level CSPs and semi- 
annually for personnel who compound high-risk level CSPs 
using one or more sample collections during any media-fill 
test procedure before they are allowed to continue com- 
pounding CSPs for human use. 

Immediately prior to sampling, gloves shall not be disin- 
fected with sterile 70% IPA. Disinfecting gloves immediately 
before sampling will provide false negative results. Plates 
filled with nutrient agar with neutralizing agents such as lec- 
ithin and polysorbate 80 added shall be used when sam- 
pling personnel fingertips. Personnel shall "touch" the agar 
with the fingertips of both hands in separate plates in a 

manner to create a slight impression in the agar. The sam- 
pled gloves shall be immediately discarded and proper hand 
hygiene performed after sampling. The nutrient agar plates 
shall be incubated as stated below (see Incubation Period). 
Results should be reported separately as number of cfu per 
employee per hand (left hand, right hand). The cfu action 
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level for gloved hands will be based on the total number of 
cfu on both gloves, not per hand. 

Incubation Period—At the end of the designated sam- 
pling period for compounding personnel competency as- 
sessment activities (surface or personnel), the agar plates are 
recovered and covers secured and they are inverted and in- 
cubated at a temperature and for a time period conducive 
to multiplication of microorganisms. TSA with lecithin and 
polysorbate 80 shall be incubated at 300 to 35° for 48 to 
72 hours. 

Aseptic Manipulation Competency Evaluation—After 
successful completion of an initial Hand Hygiene and Garb- 
ing Competency Evaluation, all compounding personnel 
shall have their aseptic technique and related practice com- 
petency evaluated initially during the Media-Fill Test Proce- 
dure and subsequent annual or semi-annual Media-Fill Test 
Procedures. Records of these evaluations will be maintained 
using a form such as the Sample Form for Assessing Aseptic 
Technique and Related Practices of Compounding Personnel 
(see Appendix IV) and maintained to provide a permanent 
record of and long-term assessment of personnel compe- 
tency. 

Media-Fill Test Procedure—The skill of personnel to asepti- 
cally prepare CSPs shall be evaluated using sterile fluid bac- 
terial culture media-fill verification, (i.e., sterile bacterial cul- 
ture medium transfer via a sterile syringe and needle). 
Media-fill testing is used to assess the quality of the aseptic 
skill of compounding personnel. Media-fill tests shall repre- 
sent the most challenging or stressful conditions actually en- 
countered by the personnel being evaluated when they pre- 
pare low- and medium-risk level CSPs and when sterilizing 
high-risk level CSPs. Media-fill challenge tests are also used 
to verify the capability of the compounding environment 
and processes to produce sterile preparations. 

A commercially available sterile fluid culture media, such 
as Soybean—Casein Digest Medium (see Sterility Tests (71 )), 
that is able to promote exponential colonization of bacteria 
that are most likely to be transmitted to CSPs from the 
compounding personnel and environment is commonly 
used. For high-risk level CSPs nonsterile commercially availa- 
ble Soybean—Casein Digest Medium may be used to make a 

3% solution. Normal processing steps, including filter sterili- 
zation, shall be mimicked. Media-filled vials shall be incu- 
bated at 20° to 25° or at 30° to 35° for a minimum of 14 
days. If two temperatures are used for incubation of media- 
filled samples, then these filled containers should be incu- 
bated for at least 7 days at each temperature (see Microbio- 
logical Evaluation of Clean Rooms and Other Controlled Envi- 
ronments (111 6)). Failure is indicated by visible turbidity in 
any one of the media-fill units on or before 14 days. Other 
methodologies recommended by a competent microbiolo- 
gist to enhance recovery time and sensitivity to detect mi- 
crobial contamination may be considered (see CSP Microbial 
Contamination Risk Levels for examples of media-fill 
procedures). 

SURFACE CLEANING AND DISINFECTION SAMPLING AND 
ASSESSMENT 

Surface sampling is an important component of the main- 
tenance of a suitable microbially controlled environment for 
compounding CSPs, especially since transfer of microbial 
contamination from improperly disinfected work surfaces via 
inadvertent touch contact by compounding personnel can 
be a potential source of contamination into CSPs. It is useful 
for evaluating facility and work surface cleaning and disin- 
fecting procedures and employee competency in work prac- 
tices such as disinfection of component/vial surface clean- 
ing. Surface sampling shall be performed in all ISO classified 
areas on a periodic basis. Sampling can be accomplished 
using contact plates or swabs, and it shall be done at the 
conclusion of compounding. Locations to be sampled shall 
be defined in a sample plan or on a form. The size of the 

plate to be used for each sampled location usually ranges 
from 24 to 30 . Contact plates are filled with general 
solid agar growth medium and neutralizing agents above 
the rim of the plate, and they are used for sampling regular 
or flat surfaces. Swabs may be used for sampling irregular 
surfaces, especially for equipment (see Microbiological Evalu- 
ation of Clean Rooms and Other Controlled Environments 
(1116)). 

Cleaning and Disinfecting Competency Evaluation— 
Compounding personnel and other personnel responsible 
for cleaning shall be visually observed during the process of 
performing cleaning and disinfecting procedures, during ini- 
tial personnel training on cleaning procedures, during 
changes in cleaning staff, and at the completion of any me- 
dia-fill test procedure (see Cleaning and Disinfecting of Com- 
pounding Areas). 

The visual observation shall be documented using a form 
such as the Sample Form for Assessing Cleaning and Disinfec- 
tion Procedures (see Appendix t') and maintained to provide a 
permanent record and long-term assessment of personnel 
competency. 

Surface Collection Methods—To sample surfaces using 
a contact plate, gently touch the sample area with the agar 
surface and roll the plate across the surface to be sampled. 
The contact plate will leave a growth media residue behind; 
therefore, immediately after sampling with the contact 
plate, the sampled area shall be thoroughly wiped with a 
nonshedding wipe soaked in sterile 70% IPA. 

If an area is sampled via the swab method, collection of 
the sample is processed by using appropriate procedures 
that will result in the surface location equivalent to that of a 

contact plate. After swabbing the surface to be sampled, 
swabs are placed in an appropriate diluent; an aliquot is 
planted on or in the specified nutrient agar. Results should 
be reported as cfu per unit of surface area. 

Action Levels, Documentation, and Data 
Evaluation 

The value of viable microbial monitoring of gloved finger- 
tips and surfaces of components and the compounding en- 
vironment are realized when the data are used to identify 
and correct an unacceptable work practice. Sampling data 
shall be collected and reviewed on a routine basis as a 

means of evaluating the overall control of the compounding 
environment. If an activity consistently shows elevated levels 
of microbial growth, competent microbiology personnel 
shall be consulted. 

Any cfu count that exceeds its respective action level (see 
Table 4) should prompt a re-evaluation of the adequacy of 
personnel work practices, cleaning procedures, operational 
procedures, and air filtration efficiency within the aseptic 
compounding location. An investigation into the source of 
the contamination shall be conducted. Sources could in- 
clude HVAC systems, damaged HEPA filters, and changes in 
personnel garbing or working practices. The source of the 
problem shall be eliminated, the affected area cleaned, and 
resampling performed. 

When gloved fingertip sample results exceed action levels 
after proper incubation, a review of hand hygiene and garb- 
ing procedures as well as glove and surface disinfection pro- 
cedures and work practices shall be performed and docu- 
mented. Employee training may be required to correct the 
source of the problem. 

Counts of cfu are to be used as an approximate measure 
of the environmental microbial bioburden. Action levels are 
determined on the basis of cfu data gathered at each sam- 
pling location and trended over time. The numbers in Table 
4 should be used only as guidelines. Regardless of the num- 
ber of cfu identified in the compounding facility, further 
corrective actions will be dictated by the identification of 
microorganisms recovered (at least the genus level) by an 
appropriate credentialed laboratory of any microbial bi- 
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oburden captured as a cfu using an impaction air sampler. 
Highly pathogenic microorganisms (e.g., Gram-negative 
rods, coagulase positive staphylococcus, molds and yeasts) 
can be potentially fatal to patients receiving CSPs and shall 
be immediately remedied, regardless of cfu count, with the 
assistance of a competent microbiologist, infection control 
professional, or industrial hygienist. 

Table 4. Recommended Action Levels for Microbial 
Contamlnatlon* 

Classification 
Fingertip 
Sample 

Surface Sample (Contact 
Plate) 

(cfu per 
ISOClass5 >3 >3 
ISO Class 7 N/A > 5 

ISO Class 8 or 
worse 

N/A >100 

* Pharmaceutical Inspection Co-operation Scheme (PIC/S) Guide to 
Good Manufacturing Practice for Medicinal Products Annexes PE 

009-6, 5 April 2007. 

SUGGESTED STANDARD OPERATING 
PROCEDURES (SOPs) 

The compounding facility shall have written, properly ap- 
proved SOPs designed to ensure the quality of the environ- 
ment in which a CSP is prepared. The following procedures 
are recommended: 

1. Access to the buffer area is restricted to qualified per- 
sonnel with specific responsibilities or assigned tasks 
in the compounding area. 

2. All cartoned supplies are decontaminated in the area 
by removing them from shipping cartons and wiping 
or spraying them with a nonresidue-generating disin- 
fecting agent while they are being transferred to a 
clean and properly disinfected cart or other convey- 
ance for introduction into the buffer area. Manufac- 
turers' directions or published data for minimum con- 
tact time will be followed. Individual pouched sterile 
supplies need not be wiped because the pouches can 
be removed as these sterile supplies are introduced 
into the buffer area. 

3. Supplies that are required frequently or otherwise 
needed close at hand but not necessarily needed for 
the scheduled operations of the shift are decontami- 
nated and stored on shelving in the ante-area. 

4. Carts used to bring supplies from the storeroom can- 
not be rolled beyond the demarcation line in the 
ante-area, and carts used in the buffer area cannot be 
rolled outward beyond the demarcation line unless 
cleaned and disinfected before returning. 

5. Generally, supplies required for the scheduled opera- 
tions of the shift are wiped down with an appropriate 
disinfecting agent and brought into the buffer area, 
preferably on one or more movable carts. Supplies 
that are required for back-up or general support of 
operations may be stored on the designated shelving 
in the buffer area, but excessive amounts of supplies 
are to be avoided. 

6. Nonessential objects that shed particles shall not be 
brought into the buffer area, including pencils, card- 
board cartons, paper towels, and cotton items (e.g., 
gauze pads). 

7. Essential paper-related products (e.g., paper syringe 
overwraps, work records contained in a protective 
sleeve) shall be wiped down with an appropriate dis- 
infecting agent prior to being brought into the buffer 
area. 

8. Traffic flow in and out of the buffer area shall be 
minimized. 

9. Personnel preparing to enter the buffer area shall re- 
move all personal outer garments, cosmetics (because 
they shed flakes and particles), and all hand, wrist, 
and other visible jewelry or piercings that can inter- 
fere with the effectiveness of PPE. 

10. Personnel entering the ante-area shall don attire as 
described in Personnel Cleansing and Garbing and Per- 
sonnel Training and Competency Evaluation of Garbing, 
Aseptic Work Practices and Cleaning/Disinfection 
Procedures. 

11. Personnel shall then thoroughly wash hands and fore- 
arms to the elbow with soap and water for at least 
30 seconds. An air dryer or disposable nonshedding 
towels are used to dry hands and forearms after 
washing. 

12. Personnel entering the buffer area shall perform anti- 
septic hand cleansing prior to donning sterile gloves 
using a waterless alcohol-based surgical hand scrub 
with persistent activity. 

1 3. Chewing gum, drinks, candy, or food items shall not 
be brought into the buffer area or ante-area. Materi- 
als exposed in patient care and treatment areas shall 
never be introduced into areas where components 
and ingredients for CSPs are present. 

14. At the beginning of each compounding activity ses- 
sion, and whenever liquids are spilled, the surfaces of 
the direct compounding environment are first cleaned 
with USP Purified Water to remove water-soluble resi- 
dues. Immediately thereafter, the same surfaces are 
disinfected with a nonresidue-generating agent using 
a nonlinting wipe. 

15. Primary engineering controls shall be operated con- 
tinuously during compounding activity. When the 
blower is turned off and before other personnel enter 
to perform compounding activities, only one person 
shall enter the buffer area for the purposes of turning 
on the blower (for at least 30 minutes) and disinfect- 
ing the work surfaces. 

16. Traffic in the area of the DCA is minimized and 
controlled. 

1 7. Supplies used in the DCA for the planned procedures 
are accumulated and then decontaminated by wiping 
or spraying the outer surface with sterile 70% IPA or 
removing the outer wrap at the edge of the DCA as 
the item is introduced into the aseptic work area. 

18. All supply items are arranged in the DCA so as to 
reduce clutter and provide maximum efficiency and 
order for the flow of work. 

19. After proper introduction into the DCA of supply 
items required for and limited to the assigned opera- 
tions, they are so arranged that a clear, uninterrupted 
path of HEPA-filtered air will bathe all critical sites at 
all times during the planned procedures. That is, no 
objects may be placed between the first air from 
HEPA filters and an exposed critical site. 

20. All procedures are performed in a manner designed 
to minimize the risk of touch contamination. Gloves 
are disinfected with adequate frequency with an ap- 
proved disinfectant such as sterile 70% IPA. 

21. All rubber stoppers of vials and bottles and the necks 
of ampuls are disinfected by wiping with sterile 70% 
IPA and waiting for at least 10 seconds before they 
are used to prepare CSPs. 

22. After the preparation of every CSP, the contents of 
the container are thoroughly mixed and then in- 
spected for the presence of particulate matter, evi- 
dence of incompatibility, or other defects. 

23. After procedures are completed, used syringes, bot- 
tles, vials, and other supplies are removed, but with a 
minimum of exit and re-entry into the DCA so as to 
minimize the risk of introducing contamination into 
the aseptic workspace. 
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ELEMENTS OF QUALITY CONTROL 

A written description of specific training and performance 
evaluation program for individuals involved in the use of 
aseptic techniques for the preparation of sterile products 
shall be developed for each site. This program equips per- 
sonnel with the appropriate knowledge and trains them in 
the required skills necessary to perform the assigned tasks. 
Each person assigned to the aseptic area in the preparation 
of sterile products shall successfully complete specialized 
training in aseptic techniques and aseptic area practices 
prior to preparing CSPs (see Personnel Training and Evalua- 
tion in Aseptic Manipulation Skills and Personnel Training and 
Competency Evaluation of Garbing, Aseptic Work Practices and 
Cleaning/Disinfection Procedures). 

Ingredients and Devices 

Compounding personnel ascertain that ingredients for 
CSPs are of the correct identity and appropriate quality us- 
ing the following information: vendor labels, labeling, certifi- 
cates of analysis, direct chemical analysis, and knowledge of 
compounding facility storage conditions. 

STERILE INGREDIENTS AND DEVICES 

Commercially available sterile drug products, sterile ready- 
to-use containers, and devices are examples of sterile com- 
ponents. A written procedure for unit-by-unit physical in- 
spection preparatory to use is followed to ensure that these 
components are sterile, free from defects, and otherwise 
suitable for their intended use. 

NONSTERILE INGREDIENTS AND DEVICES 

If any nonsterile components, including containers and in- 
gredients, are used to make a CSP, such CSPs must be high 
risk. Nonsterile active ingredients and added substances or 
excipients for CSPs should preferably be official USP or NF 
articles. When nonofficial ingredients are used, they shall be 
accompanied by certificates of analysis from their suppliers 
to aid compounding personnel in judging the identity, qual- 
ity, and purity in relation to the intended use in a particular 
CSP. Physical inspection of a package of ingredients is nec- 
essary in order to detect breaks in the container, looseness 
in the cap or closure, and deviation from the expected ap- 
pearance, aroma, and texture of the contents. 

Bulk or unformulated drug substances and added sub- 
stances or excipients shall be stored in tightly closed con- 
tainers under temperature, humidity, and lighting conditions 
that are either indicated in official monographs or approved 
by suppliers. The date of receipt by the compounding facil- 
ity shall be clearly and indelibly marked on each package of 
ingredient. After receipt by the compounding facility, pack- 
ages of ingredients that lack a supplier's expiration date 
cannot be used after 1 year unless either appropriate inspec- 
tion or testing indicates that the ingredient has retained its 
purity and quality for use in CSPs. 

Careful consideration and evaluation of nonsterile ingredi- 
ent sources is especially warranted when the CSP will be 
administered into the vascular system, central nervous sys- 
tem, or eyes. 

Upon receipt of each lot of the bulk drug substance or 
excipient used for CSPs, the individual compounding the 
preparation performs a visual inspection of the lot for evi- 
dence of deterioration, other types of unacceptable quality, 
and wrong identification. For bulk drug substances or excip- 
ients, visual inspection is performed on a routine basis as 
described in the written protocol. 

Equipment 

It is necessary that equipment, apparatus, and devices 
used to compound a CSP be consistently capable of operat- 
ing properly and within acceptable tolerance limits. Written 
procedures outlining required equipment calibration, annual 
maintenance, monitoring for proper function, and con- 
trolled procedures for use of the equipment and specified 
time frames for these activities are established and followed. 
Routine maintenance and frequencies shall be outlined in 
these SOPs. Results from the equipment calibration, annual 
maintenance reports, and routine maintenance are kept on 
file for the lifetime of the equipment. Personnel are pre- 
pared through an appropriate combination of specific train- 
ing and experience to operate or manipulate any piece of 
equipment, apparatus, or device they may use when prepar- 
ing CSPs. Training includes gaining the ability to determine 
whether any item of equipment is operating properly or is 
malfunctioning. 

VERIFICATION OF AUTOMATED 
COMPOUNDING DEVICES (ACDs) FOR 

PARENTERAL NUTRITION COMPOUNDING 

ACDs for the preparation of parenteral nutrition admix- 
tures are widely used by pharmacists in hospitals and other 
healthcare settings. They are designed to streamline the la- 
bor-intensive processes involved in the compounding of 
these multiple-component formulations by automatically de- 
livering the individual nutritional components in a predeter- 
mined sequence under computerized control. Parenteral nu- 
trition admixtures often contain 20 or more individual 
additives representing as many as 50 or more individual 
components (e.g., 15 to 20 crystalline amino acids, dextrose 
monohydrate, and lipids; 10 to 12 electrolyte salts; 5 to 7 
trace minerals; and 12 vitamins). Thus, ACDs can provide 
improved accuracy and precision of the compounding pro- 
cess over the traditional manual compounding methods. 

Accuracy 

The accuracy of an ACD can be determined in various 
ways to ensure that the correct quantities of nutrients, elec- 
trolytes, or other nutritional components are delivered to 
the final infusion container. Initially, the ACD is tested for its 
volume and weight accuracy. For volume accuracy, a suita- 
ble volume of Sterile Water for Injection, USP, which repre- 
sents a typical additive volume (e.g., 40 mL for small-vol- 
ume range of 1 to 100 mL, 300 mL for large-volume range 
of 100 to 1000 mL), is programmed into the ACD and de- 
livered to the appropriate volumetric container. The com- 
pounding personnel should then consult Volumetric Appara- 
tus (31) for appropriate parameters to assess the volumetric 
performance of the ACD. For gravimetric accuracy, the bal- 
ance used in conjunction with the ACD is tested using vari- 
ous weight sizes that represent the amounts typically used 
to deliver the various additives. Compounding personnel 
should consult Weights and Balances (41) for acceptable tol- 
erances of the weights used. In addition, the same volume 
of Sterile Water for Injection used to assess volumetric accu- 
racy is then weighed on the balance used in conjunction 
with the ACD. For example, if 40 mL of water was used in 
the volumetric assessment, its corresponding weight should 
be about 40 g (assuming the relative density of water is 
1 .0). In addition, during the use of the ACD, certain addi- 
tives, such as potassium chloride (corrected for density dif- 
ferences), can also be tested in the same manner as with an 
in-process test. 

Finally, additional tests of accuracy may be employed that 
determine the content of certain ingredients in the final vol- 
ume of the parenteral nutrition admixture. Generally, phar- 
macy departments do not have the capability to routinely 



USP 35 Physical Tests / (797) Pharmaceutical Compounding—Sterile 21 

perform chemical analyses such as analyses of dextrose or 
electrolyte concentrations. Consequently, hospital or institu- 
tional laboratories may be called upon to perform these 
quality assurance tests. However, the methods in such labo- 
ratories are often designed for biological, not pharmaceuti- 
cal, systems. Thus, their testing procedures shall be verified 
to meet the USP requirements stated in the individual mon- 
ograph for the component being tested. For example, 
under Dextrose Injection, the following is stated: It contains 
not less than 95.0% and not more than 105.0% of the la- 
beled amount of • 0. The hospital or institutional 
chemistry laboratories must validate their methods to apply 
to this range and correct for their typical measurement of 
anhydrous dextrose versus dextrose monohydrate. Similar 
ranges and issues exist, for example, for injections of cal- 
cium gluconate, magnesium sulfate, and potassium chloride. 
The critical point is the use of USP references and possible 
laboratory procedural differences. 

Precision 

The intermediate precision of the ACD can be determined 
on the basis of the day-to-day variations in performance of 
the accuracy measures. Thus, compounding personnel shall 
keep a daily record of the above-described accuracy assess- 
ments and review the results over time. This review shall 
occur at least at weekly intervals to avoid potentially clini- 
cally significant cumulative errors over time. This is espe- 
cially true for additives with a narrow therapeutic index, 
such as potassium chloride. 

FINISHED PREPARATION RELEASE CHECKS 
AND TESTS 

The following quality metrics shall be performed for all 
CSPs before they are dispensed or administered. 

Inspection of Solution Dosage Forms and 
Review of Compounding Procedures 

All CSPs that are intended to be solutions shall be visually 
examined for the presence of particulate matter and not 
administered or dispensed when such matter is observed. 
The prescription orders, written compounding procedure, 
preparation records, and expended materials used to make 
CSPs at all contamination risk levels are inspected for accu- 
racy of correct identities and amounts of ingredients, aseptic 
mixing and sterilization, packaging, labeling, and expected 
physical appearance before they are administered or 
dispensed. 

PHYSICAL INSPECTION 

Finished CSPs are individually inspected in accordance 
with written procedures after compounding. If not distrib- 
uted promptly, these CSPs are individually inspected just 
prior to leaving the storage area. Those CSPs that are not 
immediately distributed are stored in an appropriate loca- 
tion as described in the written procedures. Immediately af- 
ter compounding, and as a condition of release, each CSP 
unit, where possible, should be inspected against lighted 
white or black background or both for evidence of visible 
particulates or other foreign matter. Prerelease inspection 
also includes container—closure integrity and any other ap- 
parent visual defect. CSPs with observed defects should be 
immediately discarded or marked and segregated from ac- 
ceptable products in a manner that prevents their adminis- 
tration. When CSPs are not distributed promptly after prep- 
aration, a predistribution inspection is conducted to ensure 
that a CSP with defects, such as precipitation, cloudiness, 
and leakage, which may develop between the time of re- 
lease and the time of distribution, is not released. 

Compounding Accuracy Checks 

Written procedures for double-checking compounding ac- 
curacy shall be followed for every CSP during preparation 
and immediately prior to release. The double-check system 
should meet state regulations and include label accuracy 
and accuracy of the addition of all drug products or ingredi- 
ents used to prepare the finished product and their volumes 
or quantities. The used additive containers and, for those 
additives for which the entire container was not expended, 
the syringes used to measure the additive should be quaran- 
tined with the final products until the final product check is 
completed. Compounding personnel shall visually confirm 
that ingredients measured in syringes match the written or- 
der being compounded. Preferably, a person other than the 
compounder can verify that correct volumes of correct in- 
gredients were measured to make each CSP. For example, 
compounding personnel would pull the syringe plunger 
back to the volume measured. 

When practical, the accuracy of measurements is con- 
firmed by weighing a volume of the measured fluid, then 
calculating that volume by dividing the weight by the accu- 
rate value of the density, or specific gravity, of the measured 
fluid. Correct density or specific gravity values programmed 
in ACDs, which measure by weight using the quotient of 
the programmed volume divided by the density or specific 
gravity, shall be confirmed to be accurate before and after 
delivering volumes of the liquids assigned to each channel 
or port. These volume accuracy checks and the following 
additional safety and accuracy checks in this section shall be 
included in the SOP manual of the CSP facility. 

Sterility Testing 

All high-risk level CSPs that are prepared in groups of 
more than 25 identical individual single-dose packages (e.g., 
ampuls, bags, syringes, vials) or in multiple-dose vials 
(MDV5) for administration to multiple patients or that are 
exposed longer than 12 hours at 2° to 8° and longer than 
6 hours at warmer than 8° before they are sterilized shall 
meet the sterility test (see Sterility Tests (71)) before they are 
dispensed or administered. The Membrane Filtration method 
is the method of choice where feasible (e.g., components 
are compatible with the membrane). A method not de- 
scribed in the USP may be used if verification results demon- 
strate that the alternative is at least as effective and reliable 
as the USP Membrane Filtration method or the USP Direct 
Inoculation of the Culture Medium method where the Mem- 
brane Filtration method is not feasible. 

When high-risk level CSPs are dispensed before receiving 
the results of their sterility tests, there shall be a written 
procedure requiring daily observation of the incubating test 
specimens and immediate recall of the dispensed CSPs 
when there is any evidence of microbial growth in the test 
specimens. In addition, the patient and the physician of the 
patient to whom a potentially contaminated CSP was ad- 
ministered are notified of the potential risk. Positive sterility 
test results should prompt a rapid and systematic investiga- 
tion of aseptic technique, environmental control, and other 
sterility assurance controls to identify sources of contamina- 
tion and correct problems in the methods or processes. 

Bacterial Endotoxin (Pyrogen) Testing 

All high-risk level CSPs, except those for inhalation and 
ophthalmic administration, that are prepared in groups of 
more than 25 identical individual single-dose packages (e.g., 
ampuls, bags, syringes, vials) or in MDVs for administration 
to multiple patients or that are exposed longer than 
12 hours at 2° to 8° and longer than 6 hours at warmer 
than 8° before they are sterilized shall be tested to ensure 
that they do not contain excessive bacterial endotoxins (see 
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Bacterial Endotoxins Test (85) and Pyrogen Test (151 )). In the 
absence of a bacterial endotoxins limit in the official mono- 
graph or other CSP formula source, the CSP shall not ex- 
ceed the amount of USP Endotoxin Units (per hour per kilo- 
gram of body weight or square meters of body surface area) 
specified in Bacterial Endotoxins Test (85) referenced above 
for the appropriate route of administration. 

Identity and Strength Verification of 
Ingredients 

Compounding facilities shall have at least the following 
written procedures for verifying the correct identity and 
quality of CSPs before they are dispensed and administered: 

1. That labels of CSPs bear correct names and amounts 
or concentrations of ingredients, the total volume, 
the BUD, the appropriate route(s) of administration, 
the storage conditions, and other information for safe 
use. 

2. That there are correct identities, purities, and 
amounts of ingredients by comparing the original 
written order with the written compounding record 
for the CSP. 

3. That correct fill volumes in CSPs and correct quanti- 
ties of filled units of the CSPs were obtained. When 
the strength of finished CSPs cannot be confirmed to 
be accurate, based on the above three inspections, 
the CSPs shall be assayed by methods that are spe- 
cific for the active ingredients. 

STORAGE AND BEYOND-USE DATING 

BUDs for compounded preparations are usually assigned 
on the basis of professional experience, which should in- 
clude careful interpretation of appropriate information 
sources for the same or similar formulations (see Stability 
Criteria and Beyond-Use Dating under Pharmaceutical Corn- 
pounding—Nonsterile Preparations (795)). BUDs for CSPs are 
rarely based on preparation-specific chemical assay results, 
which are used with the Arrhenius equation to determine 
expiration dates (see General Notices and Requirements) for 
manufactured products. The majority of CSPs are aqueous 
solutions in which hydrolysis of dissolved ingredients is the 
most common chemical degradation reaction. The extent of 
hydrolysis and other heat-catalyzed degradation reactions at 
any particular time point in the life of a CSP represents the 
thermodynamic sum of exposure temperatures and dura- 
tions. Such lifetime stability exposure is represented in the 
mean kinetic temperature calculation (see Pharmaceutical 
Calculations in Prescription Compounding (11 60)). Drug hy- 
drolysis rates increase exponentially with arithmetic temper- 
ature increase; thus, exposure of a beta-lactam antibiotic so- 
lution for 1 day at controlled room temperature (see General 
Notices and Requirements) will have an equivalent effect on 
the extent of hydrolysis of approximately 3 to 5 days in cold 
temperatures (see General Notices and Requirements). 

Personnel who prepare, dispense, and administer CSPs 
shall store them strictly in accordance with the conditions 
stated on the label of ingredient products and finished 
CSPs. When CSPs are known to have been exposed to tem- 
peratures warmer than the warmest labeled limit or to tem- 
peratures exceeding 40° (see General Notices and Require- 
ments) for more than 4 hours, such CSPs should be 
discarded unless direct assay data or appropriate documen- 
tation confirms their continued stability. 

Determining Beyond-Use Dates 

BUDs and expiration dates are not the same (see General 
Notices and Requirements). Expiration dates for the chemical 
and physical stability of manufactured sterile products are 
determined from results of rigorous analytical and perfor- 
mance testing, and they are specific for a particular formula- 

tion in its container and at stated exposure conditions of 
illumination and temperature. When CSPs deviate from con- 
ditions in the approved labeling of manufactured products 
contained in CSPs, compounding personnel may consult the 
manufacturer of particular products for advice on assigning 
BUDs based on chemical and physical stability parameters. 
BUDs for CSPs that are prepared strictly in accordance with 
manufacturers' product labeling shall be those specified in 
that labeling or from appropriate literature sources or direct 
testing. BUDs for CSPs that lack justification from either ap- 
propriate literature sources or by direct testing evidence 
shall be assigned as described in Stability Criteria and Be- 
yond- Use Dating under Pharmaceutical Compounding—Non- 
sterile Preparations (795). 

In addition, compounding personnel may refer to applica- 
ble publications to obtain relevant stability, compatibility, 
and degradation information regarding the drug or its con- 
geners. When assigning a beyond-use date, compounding 
personnel should consult and apply drug-specific and gen- 
eral stability documentation and literature where available, 
and they should consider the nature of the drug and its 
degradation mechanism, the container in which it is pack- 
aged, the expected storage conditions, and the intended 
duration of therapy (see Expiration Date and Beyond-Use 
Date under Labeling in the General Notices and Require- 
ments). Stability information must be carefully interpreted in 
relation to the actual compounded formulation and condi- 
tions for storage and use. Predictions based on other evi- 
dence, such as publications, charts, and tables, would result 
in theoretical BUDs. Theoretically predicted beyond-use dat- 
ing introduces varying degrees of assumptions and, hence, a 

likelihood of error or at least inaccuracy. The degree of error 
or inaccuracy would be dependent on the extent of differ- 
ences between the CSPs' characteristics (e.g., composition, 
concentration of ingredients, fill volume, container type and 
material) and the characteristics of the products from which 
stability data or information is to be extrapolated. The 
greater the doubt of the accuracy of theoretically predicted 
beyond-use dating, the greater the need to determine dat- 
ing periods experimentally. Theoretically predicted beyond- 
use dating periods should be carefully considered for CSPs 
prepared from nonsterile bulk active ingredients having 
therapeutic activity, especially where these CSPs are ex- 
pected to be compounded routinely. When CSPs will be 
distributed to and administered in residential locations other 
than healthcare facilities, the effect of potentially uncon- 
trolled and unmonitored temperature conditions shall be 
considered when assigning BUDs. It must be ascertained 
that CSPs will not be exposed to warm temperatures (see 
General Notices and Requirements) unless the compounding 
facility has evidence to justify stability of CSPs during such 
exposure. 

It should be recognized that the truly valid evidence of 
stability for predicting beyond-use dating can be obtained 
only through product-specific experimental studies. Semi- 
quantitative procedures such as thin-layer chromatography 
(TLC) may be acceptable for many CSPs. However, quantita- 
tive stability-indicating assays such as high-performance liq- 
uid chromatographic (HPLC) assays would be more appro- 
priate for certain CSPs. Examples include CSPs with a 

narrow therapeutic index, where close monitoring or dose 
titration is required to ensure therapeutic effectiveness and 
to avoid toxicity; where a theoretically established beyond- 
use dating period is supported by only marginal evidence; 
or where a significant margin of safety cannot be verified for 
the proposed beyond-use dating period. In short, because 
beyond-use dating periods established from product-specific 
data acquired from the appropriate instrumental analyses 
are clearly more reliable than those predicted theoretically, 
the former approach is strongly urged to support dating 
periods exceeding 30 days. 

To ensure consistent practices in determining and as- 
signing BUDs, the compounding facility should have written 
policies and procedures governing the determination of the 
BUDs for all compounded products. When attempting to 
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predict a theoretical BUD, a compounded or an admixed 
preparation should be considered as a unique system that 
has physical and chemical properties and stability character- 
istics that differ from its components. For example, antioxi- 
dant, buffering, or antimicrobial properties of a sterile vial 
for injection (SVI) might be lost upon its dilution, with the 
potential of seriously compromising the chemical stability of 
the SVI's active ingredient or the physical or microbiological 
stability of the SVI formulation in general. Thus, the proper- 
ties stabilized in the SVI formulation usually cannot be ex- 
pected to be carried over to the compounded or admixed 
preparation. Preparation-specific, experimentally determined 
stability data evaluation protocols are preferable to pub- 
lished stability information. Compounding personnel should 
consult general information chapter Pharmaceutical Stability 
(1150) for the appropriate stability parameters to be consid- 
ered when initiating or evaluating a preparation-specific sta- 
bility study. 

Compounding personnel who assign BUDs to CSPs when 
lacking direct chemical assay results must critically interpret 
and evaluate the most appropriate available information 
sources to determine a conservative and safe BUD. The SOP 
manual of the compounding facility and each specific CSP 
formula record shall describe the general basis used to as- 
sign the BUD and storage conditions. 

When manufactured MDVs (see Multiple-Dose Container 
under Preservation, Packaging, Storage, and Labeling in the 
General Notices and Requirements) of sterile ingredients are 
used in CSPs, the stoppers of the MDVs are inspected for 
physical integrity and disinfected by wiping with a sterile 
70% IPA swab before each penetration with a sterile with- 
drawal device. When contaminants or abnormal properties 
are suspected or observed in MDVs, such MDVs shall be 
discarded. The BUD after initially entering or opening (e.g., 
needle puncturing) multiple-dose containers is 28 days (see 
Antimicrobial Effectiveness Testing (51)) unless otherwise spec- 
ified by the manufacturer. 

Proprietary Bag and Vial Systems 

The sterility storage and stability beyond-use times for at- 
tached and activated (where activated is defined as allowing 
contact of the previously separate diluent and drug con- 
tents) container pairs of drug products for intravascular ad- 
ministration (e.g., ADD-Vantage®, Mini Bag Plus®) shall be 
applied as indicated by the manufacturer. In other words, 
follow manufacturers' instructions for handling and storing 
ADD-Vantage®, Mini Bag Plus®, Add A Vial®, Add-Ease® 
products, and any others. 

Monitoring Controlled Storage Areas 

To ensure that product potency is retained through the 
manufacturer's labeled expiration date, compounding per- 
sonnel shall monitor the drug storage areas within the com- 
pounding facility. Controlled temperature areas in com- 
pounding facilities include controlled room temperature, 20° 
to 25° with mean kinetic temperature 25°; controlled cold 
temperature, 2° to 8° with mean kinetic temperature 8°; 
cold temperature, 2° to 8°; freezing temperature, —25° and 
—1 0° (see General Notices and Requirements) if needed to 
achieve freezing, and the media-specific temperature range 
for microbial culture media. A controlled temperature area 
shall be monitored at least once daily and the results docu- 
mented on a temperature log. Additionally, compounding 
personnel shall note the storage temperature when placing 
the product into or removing the product from the storage 
unit in order to monitor any temperature aberrations. Suita- 
ble temperature recording devices may include a calibrated 
continuous recording device or a National Institute of Stan- 
dards and Technology (NIST) calibrated thermometer that 
has adequate accuracy and sensitivity for the intended pur- 
pose, and it shall be properly calibrated at suitable intervals. 
If the compounding facility uses a continuous temperature 

recording device, compounding personnel shall verify at 
least once daily that the recording device itself is function- 
ing properly. 

The temperature-sensing mechanisms shall be suitably 
placed in the controlled temperature storage space to reflect 
accurately its true temperature. In addition, the compound- 
ing facility shall adhere to appropriate procedures of all con- 
trolled storage spaces to ensure that such spaces are not 
subject to significantly prolonged temperature fluctuations 
as may occur, for example, by leaving a refrigerator door 
open too long. 

MAINTAINING STERILITY, PURITY, AND 
STABILITY OF DISPENSED AND DISTRIBUTED 

CSPs 

This section summarizes the responsibilities of compound- 
ing facilities for maintaining quality and control of CSPs that 
are dispensed and administered within their parent health- 
care organizations. 

Compounding personnel shall ensure proper storage and 
security of CSPs prepared by or dispensed from the com- 
pounding facility until either their BUDs are reached or they 
are administered to patients. In fulfilling this general respon- 
sibility, the compounding facility is responsible for the 
proper packaging, handling, transport, and storage of CSPs 
prepared by or dispensed from it, including the appropriate 
education, training, and supervision of compounding per- 
sonnel assigned to these functions. The compounding facil- 
ity should assist in the education and training of noncom- 
pounding personnel responsible for carrying out any aspect 
of these functions. 

Establishing, maintaining, and ensuring compliance with 
comprehensive written policies and procedures encompass- 
ing these responsibilities is a further responsibility of the 
compounding facility. Where noncompounding personnel 
are assigned tasks involving any of these responsibilities, the 
policies and procedures encompassing those tasks should be 
developed by compounding supervisors. The quality and 
control activities related to distribution of CSPs are summa- 
rized in the following five subsections. Activities or concerns 
that should be addressed as the compounding facility fulfills 
these responsibilities are as follows. 

Packaging, Handling, and Transport 

Inappropriate processes or techniques involved with pack- 
aging, handling, and transport can adversely affect quality 
and package integrity of CSPs. Although compounding per- 
sonnel routinely perform many of the tasks associated with 
these functions, some tasks, such as transport, handling, 
and placement into storage, may be fulfilled by noncom- 
pounding personnel who are not under the direct adminis- 
trative control of the compounding facility. Under these cir- 
cumstances, appropriate SOPs shall be established by the 
compounding facility with the involvement of other depart- 
ments or services whose personnel are responsible for carry- 
ing out those CSP-related functions for which the com- 
pounding facility has a direct interest. The performance of 
the noncompounding personnel is monitored for compli- 
ance to established policies and procedures. 

The critical requirements that are unique to CSPs and that 
are necessary to ensure CSP quality and packaging integrity 
shall be addressed in SOPs. For example, techniques should 
be specified to prevent the depression of syringe plungers 
or dislodging of syringe tips during handling and transport. 
Additionally, disconnection of system components (e.g., 
where CSPs are dispensed with administration sets attached 
to them) shall be prevented through the BUD of the CSP. 
Foam padding or inserts are particularly useful where CSPs 
are transported by pneumatic tube systems. Regardless of 
the methods used, the compounding facility must evaluate 
their effectiveness and the reliability of the intended protec- 



24 Pharmaceutical Compounding—Sterile / Physical Tests USP 35 

tion. Evaluation should be continuous—for example, 
through a surveillance system, including a system of prob- 
lem reporting to the compounding facility. 

Inappropriate transport and handling can adversely affect 
the quality of certain CSPs having unique stability concerns. 
For example, the physical shaking that might occur during 
pneumatic tube transport or undue exposure to heat or 
light must be addressed on a preparation-specific basis. Al- 
ternative transport modes or special packaging measures 
might be needed for the proper assurance of quality of 
these CSPs. The use of tamper-evident closures and seals on 
CSP ports can add an additional measure of security to en- 
sure product integrity regardless of the transport method 
used. 

Chemotoxic and other hazardous CSPs require safeguards 
to maintain the integrity of the CSP and to minimize the 
exposure potential of these products to the environment 
and to personnel who may come in contact with them. 
Transportation by pneumatic tube should be discouraged 
because of potential breakage and contamination. Special 
requirements associated with the packaging, transport, and 
handling of these agents include the prevention of acciden- 
tal exposures or spills and the training of personnel in the 
event of an exposure or spill. Examples of special require- 
ments of these agents also include exposure-reducing strate- 
gies such as the use of Luer lock syringes and connections, 
syringe caps, the capping of container ports, sealed plastic 
bags, impact-resistant containers, and cautionary labeling. 

Use and Storage 

The compounding facility is responsible for ensuring that 
CSPs in the patient-care setting maintain their quality until 
administered. The immediate labeling of the CSP container 
will display prominently and understandably the require- 
ments for proper storage and expiration dating. Delivery 
and patient-care-setting personnel shall be properly trained 
to deliver the CSP to the appropriate storage location. Out- 
dated and unused CSPs shall be returned to the compound- 
ing facility for disposition. 

SOPs must exist to ensure that storage conditions in the 
patient-care setting are suitable for the CSP-specific storage 
requirements. Procedures include daily monitoring and doc- 
umentation of drug storage refrigerators to ensure tempera- 
tures between 2° and 8° and the monthly inspection of all 
drug storage locations by compounding personnel. Inspec- 
tions shall confirm compliance with appropriate storage 
conditions, separation of drugs and food, proper use of 
MDVs, and the avoidance of using single-dose products as 
MDVs. CSPs, as well as all other drug products, shall be 
stored in the patient-care area in such a way as to secure 
them from unauthorized personnel, visitors, and patients. 

Readying for Administration 

Procedures essential for generally ensuring quality, espe- 
cially sterility assurance, when readying a CSP for its subse- 
quent administration include proper hand washing, aseptic 
technique, site care, and change of administration sets. Ad- 
ditional procedures may also be essential for certain CSPs, 
devices, or techniques. Examples where such special proce- 
dures are needed include in-line filtration, the operation of 
automated infusion control devices, and the replenishment 
of CSPs into the reservoirs of implantable or portable infu- 
sion pumps. When CSPs are likely to be exposed to warmer 
than 30° for more than 1 hour during their administration 
to patients, the maintenance of their sterility and stability 
should be confirmed from either relevant and reliable 
sources or direct testing. 

Redispensed CSPs 

The compounding facility shall have the sole authority to 
determine when unopened, returned CSPs may be redis- 
pensed. Returned CSPs may be redispensed only when per- 
sonnel responsible for sterile compounding can ensure that 
such CSPs are sterile, pure, and stable (contain labeled 
strength of ingredients). The following may provide such 
assurance: the CSPs were maintained under continuous re- 
frigeration and protected from light, if required, and no evi- 
dence of tampering or any readying for use outside the 
compounding facility exists. Assignment of new storage 
times and BUDs that exceed the original dates for returned 
CSPs is permitted only when there is supporting evidence 
from sterility testing and quantitative assay of ingredients. 
Thus, initial preparation and thaw times should be docu- 
mented and reliable measures should have been taken to 
prevent and detect tampering. Compliance with all proce- 
dures associated with maintaining product quality is essen- 
tial. The CSPs shall not be redispensed if there is not ade- 
quate assurance that preparation quality and packaging 
integrity (including the connections of devices, where appli- 
cable) were continuously maintained between the time the 
CSPs left and the time they were returned. Additionally, 
CSPs shall not be redispensed if redispensing cannot be sup- 
ported by the originally assigned BUD. 

Education and Training 

The assurance of CSPs' quality and packaging integrity is 
highly dependent on the proper adherence of all personnel 
to the pertinent SOPs. Compounding personnel shall de- 
sign, implement, and maintain a formal education, training, 
and competency assessment program that encompasses all 
the functions and tasks addressed in the foregoing sections 
and all personnel to whom such functions and tasks are 
assigned. This program includes the assessment and docu- 
mentation of procedural breaches, administration mishaps, 
side effects, allergic reactions, and complications associated 
with dosage or administration, such as extravasation. This 
program should be coordinated with the institution's ad- 
verse-events and incident reporting programs. 

Packing and Transporting CSPs 

The following sections describe how to maintain sterility 
and stability of CSPs until they are delivered to patient care 
locations for administration. 

PACKING CSPS FOR TRANSIT 

When CSPs are distributed to locations outside the prem- 
ises in which they are compounded, compounding person- 
nel select packing containers and materials that are ex- 
pected to maintain physical integrity, sterility, and stability 
of CSPs during transit. Packing is selected that simultane- 
ously protects CSPs from damage, leakage, contamination, 
and degradation, and protects personnel who transport 
packed CSPs from harm. The SOP manual of the com- 
pounding facility specifically describes appropriate packing 
containers and insulating and stuffing materials, based on 
information from product specifications, vendors, and expe- 
rience of compounding personnel. Written instructions that 
clearly explain how to safely open containers of packed 
CSPs are provided to patients and other recipients. 
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TRANSIT OF CSPS 

Compounding facilities that ship CSPs to locations outside 
their own premises shall select modes of transport that are 
expected to deliver properly packed CSPs in undamaged, 
sterile, and stable condition to recipients. 

Compounding personnel should ascertain that tempera- 
tures of CSPs during transit by the selected mode will not 
exceed the warmest temperature specified on the storage 
temperature range on CSP labels. It is recommended that 
compounding personnel communicate directly with the 
couriers to learn shipping durations and exposure conditions 
that CSPs may encounter. 

Compounding personnel shall include specific handling 
and exposure instructions on the exteriors of containers 
packed with CSPs to be transported and obtain reasonable 
assurance of compliance therewith from transporters. Com- 
pounding personnel shall periodically review the delivery 
performance of couriers to ascertain that CSPs are being 
efficiently and properly transported. 

Storage in Locations Outside Compounding 
Facilities 

Compounding facilities that ship CSPs to patients and 
other recipients outside their own premises shall ascertain or 
provide, whichever is appropriate, the following assurances: 

1. Labels and accessory labeling for CSPs include clearly 
readable BUDs, storage instructions, and disposal in- 
structions for out-of-date units. 

2. Each patient or other recipient is able to store the 
CSPs properly, including the use of a properly func- 
tioning refrigerator and freezer if CSPs are labeled for 
such storage. 

PATIENT OR CAREGIVER TRAINING 

A formal training program is provided as a means to en- 
sure understanding and compliance with the many special 
and complex responsibilities placed on the patient or 
caregiver for the storage, handling, and administration of 
CSPs. The instructional objectives for the training program 
include all home care responsibilities expected of the patient 
or caregiver and is specified in terms of patient or caregiver 
competencies. 

Upon the conclusion of the training program, the patient 
or caregiver should, correctly and consistently, be able to do 
the following: 

1. Describe the therapy involved, including the disease 
or condition for which the CSPs are prescribed, goals 
of therapy, expected therapeutic outcome, and po- 
tential side effects of the CSPs. 

2. Inspect all drug products, CSPs, devices, equipment, 
and supplies on receipt to ensure that proper temper- 
atures were maintained during transport and that 
goods received show no evidence of deterioration or 
defects. 

3. Handle, store, and monitor all drug products, CSPs, 
and related supplies and equipment in the home, in- 
cluding all special requirements related to same. 

4. Visually inspect all drug products, CSPs, devices, and 
other items the patient or caregiver is required to use 
immediately prior to administration in a manner to 
ensure that all items are acceptable for use. For ex- 
ample, CSPs must be free from leakage, container 
cracks, particulates, precipitate, haziness, discolora- 
tion, or other deviations from the normal expected 
appearance, and the immediate packages of sterile 
devices must be completely sealed, with no evidence 
of loss of package integrity. 

5. Check labels immediately prior to administration to 
ensure the right drug, dose, patient, and time of 
administration. 

6. Clean the in-home preparation area, scrub hands, use 
proper aseptic technique, and manipulate all contain- 
ers, equipment, apparatus, devices, and supplies used 
in conjunction with administration. 

7. Employ all techniques and precautions associated 
with CSP administration; for example, preparing sup- 
plies and equipment, handling of devices, priming 
the tubing, and discontinuing an infusion. 

8. Care for catheters, change dressings, and maintain 
site patency as indicated. 

9. Monitor for and detect occurrences of therapeutic 
complications such as infection, phlebitis, electrolyte 
imbalance, and catheter misplacement. 

10. Respond immediately to emergency or critical situa- 
tions such as catheter breakage or displacement, tub- 
ing disconnection, clot formation, flow blockage, and 
equipment malfunction. 

11. Know when to seek and how to obtain professional 
emergency services or professional advice. 

12. Handle, contain, and dispose of wastes, such as need- 
les, syringes, devices, biohazardous spills or residuals, 
and infectious substances. 

Training programs include a hands-on demonstration and 
practice with actual items that the patient or caregiver is 
expected to use, such as CSP containers, devices, and 
equipment. The patient or caregiver practices aseptic and 
injection technique under the direct observation of a health 
professional. 

The compounding facility, in conjunction with nursing or 
medical personnel, is responsible for ensuring initially and 
on an ongoing basis that the patient or caregiver under- 
stands, has mastered, and is capable of and willing to com- 
ply with all of these home care responsibilities. This is 
achieved through a formal, written assessment program. All 
specified competencies in the patient or caregiver training 
program are formally assessed. The patient or caregiver is 

expected to demonstrate to appropriate healthcare person- 
nel mastery of assigned activities before being allowed to 
administer CSPs unsupervised by a health professional. 

Printed material such as checklists or instructions provided 
during training may serve as continuing post-training rein- 
forcement of learning or as reminders of specific patient or 
caregiver responsibilities. Post-training verbal counseling can 
also be used periodically, as appropriate, to reinforce train- 
ing and to ensure continuing correct and complete fulfill- 
ment of responsibilities. 

PATIENT MONITORING AND ADVERSE 
EVENTS REPORTING 

Compounding facilities shall clinically monitor patients 
treated with CSPs according to the regulations and guide- 
lines of their respective state healthcare practitioner licen- 
sure boards or of accepted standards of practice. Com- 
pounding facilities shall provide patients and other recipients 
of CSPs with a way to address their questions and report 
any concerns that they may have with CSPs and their ad- 
ministration devices. 

The SOP manuals of compounding facilities shall describe 
specific instructions for receiving, acknowledging, and dat- 
ing receipts, and for recording, or filing, and evaluating re- 
ports of adverse events and of the quality of preparation 
claimed to be associated with CSPs. Reports of adverse 
events with CSPs shall be reviewed promptly and thor- 
oughly by compounding supervisors to correct and prevent 
future occurrences. Compounding personnel are en- 
couraged to participate in adverse event reporting and 
product defects programs of the FDA and USP. 
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QUALITY ASSURANCE (QA) PROGRAM 

A provider of CSPs shall have in place a formal QA pro- 
gram intended to provide a mechanism for monitoring, 
evaluating, correcting, and improving the activities and 
processes described in this chapter. Emphasis in the QA pro- 
gram is placed on maintaining and improving the quality of 
systems and the provision of patient care. In addition, the 
QA program ensures that any plan aimed at correcting iden- 
tified problems also includes appropriate follow-up to make 
certain that effective corrective actions were 13 

Characteristics of a QA program include the following: 
1. Formalization in writing; 
2. Consideration of all aspects of the preparations and 

dispensing of products as described in this chapter, 
including environmental testing and verification 
results; 

3. Description of specific monitoring and evaluation 
activities; 

4. Specification of how results are to be reported and 
evaluated; 

5. Identification of appropriate follow-up mechanisms 
when action limits or thresholds are exceeded; and 

6. Delineation of the individuals responsible for each as- 
pect of the QA program. 

In developing a specific plan, focus is on establishing ob- 
jective, measurable indicators for monitoring activities and 
processes that are deemed high risk, high volume, or prob- 
lem prone. In general, the selection of indicators and the 
effectiveness of the overall QA program is reassessed on an 
annual basis. 

ABBREVIATIONS AND ACRONYMS 

ACD automated compounding device 

ACPH air changes per hour 
ALARA as low as reasonably achievable 

'3 The use of additional resources, such as the Accreditation Manual for Home 
Care from the Joint Commission on Accreditation of Healthcare Organiza- 
tions, may prove helpful in the development of a QA plan. 

PPE 

psi 

American Society of Heating, Refrigerating and Air-Con- 
ditioning Engineers 

biological indicator 
biological safety cabinet 
beyond-use date 

compounding aseptic containment isolator 

compounding aseptic isolator 
Centers for Disease Control and Prevention 

Controlled Environment Testing Association 

colony-forming unit(s) 

compounded sterile preparation 
closed-system vial-transfer device 

direct compounding area 

endotoxin challenge vial 

Endotoxin Unit 
Food and Drug Administration 
high efficiency particulate air 

Healthcare Infection Control Practices Advisory Com- 
mittee 

heating, ventilation, and air conditioning 
isopropyl alcohol 

International Organization for Standardization 
laminar airflow workbench 
multiple-dose vials 

Morbidity and Mortality Weekly Report 

National Institute for Occupational Safety and Health 

National Institute of Standards and Technology 
primary engineering control 
positron emission tomography 
personnel protective equipment 
pounds per square inch 

quality assurance 

standard operating procedure 
sterile vial for injection 
trypticase soy agar 

United States Pharmacopeia 

ASH RAE 

BI 

BSC 

BUD 

CACI 

CAl 

CDC 

CETA 

cfu 

CSP 

CSTD 

DCA 

ECV 

EU 

FDA 

HEPA 

HICPAC 

HVAC 

IPA 

ISO 

LAFW 

MDVs 

MMWR 

NIOSH 

NIST 

QA 

SOP 

SVI 

ISA 
USP 
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APPENDICES 
Appendix I. Principal Competencies, Conditions, Practices, and Quality Assurances That Are Required (t "shall") and Recommended 

"should") in USP Chapter (797) 

NOTE—This tabular appendix selectively abstracts and condenses the full text of (797) for rapid reference only. Compounding personnel are responsible 
for reading, understanding and complying with the full text and all official USP terminology, content, and conditions therein. 

INTRODUCTION 

j Chapter purpose is to prevent harm and death to patients treated with CSPs. 

t Chapter pertains to preparation, storage, and transportation, but not administration, of CSPs. 

t Personnel and facilities to which (797) applies; therefore, for whom and which it may be enforced by regulatory and accreditation authorities. 

t Types of preparations designated to be CSP5 according to their physical forms, and their sites and routes of administration to patients. 

1- Compounding personnel must be meticulously conscientious to preclude contact contamination of CSPs both within and outside ISO Class 5 areas. 

ORGANIZATION 

t All compounding personnel shall be responsible for understanding fundamental practices and precautions within USP (797), for developing and 
implementing appropriate procedures, and for continually evaluating these procedures and the quality of final CSP5 to prevent harm. 

DEFINITIONS 

1- Twenty-eight terms are defined and integral to complying with USP (797). 

RESPONSIBILITY OF COMPOUNDING PERSONNEL 

t Practices and quality assurances required to prepare, store, and transport CSPs that are sterile, and acceptably accurate, pure, and stable. 

CSP MICROBIAL CONTAMINATION RISK LEVELS 

t Proper training and evaluation of personnel, proper cleansing and garbing of personnel, proper cleaning and disinfecting of compounding work 
environments, and proper maintenance and monitoring of controlled environmental locations (all of which are detailed in their respective sections). 

Low-Risk Level CSPs 

t Aseptic manipulations within an ISO Class 5 environment using three or fewer sterile products and entries into any container. 

tIn absence of passing sterility test, store not more than 48 hours at controlled room temperature, 14 days at cold temperature, and 45 days in solid 
frozen state at —25° to —10° or colder. 

t Media-fill test at least annually by compounding personnel. 

Low-Risk Level CSPs with 12-Hour or Less BUD 

t Fully comply with all four specific criteria. 

1 
Sinks should not be located adjacent to the ISO Class 5 primary engineering control. 

1 
Sinks should be separated from the immediate area of the ISO Class 5 primary engineering control device. 

Medium-Risk Level CSPs 

t Aseptic manipulations within an ISO Class 5 environment using prolonged and complex mixing and transfer, more than three sterile products and 
entries into any container, and pooling ingredients from multiple sterile products to prepare multiple CSP5. 

tIn absence of passing sterility test, store not more than 30 hours at controlled room temperature, 9 days at cold temperature, and 45 days in solid 
frozen state at —25° to —10° or colder. 

tMedia-fiIl test at least annually by compounding personnel. 

High-Risk Level CSP5 

t Confirmed presence of nonsterile ingredients and devices, or confirmed or suspected exposure of sterile ingredients for more than one hour to air 
quality inferior to ISO Class 5 before final sterilization. 

t Sterilization method verified to achieve sterility for the quantity and type of containers. 

t Meet allowable limits for bacterial endotoxins. 

t Maintain acceptable strength and purity of ingredients and integrity of containers after sterilization. 

tIn absence of passing sterility test, store not more than 24 hours at controlled room temperature, 3 days at cold temperature, and 45 days in solid 
frozen state at —25° to —10° or colder. 

t Media-fill test at least semiannually by compounding personnel. 

PERSONNEL TRAINING AND EVALUATION IN ASEPTIC MANIPULATIONS SKILLS 

t Pass didactic, practical skill assessment and media-fill testing initially, followed by an annual assessment for a low- and medium-risk level compound- 
ing and semi-annual assessment for high-risk level compounding. 

t Compounding personnel who fail written tests, or whose media-fill test vials result in gross microbial colonization, shall be immediately reinstructed 
and re-evaluated by expert compounding personnel to ensure correction of all aseptic practice deficiencies. 

IMMEDIATE-USE CSP5 

t Fully comply with all six specified criteria. 
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Appendix I. Principal Competencies, Conditions, Practices, and Quality Assurances That Are Required (t "shall") and Recommended 

"should") in (iSP Chapter (Continued) 

SINGLE-DOSE AND MULTIPLE-DOSE CONTAINERS 

1- Beyond-use date 28 days, unless specified otherwise by the manufacturer, for closure sealed multiple-dose containers after initial opening or entry. 

t Beyond-use time of 6 hours, unless specified otherwise by the manufacturer, for closure sealed single-dose containers in ISO Class 5 or cleaner air 
after initial opening or entry. 

1- Beyond-use time of 1 hour for closure sealed single-dose containers after being opened or entered in worse than ISO Class 5 air. 

t Storage of opened single-dose ampuls is not permitted. 

HAZARDOUS DRUGS AS CSPs 

1- Appropriate personnel protective equipment. 

t Appropriate primary engineering controls (BSC5 and CACI5) are used for concurrent personnel protection and exposure of critical sites. 

t Hazardous drugs shall be stored separately from other inventory in a manner to prevent contamination and personnel exposure. 

tAt least 0.01 inch water column negative pressure and 12 air changes per hour in non-cleanrooms in which CACI5 are located. 

1- Hazardous drugs shall be handled with caution at all times using appropriate chemotherapy gloves during receiving, distribution, stocking, invento- 
rying, preparing for administration, and disposal. 

1- Hazardous drugs shall be prepared in an ISO Class 5 environment with protective engineering controls in place, and following aseptic practices 
specified for the appropriate contamination risk levels. 

t Access to drug preparation areas shall be limited to authorized personnel. 

t A pressure indicator shall be installed that can readily monitor room pressurization, which is documented daily. 

1- Annual documentation of full training of personnel regarding storage, handling, and disposal of hazardous drugs. 

t When used, a CSTD shall be used in an ISO Class 5 primary engineering control device. 

t At least 0.01 inch water column negative pressure is required for compounding of hazardous drugs. 

Negative-pressure buffer area is not required for low-volume compounding operations when CSTD is used in BSC or CACI. 

t Compounding personnel of reproductive capability shall confirm in writing that they understand the risks of handling hazardous drugs. 

t Disposal of all hazardous drug wastes shall comply with all applicable federal and state regulations. 

1 
Total external exhaust of primary engineering controls. 

Assay of surface wipe samples every 6 months. 

RADIOPHARMACEUTICALS AS CSPs 

t Positron Emission Tomography is according to USP chapter 

t Appropriate primary engineering controls and radioactivity containment and shielding. 

t Radiopharmaceuticals compounded from sterile components, in closed sterile containers, with volume of 100 mL or less for a single-dose injection or 
not more than 30 mL taken from a multiple-dose container shall be designated as and conform to the standards for low-risk level CSP5. 

t Radiopharmaceutical vials, designed for multi-use, compounded with technetium-99m, exposed to ISO Class 5 environment and punctured by 
needles with no direct contact contamination may be used up to the time indicated by manufacturers' recommendations. 

t Location of primary engineering controls permitted in ISO Class 8 controlled environment. 

t Technetium-99m/Molybdenum-99 generators used according to manufacturer, state, and federal requirements. 

t Radiopharmaceuticals prepared as low-risk level CSPs with 12-hour or less BUD shall be prepared in a segregated compounding area. 

t Materials and garb exposed in patient-care and treatment area shall not cross a line of demarcation into the segregated compounding area. 

t Technetium-99m/Molybdenum-99 generators must be eluted in ISO Class 8 conditions. 

t Segregated compounding area will be designated with a line of demarcation. 

1 
Storage and transport of properly shielded vials of radiopharmaceutical CSPs may occur in a limited access ambient environment without a specific 

ISO class designation. 

ALLERGEN EXTRACTS AS CSPs 

t Allergen extracts as CSP5 are not subject to the personnel, environmental, and storage requirements for all CSP Microbial Contamination Risk Levels 
when certain criteria are met. 

VERIFICATION OF COMPOUNDING ACCURACY AND STERILITY 

t Review labels and document correct measurements, aseptic manipulations, and sterilization procedures to confirm correct identity, purity, and 
strength of ingredients in, and sterility of, CSPs. 

Assay finished CSPs to confirm correct identity and, or, strength of ingredients. 

1 Sterility test finished CSP5. 

Sterilization Methods 

t Verify that methods achieve sterility while maintaining appropriate strength, purity, quality, and packaging integrity. 
Prove effectiveness by USP chapter (71), equivalent, or superior sterility testing. 
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Sterilization of High-Risk Level CSPs by Filtration 

t Nominal 0.2-lim pore size sterile membranes that are chemically and physically compatible with the CSP. 

t Complete rapidly without filter replacement. 

t Subject filter to manufacturer's recommended integrity test (e.g., bubble point test) after filtering CSP5. 

Sterilization of High-Risk Level CSPs by Steam 

1- Test to verify the mass of containers to be sterilized will be sterile after the selected exposure duration in the particular autoclave. 

t Ensure live steam contacts all ingredients and surfaces to be sterilized. 

t Pass solutions through a 1 .2-FLm or smaller nominal pore size filter into final containers to remove particulates before sterilization. 

t Heated filtered air shall be evenly distributed throughout the chamber by a blower device. 

1- Dry heat shall only be used for those materials that cannot be sterilized by steam, when the moisture would either damage or be impermeable to 
the materials. 

t Sufficient space shall be left between materials to allow for good circulation of the hot air. 

1- The description of dry heat sterilization conditions and duration for specific CSPs shall be included in written documentation in the compounding 
facility. The effectiveness of dry heat sterilization shall be verified using appropriate biological indicators and other confirmation. 
The oven should be equipped with a system for controlling temperature and exposure period. 

Depyrogenation by Dry Heat 

t Dry heat depyrogenation shall be used to render glassware or containers, such as vials free from pyrogens as well as viable microbes. 

t The description of the dry heat depyrogenation cycle and duration for specific load items shall be included in written documentation in the 
compounding facility. 

t The effectiveness of the dry heat depyrogenation cycle shall be verified using endotoxin challenge vials (ECVs). 

1 
The bacterial endotoxin test should be performed on the ECV5 to verify the cycle is capable of achieving a 3 log reduction in endotoxin. 

ENVIRONMENTAL QUALITY AND CONTROL 

Exposure of Critical Sites 

t ISO Class 5 or better air. 

t Preclude direct contact (e.g., touch and secretions) contamination. 
ISO Class 5 Air Sources, Buffer Areas, and Ante-Areas 

t A buffer area is an area that provides at least ISO Class 7 air quality. 

t New representations of facility layouts. 

t Each compounding facility shall ensure that each source of ISO Class 5 environment for exposure of critical sites and sterilization by filtration is 

properly located, operated, maintained, monitored, and verified. 

t Devices (e.g., computers and printers) and objects (e.g., carts and cabinets) can be placed in buffer areas and shall be verified by testing or 
monitoring. 

Viable and Nonviable Environmental Sampling (ES) Testing 

t Environmental sampling shall occur as part a comprehensive quality management program and shall occur minimally when several conditions exist. 

The ES program should provide information to staff and leadership to demonstrate that the engineering controls are maintaining an environment 
within the compounding area that consistently maintains acceptably low viable and nonviable particle levels. 

Environmental Nonviable Particle Testing Program 

t Certification and testing of primary (LAFWs, BSC5, CAI5 and CACI5) and secondary engineering controls (buffer and ante areas) shall be performed 
by a qualified individual no less than every six months and whenever the device or room is relocated, altered, or major service to the facility is 

performed. Certification procedures such as those outlined in the CETA Certification Guide for Sterile Compounding Facilities (CAG-003-2006) shall 
be used. 

Total Particle Counts 

t Certification that each ISO classified area (e.g., ISO Class 5, 7 and 8) is within established guidelines shall be performed no less than every 6 months 
and whenever the LAFW, BSC, CAl, or CACI is relocated or the physical structure of the buffer room or ante-area has been altered. 

t Testing shall be performed by qualified operators using current, state-of-the-art electronic equipment with results meeting ISO Class 5, 7, or 8 

depending on the requirements of the area. 

f All certification records shall be maintained and reviewed by supervising personnel or other designated employee to ensure that the controlled 
environments comply with the proper air cleanliness, room pressures, and air changes per hour. 

Pressure Differential Monitoring 
f A pressure gauge or velocity meter shall be installed to monitor the pressure differential or airflow between the buffer area and ante-area, and the 

ante-area and the general environment outside the compounding area. 

t The results shall be reviewed and documented on a log at least every work shift (minimum frequency shall be at least daily) or by a continuous 
recording device. 

t The pressure between the ISO Class 7 and general pharmacy area shall not be less than 5 Pa (0.02 inch water column (w.c.)). 

tIn facilities where low- and medium-risk level CSPs are prepared, differential airflow shall maintain a minimum velocity of 0.2 meter/second (40 fpm) 
between buffer area and ante-area. 

Environmental Viable Airborne Particle Testing Program—Sampling Plan 

t An appropriate environmental sampling plan shall be developed for airborne viable particles based on a risk assessment of compounding activities 
performed. 

t Selected sampling sites shall include locations within each ISO Class 5 environment and in the ISO Class 7 and 8 areas, and the segregated 
compounding areas at greatest risk of contamination (e.g., work areas near the ISO Class 5 environment, counters near doors, pass-through boxes). 



30 Pharmaceutical Compounding—Sterile / Physical Tests USP 35 

APPENDICES 
Appendix I. Principal Competencies, Conditions, Practices, and Quality Assurances That Are Required (t "shall") and Recommended 

"should") in (iSP Chapter (797) (continued) 

t The plan shall include sample location, method of collection, frequency of sampling, volume of air sampled, and time of day as related to activity in 
the compounding area and action levels. 

It is recommended that compounding personnel refer to USP Chapter Microbiological Evaluation of clean Rooms and Other controlled Environments 
(1116) and the CDC Guidelines for Environmental Infection Control in Healthcare Facilities-2003 for more information. 

Growth Media 

t A general microbiological growth medium such as Soybean—Casein Digest Medium (also known as trypticase soy broth (TSB) or agar (TSA)) shall be 
used to support the growth of bacteria. 

t Malt extract agar (MEA) or some other media that supports the growth of fungi shall be used in high-risk level compounding environments. 

t Media used for surface sampling shall be supplemented with additives to neutralize the effects of disinfecting agents (e.g., TSA with lecithin and 
polysorbate 80). 

Viable Air Sampling 

t Evaluation of airborne microorganisms using volumetric collection methods in the controlled air environments shall be performed by properly 
trained individuals for all compounding risk levels. 

t Impaction shall be the preferred method of volumetric air sampling. 

t For low-, medium-, and high-risk level compounding, air sampling shall be performed at locations that are prone to contamination during 
compounding activities and during other activities like staging, labeling, gowning, and cleaning. 

t Locations shall include zones of air backwash turbulence within laminar airflow workbench and other areas where air backwash turbulence may 
enter the compounding area. 

t For low-risk level CSPs with 12-hour or less BUD, air sampling shall be performed at locations inside the ISO Class 5 environment and other areas 
that are in close proximity to the ISO class 5 environment, during the certification of the primary engineering control. 
Consideration should be given to the overall effect the chosen sampling method will have on the unidirectional airflow within a compounding 

environment. 
Air Sampling Devices 

t The instructions in the manufacturer's user manual for verification and use of electric air samplers that actively collect volumes of air for evaluation 
shall be followed. 

t A sufficient volume of air (400—1000 liters) shall be tested at each location in order to maximize sensitivity. 
It is recommended that compounding personnel also refer to USP Chapter (1116), which can provide more information on the use of volumetric air 

samplers and volume of air that should be sampled to detect environmental bioburden excursions. 

Air Sampling Frequency and Process 

t Air sampling shall be performed at least semiannually (i.e. every 6 months), as part of the re-certification of facilities and equipment for area where 
primary engineering controls are located. 

t A sufficient volume of air shall be sampled and the manufacturer's guidelines for use of the electronic air sampling equipment followed. 
Any facility construction or equipment servicing may require the need to perform air sampling during these events. 

Incubation Period 

t The microbial growth media plates used to collect environmental sampling are recovered, covers secured (e.g., taped), inverted, and incubated at a 

temperature and for a time period conducive to multiplication of microorganisms. 

t The number of discrete colonies of microorganisms shall be counted and reported as colony-forming units (cfu) and documented on an environ- 
mental monitoring form. Counts from air monitoring need to be transformed into cfu/cubic meter of air and evaluated for adverse trends. 

TSA should be incubated at 35° ± 2 ° for 2—3 days. 

MEA or other suitable fungal media should be incubated at 28° ± 2 ° for 5—7 days. 

Action Levels, Documentation and Data Evaluation 

t Sampling data shall be collected and reviewed on a periodic basis as a means of evaluating the overall control of the compounding environment. 

t Competent microbiology personnel shall be consulted if an environmental sampling consistently shows elevated levels of microbial growth. 

t An investigation into the source of the environmental contamination shall be conducted. 
Any cfu count that exceeds its respective action level should prompt a re-evaluation of the adequacy of personnel work practices, cleaning 

procedures, operational procedures, and air filtration efficiency within the aseptic compounding location. 

1 
Table titled, Recommended Action Levels for Microbial Contamination should only be used as a guideline 

Facility Design and Environmental Controls 

t Compounding facilities are physically designed and environmentally controlled to minimize airborne contamination from contacting critical sites. 

t Compounding facilities shall provide a comfortable and well-lighted working environment, which typically includes a temperature of 20° or cooler to 
maintain comfortable conditions for compounding personnel when attired in the required aseptic compounding garb. 

t Primary engineering controls provide unidirectional (i.e., laminar) HEPA air at a velocity sufficient to prevent airborne particles from contacting 
critical sites. 

fIn situ air pattern analysis via smoke studies shall be conducted at the critical area to demonstrate unidirectional airflow and sweeping action over 
and away from the product under dynamic conditions. 

f Policies and procedures for maintaining and working within the primary engineering control area shall be written and followed. The policies and 
procedures will be determined by the scope and risk levels of the aseptic compounding activities used during the preparation of the CSP5. 

f The principles of HEPA-filtered unidirectional airflow in the work environment shall be understood and practiced in the compounding process in 
order to achieve the desired environmental conditions. 

f Clean rooms for nonhazardous and nonradioactive CSP5 are supplied with HEPA that enters from ceilings with return vents low on walls, and that 
provides not less than 30 air changes per hour. 

f Buffer areas maintain 0.02- to 0.05-inch water column positive pressure, and do not contain sinks or drains. 

f Air velocity from buffer rooms or zones to ante-areas is at least 40 feet/minute. 
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t The primary engineering controls shall be placed within a buffer area in such a manner as to avoid conditions that could adversely affect their 
operation. 

t The primary engineering controls shall be placed out of the traffic flow and in a manner to avoid disruption from the HVAC system and room cross- 
drafts. 

t HEPA-filtered supply air shall be introduced at the ceiling. 

t All HEPA filters shall be efficiency tested using the most penetrating particle size and shall be leak tested at the factory and then leak tested again in 

situ after installation. 

t Activities and tasks carried out within the buffer area shall be limited to only those necessary when working within a controlled environment. 

t Only the furniture, equipment, supplies, and other material required for the compounding activities to be performed shall be brought into the 
room. 

t Surfaces and essential furniture in buffer rooms or zones and clean rooms shall be nonporous, smooth, nonshedding, impermeable, cleanable, and 
resistant to disinfectants. 

1- The surfaces of ceilings, walls, floors, fixtures, shelving, counters, and cabinets in the buffer area shall be smooth, impervious, free from cracks and 
crevices, and nonshedding, thereby promoting cleanability, and minimizing spaces in which microorganisms and other contaminants may accumu- 
late. 

t The surfaces shall be resistant to damage by disinfectant agents. 

t Junctures of ceilings to walls shall be coved or caulked to avoid cracks and crevices where dirt can accumulate. 

t Ceiling tiles shall be caulked around each perimeter to seal them to the support frame. 

1- The exterior lens surface of ceiling lighting fixtures shall be smooth, mounted flush, and sealed. 

t Any other penetrations through the ceiling or walls shall be sealed. 

t The buffer area shall not contain sources of water (sinks) or floor drains. Work surfaces shall be constructed of smooth, impervious materials, such as 

stainless steel or molded plastic, so that they are easily cleaned and disinfected. 

t Carts shall be of stainless steel wire, nonporous plastic, or sheet metal construction with good quality, cleanable casters to promote mobility. 

t Storage shelving, counters, and cabinets shall be smooth, impervious, free from cracks and crevices, nonshedding, cleanable, and disinfectable. 

t Their number, design, and manner of installation the itmes above shall promote effective cleaning and disinfection. 

J 
If ceilings consist of inlaid panels, the panels should be impregnated with a polymer to render them impervious and hydrophobic. 
Dust-collecting overhangs, such as ceiling utility pipes, or ledges, such as windowsills, should be avoided. 

J 
Air returns should be mounted low on the wall creating a general top-down dilution of room air with HEPA-filtered make-up air. 

Placement of Primary Engineering Controls Within ISO Class 7 Buffer Areas 

1- Primary engineering controls for nonhazardous and nonradioactive CSPs are located in buffer areas, except for CAIs that are proven to maintain ISO 
Class 5 air when particle counts are sampled 6 to 12 inches upstream of critical site exposure areas during performance of normal inward and 
outward transfer of materials, and compounding manipulations when such CAIs are located in air quality worse than ISO Class 7. 

t Presterilization procedures for high-risk level CSP5, such as weighing and mixing, shall be completed in no worse than an ISO Class 8 environment. 

t Primary engineering controls shall be located out of traffic patterns and away from room air currents that could disrupt the intended airflow 
patterns. 

t When isolators are used for sterile compounding, the recovery time to achieve ISO Class 5 air quality shall be documented and internal procedures 
developed to ensure that adequate recovery time is allowed after material transfer before and during compounding operations. 

t When compounding activities require the manipulation of a patient's blood-derived or other biological material (e.g., radiolabeling a patient's or a 

donor's white blood cells), the manipulations shall be clearly separated from routine material-handling procedures and equipment used in CSP 

preparation activities, and they shall be controlled by specific standard operating procedures in order to avoid any cross-contamination. 

t Food, drinks, and items exposed in patient care areas, and unpacking of bulk supplies and personnel cleansing and garbing are prohibited from 
buffer areas or rooms. 

t Demarcation designation between buffer areas or rooms and ante-areas. 

t Antiseptic hand cleansing and sterile gloves in buffer areas or rooms. 

1 
Packaged compounding supplies and components, such as needles, syringes, tubing sets, and small- and large-volume parenterals, should be 

uncartoned and wiped down with a disinfectant that does not leave a residue (e.g., sterile 70% IPA) when possible in an ante-area, of ISO Class 8 air 
quality, before being passed into the buffer areas. 

Cleaning and Disinfecting the Sterile Compounding Areas 

t Trained personnel write detailed procedures including cleansers, disinfectants, and non-shedding wipe and mop materials. 

f Cleaning and disinfecting surfaces in the LAFWs, BSC5, CAIs, and CACI5 shall be cleaned and disinfected frequently, including at the beginning of 
each work shift, before each batch preparation is started, every 30 minutes during continuous compounding periods of individual CSPs, when there 
are spills, and when surface contamination is known or suspected from procedural breaches. 

t Trained compounding personnel are responsible for developing, implementing, and practicing the procedures for cleaning and disinfecting the DCA5 
written in the SOPs. 

f Cleaning and disinfecting shall occur before compounding is performed. Items shall be removed from all areas to be cleaned, and surfaces shall be 
cleaned by removing loose material and residue from spills, e.g., water-soluble solid residues are removed with Sterile Water (for Injection or 
Irrigation) and low-shedding wipes. This shall be followed by wiping with a residue-free disinfecting agent, such as sterile 70% IPA, which is allowed 
to dry before compounding begins. 

t Work surfaces in ISO Class 7 and 8 areas and segregated compounding areas are cleaned at least daily. 

f Dust and debris shall be removed when necessary from storage sites for compounding ingredients and supplies, using a method that does not 
degrade the ISO Class 7 or 8 air quality. 

t Floors in ISO Class 7 and 8 areas are cleaned daily when no compounding occurs. 

f IPA (70% isopropyl alcohol) remains on surfaces to be disinfected for at least 30 seconds before such surfaces are used to prepare CSPs. 
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t Emptied shelving, walls, and ceilings in ante-areas are cleaned and disinfected at least monthly. 

t Mopping shall be performed by trained personnel using approved agents and procedures described in the written SOPs. 

t Cleaning and disinfecting agents, their schedules of use and methods of application shall be in accordance with written SOPs and followed by 
custodial and/or compounding personnel. 

t All cleaning materials, such as wipers, sponges, and mops, shall be nonshedding, preferably composed of synthetic micro fibers, and dedicated to 
use in the buffer area, or ante-area, and segregated compounding areas and shall not be removed from these areas except for disposal. 

t If cleaning materials are reused (e.g., mops), procedures shall be developed (based on manufacturer recommendations) that ensure that the 
effectiveness of the cleaning device is maintained and repeated use does not add to the bioburden of the area being cleaned. 

t Supplies and equipment removed from shipping cartons shall be wiped with a suitable disinfecting agent (e.g., sterile 70% IPA) delivered from a 

spray bottle or other suitable delivery method. 

t After the disinfectant is sprayed or wiped on a surface to be disinfected, the disinfectant shall be allowed to dry, and during this time the item shall 
not be used for compounding purposes. 

t Sterile 70% IPA wetted gauze pads or other particle-generating material shall not be used to disinfect the sterile entry points of packages and 
devices. 

Personnel Cleansing and Garbing 

t Personnel shall also be thoroughly competent and highly motivated to perform flawless aseptic manipulations with ingredients, devices, and 
components of CSPs. 

t Personnel with rashes, sunburn, weeping sores, conjunctivitis, active respiratory infection, and cosmetics are prohibited from preparing CSPs. 

t Compounding personnel shall remove personal outer garments; cosmetics; artificial nails; hand, wrist, and body jewelry that can interfere with the 
fit of gowns and gloves; and visible body piercing above the neck. 

t Order of compounding garb and cleansing in ante-area: shoes or shoe covers, head and facial hair covers, face mask, fingernail cleansing, hand and 
forearm washing and drying; non-shedding gown. 

t Order of cleansing and gloving in buffer room or area: hand cleansing with a persistently active alcohol-based product with persistent activity; allow 
hands to dry; don sterile gloves. 

t Routinely disinfect gloves with sterile 70% IPA after contacting nonsterile objects. 

t Inspect gloves for holes and replace when breaches are detected. 

t Personnel repeat proper procedures after they are exposed to direct contact contamination or worse than ISO Class 8 air. 

t These requirements are exempted only for immediate-use CSPs and CAIs for which manufacturers provide written documentation based on 
validated testing that such personnel practices are not required to maintain sterility in CSPs. 

Personnel Training and Competency Evaluation of Garbing, Aseptic Work Practices and Cleaning/Disinfection Procedures 

t Personnel who prepare CSP5 shall be trained conscientiously and skillfully by expert personnel, multi-media instructional sources, and professional 
publications in the theoretical principles and practical skills of garbing procedures, aseptic work practices, achieving and maintaining ISO Class 5 

environmental conditions, and cleaning and disinfection procedures. 

t This training shall be completed and documented before any compounding personnel begin to prepare CSP5. 

t Compounding personnel shall complete didactic training, pass written competence assessments, undergo skill assessment using observational audit 
tools, and media-fill testing. 

t Media-fill testing of aseptic work skills shall be performed initially before beginning to prepare CSPs and at least annually thereafter for low- and 
medium-risk level compounding; and semiannually for high-risk level compounding. 

t Compounding personnel who fail written tests, observational audits, or whose media-fill test vials have one or more units showing visible microbial 
contamination, shall be reinstructed and re-evaluated by expert compounding personnel to ensure correction of all aseptic work practice deficiencies. 

t Compounding personnel shall pass all evaluations prior to resuming compounding of sterile preparations. 

t Compounding personnel must demonstrate proficiency of proper hand hygiene, garbing, and consistent cleaning procedures in addition to didactic 
evaluation and aseptic media fill. 

t Cleaning and disinfecting procedures performed by other support personnel shall be thoroughly trained in proper hand hygiene, and garbing, 
cleaning, and disinfection procedures by a qualified aseptic compounding expert. 

t Support personnel shall routinely undergo performance evaluation of proper hand hygiene, garbing, and all applicable cleaning and disinfecting 
procedures conducted by a qualified aseptic compounding expert. 

Competency Evaluation of Garbing and Aseptic Work Practices 

t Compounding personnel shall be evaluated initially prior to beginning compounding CSP5 and whenever an aseptic media fill is performed using a 

Sample Form for Assessing Hand Hygiene and Garbing Related Practices of Compounding Personnel and the personnel glove fingertip sampling 
procedures. 

Aseptic Work Practice Assessment and Evaluation via Personnel Glove Fingertip Sampling 

f Monitoring of compounding personnel glove fingertips shall be performed for all CSP risk level compounding. 

t Glove fingertip sampling shall be used to evaluate the competency of personnel in performing hand hygiene and garbing procedures in addition to 
educating compounding personnel on proper work practices. 

f All personnel shall demonstrate competency in proper hand hygiene and garbing procedures in addition to aseptic work practices. 

t Sterile contact agar plates shall be used to sample the gloved fingertips of compounding personnel after garbing to assess garbing competency and 
after completing the media-fill preparation. 

f Gloves shall not be disinfected with sterile 70% IPA immediately prior to sampling. 
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Garbing and Gloving Competency Evaluation 

t Compounding personnel shall be visually observed during the process of performing hand hygiene and garbing procedures. 

t The visual observation shall be documented on a Sample Form for Assessing Hand Hygiene and Garbing Related Practices of Compounding 
Personnel and maintained to provide a permanent record of and long-term assessment of personnel competency. 

Gloved Fingertip Sampling 

t Immediately after the compounder completes the hand hygiene and garbing procedure, the evaluator shall collect a gloved fingertip and thumb 
sample from both hands of the compounder onto appropriate agar plates by lightly pressing each finger tip into the agar. 

t The plates shall be incubated for the appropriate incubation period and at the appropriate temperature. 

t All employees shall successfully complete an initial competency evaluation and gloved fingertip/thumb sampling procedure (0 cfu) no less than three 
times before initially being allowed to compound CSP5 for human use. 

t After completing the initial gowning and gloving competency evaluation, re-evaluation of all compounding personnel shall occur at least annually 
for low- and medium-risk level CSP5 and semiannually for high-risk level CSPs before being allowed to continue compounding CSPs. 

t Gloves shall not be disinfected with sterile 70% IPA prior to testing. 

t The sampled gloves shall be immediately discarded and proper hand hygiene performed after sampling. The nutrient agar plates shall be incubated 
as stated below. 

t The cfu action level for gloved hands shall be based on the total number of cfu on both gloves and not per hand. 

1 
Results should be reported separately as number of cfu per employee per hand (left hand, right hand). 

Incubation Period 

t At the end of the designated sampling period, the agar plates are recovered, covers secured, inverted and incubated at a temperature and for a 

time period conducive to multiplication of microorganisms. Trypticase soy agar (TSA) with lecithin and polysorbate 80 shall be incubated at 35°± 2° 
for 2—3 days. 

Aseptic Manipulation Competency Evaluation 

t All compounding personnel shall have their aseptic technique and related practice competency evaluated initially during the media-fill test proce- 
dure and subsequent annual or semiannual media-fill test procedures on the Sample Form for Assessing Aseptic Technique and Related Practices of 
Compounding Personnel. 

Media-Fill Test Procedure 

t The skill of personnel to aseptically prepare CSPs shall be evaluated using sterile fluid bacterial culture media-fill verification. 

t Media-filled vials shall be incubated within a range of 35° ± 2° for 14 days. 

Surface Cleaning and Disinfection Sampling and Assessment 

t Surface sampling shall be performed in all ISO classified areas on a periodic basis and can be accomplished using contact plates and/or swabs and 
shall be done at the conclusion of compounding. 

t Locations to be sampled shall be defined in a sample plan or on a form. 
Cleaning and Disinfecting Competency Evaluation 

t Compounding personnel and other personnel responsible for cleaning shall be visually observed during the process of performing cleaning and 
disinfecting procedures during initial personnel training on cleaning procedures, changes in cleaning staff and at the completion of any Media-Fill 
Test Procedure. 

t Visual observation shall be documented on a Sample Form for Assessing Cleaning and Disinfection Procedures and maintained to provide a 

permanent record of, and long-term assessment of, personnel competency. 
Surface Collection Methods 

t Immediately after sampling a surface with the contact plate, the sampled area shall be thoroughly wiped with a non-shedding wipe soaked in sterile 
70% IPA. 

1 
Results should be reported as cfu per unit of surface area. 

Action Levels, Documentation, and Data Evaluation 

t Environmental sampling data shall be collected and reviewed on a routine basis as a means of evaluating the overall control of the compounding 
environment. 

t If an activity consistently shows elevated levels of microbial growth, competent microbiology personnel shall be consulted. 

t An investigation into the source of the contamination shall be conducted. 

f When gloved fingertip sample results exceeds action levels after proper incubation, a review of hand hygiene and garbing procedures as well as 

glove and surface disinfection procedures and work practices shall be performed and documented. 

1 
Any cfu count that exceeds its respective action level should prompt a re-evaluation of the adequacy of personnel work practices, cleaning 

procedures, operational procedures, and air filtration efficiency within the aseptic compounding location. 

SUGGESTED STANDARD OPERATING PROCEDURES 

f All facilities are required to have these, and they must include at least the items enumerated in this section. 

FINISHED PREPARATION RELEASE CHECKS AND TESTS 

Inspection of Solution Dosage Forms and Review of Compounding Procedures 

f Review procedures and documents to ensure sterility, purity, correct identities and amounts of ingredients, and stability. 

t Visually inspect for abnormal particulate matter and color, and intact containers and seals. 

Sterility Testing 

t High-risk level CSPs prepared in batches of more than 25 identical containers, or exposed longer than 12 hours at 2° to 8°, and 6 hours at warmer 
than 8° before being sterilized. 
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Bacterial Endotoxin (Pyrogen) Testing 

t High-risk level CSPs, excluding those for inhalation and ophthalmic administration, prepared in batches of more than 25 identical containers, or 
exposed longer than 12 hours at 2° to 8°, and 6 hours at warmer than 8°, before being sterilized. 

Identity and Strength Verification of Ingredients 

t Written procedures to verify correct identity, quality, amounts, and purities of ingredients used in CSPs. 

t Written procedures to ensure labels of CSPs contain correct names and amounts or concentrations of ingredients, total volumes, beyond-use dates, 
storage conditions, and route(s) of administration. 

STORAGE AND BEYOND-USE DATING 

Determining Beyond-Use Dates 

t Use the general criteria in USP in the absence of direct stability-indicating assays or authoritative literature that supports longer durations. 

MAINTAINING STERILITY, PURITY, AND STABILITY OF DISPENSED AND DISTRIBUTED CSP5 

t Written procedures for proper packaging, storage, and transportation conditions to maintain sterility, quality, purity, and strength of CSP5. 

Redispensed CSPs 

t When sterility, and acceptable purity, strength, and quality can be ensured. 

t Assignment of sterility storage times and stability beyond-use dates that occur later than those of originally dispensed CSP5 must be based on results 
of sterility testing and quantitative assay of ingredients. 

Packaging and Transporting CSPs 

t Packaging maintains physical integrity, sterility, stability, and purity of CSPs. 

t Modes of transport that maintain appropriate temperatures and prevent damage to CSP5. 

PATIENT OR CAREGIVER TRAINING 

t Multiple component formal training program to ensure patients and caregivers understand the proper storage, handling, use, and disposal of CSP5. 

PATIENT MONITORING AND ADVERSE EVENTS REPORTING 

t Written standard procedures describe means for patients to ask questions and report concerns and adverse events with CSPs, and for compounding 
supervisors to correct and prevent future problems. 

Adverse events and defects with CSP5 reported to FDA's MedWatch and USP's MEDMARX programs. 
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Chemical Cateriorv of Dicinfectant 

Isopropyl 
alcohol 

Accelerated 
hydrogen 
peroxide 

Quaternary 
Ammonium 

(e.g., 
dodecyl 

dimethyl 
ammonium 
chloride) Phenolics 

Chlorine 
(e.g., 

sodium 
hypochlo- 

rite) 

lodophors 
(e.g., 

povidone- 
iodine) 

Concentration 
Used 60-95% 0.4-1.6% ag 0.4—1.6% ag 

100-5000 
ppm 30-50 ppm 

. 

Microbial Inactiva- 
tion2 

Bacteria + + + + + + 

Lipophilic viruses + + + + + + 

Hydrophilic viruses ± + ± ± + ± 
. 

M.tuberculosis ÷ + ± + + ± 

Mycotic agents 
(fungi) + + + + + ± 

Bacterial Spores — — — — + — 

Important Chemi- 
cal & Physical 
Properties 

Shelf life >1 week + + + + + + 

Corrosive or dele- 
terious effects ± — — — ± ± 

Non-evaporable 
residue — — + + — + 

Inactivated by or- 
ganic matter + ± + ± + + 

Skin irritant ± — + + + ± 

Eye irritant + — + ÷ + + 

Respiratory irritant — — — — + — 

Systemic toxicity + — + + + + 

Key to abbreviation and symbols: ag = diluted with water; ppm = parts per million; + = yes; — = no; ± = variable results. 
1 Modified from World Health Organization, Laboratory Bio Safety Manual 1983 and Rutala WA, "Antisepsis, disinfection and sterilization in the 
hospital and related institutions," Manual of Clinical Microbiology, American Society for Microbiology, Washington, DC, 1995, pages 227-245. 

2 Inactivation of the most common microorganisms (i.e., bacteria) occurs with a contact time of �1 minute; inactivation of spores requires longer 
contact times (e.g., 5-10 minutes for 5,000 ppm chlorine solution against C. difficile spores). Reference: Perez), Springthorpe VS. Sattar SA, "Activity of 
selected oxidizing microbicides against the spores of Clostridium difficile: Relevance to environmental control," American journal of Infection Control, August 
2005, pages 320-325. 

Accelerated hydrogen peroxide is a new generation of hydrogen peroxide-based germicides in which the potency and performance of the active 
ingredient have been enhanced and accelerated through the use of appropriate acids and detergents. 
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Printed name and position/title of person assessed: 

_______________________________________________ 

Name of facility or location: 

_______________________________________________ 

Hand Hygiene and Garbing Practices: The qualified evaluator will check each space for which the person being assessed has acceptably completed 
the described activity, prints N/A if the activity is not applicable to the assessment session or N/O if the activity was not observed.* 

_____________ 

Presents in a clean appropriate attire and manner. 

____________ 

Wears no cosmetics or jewelry (watches, rings, earrings, etc. piercing jewelry included) upon entry into ante-areas. 

____________ 

Brings no food or drinks into or stored in the ante-areas or buffer areas. 

_____________ 

Is aware of the line of demarcation separating clean and dirty sides and observes required activities. 

Dons shoe covers or designated clean-area shoes one at a time, placing the covered or designated shoe on clean side of the line of 

_____________ 

demarcation, as appropriate. 

____________ 

Dons beard cover if necessary. 

____________ 

Dons head cover assuring that all hair is covered. 

____________ 

Dons face mask to cover bridge of nose down to include chin. 

____________ 

Performs hand hygiene procedure by wetting hands and forearms and washing using soap and warm water for at least 30 seconds. 

____________ 

Dries hands and forearms using lint-free towel or hand dryer. 

_____________ 

Selects the appropriate sized gown examining for any holes, tears, or other defects. 

____________ 

Dons gown and ensures full closure. 

Disinfects hands again using a waterless alcohol-based surgical hand scrub with persistent activity and allows hands to dry thoroughly 

____________ 

before donning sterile gloves. 

_____________ 

Dons appropriate sized sterile gloves ensuring that there is a tight fit with no excess glove material at the fingertips. 

____________ 

Examines gloves ensuring that there are no defects, holes, or tears. 

While engaging in sterile compounding activities, routinely disinfects gloves with sterile 70% IPA prior to work in the direct com- 
pounding area (DCA) and after touching items or surfaces that may contaminate gloves. 

____________ 

Removes PPE on the clean side of the ante-area. 

____________ 

Removes gloves and performs hand hygiene. 

____________ 

Removes gown and discards it, or hangs it on hook if it is to be reused within the same work day. 

____________ 

Removes and discards mask, head cover, and beard cover (if used). 

Removes shoe covers or shoes one at a time, ensuring that uncovered foot is placed on the dirty side of the line of demarcation and 
performs hand hygiene again. (Removes and discards shoe covers every time the compounding area is exited). 

*The person assessed is immediately informed of all unacceptable activities (i.e., spaces lacking check marks, N/A, or N/O) and shown and 
informed of specific corrections. 

Signature of Person Assessed Printed Name Date 

Signature of Qualified Evaluator Printed Name Date 



USP 35 Physical Tests / '(797k Pharmaceutical Compounding—Sterile 37 

Appendix IV. Sample Form for Assessing Aseptic Technique and Related Practices of Compounding Personnel 

Printed name and position/title of person assessed: 

_______________________________________________ 

Name of facility or location: 

_______________________________________________ 

Aseptic Technique, Safety, and Quality Assurance Practices: The qualified evaluator checks each space for which the person being assessed has 
acceptably completed the described activity, prints N/A if the activity is not applicable to the assessment session or Nb if the activity was not 
observed.* 

____________ 

Completes the Hand Hygiene and Garbing Competency Assessment Form. 

____________ 

Performs proper hand hygiene, garbing, and gloving procedures according to SOPs. 

____________ 

Disinfects ISO Class 5 device surfaces with an appropriate agent. 

_____________ 

Disinfects components/vials with an appropriate agent prior to placing into ISO Class 5 work area. 

_____________ 

Introduces only essential materials in a proper arrangement in the ISO Class 5 work area. 

_____________ 

Does not interrupt, impede, or divert flow of first-air to critical sites. 

____________ 

Ensures syringes, needles, and tubing remain in their individual packaging and are only opened in ISO Class 5 work area. 

____________ 

Performs manipulations only in the appropriate DCA of the ISO Class 5 device. 

_____________ 

Does not expose critical sites to contact contamination or worse than ISO Class 5 air. 

____________ 

Disinfects stoppers, injection ports, and ampul necks by wiping with sterile 70% IPA and allows sufficient time to dry. 

____________ 

Affixes needles to syringes without contact contamination. 

_____________ 

Punctures vial stoppers and spikes infusion ports without contact contamination. 

_____________ 

Labels preparation(s) correctly. 

____________ 

Disinfects sterile gloves routinely by wiping with sterile 70% IPA during prolonged compounding manipulations. 

____________ 

Cleans, sets up, and calibrates automated compounding device (e.g., "TPN compounder") according to manufacturer's instructions. 
Disposes of sharps and waste according to institutional policy or recognized guidelines. 

*The person assessed is immediately informed of all unacceptable activities (i.e., spaces lacking check marks, N/A, or N/O) and shown and 
informed of specific corrections. 

Signature of Person Assessed Printed Name Date 

Signature of Qualified Evaluator Printed Name Date 
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Appendix V. Sample Form for Assessing Cleaning and Disinfection Procedures 

Printed name and position/title of person assessed: 

_______________________________________________ 

Name of facility or location: 

_______________________________________________ 

Cleaning and Disinfection Practices: The qualified evaluator will check each space for which the person being assessed has acceptably completed the 
described activity, prints N/A if the activity is not applicable to the assessment session or Nb if the activity was not observed.* 

Daily Tasks: 

Prepares correct concentration of disinfectant solution according to manufacturer's instructions. 

_____________ 

Uses appropriately labeled container for the type of surface to be cleaned (floor, wall, production bins, etc.). 

_____________ 

Documents disinfectant solution preparation. 

____________ 

Follows garbing procedures when performing any cleaning activities. 

At the beginning of each shift, cleans all ISO Class 5 devices prior to compounding in the following order: walls, IV bar, automated 
compounders, and work surface. 

____________ 

Uses a lint free wipe soaked with sterile 70% PA or other approved disinfectant solution and allows to dry completely. 

____________ 

Removes all compounder components and cleans all ISO Class 5 areas as stated above at the end of each shift. 

_____________ 

Cleans all counters and easily cleanable work surfaces. 

Mops floors, using the mop labeled "floors," starting at the wall opposite the room entry door; mops floor surface in even strokes 
toward the operator. Moves carts as needed to clean entire floor surface. Use of a microfiber cleaning system is an acceptable 

_____________ 

alternative to mops. 

_____________ 

In the ante-area, cleans sink and all contact surfaces; cleans floor with a disinfectant solution or uses microfiber cleaning system. 

Monthly Tasks: 

Performs monthly cleaning on a designated day. Prepares a disinfectant solution as stated in daily tasks that is appropriate for the 

____________ 

surfaces to be cleaned. 

Cleans buffer area and ante-area ceiling, walls, and storage shelving with a disinfectant solution and a mop or uses a microfiber 
cleaning system. 

Once ISO Class 5 area is clean, cleans compounding room ceiling, followed by walls and ending with the floor. Uses appropriate 

____________ 

labeled mops or microfiber cleaning system. 

Cleans all buffer area totes and storage shelves by removing contents and using a germicidal detergent soaked lint free wipe, cleans 
the inside surfaces of the tote and then the entire exterior surfaces of the tote. Allows totes to dry. Prior to replacing contents into 

____________ 

tote, wipes tote with sterile 70% IPA to remove disinfectant residue. Uses new wipe as needed. 

Cleans all buffer area carts by removing contents and using germicidal detergent soaked lint free wipe, cleans all carts starting with 
the top shelf and top of post, working down to wheels. Cleans the under side of shelves in a similar manner. Uses a new wipe for 
each cart. Allows to dry. Wipes carts with sterile 70% IPA wetted lint-free wipe to remove any disinfectant residue. Uses new wipe as 

____________ 

needed. 

_____________ 

Cleans buffer area chairs, the interior and exterior of trash bins, and storage bins using disinfectant solution soaked lint free wipe. 

____________ 

Documents all cleaning activities as to who performed such activities with date and time noted. 

*The person assessed is immediately informed of all unacceptable activities (i.e., spaces lacking check marks, N/A, or N/O) and shown and 
informed of specific corrections. 

Signature of Person Assessed Printed Name Date 

Signature of Qualified Evaluator Printed Name Date 



of frauds against American manufacturers and has 
provided the cover for the importation of foreign 
counterfeit drugs. 

"(6) The existing system of providing drug samples 
to physicians through manufacturer's representatives 
has been abused for decades and has resulted in the 
sale to consumers of misbranded, expired, and adul- 
terated pharmaceuticals. 

"(7) The bulk resale of below wholesale priced pre- 
scription drugs by health care entities, for ultimate 
sale at retail, helps fuel the diversion market and is 
an unfair form of competition to wholesalers and re- 
tailers that must pay otherwise prevailing market 
prices. 

"(8) The effect of these several practices and condi- 
tions is to create an unacceptable risk that counter- 
feit, adulterated, misbranded, subpotent, or expired 
drugs will be sold to American consumers." 

§ 353a. Pharmacy compounding 
(a) In general 

Sections 351(a)(2)(B), 352(0(1), and 355 of this 
title shall not apply to a drug product if the 
drug product is compounded for an identified in- 
dividual patient based on the unsolicited receipt 
of a valid prescription order or a notation, ap- 
proved by the prescribing practitioner, on the 
prescription order that a compounded product is 
necessary for the identified patient, if the drug 
product meets the requirements of this section, 
and if the compounding— 

(1) is by— 
(A) a licensed pharmacist in a State li- 

censed pharmacy or a Federal facility, or 
(B) a licensed physician, 

on the prescription order for such individual 
patient made by a licensed physician or other 
licensed practitioner authorized by State law 
to prescribe drugs; or 

(2)(A) is by a licensed pharmacist or licensed 
physician in limited quantities before the re- 
ceipt of a valid prescription order for such in- 
dividual patient; and 

(B) is based on a history of the licensed 
pharmacist or licensed physician receiving 
valid prescription orders for the compounding 
of the drug product, which orders have been 
generated solely within an established rela- 
tionship between— 

(i) the licensed pharmacist or licensed phy- 
sician; and 

(ii)(I) such individual patient for whom the 
prescription order will be provided; or 

(II) the physician or other licensed practi- 
tioner who will write such prescription 
order. 

(b) Compounded drug 
(1) Licensed pharmacist and licensed physician 

A drug product may be compounded under 
subsection (a) of this section if the licensed 
pharmacist or licensed physician— 

(A) compounds the drug product using 
bulk drug substances, as defined in regula- 
tions of the Secretary published at section 
207.3(a)(4) of title 21 of the Code of Federal 
Regulations— 

(i) that— 
(I) comply with the standards of an ap- 

plicable United States Pharmacopoeia or 
National Formulary monograph, if a 
monograph exists, and the United States 

Pharmacopoeia chapter on pharmacy 
compounding; 

(II) if such a monograph does not exist, 
are drug substances that are components 
of drugs approved by the Secretary; or 

(III) if such a monograph does not exist 
and the drug substance is not a compo- 
nent of a drug approved by the Sec- 
retary, that appear on a list developed 
by the Secretary through regulations is- 
sued by the Secretary under subsection 
(d) of this section; 
(ii) that are manufactured by an estab- 

lishment that is registered under section 
360 of this title (including a foreign estab- 
lishment that is registered under section 
360(i) of this title); and 

(iii) that are accompanied by valid cer- 
tificates of analysis for each bulk drug 
substance; 
(B) compounds the drug product using in- 

gredients (other than bulk drug substances) 
that comply with the standards of an appli- 
cable United States Pharmacopoeia or Na- 
tional Formulary monograph, if a mono- 
graph exists, and the United States Pharma- 
copoeia chapter on pharmacy compounding; 

(C) does not compound a drug product that 
appears on a list published by the Secretary 
in the Federal Register of drug products that 
have been withdrawn or removed from the 
market because such drug products or com- 
ponents of such drug products have been 
found to be unsafe or not effective; and 

(D) does not compound regularly or in in- 
ordinate amounts (as defined by the Sec- 
retary) any drug products that are essen- 
tially copies of a commercially available 
drug product. 

(2) Definition 
For purposes of paragraph (1)(D), the term 

"essentially a copy of a commercially avail- 
able drug product" does not include a drug 
product in which there is a change, made for 
an identified individual patient, which pro- 
duces for that patient a significant difference, 
as determined by the prescribing practitioner, 
between the compounded drug and the com- 
parable commercially available drug product. 
(3) Drug product 

A drug product may be compounded under 
subsection (a) only if— 

(A) such drug product is not a drug prod- 
uct identified by the Secretary by regulation 
as a drug product that presents demon- 
strable difficulties for compounding that 
reasonably demonstrate an adverse effect on 
the safety or effectiveness of that drug prod- 
uct; and 

(B) such drug product is compounded in a 
State— 

(i) that has entered into a memorandum 
of understanding with the Secretary which 
addresses the distribution of inordinate 
amounts of compounded drug products 
interstate and provides for appropriate in- 
vestigation by a State agency of com- 
plaints relating to compounded drug prod- 
ucts distributed outside such State; or 
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(ii) that has not entered into the memo- 
randum of understanding described in 
clause (i) and the licensed pharmacist, li- 
censed pharmacy, or licensed physician 
distributes (or causes to be distributed) 
compounded drug products out of the 
State in which they are compounded in 
quantities that do not exceed 5 percent of 
the total prescription orders dispensed or 
distributed by such pharmacy or physi- 
cian. 

The Secretary shall, in consultation with the 
National Association of Boards of Pharmacy, 
develop a standard memorandum of under- 
standing for use by the States in complying 
with subparagraph (B)(i). 

(c) Advertising and promotion 
A drug may be compounded under subsection 

(a) of this section only if the pharmacy, licensed 
pharmacist, or licensed physician does not ad- 
vertise or promote the compounding of any par- 
ticular drug, class of drug, or type of drug. The 
pharmacy, licensed pharmacist, or licensed phy- 
sician may advertise and promote the com- 
pounding service provided by the licensed phar- 
macist or licensed physician. 
(d) Regulations 

(1) In general 
The Secretary shall issue regulations to im- 

plement this section. Before issuing regula- 
tions to implement subsections 
(b)(1)(A)(i)(III), (b)(1)(C), or (b)(3)(A) of this 
section, the Secretary shall convene and con- 
sult an advisory committee on compounding 
unless the Secretary determines that the issu- 
ance of such regulations before consultation is 
necessary to protect the public health. The ad- 
visory committee shall include representa- 
tives from the National Association of Boards 
of Pharmacy, the United States Pharma- 
copoeia, pharmacy, physician, and consumer 
organizations, and other experts selected by 
the Secretary. 
(2) Limiting compounding 

The Secretary, in consultation with the 
United States Pharmacopoeia Convention, In- 
corporated, shall promulgate regulations iden- 
tifying drug substances that may be used in 
compounding under subsection (b)(1)(A)(i)(III) 
of this section for which a monograph does not 
exist or which are not components of drug 
products approved by the Secretary. The Sec- 
retary shall include in the regulation the cri- 
teria for such substances, which shall include 
historical use, reports in peer reviewed medi- 
cal literature, or other criteria the Secretary 
may identify. 

(e) Application 
This section shall not apply to— 

(1) compounded positron emission tomog- 
raphy drugs as defined in section 321(H) of this 
title; or 

(2) radiopharmaceuticals. 
(f) "Compounding" defined 

As used in this section, the term "compound- 
ing" does not include mixing, reconstituting, or 
other such acts that are performed in accord- 

ance with directions contained in approved la- 
beling provided by the product's manufacturer 
and other manufacturer directions consistent 
with that labeling. 
(June 25, 1938, ch. 675, §503A, as added Pub. L. 
105—115, title I, § 127(a), Nov. 21, 1997, 111 Stat. 
2328.) 

EFFECTIVE DATE 

Section 127(b) of Pub. L. 105—115 provided that: "Sec- 
tion 503A of the Federal Food, Drug, and Cosmetic Act 
21 U.S.C. 353a], added by subsection (a), shall take ef- 
feet upon the expiration of the 1-year period beginning 
on the date of the enactment of this Act Nov. 21, 
1997]." 

§ 353b. Prereview of television advertisements 

(a) In general 
The Secretary may require the submission of 

any television advertisement for a drug (includ- 
ing any script, story board, rough, or a com- 
pleted video production of the television adver- 
tisement) to the Secretary for review under this 
section not later than 45 days before dissemina- 
tion of the television advertisement. 
(b) Review 

In conducting a review of a television adver- 
tisement under this section, the Secretary may 
make recommendations with respect to informa- 
tion included in the label of the drug— 

(1) on changes that are— 
(A) necessary to protect the consumer 

good and well-being; or 
(B) consistent with prescribing informa- 

tion for the product under review; and 
(2) if appropriate and if information exists, 

on statements for inclusion in the advertise- 
ment to address the specific efficacy of the 
drug as it relates to specific population 
groups, including elderly populations, chil- 
dren, and racial and ethnic minorities. 

(c) No authority to require changes 
Except as provided by subsection (e), this sec- 

tion does not authorize the Secretary to make 
or direct changes in any material submitted 
pursuant to subsection (a). 
(d) Elderly populations, children, racially and 

ethnically diverse communities 
In formulating recommendations under sub- 

section (b), the Secretary shall take into consid- 
eration the impact of the advertised drug on el- 
derly populations, children, and racially and 
ethnically diverse communities. 
(e) Specific disclosures 

(1) Serious risk; safety protocol 
In conducting a review of a television adver- 

tisement under this section, if the Secretary 
determines that the advertisement would be 
false or misleading without a specific disclo- 
sure about a serious risk listed in the labeling 
of the drug involved, the Secretary may re- 
quire inclusion of such disclosure in the adver- 
tisement. 
(2) Date of approval 

In conducting a review of a television adver- 
tisement under this section, the Secretary 



THE COMMITTEE ON ENERGY AND COMMERCE 

November 12, 2012 

MAJORITY MEMORANDUM 

TO: Members, Subcommittee on Oversight and Investigations 

FROM: Subcommittee on Oversight and Investigations Staff 

RE: Hearing on "The Fungal Meningitis Outbreak: Could It Have Been Prevented?" 

On Wednesday, November 14, 2012, at 10:00 a.m. in room 2123 of the Rayburn House 
Office Building, the Subcommittee on Oversight and Investigations will hold a hearing entitled 
"The Fungal Meningitis Outbreak: Could It Have Been Prevented?" 

This hearing will examine the facts surrounding the recent outbreak of fungal meningitis 
and other infections linked to contaminated injectable products made and distributed by the New 
England Compounding Center (NECC) in Framingham, Massachusetts. This hearing will also 
examine the history of complaints associated with NECC and its affiliated entities as well as 
related inspections and actions taken by the U.S. Food and Drug Administration (FDA) and the 
Massachusetts Department of Public Health (MDPH). 

I. WITNESSES 

Panel One 

Ms. Joyce Lovelace 

Panel Two 

Mr. Barry J. Cadden 
President, Co-Owner and Director of Pharmacy 
New England Compounding Center 

Panel Three 

The Honorable Margaret A. Hamburg, MD 
Commissioner 
U.S. Food and Drug Administration (FDA) 
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Dr. Lauren Smith, MD, MPH 
Interim Commissioner 
Massachusetts Department of Public Health (MDPH) 

II. BACKGROUND - THE CURRENT OUTBREAK 

This section of the memorandum details the facts surrounding the current outbreak and 
the investigation of the outbreak by State and Federal regulators. In Part III, the memorandum 
describes the history of Federal and State inspections of NECC and resulting regulatory actions 
since the Massachusetts Board of Registration in Pharmacy (MBP or Massachusetts Board of 
Pharmacy) approved the company's pharmacy license in 1998. 

A. The Fun gal Meningitis Outbreak 

As of November 9, 2012, the Centers for Disease Control and Prevention (CDC) has 
confirmed that 32 people have died and 438 people have been sickened across 19 states after 
receiving contaminated injectable products made and distributed by NECC. 

The first case of meningitis connected to this outbreak was confirmed on September 18, 
2012, in Tennessee. On September 21, 2012, CDC was notified by the Tennessee Department of 
Health (TDH) of a patient with the onset of meningitis approximately 19 days after receiving an 
epidural steroid injection at an ambulatory surgical center in Nashville. By September 24, 2012, 
TDH officials contacted MDPH informing them that it was investigating an outbreak of fungal 
meningitis in six patients at the same Nashville facility, with onsets between July 30 and 
September 18, 2012. All six patients had received the same injectable steroid, preservative-free 
methylprednisolone acetate (80 mg/ml), compounded and distributed by NECC. 

On September 25, 2012, CDC informed FDA of the situation and that three lots of 
methylprednisolone acetate were suspected. Methylprednisolone acetate is a type of injectable 
steroid suspension often used to treat pain and swelling. MDPH convened a multi-agency 
teleconference with CDC, FDA, and Tennessee officials. Mr. Barry Cadden and Mr. Gregory 
Conigliaro, principal owners of NECC, joined the call as well. Mr. Cadden and Mr. Conigliaro 
immediately provided documentation of all facilities that had received shipments from the three 
suspect lots of methylprednisolone acetate. On September 26, 2012, NECC instituted a 
voluntary recall of the suspect lots. In total, 17,676 doses had been shipped to customers in 23 
states. More than 14,000 patients had already received a potentially contaminated injection. 
Based on surveillance efforts, CDC soon identified a patient in North Carolina displaying 
symptoms of meningitis after receiving an injection from one of the suspect lots. 

From September 26, 2012, through October 5, 2012, investigators from FDA's New 
England District Office (FDA NWE-DO) and MDPH inspected the NECC facility. During their 
inspection, State and Federal investigators observed visible black particulate matter in sealed 
vials of purportedly sterile methylprednisolone acetate that had been returned to NECC. MDPH 
noted that NECC's records showed inconsistencies in sterilization processes. The Massachusetts 
Board of Pharmacy voted to obtain a voluntary surrender of NECC 'S license, which NECC 
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agreed to on October 3. NECC also agreed to a voluntary recall of all products intended for 
injection into the area around the spinal cord or brain. On October 4, FDA and MDPH 
confirmed that fungal contamination had been identified in a vial from one of the suspect lots. 
FDA and CDC recommended that all health care professionals cease use and remove any 
material produced by NECC from their facilities.' On October 6, NECC announced a voluntary 
recall of all NECC products currently in circulation. On October 8, Mr. Cadden and Mr. Glenn 2 voluntarily ceased practice as pharmacists pending completion of the 3 In 
addition to the evidence of contamination, investigators also found evidence that the NECC had 
not been compounding drugs for patient-specific prescriptions. Instead, the NECC accepted 
patient lists generated by a clinical facility and provided to NECC for the purpose of obtaining its 
products. On October 16, agents from FDA's Office of Criminal Investigations, along with local 
authorities, raided the NECC Framingham, Massachusetts facility. 

The MDPH and FDA also inspected two other companies owned by Barry Cadden, 
Ameridose, LLC (Ameridose) and Alaunus Pharmaceutical, LLC (Alaunus) on October 10, 
2012, and October 14, 2012, respectively. NECC, Ameridose, and Alaunus share common 
ownership and corporate structures. Cadden is a co-owner of Ameridose, a pharmacy and 
wholesaler based in Westborough, Massachusetts, and Alaunus, a wholesaler located next to 
NECC in Framingham. Cadden, his wife, Lisa Conigliaro-Cadden, her brother, Gregory 
Conigliaro, and his wife, Carla Conigliaro, serve as directors of all three companies. Based on 
their shared ownership, MDPH requested that Ameridose and Alaunus cease all pharmacy 
operations and the manufacturing and distribution of any products. According to MDPH, Mr. 
Cadden agreed to immediately resign as manager, director and from any other management 
position at NECC, Ameridose, and Alaunus. 

The FDA's investigation of the fungal meningitis outbreak has expanded beyond 
NECC's methylprednisolone acetate product. For example, FDA confirmed the report of a 
patient with meningitis-like symptoms potentially caused by epidural injection of a different 
NECC product, triamcinolone acetonide. In addition, one transplant patient developed a fungal 
infection after having been administered NECC-produced cardioplegic solution during surgery. 
Based on these reports, FDA announced that the sterility of any injectable drugs, including 
ophthalmic drugs that are injectable or used in conjunction with eye surgery, and cardioplegic 
solutions produced by NECC are of significant concern. FDA recommended that patients who 
received these products on or after May 21, 2012, be alerted to the potential risk of infection. 

1 FDA subsequently released definitive laboratory confirmation of the presence of fungal contaminants in sealed 
vials of methylprednisolone acetate in two of the three suspected lots from NECC. As of November 3, 2012, testing 
of the third lot, as well as other NECC products, was ongoing. 
2 MDPH referred to Mr. Chin as a ] at NECC" in its preliminary investigative report. MASS. DEP'T OF PUB. 

HEALTH, NEW ENGLAND COMPOUNDING CENTER (NECC) PRELIMINARY INVESTIGATION FINDINGS: BD. OF 

REGISTRATION IN PHARMACY REPORT, at 7 (Oct. 23, 2012) hereinafter, "MDPH OCT. 23, 2012 REPORT"I. In a 
discussion with Committee staff, Mr. Chin's counsel stated that he started with the company on April 21, 2004 and 
was the compounding pharmacist in one of NECC's clean rooms until the company ceased operations. 

On October 22, 2012, MBP authorized MDPH staff to request voluntary permanent surrender of the licenses of 
Barry Cadden, Glenn Chin, and Lisa Conigliaro-Cadden, as well as NECC. According to MDPH, in response to an 
inquiry from Committee staff on November 4, this process is ongoing. 
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FDA reported on October 31, 2012, that Ameridose was voluntarily recalling all of its 
unexpired products in circulation. While the investigation remained open at the time of the 
announcement, FDA stated that its preliminary findings raised sterility concerns. The agency 
further clarified that the recall was not based on reports of patients with infections associated 
with any Ameridose product. 

On November 1, 2012, FDA and CDC released laboratory results that confirmed 
contaminants in two other NECC products: preservative-free betamethasone repository injection 
and cardioplegia solution. Bacteria were present in three separate lots of betamethasone and in a 
single lot of cardioplegia solution. CDC continues to investigate reports of potential infections 
in patients receiving NECC products. As of November 1, CDC had not received reports of 
laboratory-confirmed cases of infection due to bacteria present in betamethasone or cardioplegia 
solution from NECC. 

B. Preliminary Findings Released by State and Federal Regulators Regarding the 
Outbreak 

On October 23, 2012, MDPH issued a Board of Registration in Pharmacy Report setting 
forth its preliminary findings relating to the ongoing investigation into the 4 In 
addition, on October 26, 2012, FDA released its inspectional observations as well as a 
corresponding Form FDA 483 (483) to 5 

As previously discussed, investigators from FDA NWE-DO and MDPH first visited the 
NECC facility in connection with this outbreak on September 26, 2012. According to MDPH, 
upon arriving at NECC, investigators found NECC employees cleaning sterile compounding 
areas. They also detected signs of bleach 6 Despite NECC's apparent attempt 
to present the facility as compliant, State investigators still identified "serious deficiencies and 
significant violations of pharmacy law and regulations that clearly placed the public's health and 
safety at 7 

During the facility inspections, MDPH documented numerous deficiencies and 
violations, including the following: 

See MDPH OCT. 23, 2012 REPORT, supra note 2. MDPH noted that this report constitutes early findings that may 
be subject to revision as the investigation unfolds. Id. at 2. 

See U.S. FOOD & DRUG ADMIN., NEW ENGLAND COMPOUNDING CENTER FORM FDA 483 (Oct. 26, 2012), 
available at 

AElectronicReadingRoom/UCM325980.pdf hereinafter, "FDA OCT. 26,2012 FORM 483"]. FDA issues a Form 483 
at the end of an inspection when the investigators believe that the observed conditions or practices, in their 
judgment, may indicate violations of the Food, Drug, and Cosmetic Act or any related regulations. FDA has stated 
that its goal in issuing a 483 is to have the company act quickly to correct potential violations. The FDA considers 
the 483 along with an Establishment Inspection Report (EIR), prepared by FDA investigators, and any other 
information, including any responses received from the company. The agency then considers whether further action 
is appropriate. 
6 MDPH OCT. 23, 2012 REPORT, supra note 2, at 6. 

1d. at2. 
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• NECC distributed large batches of compounded sterile products directly to facilities for 
apparent general use rather than requiring a prescription for an individual 8 

• NECC distributed two of the recalled lots of methylprednisolone acetate prior to 
receiving results of sterility 9 

• Final sterilization of product did not follow proper standards pursuant to United States 
Pharmacopeia Standard 797 (USP 797) and NECC's own Standard Operating 
Procedures. 

• NECC failed to test its autoclaves to ensure proper function. 

• Visible black particulate matter was seen in several recalled sealed vials of 
methylprednisolone acetate. 12 

• "Tacky" mats located outside the clean room were visibly soiled with assorted debris, 
violating USP 79713 

• A leaking boiler adjacent to the clean room had created a pool of water, an environment 
susceptible to contaminant 14 
FDA investigators documented similar observations in the 483, as well as additional 

problems with NECC's ability to maintain its clean room and ensure the sterility of its products, 
as further supported by sample testing results. FDA's observations included the following: 

• Eighty-three vials out of a bin containing 321 vials of methylprednisolone acetate from 
one of the suspect lots contained what appeared to be greenish black foreign matter. 
Seventeen vials from the same bin were observed to contain what appeared to be white 
filamentous material. Fifty of these vials were sent to an FDA laboratory for testing and 
all 50 tested positive for microbial 15 

Id at3. 
1d. at 4. MDPH noted that while NECC's records showed that the sterility tests found no contamination, the 
adequacy of NECC's sterility testing methods remained under examination. 
'°Id. 

Id. An autoclave is a device used to sterilize equipment by subjecting it to high pressure steam. If done properly, 
all bacteria and fungi would be inactivated. 
1d. 
13 Id. A clean room is an enclosed space that is designed and maintained to have a controlled environment with low 
levels of airborne particles and surface contamination. Production of sterile drug products in a properly functioning 
and maintained clean room reduces the risk of the introduction of microbial contamination into the drug during 
processing, including filling into its final container. 
Id. at5. 
15 FDA OcT. 26, 2012 FoRM 483, supra note 5, at 1. 
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• NECC provided no documentation or evidence to support that the autoclave used to 
sterilize suspensions formulated using non-sterile active pharmaceutical ingredients and 
raw materials was 6 

• NECC is abutted to the rear by a recycling facility producing airborne particulates. 
NECC rooftop HVAC units were estimated to be located approximately 100 feet from the 
recycling 7 

• NECC's air conditioning was turned off at night, including in the clean rooms, despite the 
importance of maintaining a consistent temperature and level of 8 

• NECC's own environmental monitoring program yielded violative levels of bacteria and 
mold in clean rooms used for the production of sterile drug products, between January 
2012 and September 2012. Despite the company's action limits having been exceeded, 
there was no investigation conducted by the company, no identification of the isolates, no 
product impact assessments conducted, and no documented corrective actions taken to 
remove the microbial contamination from the 9 
Further, according to Steven Lynn, Director of FDA's Office of Manufacturing and 

Product Quality, on an October 26, 2012, media call describing FDA's observations and test 
results, there was overgrowth of bacteria or fungi in at least one sample testing dish. When 
asked to clarify what he meant, Mr. Lynn stated, "Think of a plant just growing out of ° 

III. HISTORY OF STATE AND FEDERAL INVESTIGATIONS OF NECC 

While investigating the meningitis outbreak over the last six weeks, FDA and MDPH 
investigators have observed many serious deficiencies and significant violations of law and good 
compounding practices. These violations, however, were not a first for NECC. Documents 
produced to the Committee by the FDA and the Massachusetts Board show that NECC has a 
long history of very similar, if not identical, underlying misconduct. Some of the violations 
observed by regulators as early as 2002 include the company's failure to maintain adequate 
safeguards for sterile injectable products the very issue at the center of the current meningitis 
outbreak. In fact, since the company's formation, FDA conducted three prior series of 
inspections of NECC, each based on a separate set of allegations or events, issuing two Form 
483s in 2002 and 2003 and one Warning Letter in 2006. The Massachusetts Board of Pharmacy 
has an even more extensive history with NECC. Prior to this outbreak, the Board had 
investigated at least twelve separate complaints concerning NECC or Mr. Cadden, issued at least 

1d. 
1d. at7. 
1d. at 1. 

1d. 
20 Media Call, U.S. Food & Drug Admin., FDA Media Call: Fungal Meningitis Outbreak FDA Inspection 
Observations (Form 483) at NECC (Oct. 26, 2012) (statement of Steven Lynn, Dir., Office of Mfg. & Product 
Quality, Office of Compliance, Ctr. for Drug Evaluation & Research, FDA). 
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four advisory letters and/or informal reprimands, and entered into a consent agreement with the 
company in 2006. 

Set forth below is the chronology of FDA's and the Massachusetts Board's inspections 
and involvement with the NECC, including any resulting administrative actions. 

A. Formation of NECC 

On May 12, 1998, MBP approved NECC's pharmacy license. Mr. Barry Cadden was 
listed as the managing pharmacist. Less than a year later, in April 1999, MBP filed a complaint 
against Mr. Cadden for providing a practitioner with blank prescription pads referring to NECC, 
in clear violation of MBP ' The MBP Complaint Committee reviewed the 
complaint on October 19, 1999, and voted to issue an informal reprimand to Mr. Cadden and 
NECC and dismiss the case. 

NEC C's efforts to market its products were the subject of additional complaints starting 
in 2001. On June 27, 2001, MBP staff completed an investigation into a report submitted by the 
Idaho Board of Pharmacy that NECC was soliciting business for drug products which should 
have been discontinued by the manufacturer. In addition, on April 18, 2002, MBP received a 
letter from the Nevada Board of Pharmacy describing allegations of NECC selling non FDA- 
approved products to physicians in Nevada. Committee staff is unaware of any additional 
administrative or disciplinary actions taken as a result of these reports. 

Further, based on various complaints of unprofessional conduct and failure to adhere to 
standards of practice between 2002 and 2004, MBP issued three advisory letters to Mr. Cadden 
and NECC on September 30, 2004. Each of the advisory letters addressed complaints made by 
out-of-state pharmacists or practitioners in Texas, South Dakota, Iowa, and Wisconsin. Each of 
these complaints related to NECC's solicitation of out-of-state prescriptions for office use. The 
three advisory letters issued by the Massachusetts Board stated that the letters did not constitute 
disciplinary action but communicated the Board's concern regarding the conduct that was the 
basis for the complaint. The letters requested that NECC adopt "quality assurance measures. 
to reduce the risk of 22 

B. 2002 Inspections Related to Betamethasone Repository Injection 

In March 2002, two adverse events were reported to FDA through its MedWatch 23 Both adverse events involved epidural betamethasone repository injections 

21 247 CMR § 9.0l(l),(13). 
22 Advisory Letter from James T. Devita, President, Mass. Bd. of Registration in Pharmacy, to Bany Cadden, 
Manager of Record, New England Compounding Ctr. (Sept. 30, 2004) (Docket Nos. DS-03-060, PH-03-070 
Texas). See also Advisory Letter from James T. Devita, President, Mass. Bd. of Registration in Pharmacy, to Barry 
Cadden, Manager of Record, New England Compounding Ctr. (Sept. 30, 2004) (Docket Nos. DS-04-062, PH-04- 
161 Iowa and Wisconsin) and Advisory Letter from James T. Devita, President, Mass. Bd. of Registration in 
Pharmacy, to Barry Cadden, Manager of Record, New England Compounding Ctr. (Sept. 30, 2004) (Docket Nos. 
DS-03-036, PH-03-042 South Dakota). 
23 The investigative report corresponding to an April 16, 2002 FDA Form 483 states that FDA investigators 
contacted the MedWatch reporter who informed them that "a total of probably 5 incidents occurred after using 
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(betamethasone acetate and betamethasone sodium phosphate suspension 6 mg/mi), from the 
same lot compounded and distributed by NECC. Like methylprednisolone acetate, 
betamethasone repository injections are steroid solutions often used to treat pain and swelling. 
FDA alerted the MBP and invited them to participate in an inspection commencing April 9, 
2002. FDA noted in its investigative report that the agency had no previous investigation or 
inspection history with the firm, though MBP had inspected NECC in the past. 

While the investigation was underway, FDA investigators were informed of the fact that 
this was the same formulation compounded by a pharmacy in California that was associated with 
numerous hospitalizations (including five cases of meningitis, three of which were fatal) in 
Walnut Creek, California the previous year. Before detailing areas of concern and related 
discussions with NECC management, FDA' s investigative report states, "Very similar 
operational problems existed with the California Compounding Pharmacy that were encountered 
with 24 

On the day the inspection began, Barry Cadden was identified as the Owner and Director 
of Pharmacy at NECC. He identified his wife, Lisa Cadden, as Vice President and introduced 
her to investigators on the second day of the inspection. According to the report, Mr. Cadden 
stated that NECC had eight employees, three of whom were involved in compounding, though he 
was the only individual who compounded sterile product. He informed investigators that "they 
fill patient specific prescriptions only, and that they have no wholesale 25 

According to FDA's inspection report, on the first day of the inspection, "Mr. Cadden 
was cooperative and] supplied some documents. The second day of the inspection, Mr. Cadden 
had a complete change in attitude and] basically would not provide any additional information 
either by responding to questions or providing records. Mr. Cadden challenged FDA 
jurisdiction/authority to be at his 26 FDA investigators were initially "allowed to 
review and were furnished with copies of records related to the compounding of Betamethasone 
Repository Injection," though by the second day, "Mr. Cadden stated that he was no longer 
willing to provide us with any additional records, unless we would identify the specific lot. 

subject Betamethasone on patients." U.S. FOOD & DRUG ADMIN., FDA INSPECTION REPORT OF NEW ENGLAND 

COMPOUNDING PHARMACY, INC., at 4 (Apr. 16, 2002) hereinafter, "FDA APR. 16,2002 INSPECTION REPORT"]. In a 
February 2003 presentation to MBP, FDA identified the adverse events as "dizziness, shortness of breath, 
diaphoresis, drop in blood pressure to 55/44." U.S. Food & Drug Admin., Inspectional History of New England 
Compounding Center (NECC), Presentation to Bd. of Registration in Pharmacy, Div. of Health Professions 
Licensure, Dep't of Pub. Health, Commonwealth of Mass. (Feb. 5, 2003) hereinafter, "Feb. 5, 2003 FDA 
Presentation"]. 
24 FDA APR. 16, 2002 INSPECTION REPORT, supra note 23, at 3. 
25 Id. at 6. 
26 Id. at 2. Questions and discussion regarding issues related to FDA's jurisdiction and authority are addressed in 
detail later in this memorandum. With respect to the April 2002 inspection, the FDA investigative report cites § 

704(a) of the FDCA, which describes the nature of FDA inspectional authority with regard to drug manufacturers, 
pharmacies, and other entities, and specifically excludes traditional retail pharmacies, operating in accordance with 
local pharmacy laws, from being obligated to furnish certain records. The report summarizes, that the investigators' 
inspectional authority at pharmacies operating in a retail capacity consists of being able to "enter, at reasonable 
times (Section 704(a)(l)(A), and inspect, at reasonable times, and within reasonable limits and in a reasonable 
manner (Section 704(a)(1)(b), the establishment and its equipment and operations. However, the owner of the 
pharmacy is not obligated to furnish records, as is normally the case when a facility that processes drug products is 
being inspected." Id. 
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that was the focus of this investigation. Since we had been specifically directed by FDA's 
Office of Compliance in the Center for Drug Evaluation and Research (CDER)] not to divulge 
this lot number, we were not in a position to comply with Mr. Cadden's request. From this point 
on, no additional records were provided or 27 

Nonetheless, FDA investigators had managed to obtain a printout of the betamethasone 
products compounded by NECC in 2002 and identified the suspect lot on the list, which 
according to the lot number was compounded on February 1, 2002. Mr. Cadden informed FDA 
that there were no compounding records associated with the suspect lot number. According to 
FDA's report, Mr. Cadden stated that he did not believe betamethasone was ever compounded 
for that lot number, although FDA noted that Mr. Cadden "could not provide any documents to 
support his belief, such as a cancelled lot 28 Further, FDA investigators contacted the 
healthcare professional who reported the adverse events to confirm that the suspect lot existed. 
That individual informed FDA that he had returned the betamethasone product to NECC and, in 
fact, had spoken by telephone to Mr. Cadden about the 29 

While FDA's investigative report did not mention any test results of the suspect lot in 
question, the MBP report stated, "The FDA was concerned regarding a specific date the Batch of 
Betamethasone Repository 6mg/ml was compounded. The error was first reported in March 
2002. The unnamed facility conducted sterility and Endotoxin tests on the product prepared by 
NECC, the results indicated a positive test for ° While FDA did not include this 
specific test result in its investigative report, FDA did discuss other positive endotoxin test 
results of betamethasone samples from NECC lots. 

According to the FDA report, on April 9, 2002, "Mr. Cadden stated on/about 3/19/02 
through 4/6/02 he received ARL (Analytical Research Laboratories)] results positive for 
endotoxin (greater than 100 ppb). . . . He stated these lots (about 4 lots total) were awaiting 
disposal at his facility." 31 After changing the suspending agent based on research he conducted, 
Mr. Cadden informed investigators that he made an additional lot on April 6, 2002. He stated 
that he "sent his samples to ARL, then left the product beaker covered with aluminum foil on the 
magnetic stirrer in the hood awaiting lab results" and that it "could take anywhere from seven to 
ten days to obtain lab 32 When questioned about this practice, "Mr. Cadden stated he 
didn't want to waste the money on vials or the effort in transfilling the vials if the 4/6/02 lot 
failed testing. He stated he would transfill the vials upon receiving satisfactory lab 33 
FDA investigators "discussed with Mr. Cadden that this was not an acceptable process for 
maintaining product 34 When FDA investigators returned to NECC on April 10, "the 

Id at3. Id at4. 
29 Id. 
MAs5. DEP'T OF PUB. HEALTH, INVESTIGATION REPORT OF NEW ENGLAND COMPOUNDING CENTER & BARRY 

CADDEN, at 5 (Mar. 4, 2004) hereinafter, "MDPH MAR. 4, 2004 INVESTIGATION REPORT"I. 
31 FDA APR. 16, 2002 INSPECTION REPORT, supra note 23, at 7. Analytical Research Laboratories (ARL) is a third- 
party analytical testing lab located in Oklahoma City, Oklahoma that NECC has sent samples to for sterility and 
endotoxin testing since at least 2002. 
32 Id. 

Id. 
Id. 
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hood was clean and Mr. Cadden was asked the whereabouts of the 4/06/02 lot. He stated he 
received negative lab results the night before, and had transfilled the lot into vials that morning. 
He accredited the positive endotoxins to the previous suspending 35 FDA did not 
comment on this assertion, nor is it known how long Mr. Cadden had been using the previous 
suspending agent. According to the report, "The FDA investigator suggested to Mr. Cadden that 
he retest the 4/6/02 lot again after transfihling the vials since the product sat in a beaker for 5 

days," which he agreed to 36 
After completing the inspection, FDA investigators concluded that d]ue to 

jurisdictionlconfidentiality restrictions, this FDA investigation could not proceed to any 
definitive resolution of issues raised in the FDA] Headquarters assignment" and that individuals 
in CDER's Office of Compliance "were fully informed of problems/barriers that were 
encountered throughout the 37 FDA's investigative report was finalized on April 16, 
2002. Prior to concluding the investigation, FDA investigators spoke with officials in CDER's 
Office of Compliance and FDA NWE-DO about NECC's "poor practices and areas of concern" 
and "impressed upon them] that due to limitations on information gathering and access to 
records, the FD-483 observations could not/would not be supported with 38 
Nonetheless, "FDA Investigators were directed to issue the 483 (even in light of the lack of 39 The observations in the 483 focused primarily on two violations: the sterility 
of the betamethasone product and NECC's failure to account for records related to the suspect lot 
of betamethasone, which subsequently tested positive for ° 

After issuing the 483, Mr. Cadden was given an opportunity to respond to FDA 
investigators' observations during an exit interview. With regard to the sterility of the beaker, 
and keeping the solution in the beaker for seven to ten days while waiting for test results, Mr. 
Cadden claimed that this was not his usual ' FDA's report also indicated that Mr. 
Cadden provided contradictory information to the agency. During the exit interview, Mr. 
Cadden claimed that the beaker capped with foil "didn't contain the betamethasone 42 

The report completed by the Massachusetts Board substantiated FDA's observations 
about NECC's practices. Specifically, it noted that the beaker remained in the hood capped with 
foil while tests were conducted, a process which could take up to seven 43 

In February 2003, following the April 2002 inspections with FDA, the MBP filed formal 
complaints against NECC and Mr. Cadden "based on the failure to adhere to standards of 
practice for compounding prescriptions. Specifically, the pharmacy and pharmacist engaged in 
unprofessional conduct as exhibited :] failing to follow guidelines, sterility procedures, record 

Id. 
36 Id. 
1d. at5. 
1d. 
1d. 
See U.S. FOOD & DRUG ADMIN., NEW ENGLAND COMPOUNDING PHARMACY, INC. FORM FDA 483 (Apr. 16, 2002) 
hereinafter, "FDA APR. 16, 2002 FORM 483"I. 
41 

See FDA APR. 16, 2002 INSPECTION REPORT, supra note 23, at 10. 
42 Id. 
See MDPH MAR. 4, 2004 INVESTIGATION REPORT, supra note 30, at 6. 
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keeping requirements, and] batch records requirements], and] failing to provide certificates of 
analysis, rroof of sterility testing, Endotoxin test results, batch numbers and prescriptions upon 
request." 

On February 7, 2003, the MBP investigator requested that NECC provide responses to 
certain questions raised during the investigation. Documents produced to the Committee show 
that the Massachusetts Board found that NECC took certain corrective measures in February 
2003, including hiring a consultant to develop policy and 45 The MBP subsequently 
conducted follow-up inspections on February 20, 2003, and one year later on February 20, 2004. 
According to the MBP report, the investigator found the facility was in 46 Even so, 
the MBP investigator recommended that the Board issue a formal reprimand to NECC. 
According to the report, which was signed by the investigator and her supervisor on March 4, 
2004, the investigator based her decision on NECC's "history as it d] to prior concerns of 
the Board agents since 

One particular concern, which was raised between the investigator's April 2002 
inspections with FDA and her recommendation for formal reprimand, may have informed her 
decision. In October 2002, FDA investigators informed the MBP that a second incident with 
NECC had occurred, this one involving methylprednisolone 48 

C. 2002 Inspections Related to Methylprednisolone Acetate 

On October 2, 2002, CDER's Office of Compliance requested an FDA NWE-DO 
investigation to obtain information regarding three MedWatch reports associated with the use of 
methylprednisolone acetate that was compounded by NECC in May 2002. According to FDA's 
investigative report, the three MedWatch reports were reported by a physician and the chief 
pharmacist at a hospital in Rochester, New York and detailed adverse events that occurred in two 
patients on July 17, 2002, after they had received inrathecal injections. After speaking with 
hospital staff, FDA documented that both patients were hospitalized with meningitis-like 
symptoms, received antibiotics, and fully recovered. Hospital staff reported that the vials from 
the same lot distributed by NECC were tested at the hospital and confirmed positive for bacteria. 
When asked about actions taken by the hospital, the hospital's chief pharmacist stated that he 
"instructed his staff to remove all the methylprednisolone acetate injectable with the affected lot 
number from the hospital 49 The hospital's quality assurance supervisor stated that she 
first contacted Mr. Cadden on or about July 23, 2002, "to make him aware of the adverse 50 She informed the FDA investigator that "she does not believe the hospital] returned 
any of the vials to NECC" and that s]he believes they were all retained for FDA sampling and 
hospital investigative ' 
1d. at4. 

Id. at 6. 
46 

See id. at Attachment 1. 
1d. at9. 
1d. at7. 
U.S. FOOD & DRUG ADMIN., FDA INSPECTION REPORT OF NEW ENGLAND COMPOUNDING CENTER, at 4 (Feb. 10, 
2003) hereinafter, "FDA FEB. 10,2003 INSPECTION REPORT"]. 
1d. at5. 
51 Id. 
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On September 9, 2002, FDA's New York District Office collected a sample from the 
hospital, purportedly from the suspect lot. The sample was then sent to FDA's Northeast 
Regional Lab (NRL) for sterility and endotoxin testing. However, according to FDA's report, 
NRL "was unable to perform the sample analysis until 4 days after the compounded product's 
expiration date" and the sample collected from the hospital was from "a different lot than the 
MedWatch 52 

FDA and MBP investigators first visited NECC in relation to the adverse events 
associated with methylprednisolone acetate on October 24, 2002. FDA's investigation report 
noted that FDA last inspected NECC in April 2002 and a 483 was issued to Mr. Cadden citing 
"sterility issues pertaining to the transfilling practices for betamethasone repository 53 
The report further stated that t]he practices that were cited on the previous FDA 483 were not 
in place and therefore the correction of these items was not an issue" during the current 54 The report also highlighted the fact that since April 2002, NECC's operating space 
approximately doubled in size and it was now "planning on marketing and selling compounded 
products in all 50 U.S. states per Mr. Cadden." 

Mr. Cadden informed the FDA inspector that he had been "telephoned by an employee 
from the Rochester hospital] to notify him of the adverse reactions" and that the employee "told 
him the adverse reactions were due to 'administration errors' since the injections were 
administered 56 According to FDA's investigator, Mr. Cadden stated that the 
hospital had in fact "returned vials of the affected product to the firm and that NECC sent a 
sample of the returned product to its contract laboratory EARL] for test results, 
which were reported to the FDA investigator on August 22, 2002, came back negative for 
endotoxin content and microbial contamination. 

On December 11, 2002, FDA NRL informed FDA NWE-DO that four out of fourteen of 
the vials it sampled from the lot provided by the New York District Office tested positive for 
bacteria. On December 12, FDA and MBP investigations returned to NECC with the test results 
to "determine what his intentions would be regarding the compounded 58 Mr. Cadden 
informed them that "NECC had conducted a recall of the product in August a fact that 
he failed to share with the investigators during the October 24 inspection. When asked about 
details of the recall, Mr. Cadden stated that he had "received 500-600 vials back from customers 
as a result of the recall. He retested one (1) of these vials for sterility and endotoxin and the 
results were 60 The inspectors were understandably concerned that this was not a 

52 Id. 
Id. at 3. 

1d. at 1. 

Id. at 3. 

1d. at7. 
Id. 

1d. at8. 
Id. 

60 Id. 
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representative sample and explained to Mr. Cadden that "the USP contains guidance on sample 
sizes in relation to lot ' 

While at the firm on December 12 and again on December 18, 2002, inspectors collected 
samples of methylprednisolone acetate as well as betamethasone repository injection. According 
to FDA's report, t]hese compounds were chosen because they were associated with the current 
and April 2002 MedWatch reports" and are "compounded by similar methods according to Mr. 62 One FDA investigator returned to NECC on January 14 and 15, 2003. Mr. Cadden 
notified him that "if he] had any other requests or questions pertaining to any of their procedures 
and compounding activities, he] was to put his] requests or questions in 63 According 
to the investigator, Mr. Cadden brought this up when the investigator "requested the address and 
name of customers who received the suspect lot of] methylprednisolone . . . acetate] injection. 

•,,64 The investigator followed up after the inspection with a written request for the names and 
customers. Neither Mr. Cadden nor his lawyer chose to respond to the written request and still 
had not done so when, weeks later on February 10, 2003, the FDA issued NECC a 483 that 
detailed concerns observed during the 65 

On February 5, 2003, prior to FDA's issuance of the Form 483 to NECC, a meeting was 
convened with officials from FDA NWE-DO, CDER's Office of Compliance, and MBP in order 
to "review the inspectional history of the New England Compounding Center and develop a joint 
strategy for achieving safe compounding practices at the 66 The immediate concern was 
determining how to ensure the outstanding violative betamethasone was removed from 
commerce. Asserting its authority under section 50 1(b) of the FDCA, FDA discussed its ability 
to seize the adulterated lot that "is still within 67 While NECC did ultimately agree to a 
voluntary recall, officials also discussed alternative courses of action they should consider. 
CDER officials "reminded everyone that in a similar situation with a South Carolina 
compounding pharmacy, FDA issued a press release when the firm failed to take recall action in 
a timely 68 Based on a PowerPoint slide deck attached to an FDA memorandum 
describing the February 5, 2003, meeting, it is clear that FDA was discussing a fungal meningitis 
outbreak that had occurred a few months prior in South Carolina associated with 
methylprednisolone acetate compounded by a facility in Spartanburg, South Carolina, which 
ultimately resulted in two 69 
61 Id. Mr. Cadden informed investigators on December 18, 2002, in a related discussion about sample sizes, that he 
"used the recommendations of his contract laboratory (ARL)." Id. at 9. 
1d at8. 
63 Id. at 11. 
64 Id. 
65 

See id. 
66 Memorandum from Kristina Joyce, Consumer Safety Officer, New England Dist. Office, FDA & Mark 
Lookabaugh, Compliance Officer, New England Dist. Office, FDA, to Central File, February 5, 2003 Meeting with 
Massachusetts Board of Pharmacy/Division of Professional Licensure (239 Causeway Street, Boston, MA 02114), at 
1 (Feb. 24, 2003) hereinafter, "Feb. 24, 2003 FDA Memorandum"]. 
1d. at2. 
68 Id. 
69 

See Feb. 5, 2003 FDA Presentation, supra note 23, at 7-8. See also David Brown, Previous Fungal Meningitis 
Outbreak a Decade Ago Resulted in No Oversight Changes, WASH. POST (Nov. 5, 2012), 
http ://www.washingtonpost.comlnational/health-science/previous-fungal-meningitis-outbreak-a-decade-ago- 
resulted-in-no-oversight-changes/20 12/11/05/841 7d84e- 1 fa8- 11 e2-9cd5-b55c3 83 88962_story.html. 
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At this point, a] discussion was held to decide if NECC should be considered a 
manufacturer or a compounder," which would govern how to handle the betamethasone recall, 
but also inform ways to address "NECC's poor compounding practices that] would not 
necessarily be ultimately resolved by such an 70 It was decided that "current findings 
supported a compounding role" and that "the state would be in a better position to gain 
compliance or take regulatory action against NECC as ' It is noteworthy that after 
closing out the inspection report by issuing the 483 and convening this meeting with State 
officials, FDA's primary NECC investigator and her supervisor recommended that the "firm be 
prohibited from manufacturing until they can demonstrate ability to make product reproducibly 
and 72 They further noted that if the State was "unwilling to take action, they] ed the] firm be enjoined for GMP 73 

With respect to next steps, it was agreed that the State would ask Mr. Cadden "to appear 
before the Board of Pharmacy to answer to the current 74 MBP counsel Susan 
Manning discussed the fact that "Massachusetts pharmacy law states that pharmacists must act in 
accordance with USP recommendations" and that "this alone would imply he could be held to 
those standards by the 75 In addition, she stated that "although the state's authority does 
not include the ability to fine pharmacists, the state is able to take actions against a pharmacy's 
license, including revocation and 76 It was agreed that CDER's Office of 
Compliance "would work on documenting the deviations from USP standards for the 77 
Furthermore, among other things, the State requested from FDA examples of previous consent 
agreements and MedWatch reports regarding adverse events from products compounded by 78 

The February 5, 2003, meeting concluded by FDA "emphasizing the potential for serious 
public health consequences if NECC's compounding practices, in particular those relating to 
sterile products, are not 79 FDA acknowledged that "so long as a pharmacy's 
operations fall within the scope of the practice of pharmacy (as outlined in FDA's Compliance 
Policy Guide 460.200), FDA will generally continue to defer to state authorities for regulatory 
oversight. In such cases FDA will seek to engage cooperative efforts aimed at achieving 
regulatory compliance and ensuring the safety and quality of compounded ° 

On February 10, 2003, FDA issued a Form 483 to NECC and met with Mr. Cadden to 
review the documented observations, which included inadequate documentation to verify 
whether sterile drug products met set standards, a failure to maintain complaint files, and a lack 

70 Feb. 24, 2003 FDA Memorandum, supra note 66, at 2. 
71 Id. 
US FOOD & DRUG ADMIN., FDA ESTABLISHMENT INSPECTION REPORT OF NEW ENGLAND COMPOUNDING 

CENTER, at 1 (Feb. 10, 2003) hereinafter, "FDA FEB. 10, 2003 ESTABLISHMENT INSPECTION REPORT"]. 
Id. 
Feb. 24, 2003 FDA Memorandum, supra note 66, at 3. 
Id. 

76 Id. 
Id. 

78 
See id. 

Id. 
Id at 3-4. 
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of documentation for the reported adverse events associated with the suspect lot of 
methyiprednisolone 81 In addition, FDA noted in the corresponding inspection report that 
results from the samples investigators collected from NECC "revealed that the firm has sterility 
and potency issues with injectable steroid suspensions (betamethasone repository USP and 
methylprednisolone acetate 82 During the meeting, Mr. Cadden was informed that "at this 
point the FDA is considering NECC a pharmacy compounder and not a drug 83 

On February 26, 2003, Mr. Cadden responded in writing to the 483 detailing a variety of 
corrective measures. He stated, "We are committed to complying with applicable laws and 
regulations, to ensuring high-quality care for our patients, and to upgrading our compounding 84 This letter was supplemented on May 16, 2003, detailing additional standard 
operating procedures that were being implemented at the facility related to compounding, as well 
as product and environmental testing protocols. Mr. Cadden noted "that while we are validating 
NECC sterile injectable] preparation processes, we are not subject to (nor are we voluntarily 
subjecting ourselves to) current good manufacturing practices (cGMP5) as promulgated by FDA, 
since we are a compounding pharmacy, not a 85 

With respect to Massachusetts, the MBP did not commence any regulatory actions until 
well over a year later, on September 21, 2004, when the Board voted unanimously in favor of 
proposing a consent agreement to NECC and Mr. Cadden to resolve the aforementioned 
complaints received and violations observed. Then-Executive Director of the MBP, Charles 
Young, formally offered Mr. Cadden the consent agreement on October 4, 2004, noting in a 
letter "that if you choose not to enter into the Agreement, the Board will proceed to a formal 86 

According to the terms of the proposed consent agreement, NECC would have to agree 
that it was entered into "as a result of an adverse event complaint report investigated by the U.S. 
Food and Drug Administration" alleging that NECC "failed to comply with accepted standards 
in compounding a certain order for methyiprednisolone 87 In addition, NECC would 
agree that this conduct "constitutes professional misconduct warranting disciplinary action by the 
Board" and that NECC and Mr. Cadden would be "REPRIMANDED by the Board and 
NECC's] pharmacy registration and Mr. Cadden's] pharmacist license would be] placed on 

81 
See U.S. FOOD & DRUG ADMIN., NEW ENGLAND COMPOUNDING CENTER FORM FDA 483 (Feb. 10, 2003) 

hereinafter, "FDA FEB. 10,2003 FORM 483"]. 
82 FDA FEB. 10, 2003 ESTABLISHMENT INSPECTION REPORT, supra note 72, at 1. 
83 FDA FEB. 10,2003 INSPECTION REPORT, supra note 49, at 20. 
84 Letter from Barry Cadden, Manager, New England Compounding Center, Inc., to Daryl A. Dewoskin, 
Investigator, FDA & Kristina M. Joyce, Investigator, FDA (Feb. 26, 2003) hereinafter, "Feb. 26, 2003 Cadden 
Letter"]. 
85 Letter from Barry Cadden, Manager, New England Compounding Center, Inc., to Daryl A. Dewoskin, 
Investigator, FDA & Kristina M. Joyce, Investigator, FDA (May 16, 2003) hereinafter, "May 16, 2003 Cadden 
Letter"]. 
86 Letter from Charles R. Young, Executive Dir., Mass. Bd. of Registration in Pharmacy, to Barry J. Cadden, 
Manager of Record, New England Compounding Ctr. (Oct. 4, 2004) (attaching proposed Consent Agreement). 
87 Proposed Consent Agreement, In the Matter of New England Compounding Center Registration No. 2848 Barry 
J. Cadden, R.Ph. License No. 21239, Docket Nos. DS-03-055, PH-03-066, at 1 (Mass. Bd. of Registration in 
Pharmacy, Oct. 4, 2004) hereinafter, "MPB Proposed Consent Agreement"]. 
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probation for a minimum three (3) year 88 During the probationary period, among other 
things, NECC and Mr. Cadden would have been required to develop and implement various 
policies and procedures, update the Board on a quarterly basis, and keep written reports of each 
adverse event 89 Finally, the agreement would have required NECC and Mr. Cadden to 
apply in writing for termination of the probationary period, which would be granted only if all 
the conditions had been 90 

On November 11, 2004, counsel for NECC and Mr. Cadden responded to MBP's offer of 
the consent agreement. Similar to the company's prior responses to FDA, the letter, addressed to 
MBP counsel Susan Manning detailed the various corrective measures that NECC had 
implemented and noted that they "address —and in some instances exceed the proposed 
probationary ' After noting subsequent inspections that had been conducted 
"without incident," NECC's counsel stated, "While I think it is fair to say that the product of 
NECC's interaction with the Board. . . is a success story, such would not be the case if the 
resolution were to include a disciplinary sanction (including the reprimand proposed in Mr. 
Young's letter). The collateral consequences to many, if not all of NECC's 42 other state] 
licenses, would be potentially fatal to the business. Such a catastrophe is clearly not the intended 
result of the Board's proposed reprimand, nor is it warranted in this case. The Board's mandate 
is to protect the public health safety and welfare, not to punish its 92 In conclusion, the 
attorney stated, "Mr. Cadden and NECC have demonstrated their commitment to remediation, 
and are prepared to continue to do so. In that regard, NECC and Mr. Cadden will agree to all of 
the probationary terms offered in Mr. Young's letter, and will further agree to bear the burden 
and cost of monitoring and reporting their compliance. That result could be accomplished 
through a non-disciplinary resolution such as a continuance (pending a period of monitoring) or a 
'stayed 93 On November 23, 2004, the MBP reviewed the "NECC response to the] 
proposed Consent Agreement" and voted unanimously "to deny the] request to revise 94 

Despite the October 4, 2004, letter stating that if NECC and Mr. Cadden chose not to 
enter into the consent agreement, the Board would proceed to a formal hearing, there is no 
documentation of any such hearing having occurred. However, on January 6, 2006, NECC and 
Mr. Cadden did sign a consent agreement with MBP, though the terms were significantly 
different from those proposed by the Board in 2004. As set forth in the next section of this 
memorandum, NECC and the Massachusetts Board eventually agreed to only a stayed 
probationary period of one year. 

D. 2004 Inspections and the 2006 Massachusetts Board Consent Agreement with NECC 

As evidence that MBP was aware of NECC's corrective measures and disciplinary action 
was unwarranted, NECC's counsel pointed out in his November 11, 2004, response letter that 

1d. at 1-2. 
1d. at2. 
90 Id. 
91 Letter from Paul R. Cirel, Counsel to Barry Cadden & New England Compounding Ctr., to Susan Manning, 
Counsel to Mass. Bd. of Registration in Pharmacy, at 1 (Nov. 11, 2004) hereinafter, "Nov. 11, 2004 Cirel Letter"]. 
92 Id. at 2-3 (internal citations omitted). 

Id. at 3 (internal citations omitted). 
Minutes of the Meeting of the Mass. Bd. of Registration in Pharmacy, at 2 (Nov. 23, 2004). 
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MBP had "inspected the facility three times since last February (twice, with a representative 
from the FDA were not to follow up on the 
underlying complaints and violations covered in the proposed consent agreement, but were to 
investigate new allegations. Further, these inspections revealed additional violations by NECC. 

On April 27, 2004, MBP had received a complaint from a Wisconsin pharmacist that 
raised concerns about the safety and legality of a product NECC was soliciting. According to the 
complaint, an NECC representative offered "a product to our plastic surgery physician that he 
calls extra strength triple anesthetic 96 During the conversation, NECC "related to the 
individual] that he would need a prescription for the product and that we could use the name of a 
staff member if we wanted to. He said 'other institutions have used a ']s 97 When 
questioned about the legality of this approach, "He assured her it was legal. He indicated that 
after we received the product it was up to us how we used it and to whom it was 98 
Separate from this complaint, MBP received "an e-mail sent to the Board by a pharmacist 
practicing in Iowa. According to the complaint.. . NECC] is advertising compounded 
prescription products which may constitute manufacturing since they purport to be used by 
multiple patients using the same prescription 99 

On September 21, 2004, MBP assigned an investigator to "conduct a joint/inspection 
with FDA. . . It is alleged that NECC] is ing] non-FDA product Trypan Blue Dye to 
be used as a capillary stain during cardiac procedures. This dye is not approved for this 100 
On September 23, 2004, investigators from MBP and FDA NWE-DO visited NECC. According 
to a January 26, 2005, memorandum drafted by the FDA investigator, "This investigation was 
mainly to obtain information about the firm's compounding practices, as they relate to the 
compounding of Trypan blue 101 When investigators arrived, Mr. Cadden 
"acknowledged that he is the most responsible person in the firm" but also introduced them to 
Gregory Conigliaro who "reported that he just joined the company about eight months ago and] 
that he is a Civil Engineer by 2 

When FDA's investigator asked Mr. Cadden whether he had Trypan blue in stock, "He 
said no, because he just compounds the drug if he receives the prescriptions for certain 3 However, when the FDA investigator was shown the clean room, he noticed a 
drawer that was identified as "Trypan Blue." He requested that Mr. Cadden open the drawer and 
when he did, the investigator noted that there were 189 vials of the product. After being 

Nov. 11, 2004 Cirel Letter, supra note 91, at 2.The letter lists three inspection dates: February 20, 2004, 
September 23, 2004, and September 28, 2004. The letter further notes that the second and third inspections included 
a "representative from the FDA." 
96 E-mail from Wisconsin Dir. of Pharmacy, to James D. Coffey, Dir., Mass. Bd. of Registration in Pharmacy (Apr. 
27, 2004, 11:33 AM). 

Id. 
98 Id. 

Mass. Div. of Prof'l Licensure Office of Investigations, Request for StaffAssignment (requested May 27, 2004). 
Mass. Div. of Prof'l Licensure Office of Investigations, Request for StaffAssignment (assigned Sept. 21, 2004). 

'°' Memorandum from Investigator, New England Dist. Office, FDA, to Acting Team Leader, Div. of New Drugs & 
Labeling Compliance, FDA, Inspection/Investigation of New England Compounding Center 697 Waverly Street 
Framingham, MA 01702, at 1 (Jan. 26, 2005) hereinafter, "Jan. 26, 2005 FDA Memorandum"]. 
102 

103 Id. at 2. 
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betamethasone repository injection and methylprednisolone acetate. It is unclear as to whether 
these decisions were related. 

Based on the new terms of the amended consent agreement, the complaint related to 
distribution of Trypan blue products without valid prescriptions was subsumed into the 
agreement. Despite the fact that the underlying matters were now more extensive, the amended 
consent agreement no longer called for a formal reprimand for professional misconduct, a three 
year probationary period, or a number of mandatory conditions that would have been required 
prior to the Board terminating the probation. The amended consent agreement included a 
probationary period of one year that was stayed pending satisfactory documentation related to an 
inspection having been conducted by Pharmacy Support, Inc. (PSI), a Board-approved evaluator, 
within 45 days of the effective date of the agreement. Further, NECC had to provide MBP with 
satisfactory documentation that PSI's recommendations were implemented and that a second 
inspection was conducted within six months. If such conditions were met, neither NECC's 
registration nor Mr. Cadden's license would be placed on 115 

On January 30, 2006, PSI sent its initial audit report to Mr. Cadden and the MBP, noting 
that the assessment was conducted on January 17 and 18. The cover letter accompanying the 
report conicuded, "Although your facility has seen significant upgrades in facility design for 
sterile compounding operation, there were numerous significant gaps identified during the 
assessment therefore, it is the opinion of the auditors that your operation needs to be upgraded 
and enhanced to be in substantial compliance with United States Pharmacopeia <795> or 

16 The letter noted that major areas of concern included the fact that good 
documentation practices were inadequate; written procedures were admittedly not routinely 
followed; procedures were not in strict accordance with USP standards; end product testing was 
often performed on "stock solutions" and not the end product that is required; and validation of 
sterilization cycles and media fills were 17 Numerous corrective actions were 
recommended, including a plan to attain compliance. 

On April 7, 2006, PSI issued the final report, which concluded that NECC] has made 
significant improvements over the past several months. They have demonstrated the ability to be 
compliant with all state and federal regulations. y] have appropriate equipment, procedures, 
basic facility design and environmental 8 However, PSI stated that, among other 
things, "it is the opinion of our firm that in order for NECC to be in substantial compliance... 
a] r]edesign of clean room 1 where sterile preparations are compounded (Floor, Ceiling, and 
HVAC)" must 119 

115 
See Consent Agreement, In the Matter of New England Compounding Center Registration No. 2848 Barry J 

Cadden, R.Ph. License No. 21239, Docket Nos. DS-03-055, PH-03-066, DS-05-040 (Mass. Bd. of Registration in 
Pharmacy, Jan. 10, 2006) hereinafter, "MPB-NECC Consent Agreement"I. 
116 Letter from Vice President for Quality Operations, Pharm. Systems, Inc., to Barry J. Cadden, Dir, of Pharmacy, 
New England Compounding Center et al., at 2 (Jan. 30, 2006) (attaching initial audit report entitled "Observations 
Requiring Corrective Action"). 
Seeid. at 1-11. 
118 PHARM. SYSTEMS, INC., FINAL REPORT: USP <795>1<797> IMPLEMENTATION —NEW ENGLAND COMPOUNDING 

CENTER, FRAMINGHAM, MA, at 1 (Apr. 7, 2006) hereinafter, "PSI Final NECC Report"]. 
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On April 12, 2006, MBP ed] NECC on the progress to date" and requested 
that the firm "advise the Board in writing regarding NECC 's intentions" with respect to the 
outstanding recommendations of PSI as well as "projected timelines for ° Mr. 
Cadden responded on April 19 as to how NECC would address PSI's remaining concerns. 
Regarding the r]edesign of clean room 1," Mr. Cadden stated, "It should first be noted that all 
sterile preparations are compounded within Class 10 Microenvironments, within 'clean room 1.' 
The room is not maintained as a certified clean room, nor was it ever our ' Mr. Cadden 
did, however, assert that the "HVAC unit in that room will be improved per PSI's suggestions. 
The work has been scheduled. . . and is expected to be completed by May 18, On May 
10, 2006, MBP requested of NECC written confirmation of HVAC work completion, along with 
two other items, which Mr. Cadden confirmed on May 22.123 The next day, the Board voted to 
advise Mr. Cadden that NECC had satisfactorily completed the terms and conditions in the 
consent agreement. This decision was communicated to Mr. Cadden on June 2, 2006.124 

Apparently the MBP never shared the PSI report with the FDA. 

E. FDA Warning Letter Relating to September 2004 Inspections 

Based on violations of the Food, Drug, and Cosmetic Act (FDCA) either observed during 
FDA's joint inspections of NECC in September 2004, or otherwise brought to the agency's 
attention, FDA issued a Warning Letter to the company on December 4, 2006.125 According to 

s Regulatory Procedures Manual, "Warning Letters are issued to achieve voluntary 
compliance and to establish prior notice. . . . The agency position is that Warning Letters are 
issued only for violations of regulatory significance. Significant violations are those violations 
that may lead to enforcement action if not promptly and adequately 26 

The NECC Warning Letter set forth FDA's position on the agency's jurisdiction over 
new drugs, including compounded drugs, and its enforcement policy with respect to them. The 
Warning Letter referenced Compliance Policy Guide (CPG), section 460.200 "Pharmacy 
Compounding"], which was issued by FDA on May 29, 2002, and several of the factors laid out 
in the CPG that influence FDA's enforcement policy in specific cases. The Warning Letter then 

120 Letter from George A. Cayer, President, Mass. Bd. of Registration in Pharmacy, to Barry J. Cadden, Dir, of 
Pharmacy, New England Compounding Center (Apr. 12, 2006). 
121 Letter from Barry J. Cadden, Dir. of Pharmacy, New England Compounding Center, to George A. Cayer, 
President, Mass. Bd. of Registration in Pharmacy, at 1 (Apr. 19, 2006). 
1d 
123 

See Letter from George A. Cayer, President, Mass. Bd. of Registration in Pharmacy, to Barry J. Cadden, Dir. of 
Pharmacy, New England Compounding Center (May 10, 2006) and Letter from Barry J. Cadden, Dir. of Pharmacy, 
New England Compounding Center, to George A. Cayer, President, Mass. Bd. of Registration in Pharmacy (May 
22, 2006). 
124 

See Letter from George A. Cayer, President, Mass. Bd. of Registration in Pharmacy, to Barry J. Cadden, Dir, of 
Pharmacy, New England Compounding Center (June 2, 2006). 
125 

See Warning Letter (NEW-06-07W) from Gail T. Costello, Dist. Dir., New England Dist. Office, FDA, to Barry 
J. Cadden, Dir, of Pharmacy, New England Compounding Center (Dec. 4, 2006) hereinafter, "FDA Warning 
Letter"]. 
US FOOD & DRUG ADMIN., REGULATORY PROCEDURES MANUAL, at § 4-1-1 (2011), available at 
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucml 76870.htm. 
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discussed four primary areas of NECC activity that constituted violations of the FDCA for which 
the agency would not exercise its enforcement 27 

First, FDA noted that NECC may be compounding copies of commercially available drug 
products. Specifically, FDA highlighted Trypan blue products and the fact that "on December 
16, 2006, trypan blue ophthalmic solution was approved by FDA and it is commercially 28 In addition, according to the Warning Letter, FDA also learned that NECC "may 
be compounding 20% aminolevulinic acid solution," another commercially available, FDA- 
approved 29 FDA informed NECC that "FDA does not sanction the compounding of 
copies of FDA-approved, commercially available drugs and the agency will not exercise its 
enforcement discretion regarding the trypan blue and ALA products compounded by your 
firn-i." 30 

Second, FDA detailed how NECC had developed a standardized anesthetic drug product, 
promoted and sold it under the name "Extra Strength Triple Anesthetic Cream," and generated 
sales by giving physicians free samples. In addition to noting the public health risks associated 
with high dose local anesthetic creams, FDA stated, "These actions are not consistent with the 
traditional practice of pharmacy compounding, in which pharmacists extemporaneously 
compound reasonable quantities of drugs upon receipt of valid prescriptions from licensed 
practitioners to meet the unique medical needs of individual ' 

Third, FDA informed Mr. Cadden that it was "in receipt of a complaint alleging that 
NECC was] repackaging the approved injectable drug, Avastin, into syringes for subsequent 
promotion and sale to health The Warning Letter explained that FDA has an 
established policy, articulated in the CPG, concerning the manipulation of approved sterile drug 
products outside the scope of FDA approval and that FDA was "especially concerned with the 
potential microbial contamination associated with splitting Avastin a single-use, preservative- 
free, vial into multiple 33 

Finally, FDA stated that the agency had been informed that "although NECC] advises 
physicians that a prescription for an individually identified patient is necessary to receive 
compounded drugs, the] firm has reportedly also told physicians' offices that using a staff 
member's name on the prescription would 34 

FDA concluded the Warning Letter by informing Mr. Cadden that f]ailure to promptly 
correct these deviations may result in additional regulatory action without further notice, 
including seizure or injunction against you and your 35 The agency asked to be notified in 

127 
See FDA Warning Letter, supra note 125, at 2-5. 

128 Id. at 2. 
1d. 
1d. at 2-3. 
131 Id. at 3. 
1d. at4. 
Id. 
1d. at5. 
Id. 
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writing of "any steps that you will take to correct the noted violations, including an explanation 
of the steps taken to prevent the recurrence of similar 36 

On January 5, 2007, Mr. Cadden responded to FDA by noting at the outset that "the 
Warning Letter is based on an inspection of NECC that started on September 23, 2004, 
approximately twenty-eight months ago. . . FDA has not contacted us since concluding the 
inspection. Some of the letter's assertions no longer apply to NECC's 37 After 
disputing FDA's claim to having jurisdiction over compounded drugs, Mr. Cadden stated that 
"NECC does not compound copies of FDA-approved commercially available drugs, introduce 
unapproved new drugs into interstate commerce, does not need approved New Drug 
Applications] before dispensing its compounded medications, and does not process or repackage 
approved drugs in a manner that would subject us to FDA regulation. Nor are our compounded 
medications misbranded. NECC dispenses compounded medications upon the receipt of valid 38 

Without agreeing with the Warning Letter's assertions, Mr. Cadden informed FDA that, 
for business reasons, NECC stopped filling prescriptions for Trypan blue in August 2005 
(sixteen months before the Warning Letter) and for 20% aminolevulinic acid solution in May 
2006 (seven months before the Warning 139 

With respect to the topical anesthetic cream, Mr. Cadden asserted that NECC currently 
used the term "triple anesthetic cream' . . . but only as a way to literally describe the 
compounded medication as a convenience to our prescribing physicians. The term is in no way 
trademarked or ° Further, Mr. Cadden noted, "Although we do provide a very small 
quantity of medications (less than ten per month) free of charge, we do so only upon receipt of a 
valid prescription from a licensed practitioner to meet the unique medical needs of a particular 
patient.... A valid prescription does not become unlawful just because we do not charge the 
physician or patient. Should the FDA believe our position on this matter is incorrect, please ' 

Regarding the repackaging of Avastin, Mr. Cadden stated that it did not constitute 
manufacturing, that NECC only did so "upon receipt of a valid, patient-specific prescription," 
and that a]ll aspects of our sterile compounding and repacking operations were recently 
reviewed by an independent expert, who confirmed that NECC is in compliance with USP 
standards] ,,142 

Lastly, in response to FDA's assertion that NECC reportedly told physicians that the 
company would fill prescription written in the name of a staff member, Mr. Cadden stated, "This 

1d. 
137 Letter from Barry J. Cadden, Dir, of Pharmacy, New England Compounding Center, to Compliance Officer, New 
England Dist. Office, FDA et al,, at 1 (Jan. 5, 2007). 
1d. at3. 
139 

See id. at 3. 
1d. at4. 
141 Id. at 4-5. Id at5. 
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allegation contradicts all of our standard operating procedures. NECC has not made such a 
representation to anyone, and has no idea how or why FDA arrived at this 43 

FDA did not respond to Mr. Cadden's letter until almost two years later, on October 31, 
2008. Tn its reply, the agency d] and d] for the significant delay in this 44 Again, FDA presented an extensive summary of its authority over 
compounded drugs and factors the agency would consider in determining whether to exercise 
enforcement discretion. FDA accepted the firm's assertions with respect to the discontinued 
products; however, NEC C's letter did not alleviate 's concerns regarding the manner in 
which the company was promoting its products and the manipulation of sterile 45 

FDA concluded by stating, "We agree that the length of intervening period was unusual. 
This in no way diminishes our serious concerns about your firm's operation. Your firm must 
promptly correct the violations noted in the December 4, 2006, Warning Letter, and establish 
procedures to assure that such violations do not occur. Its failure to do so may result in 
enforcement action including seizure of the firm's products and/or an injunction against the firm 
and its principals. In a future inspection, we will confirm the commitments that you made in 
your response. We also will verify that your firm's compounding practices are consistent with 
the policy articulated in the CPG, and that your firm's operation is not otherwise at odds with the 
conditions under which the agency exercises enforcement discretion towards pharmacy 46 This letter, which was dated October 31, 2008 and sent in follow-up to an 
inspection that occurred in September 2004, is the last documented correspondence between 
FDA and NECC until the recent outbreak. 

F. Recent Colorado Complaints Related to NECC and Corresponding Actions 

With respect to additional correspondence between NECC and State authorities, the next 
interaction between the parties was a satisfactory MBP inspection conducted on May 24, 2011, 
in connection with the renovation and expansion of NECC's Framingham facility. This was the 
last inspection of NECC's facility prior to the meningitis outbreak. 

On July 26, 2012, however, an inspector for the Colorado Board of Pharmacy notified 
MBP Director James Coffey that NECC had violated the terms of a Cease and Desist Order the 
State had issued the company on April 15, 2011, based on NECC's distribution of"a stock 
compounded prescription drug. . . to a prescription drug outlet in the State of Mr. 
Coffey was informed that, during the course of a routine hospital pharmacy inspection in 
Colorado on July 17, 2012, the inspector observed a number of invoices and products from 
NECC. After this conversation, on July 26, 2012, the Colorado inspector emailed Mr. Coffey a 
copy of "the Special Report submitted to the Chief Inspector for the Pharmacy Board in 

Id. at 6. 
Letter from Compliance Officer, New England Dist. Office, FDA, to Barry J. Cadden, Dir, of Pharmacy, New 

England Compounding Center, at 1 (Oct. 31, 2008). 
See id. at 2-4. 

1d. at4. 
147 

See Cease and Desist Order, In the Matter of the Unauthorized and Unlawful Distribution of Prescription Drugs 
and/or Compounded Prescription Drugs in Colorado by New England Compounding Center, Inc., Case No. 2011- 
3973 (Cob. State Bd. of Pharmacy, Apr. 15, 2011). 
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Colorado concerning the receipt of non-patient specific compounded products into 148 
The inspector asked Mr. Coffey for "any information that the Massachusetts Board could provide 
concerning if this practice is allowed under Massachusetts pharmacy 149 Mr. Coffey 
responded on July 27, "The Massachusetts Board of Pharmacy will respond as soon as possible 
following a thorough review and analysis of the 50 Mr. Coffey then forwarded his 
correspondence with the Colorado inspector, along with the report, to MBP counsel Susan 
Manning and others in the MDPH, including several past NECC 

in the Colorado report is email correspondence from May 2011 between FDA's 
Denver and New England District Offices relating to NECC's "illegal distribution of 
compounded drugs to hospitals in the Denver metropolitan 152 Several FDA employees 
were on this email chain, including at least one NWE-DO compliance officer involved in past 
NECC actions. Based on the Committee's investigation, it appears that FDA did not contact the 
MBP about the Colorado Board's concerns in May 2011 or any time thereafter, as Mr. Coffey 
was first informed by the Colorado inspector on July 26, 2012. 

MDPH officials informed Committee staff that they first became aware of this complaint 
from Colorado while reviewing responsive documents pursuant to the Committee's 
investigation. On November 6, 2012, Dr. Lauren Smith, MDPH Interim Commissioner, issued a 
statement that Mr. Coffey had been terminated and Susan Manning had been placed on 
administrative leave. According to Dr. Smith, "The director of the Board is responsible for 
ordering investigations. Mr. Coffey failed to order an investigation or take any other action on 
the Colorado complaint. It is incomprehensible that Mr. Coffey and Ms. Manning did not act on 
the Colorado complaint given NECC's past, and their responsibility to investigate complaints. 
Following the outbreak, staff also failed to disclose the existence of Colorado's complaint to 
leadership at 53 Dr. Smith stated that t]here is no evidence at this time that staff 
informed Board of Pharmacy] members about the Colorado issues. We continue to interview all 
Board members as part of our investigation into their handling of this situation and will not 
hesitate to make further changes and personnel actions if we deem them to be 54 
However, it has come to the Committee's attention that as of November 8, 2012, the current 
President of the Board has yet to be interviewed. 

148 E-mail from Pharmacy Inspector, Cob. State Bd. of Pharmacy, to James D. Coffey, Dir., Mass. Bd. of 
Registration in Pharmacy (July 26, 2012, 3:06 PM). 
1d. 
150 E-mail from James D. Coffey, Dir., Mass. Bd. of Registration in Pharmacy, to Pharmacy Inspector, Cob. State 
Bd. of Pharmacy (July 27, 2012, 7:33 AM). 
151 

See E-mail from James D. Coffey, Dir., Mass. Bd. of Registration in Pharmacy, to Susan Manning, Counsel to 
Mass. Bd. of Registration in Pharmacy et al. (July 27, 2012, 7:34 AM) (forwarding Colorado "Special Report"). 
152 E-mail from Senior Case Review Expert, Denver Dist. Office, FDA, to Supervising Consumer Safety Officer, 
New England Dist. Office, FDA et a!. (May 10, 2011, 4:19 PM). 
153 Press Release, Mass. Dep't of Pub. Health, Statement of Interim Commissioner Dr. Lauren Smith on NECC 
Investigation (Nov. 7, 2012), available at http://www.mass.gov/eohhs/docs/dph/quality/boards/pharmacy/1 21107- 
statement-from-lauren-smith.pdf. 
1d. 
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IV. ISSUES 

The following issues will be explored at the hearing: 

• Both State and Federal inspectors documented a number of deficiencies and violations at 
NECC since as early as 2002, many of which are similar to those at issue in the ongoing 
meningitis investigation. Were the FDA's and the Massachusetts Board of Pharmacy's 
enforcement actions appropriate? 

• Why didn't FDA pursue any enforcement actions against the NECC despite having 
emphasized in 2003 the potential for serious public health consequences if the company's 
compounding practices, in particular those relating to sterile products, were not 
improved? 

• Prior to this outbreak, the Massachusetts Board of Pharmacy had investigated at least 
twelve separate complaints relating to NECC and its management. While many of these 
complaints covered NECC's sales and marketing tactics, several were associated with 
serious adverse events and uncovered deficiencies with NECC's compounding 
operations. How was NECC able to maintain its pharmacy license despite repeated 
violations? 

• What did State and Federal authorities do to confirm that sufficient corrective measures 
were taken after these inspections? How did they communicate with each other to ensure 
such responses were adequate to protect the public health? 

V. STAFF CONTACTS 

If you have any questions regarding this hearing, please contact Karen Christian or John 
Stone with the Subcommittee on Oversight and Investigations at (202) 225-2927. 



MASSACHUSETTS BOARD OF REGISTRATION IN PHARMACY 

Sterile Compounding Pharmacy Information Sheet 

Massachusetts pharmacies that are licensed by the Massachusetts Board of Registration in Pharmacy (Board) and 
engage in the compounding of sterile products that have completed and submitted a Sterile Compounding 
Pharmacy Attestation of Compliance are required to complete this Information Sheet and return it with the 
requested documents to the Board by 12 Noon on Friday, November 9, 2012. 

FAILURE of any Massachusetts pharmacy that performs sterile compounding to complete and return this 
Information Sheet and other requested information to the Board by 12 Noon on Friday, NOVEMBER 9, 2012 will be 
a ground for discipline of the pharmacy license by the Board as a violation of 247 CMR 10.03(q). 

Please direct any questions regarding this request to 

Name of Massachusetts Pharmacy 
Street Address 
City/Town Zip Code 
Tel. No. Fax No. 

Name of Manager of Record Lic. No. PH____________ 
Signature___________________________________________________ Date_________________ 
E-mail 

1. Hours of operation: Weekdays: Weekends: 

2. Staffing: 

Total No. Pharmacy Staff: Pharmacists: Technicians: Interns:______ 

No. staff preparing sterile products: Pharmacists:_______ Technicians:______ Interns: 

3. Job descriptions for individuals involved with compounding of sterile products (attach) 

4. Competency training documents (attach) 

5. Size of and number of clean rooms: 

6. Number of laminar flow hoods: 

7. List all non-sterile active pharmaceutical ingredients (API) used for sterile compounding: 

8. Describe methods of sterilizing (e.g., filtration, autoclave): - 

9. Describe process of environmental sampling: 

10. Describe process to determine Beyond-Use-Dating (BUD): 

11. List of sterile products compounded (attach) 

Name of Pharmacy: 



12. List of customers (attach) 

I, 

_________________________________ 

(Print Name) ATTEST, under the pains and penalties of perjury, to the 
truthfulness of the information provided herein. 

Signature: Date:___________________ 

Please direct any questions regarding this Pharmacy Information Sheet to 

Please FAX (617 973 0980) OR SCAN a completed and signed 
Information Sheet and other requested information to the Massachusetts Board of Registration Pharmacy 
BY 12 NOON ON FRIDAY, NOVEMBER 9, 2012. Please mail an original signed form AND requested 
information to the Board at the address below: 

Board of Registration in Pharmacy 
ATTN: Sterile Compounding Pharmacy Information Sheet 
239 Causeway Street, th floor 
Boston, MA 02114 

Name of Pharmacy: 



IThri&t Pliarniacy Association 
Supporting Florida Pharmacy Since 1887 

November 13, 2012 

Mr. Mark Whitten 
Executive Director 
Florida Board of Pharmacy 
4052 Bald cypress Way, C-04 
Tallahassee, Florida 32399 

Re: Pharmacists' Commitment to Patient Safety and Compounding Quality 

Dear Mr. Whitten: 

As a state organization representing pharmacy practitioners in all settings, we offer our 
deepest sympathy and condolences to patients and families affected by the fungal 
meningitis outbreak due to contaminated injectable products. The pharmacy profession 
is dedicated to ensuring patient safety and access to quality medications that meet 
patients' needs. Based on our understanding of this tragedy, the entity involved was not 
engaged in traditional compounding practices specific to particular patients or in-office 
use by a physician that is integral to all aspects of pharmacy practice, but was possibly 
engaged in unregulated, unlicensed drug manufacturing. 

Pharmacists compound medications in response to a prescription from a physician or 
other legally-authorized prescriber to meet patient-specific needs. Under Florida law, 
patients may receive compounded medications when they have a need for a 
customized medication, when a drug shortage or product discontinuation occurs, when 
the needed strength or dosage form is not available from a manufacturer, or when an 
allergen-free version of a medication is needed. Pharmacists provide these 
compounded products to patients under a patient-specific prescription or for in-office 
use by a prescribing practitioner. Pharmacists also compound prescriptions for 
veterinary needs. 

It is not uncommon for a patient who needs a particular medication yet is unable to 
swallow a solid oral dosage form due to the insertion of a nasogastric tube. In these 
cases and many others similar to this there is a need for a compounded form of the 
medication prescribed. Pharmacists can prepare a liquid version of that drug to allow 
for insertion into the tube. This is considered basic compounding. 

We believe that patients must continue to have access to high quality compounded 
medications that are not commercially available from a manufacturer. Pharmacists 
working in all practice settings such as hospitals and health systems, community 
pharmacies, long-term care and assisted-living settings, and even our nation's 
uniformed services must work to meet defined quality standards and to comply with 
state boards of pharmacy regulations in pharmacy sterile and nonsterile compounding 



practices. Importantly, all practice settings and health professionals providing sterile 
compounding should follow defined quality standards. Many of these standards can be 
found published on the Pharmacy Compounding Accreditation Board (PCAB) web site. 
Pharmacies may also be held to accreditation and certification requirements when 
compounding sterile products to further assure quality and compliance. The Florida 
Pharmacy Association at its August 2006 Executive Committee supports the voluntary 
participation of Florida providers to become accredited with PCAB. 

The Florida Pharmacy Association as well as our national pharmacy organizations and 
our colleague state pharmacy associations throughout the country are committed to 
working with Congress; state legislatures; state boards of pharmacy regulating the 
practice of pharmacy; and the Department of Business and Professional Regulation and 
the United States Food and Drug Administration (FDA), which regulates pharmaceutical 
manufacturers and distributors, on compounding issues. In addition, we will collaborate 
with physicians, other prescribers, and other key stakeholders to prevent further 
tragedy. 

Florida has one of the most comprehensive regulatory structures governing the practice 
of pharmacy in our country. Florida's rules on sterile compounding clearly prohibit the 
activities leading to the New England tragedy and the Florida Board of Pharmacy holds 
the legal authority to take appropriate action to suspend or revoke the non-resident 
pharmacy permit of NECC. The Florida Pharmacy Association believes Florida should 
hold nonresident pharmacies, such as NECC, to the stringent compliance standards 
established under current Florida compounding law for all Florida-permitted pharmacies. 
The Florida Pharmacy Association further urges the Board to consider recommending 
legislative changes that would require non-resident pharmacy permit holders to have a 
Florida licensed pharmacist manager acting in nonresident pharmacies as is required by 
a number of other states, particular if such out-of-state pharmacy is dispensing 
compounded medications into our State. The pedigree laws that apply to in-state 
permitted pharmacies must more clearly apply to non-resident pharmacy permit holders. 
If a non-resident pharmacy permit holder, such as NECC, is engaged in the 
manufacturing of drugs, the Board of Pharmacy must have the clear authority and the 
resources to take action against such non-resident pharmacy's permit and the 
Department of Business and Regulation must be clearly authorized to require a full 
prescription drug pedigree or any medications dispensed in this state, regardless of 
where the dispensing pharmacy is located. 

Finally, the FPA recommends that the Department of Health invest in resources to train 
our state's inspection team on the complexities of compounding services. We 
understand that resources of the Department are strained with the state struggling to 
balance its budget. Practitioner licensing fees that have in recent years been diverted 
from Medical Quality Assurance trust funds must be restored and used to address 
enforcement, compliance and quality issues. The lack of enforcement in the Northeast 
has shown us that adequate enforcement resources are essential to patient safety. 

We are prepared to be a resource for policymakers and stakeholders to work toward 
identification of a clear delineation between drug manufacturing and traditional 
pharmacy compounding, to ensure that state pharmacy boards, DBPR and the FDA 
have the resources necessary for effective enforcement in areas within their jurisdiction, 



and to find an appropriate, balanced approach to assure public safety and continued 
access to compounded medications. 

The Florida Pharmacy Association is the oldest and largest organization representing 
the profession of pharmacy in Florida. The members include pharmacists with expertise 
in community, institutional, long term care, consulting, managed care, nuclear, 
compounding, infusion therapy, academic and governmental service. The Association 
has networked with over 30 local invited and affiliated pharmacy organizations with 
outreach to most Florida licensed pharmacists. The FPA has advocated for and 
implemented a number of quality improvement and pharmacist patient care initiatives in 
this state and has served the profession since 1887. 

Florida Pharmacy Association is the professional society representing Florida 
pharmacists, united to improve public health and patient care, enhance professional 
development and advocate for the interest of the profession. The Association is 
organized to preserve and advance the practice of pharmacy and to serve the 
professional needs of all pharmacists, pharmacy students, and pharmacy technicians. 

We thank you for this opportunity to allow us to comment on this issue and on behalf of 
the leadership and members of the FPA, I am available for any questions that you may 
have. 

With kindest regards, 

Michael A. Jackson, BPharm 
Executive Vice President and CEO 

Cc: FPA Board of Directors 
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On September 26, 2012, as a result of the rapid work of the Tennessee Department of 
Public Health and the Centers for Disease Control and Prevention (CDCP), an outbreak of an 
unusual strain of fungal meningitis was identified. Preservative free methylprednisolone acetate 
(MPA), administered via spinal injection, was quickly identified as a likely source of the 
infections. The MPA was traced back to a compounding pharmacy in Framingham 
Massachusetts, the New England Compounding Pharmacy Inc., doing business as the New 
England Compounding Center (NECC). The Food and Drug Administration (FDA) 
subsequently determined that three separate lots of MPA, totaling over 17,000 doses produced by 
NECC between May 21, 2012 and August 10, 2012, were contaminated with the exserohilum 
rostratum fungus.' 

To date, NECC's failure to produce a sterile and safe product has led to more than 30 
deaths and over 450 serious illnesses requiring treatment with high risk anti-fungal medications. 
The efforts of the CDCP and the Tennessee Department of Public Health allowed public health 
officials in 23 states to rapidly track and begin monitoring the approximately 14,000 possible 
recipients of the contaminated drug. But thousands of people around the country continue to 
wait and see whether they will develop meningitis, joint infections, spinal abscesses, or 
arachnoiditis. Those treated will face the risk of kidney and liver damage from the powerful 
anti-fungal drugs. 

While the quick work of the public health community has led to early identification and 
treatment of many cases of meningitis, and reduced the fatalities resulting from the 
administration of the contaminated MPA, the Committee's investigation demonstrates that this 
crisis should have, and could have, been avoided entirely. 

Since its creation in 1998, inspections of NECC by state, federal, and independent 
investigators have identified and documented profound deficiencies in the company's production 
of sterile drugs. The company has also been cited on multiple occasions for improper use of 
prescription blanks to solicit orders and failure to comply with state regulations requiring patient- 
specific prescriptions for compounded drugs. 

Moreover, the same drug at issue in the current outbreak, NECC-produced MPA, had 
previously been a suspected cause of at least two cases with bacterial meningitis-like symptoms. 
These reports triggered an FDA inspection of the facility ten years prior to the current outbreak, 
in August 2002. 

While the FDA sampling of NECC-produced MPA proved sterile at the time, other MPA 
samples were found to contain bacteria." As an FDA employee stated in a power point 
presentation to the Massachusetts Board of Registration in Pharmacy (Board) at the time, 
"Sterilization techniques and aseptic practices continue to raise questions, despite no positive 
(nonsterile) results from latest samples. Absence of evidence is not evidence of 1 
'Testing of the third lot is ongoing. 
"An outbreak of fungal meningitis caused by MPA compounded by a South Carolina pharmacy also 
occurred in mid-2002. 
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Four years later in 2006, an independent evaluator reported to NECC manager and co- 
owner Barry Cadden that major areas of concern included "inadequate and incomplete 
documentation," that "end product testing is often performed on 'stock solutions' and not the end 
product that is required," "process controls including validation of sterilization cycles and media 
fills are inadequate," and "in many cases the procedures are not in strict accordance with USP 
795/797" as required by Massachusetts state 2 

In view of these repeated concerns with regard to the ability of NECC to safely produce 
compound drugs, it is difficult to understand why definitive action was never taken to either 
revoke its license or, at a minimum, closely monitor the company's operations. Instead, the 
company was allowed to grow and expand operations, ultimately holding licenses to ship drugs 
to at least 45 states. The same owners were subsequently permitted to open the far larger 
Ameridose, which supplied compounded drugs to hospitals around the country. Also, that 
company now has been found to lack adequate procedures to ensure that the compounds 
produced are safe, uniform or sterile. 

This report is based on information obtained in the course of the Committee's 
investigation. It is intended to recount the known history of NECC, its related companies and 
their interactions with federal and state regulators as of November 15, 2012 to better understand 
the events leading to the current public health crisis. 

The New Compounding Company 

NECC was created in 1998 by the Conigliaro family. Three Conigliaro siblings and their 
spouses own the company: Douglas and Carla Conigliaro; Barry Cadden and Lisa Conigliaro 
Cadden; and Gregory Conigliaro. Ownership and management of the company have remained 
essentially unchanged since 1998. Pharmacists Barry Cadden and Lisa Conigliaro Cadden own 
25 percent of the company, Carla Conigliaro owns 65 percent, and Gregory Conigliaro owns 10 
percent. Gregory Conigliaro also owns a neighboring recycling business. Barry Cadden was in 
charge of operations and significant amounts of the actual compounding at NECC during the 
entire period of operations. The three siblings and spouses also own Ameridose and Alaunus, 
two companies created in 2006, in similar proportions. 

NECC was granted a special pharmacy license by the Board in June 1998. That license 
allowed the company to produce compounded pharmaceutical products without operating a full- 
service pharmacy, but still subject to the state requirement that the company to have an 
individual patient prescription for each dose compounded. Massachusetts also adopted United 
States Pharmacopeia Standard <797>, which sets forth standards for compounding pharmacies 
including requirements for clean facilities, specific training for operators, and air quality 3 

The first enforcement action against NECC began just 10 months after issuance of the 
license. In April of 1999, the Board filed a complaint against NECC for including blank 
prescriptions in solicitations to practitioners, a practice that violated state law. Six months later, 
in November of 1999, the Board resolved the complaint by issuing a warning to NECC in a 
private non-disciplinary advisory 4 
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In June 2001, the Idaho Board of Pharmacy complained to the Massachusetts Board that 
NECC was, among other things, including unapproved prescription forms in its solicitations to 
Idaho practitioners. Documents are unclear regarding whether the Board took formal action on 
this complaint. In fact, as detailed below, it appears that the Board has a dysfunctional system 
for logging incoming complaints and evaluating whether a complaint warrants assignment to an 5 Documents received by the Committee make clear, however, that NECC was 
investigated or warned for prescription-related concerns on at least 5 other occasions in the 
following 10 years. 

Adverse Events 

To the Committee's knowledge, the first time the safety of NECC's products was called 
into question was in early 2002. In March 2002, a prescribing doctor reported to the FDA that as 
many as five patients became ill following an epidural injection of NECC-produced 
betamethasone 6 He reported the illnesses to the FDA, alerted NECC about the 
issue, and returned unused doses to NECC without taking 7 However, when the FDA 
arrived to inspect NECC on April 9, 2002, there were no records for the drugs in 8 

The FDA, joined for part of the inspection by the Board, spent three days inspecting 
NECC's facilities. When searching NECC's database, the FDA found a "date made" entry for 
the lot-number of drugs cited in the report but noted that "no associated records could be 9 The FDA inspection report recounts that Barry Cadden asserted that the lot had 
never been produced but could provide no documentation that the lot had been 10 
Additionally, although the FDA contacted the physician making the report and confirmed he had 
returned the unused portion to NECC, FDA inspectors could find no record of the 11 

In the course of the inspection, FDA inspectors were told by Bany Cadden that 
approximately 4 lots of product produced between March and April 2002 had tested positive for 
endotoxin and were awaiting 12 FDA inspectors documented that NECC had sampled 
betamethasone repositories immediately after sterilization in the autoclave, and then left the 
product for up to 7 to 10 days before placing it in individual 13 FDA inspectors reported an 
additional 8 areas of concern including a lack of procedures to ensure the operation of the 
autoclave, use of expired products, and inaccurate beyond use (i.e. expiration) " 

In August of 2002, another series of adverse events were reported to the 15 These 
reports indicated that at least 2 patients were hospitalized for meningitis-like symptoms, and that 
the suspected sources of the infections were epidural injections of NECC-produced MPA, the 
same drug at issue in the current 16 

The FDA, joined for part of the inspection by the Board, returned to NECC for a series of 
six days of inspections between October 2002 and February 2003. At that time Barry Cadden 
indicated to FDA inspectors that NECC was in the process of drastically expanding its 
operations. Since the FDA's prior inspection, NECC had doubled its square footage and hired 

Two days after the inspections, on April 18, 2002, the Nevada Board of Pharmacy submitted a 
complaint to the Board, alleging that NECC was selling non-FDA approved products in the state. It is 
unclear if the Board took any action as a result of this complaint. 
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additional staff. Further, NECC ' s manager stated his intent to expand sales to all 50 states, up 
from the 13 states in which it was then 17 

FDA tested unused vials of the MPA collected from the location of the adverse event 
report, and found that 5 of the 16 vials were contaminated with bacteria. The FDA also tested 
other vials obtained during inspections of NECC and found problems with super potent MPA 
and sub-potent betamethasone 18 Investigators again documented the use of 
procedures insufficient to ensure safe compounding. Those concerns included a "lack of 
documentation to verify that the autoclave itself is maintained and calibrated to perform its 
intended function," as well as a concern regarding a lack of safe procedures to ensure that "the 
transfer of bulk drug product and equipment from the autoclave.., to another room ... is not 
introducing contamination into the finished 19 The FDA's inspectors concluded, 
"Sample results revealed that the firm has sterility and potency issues with injectable steroid 
suspensions (betamethasone repository USP and methylprednisolone acetate ° 

In April 2002, prior to these inspections, the United States Supreme Court in Thompson 
v. Western States Medical Center ruled that section 503A of the Food Drug and Cosmetics Act 
included an impermissible restriction on commercial speech. The Supreme Court did not address 
provisions that clarified FDA's authority to regulate certain compound pharmacies, which the 
lower court held was not severable from the unconstitutional commercial speech restrictions. 
While NECC would likely have been subject to FDA regulation pursuant to section 503A of the 
Food Drug and Cosmetics Act, FDA's authority with regard to NECC under 503A was unclear 
after Western States, although FDA's general authority against unapproved new drugs, 
misbranded, or adulterated product was not in dispute. Despite the ambiguity regarding 503A, in 
May 2002 the FDA issued guidance which reasserted its authority to inspect compounding 
pharmacies and provided a non-exhaustive list of factors that the agency would consider in 
determining whether to take enforcement action when the scope and nature of a 
activities raise the kind of concerns ordinarily associated with drug manufacturing. 

In this case, FDA took the position that the Board was better situated to take action 
against NECC. An FDA memo documenting a February 5, 2003, meeting between the FDA and 
the staff of the Board states that "a discussion was held to determine if NECC should be 
considered a manufacturer or a compounder" and that "current findings supported a 
compounding 21 The memo concludes: 

Mr. Elder from FDA] concluded the meeting by summarizing the discussions and 
emphasizing the potential for serious public health consequences 's 
compounding practices, in particular those relating to sterile products are not 
improved. The point was made that so long as a pharmacy's operations fall within the 
scope of the practice of pharmacy. . .FDA will generally defer to state authorities for 
regulatory oversight. In such cases FDA will seek to engage cooperative efforts aimed at 
achieving regulatory compliance and ensuring the safety and quality of compounded 22 
The FDA then officially stated in the NECC Inspection Report issued February 10, 2003, 

R]eferral to Massachusetts State Board of Pharmacy. Recommend firm be prohibited from 
manufacturing until they can demonstrate ability to make product reproducibly and dependably. 
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If state is unwilling to take action, recommend firm be enjoined for Good Manufacturing 
Practices] 23 

Despite the formal recommendation that the state take action, it is unclear whether the 
Board took any additional action for the next year." It also does not appear that FDA conducted 
any follow-up to verify whether Massachusetts' response was sufficient to protect public health 
and safety. 

Finally, on February 20, 2004, the Board staff conducted a compliance inspection and 
noted that NECC had taken corrective actions for the safety concerns identified in 2002 and 
2003.24 Nonetheless, the Board's staff recommended a public reprimand of NECC for its prior 25 

On September 21, 2004, more than two years after the first reported cases of meningitis 
and other adverse events, and apparently acting on the staff recommendation, the Board voted to 
seek a public censure and probation for NECC's misconduct leading to the As was 
the Board's custom, they sent a consent decree to NECC that, if agreed to, would impose the 
relevant discipline and monitoring requirements for a three-year 27 The Board's staff 
transmitted its proposed consent decree to NECC on October 4, 2004.28 

NECC did not agree to the proposed consent decree. NECC wrote to the Board asking it 
to instead consider non-public disciplinary action, to better protect NECC's business 29 
Counsel for NECC wrote: "once disclosed, the reprimand will surely result in 
inquiries/investigations in other] jurisdictions. Regardless of the derivative actions taken, the 
attendant legal and administrative costs will be 30 The Board voted in November of 
2004 to decline NECC's request for modifications to the consent 31 Following that action 
by the Board, Committee interviews with Board staff suggest that the consent decree was 
referred for formal action to prosecuting attorneys within the Massachusetts Department of 
Public 32 

For over a year, the record shows no formal order was filed and no hearing was held. 
Instead, it appears that attorneys for the Department of Public Health negotiated a modified 
consent agreement approved by the Board with an effective date of January 10, The 
revised consent decree required that NECC submit to two inspections over a six-month period by 
a third-party evaluator, as well as a series of written assurances that recommended improvements 
had been made, in exchange for a suspended period of non-public 34 The agreement 

'V FDA's investigation report also notes that Mr. Cadden, the manager of NECC, was serving on a 
committee for the state of Massachusetts, created to revise state regulations controlling compounding 
pharmacies. (FDA Inspectional Observations, Form FDA483, issued to Barry Cadden, R. Ph, Owner and 
Director of Pharmacy, New England Compounding Pharmacy, Inc., February 10, 2003.) The 
committee's work, however, became moot after the release of USP 797, which then was adopted by 
Massachusetts. 247 CMR 9.0 1(3) 
V Between the Board staff report recommending censure and the Board vote to issue the consent decree, 
pharmacist Sophia Pasedis was appointed to the eleven-member Board. Ms. Pasedis appears to have been 
an employee of NECC in some capacity at the time of her appointment, and thus recused herself from the 
Board consideration of the consent decree. Ms. Pasedis is currently a manager of the Conigliaros' other 
drug company, Ameridose. 
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was referred to as "non-disciplinary" and was "not reported to the National Association of State 
Boards of Pharmacy or other outside report 35 

Thus, almost four years after the two series of adverse events, including hospitalizations, 
likely caused by MPA, and three years after the FDA had stressed "the potential for serious 
public health consequences if NECC's compounding practices, in particular those relating to 
specific sterile products are not 36 the Board merely required NECC to hire an outside 
monitor, and made no mention of suspension or revocation of NECC's license. 

PSI Monitoring 

Pursuant to the revised consent decree, a third-party auditor, Pharmacy Support, Inc. 
(PSI) was selected to evaluate NECC's compliance with United States Pharmacopeia Standard 
797, which the Board had recently adopted as the governing standard for 37 PSI 
inspected NECC in January 2006 and noted multiple concerns, including sterility concerns. 
Among them, PSI noted a range of fundamental problems, including: 

• NECC had "no requirements for donning proper attire or hand washing" when 
compounding medicines; 

• "Mixing instructions are not specific and do not always indicate time and temperature;" 
• "No quality control procedures are defined;" 
• "Non-sterile 70% IPA is used to sanitize;" 
• "Beard covers not worn;" 
• "Hairnets and beard covers were not worn properly;" 
• "Environmental monitoring procedures are inadequate;" 
• "Calibrations are not performed properly;" 
• "Floors in the unclassified/hybrid buffer area have not been sanitized in 3 months of use;" 
• Beyond use dates] assigned incorrectly;" 
• "There are no written procedures for receipt, storage, and accountability of controlled 

substances;" 
• Standard Operating Procedures] are inadequate or not followed;" 
• "Complaint forms were not available for some complaints logged in the complaint log;" 
• "Most sections of complaint forms are not complete;" 
• "Lot numbers are not assigned appropriately;" 
• "4 out of 8 gloves observed had holes while CSP was compounded;" and 
• Dry heat "sterilization equipment has not been 38 

NECC took significant corrective measures, including replacing deficient equipment, 
conducting several training sessions for staff, and adopting a wide range of new standard 
operating 39 PSI submitted a final report on April 7, 2006, stating that NECC was 
largely compliant with pharmaceutical In April and May, the Board received two 

Vi Six days later, at the end of an 8-week jury trial and three-year indictment, both PSI's CEO and Chief 
Compliance Officer were criminally convicted on 19 counts including fraud, mail fraud, and a violation 
of the Food and Drug Control Act. US v. Caputo, No. 03 CR 0126 (N.D. Ill. Oct 16, 2003). It is unclear 
how PSI was selected as the Massachusetts Board of Pharmacy has been unable to or produce 
documents discussing the selection of PSI in detail. Documents do show that PSI submitted a proposal to 
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more cursory letters from NECC assuring compliance with its remaining open 41 On June 
2, 2006, the Board informed NECC that it had fulfilled the requirements of its consent decree 
and that it considered the matter 42 

Additional NECC Complaints 

At the time the Board acted to send the initial consent decree to NECC, it also acted to 
resolve three additional complaints against NECC in September Despite ongoing 
investigations relating to serious adverse events, the Board issued three non-disciplinary private 
advisory letters to NECC resolving complaints submitted during the prior two years from 
practitioners in South Dakota, Texas, and 44 While the advisory letters fail to spell 
out the specifics of the complaints, and the original complaints have not been reviewed by the 
Committee to date, it appears that NECC may have been soliciting bulk orders rather than 
patient-specific prescriptions, conduct that NECC was initially reprimanded for in 1999. A 
Board inspection report from around that time specifically notes that NECC "continues to reduce 
to writing orders on bulk purchase order forms and not on the approved prescription blanks. An 
issue previously addressed with Mr. 45 

Additionally, in April 2004, five months before issuance of the advisory letters, the Board 
received a new complaint from a practitioner regarding the safety of NECC compounded triple 
anesthetic cream. The complaint states "My second concern is that redacted] related to the 
purchasing technician that he would need a prescription for the product and that we could use the 
name of a staff member if we wanted to. He said 'other' institutions have used a nurses 
name. . . .He assured her that it was legal. He indicated that after we received the product it was 
up to us how we used it and whom it was administered 46 It appears that this complaint 
triggered a Board inspection on November 2004. When questioned about the use of false names, 
Cadden responded "a review of the same documentation provided to you does show what would 
appear to be incorrect or repetitive names being provided by several of our prescribing 47 Yet the Board staff again recommended issuance of yet another non-disciplinary 
advisory letter dismissing this complaint. 

On November 7, 2012, Department of Public Health officials informed the Committee 
that a July 2012 complaint against NECC, from the Colorado Board, for producing drugs in the 
absence of a patient-specific prescription had been discovered in the email of the Board's 
Executive Director. The complaint, which was received while the contaminated lots of MPA 
were still being produced by NECC, provided clear photographic evidence that NECC was 
shipping products in the absence of patient-specific 48 Further, Colorado had issued 
a cease and desist order to NECC in 2011 regarding this 49 Board staff never acted on 
the July 2012 complaint, and it is unclear that the Board itself was aware of the 

While Massachusetts state law requires that a compounding pharmacy possess a patient- 
specific prescription before preparing a compound drug, it appears that NECC has been 

the Massachusetts Board and the prosecutor negotiating the consent agreement provided contact 
information to NECC's counsel. i The Board also informed the Committee that it had terminated the Executive Director and placed the 
Board's Counsel on administrative leave as a result of this discovery. 
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consistently preparing and shipping batch products either in the absence of a prescription or to 
false prescription recipients since 1998. No regulatory entity appears to have undertaken a 
serious investigation of this ongoing practice, and the Board instead routinely dismissed and/or 
failed to act upon these repeated complaints. 

Additional FDA Action 

Two days after the Board finally voted to issue the consent decree in September 2004, the 
FDA and the Board returned to NECC, this time pursuant to a complaint regarding the 
company's improper production of an injectable dye used in ophthalmic procedures, Trypan ° After Barry Cadden initially denied that any Trypan Blue was in stock, FDA inspectors 
located 189 vials of the product. Trypan Blue is commercially available and should not be 51 

This inspection led to the issuance of a December 4, 2006 FDA Warning Letter to NECC. 
The Warning Letter details issues including: the sale of compounded drugs without a patient- 
specific prescription; compounding copies of commercially-available drugs; selling misbranded 
compounding drugs; and compounding standardized non-approved drugs, with associated public 
health risks, on a large scale. It specifically notes that NECC "has reportedly told physicians' 
offices that using a staff member name on a prescription would 52 

While the FDA Warning Letter seeks corrective action within 15 days and threatens that 
failure to correct could result in further regulatory action including seizure or injunction, it does 
not appear that any further action was contemplated or that any efforts to ensure that corrective 
action were sought by the agency. Moreover, FDA chose to issue this Warning Letter without 
having learned from the Board what, if any, disciplinary actions had been taken in response to 
the inspections from October 2002-February In January 2007 NECC responded to the 
Warning Letter, and in October 2008 the FDA re-asserted its authority to take "enforcement 
action, including seizure of the firm's products and/or an injunction against the firm and its 
principals" if violations noted in the Warning Letter were not corrected. The FDA also stated 
that i]n a future inspection, we will ... verify that your firm's compounding practices are 
consistent with the policy articulated in the Compliance Policy 54 This response 
came two years from the date of's initial Warning Letter and four years from the date of the 
relevant inspection. FDA took no further action until the recent outbreak. 

Further, a May 2011 email exchange shows that FDA staff, including the signatory to the 
October 2008 letter re-asserting FDA inspection authority, received a copy of a Colorado Cease 
and Desist Order issued to NECC in 2011 as the result of distribution of non-patient specific 
compounded drugs to hospitals in the Denver area. FDA staff apparently did not share the Cease 
and Desist order with the Massachusetts Board, or suggest that the Colorado Board do so until 
Colorado inspectors again discovered NECC stock compound drugs in another Colorado hospital 
in July 

Inspection Findings Subsequent to the Outbreak 

Unfortunately the long history of concerns was borne out in inspections by FDA and the 
Board following the 2012 fungal meningitis outbreak. The Massachusetts Board began a series 
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of inspections of NECC on September 26, 2012. The Board and/or the FDA continued 
inspecting NECC from that date until October 26, 2012. The findings demonstrate a basic lack 
of compliance with USP <797> or with safe compounding as evidenced most clearly by the fact 
that v]isible black particulate matter was seen in several recalled sealed vials of 
Methylprednisolone 56 Perhaps most critically, the FDA inspection found that NECC's 
environmental monitoring system documented 61 instances between January and August 2012 
when either bacteria or mold was detected in concentrations exceeding action-level 57 

The inspection reports found that while sterility testing conducted on the contaminated 
lots did not reveal unacceptably high levels of endotoxins, the sample provided was insufficient 
relative to the batch size. In fact when FDA sampled 50 vials of returned MPA it determined all 
fifty were contaminated with microbial growth despite the fact that sterility tests on one sample 
from the same lot in August 2012 has proven 58 The FDA and Board inspections 
unsurprisingly again document a basic lack of procedure to ensure sterile products were being 
compounded safely including: 

• Inspectors observed "greenish yellow discoloration" lining one of two autoclaves used to 
sterilize various components and 59 

• Inspectors observed "yellow residue lining the rear return of Weigh Station 2 Hood and 
greenish residue lining the rear return of Weigh Station 3 Hood.. .used to weigh active 
ingredients and other raw materials;" 60 

• "Residual powder was visually observed within the powder] hood during inspection;" 

• Tacky] mats, which are used to trap dirt, dust, and other potential contaminants from 
shoes prior to clean room entry.. .were visibly soiled with assorted 61 and 

• "A leaking boiler adjacent to the requisite clean room created an environment susceptible 
to contaminant 62 

The inspections also documented a continued disregard for the requirements of a patient-specific 
prescription for each compounded product. The state's preliminary investigation report noted: 
"NECC distributed large batches of compounded sterile products directly to facilities apparently 
for general use rather than requiring a prescription for an individual patient." 

Ameridose 

One month after the terms of NECC's 2006 consent decree were deemed satisfied, the 
Board approved a license for a new company, Ameridose, owned by the Conigliaro ' Viii 

Massachusetts Board Member Sophia Pasedis has been a manager of record for the 64 
According to media reports, Douglas Conigliaro, although not listed as an owner or manager, 
plays a significant role at 65 
Viii The ownership distribution is essentially the same with Carla Conigliaro owning 65 percent, Barry and 
Lisa Cadden owning 25 percent and Gregory Conigliaro owning 10 percent. (11-9-12 HELP Committee 
staff interview with NECC attorneys.) 
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Ameridose is also a sterile compounding company, but because it produces batch drugs 
for hospitals rather than patient-specific prescriptions, it is registered as a manufacturer with the 
FDA as well as with the Massachusetts 66 The company does not manufacture any FDA 
approved product but rather is exclusively a large-scale compounder. 

Until the outbreak, Ameridose contracted with Novation, the largest group purchasing 
organization in the country. Thus, Ameridose products were available to Novation's 3,000 
hospital members as well as 22,000 other providers and facilities. Despite the history of 
problems with NECC and the joint ownership of the two companies, neither the licensure of 
Ameridose nor the large scale of its operations appears to have raised any concerns amongst the 
Board or the Board staff. Documents suggest that Ameridose was subject to routine pre- 
announced inspections by the Board in 2008 and 2011 

However, the FDA had serious concerns with Ameridose. The FDA inspected the 
company in 2008 and found serious problems with the company's operations. Despite the large 
scale of Ameridose's operations even in 2008, investigators documented that products were 
shipped immediately without waiting for the results of sterility testing, that testing for potency 
and dose uniformity is not routinely performed and procedures were insufficient, and that the 
company was generally not in compliance with the requirements of USP 797 as required by 
Massachusetts law. As an example, management could not locate test results for 3 of 17 active 
ingredients inspected. Results of sampling tests taken at the August 2008 inspection returned a 
finding of superpotent Oxytocin, resulting in a recall of the product and an additional inspection 
in September 2008.68 FDA staff placed Ameridose on the work plan for high risk facilities and 
recommended that a warning letter be issued to the company although no such letter was actually 69 

While Ameridose was also the subject of at least 9 reports to the FDA of adverse events, 
faulty products, or medication errors, it is unclear that any of these triggered an inspection or 70 Following NECC's identification as the source of the fungal meningitis, the 
Board secured a temporary stop of Ameridose operations, though the company continues to hold 
a valid license. After the FDA began inspections on October 31, 2012, Ameridose issued a 
voluntary recall of all 71 

On November 12, 2012, the FDA issued a preliminary inspection report for Ameridose, 
finding startlingly similar problems to those they found NECC. Although the FDA has not 
reported any findings of contaminated drugs from Ameridose, the agency's preliminary findings 
"raised concerns about a lack of sterility assurance for products produced at and distributed by 
this 72 

The FDA's inspection found that, like at NECC, there were clear problems with ensuring 
that drugs were sterile, or that doses were uniform. The FDA found that batches of drug product 
were not tested to ensure sterility, and that procedures were not established, written, or followed 
to prevent microbiological contamination of sterile drug products. What procedures were 
available did not include adequate validation of sterilization. The report also notes that the 
company failed to write or follow procedures detailing other aspects of their 73 
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Moreover, the FDA found that testing of Ameridose's product did not include appropriate 
laboratory determination of conformance to the identity and strength of each active ingredient. 
And there were no written procedures for production and process controls to assure that the drug 
products had the identity, strength, quality and purity they purported to 74 

Additionally, the FDA found that the buildings were not in good repair, that equipment 
and utensils were not cleaned, maintained, and sanitized at appropriate intervals to prevent 
contamination. The company further lacked suitable procedures to facilitate cleaning and 
maintenance, lacked equipment for adequate control over air pressure, and were infested with 75 
Conclusion 

Given the history of NECC, the fact that the company produced and shipped a 
contaminated product that has led to 32 deaths and 461 infections to date is not a surprise. The 
surprise is that they were allowed to continue to engage in drug compounding for over a decade 
with this record. 

Both federal and state regulators were well aware that NECC and its owners posed a risk 
to the public health. Both had documented that the company routinely flouted requirements that 
it compound products only when a patient specific prescription was received, compounded 
unapproved and commercially available products, potentially destroyed documents and samples 
relevant to adverse events, and most critically, repeatedly failed to demonstrate that the company 
could safely compound sterile products. There were a number of authorities and mechanisms for 
both federal and state regulators to address this issue, but bureaucratic inertia appears to be what 
allowed a bad actor to repeatedly risk public health. 

The Committee will continue its investigation to determine how this tragic failure of 
oversight occurred, and how it can best be prevented in the future. 
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