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IN RE: PETITION FOR TEMPORARY WAIVER 
FLORIDA ADMINISTRATIVE CODE RULE 64B16-27.797 

BY: TENET GOOD SAMARITAN, INC. d/b/a/ GOOD SAMARITAN 
MEDICAL CENTER 

Tenet Good Samaritan, Inc. d/b/a Good Samaritan Medical Center ("Good Samaritan"), 

by and through its undersigned attorneys and pursuant to section 120.542, Florida Statutes and 

Florida Administrative Code Chapter 28-104, hereby requests a temporary waiver of a portion of 

Florida Administrative Code Rule 64B16-27.797, and as grounds therefore would show: 

1. The Petitioner is Tenet Good Samaritan, Inc. d/b/a Good Samaritan Medical 

Center ("Good Samaritan"), located at 1309 N. Flagler Dr, West Palm Beach, Florida 33401. 

The contact information for Good Samaritan for purposes of this Petition is that of its 

undersigned counsel. 

INTRODUCTION 

2. On March 11, 2014, the Florida Board of Pharmacy published amendments to 

Florida Administrative Code Rule 6416-27.797 in a Notice of Proposed Rule in the Florida 

Administrative Register (hereafter referred to as "the Amended Rule"). The Board of Pharmacy 

adopted some additional changes to the Amended Rule at its June 10, 2014 meeting.' While the 

amendments have not been formally adopted as of the filing of this Petition, no challenges to the 

Amended Rule have been filed and it is anticipated that the rule will be filed for adoption on or 

before the effective date of the amendments. That effective date is October 1, 2014. A copy of 

the most recent version of the Amended Rule is attached as Exhibit A. 

I  Those changes are not material for purposes of this Petition. 
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3. The Amended Rule incorporates standards for compounding sterile hazardous 

products as contained in certain chapters of the United States Pharmacopiea ("USP") and most 

significantly for purposes of this Petition, Chapter 797 of the USP entitled: "Pharmaceutical 

Compounding-Sterile Preparations" (hereafter referred to as "USP 797"). This Amended Rule 

implements sections 465.0155 and 465.022, Florida Statutes. 

4. Prior to the effective date of the Amended Rule, it has been acceptable for a 

pharmacy to compound sterile hazardous preparations in a barrier isolator that is properly vented 

and placed and operated in accordance with the manufacturer's guidelines but is not located in a 

negative pressure room.2  

5. However, under USP 797 as incorporated in the Amended Rule, the compounding 

of sterile hazardous preparations will have to occur in a negative pressure room unless the 

pharmacy only prepares a "low volume of hazardous drugs."3  Good Samaritan's monthly volume 

far exceeds the "low volume" definition. USP 797 includes other physical plant requirements as 

well. 

6. The purpose of this Petition is to seek a temporary waiver of the requirement that 

Good Samaritan compound in a negative pressure environment that meets all of the USP 797 

requirements while it completes the necessary renovations to create a new compliant space. As 

described below, the renovation process is underway but additional time beyond October 1, 2014 

is needed. The anticipated date for project completion is July 31, 2015 and a temporary waiver is 

requested until September 1, 2015 or sooner of the project is completed earlier. Until completed, 

Good Samaritan will continue to compound in the manner that complies with the Florida 

compounding rule that has been in place for many years. 

2  This interpretation of the then-existing rule was confirmed at the meeting of the Board on October 8, 2013. 
3  The Amended Rule defines "low volume" as less than 40 doses per month. 
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GOOD SAMARITAN AND ITS PHARMACY 

7. Good Samaritan Medical Center was first built in 1920 and includes The Cancer 

Institute at Good Samaritan Medical Center as part of its 333 licensed beds. Within its acute care 

bed complement, Good Samaritan dedicates 34 beds to adult oncology. The hospital also has 22 

intensive care and 7 Level II NICU beds. With numerous expansions and additions over the 

years, the hospital now occupies over 460,000 gsf. Good Samaritan has 17 operating rooms, two 

Philips Allure FD 20 and one Phillips Allure FD 10 interventional radiology suits, and more than 

50 automated dispensing cabinet locations. 

8. Good Samaritan provides medical, oncologic, surgical, obstetrical, cardiovascular, 

medical detox and emergency services to the greater West Palm Beach area. Good Samaritan's 

special services include a Primary Stroke Center, membership in the Advanced Neuroscience 

Network, Comprehensive Community Cancer Center, Gamma Knife PERFEXION, Medical 

Detox Unit, Level II neonatal intensive care unit, The Cardiac and Vascular Institute, Digestive 

Disease Institute and Bariatric Surgery. Good Samaritan also has a Sleep Disorders Center and 

diagnostic and imaging services for both inpatients and outpatients. Good Samaritan Medical 

Center is affiliated with more than 300 primary care, specialist, and sub-specialist physicians, 

and has more than 900 employees. 

9. Good Samaritan is accredited by the Joint Commission and is the recipient of 

numerous awards including: 2013 Get with the Guidelines Stroke Gold Award, 2013 Get with 

the Guidelines Heart Failure Gold Plus Award, Comprehensive Community Cancer Center 

Award by the American College of Surgeons and the 2013 CIGNA Center of Excellence Award 

for COPD. 

10. Good Samaritan is also part of the county wide disaster response team. 



11. Because the sterile compounding pharmacy services provided at Good Samaritan 

are such an important part of the hospital's services to adult oncologic patients, some additional 

description of the Cancer Institute is warranted. 

12. The Cancer Institute works with over 15 oncologic specialists and includes: 

• 34 bed inpatient oncology unit 
• Comprehensive Breast Center 

> 3-D Mammography 
> High-Definition MRI 
> Radioactive Seed Localization 
> Patient Navigator 

• Mary Crowley Cancer Research Center 
• Sari Asher Center for Integrative Cancer Care 
• American Cancer Society Signature Programs 

> American Cancer Society's I Can Cope 
• American Cancer Society's Looking Good...Feel better 
> American Cancer Society's Man to Man 
> American Cancer Society's Reach to Recovery 

• Robotic surgery 
• Interventional Radiology 

> Transcatheter Arterial Chemoembolization ("TACE") 
procedures are performed at Good Samaritan in which beads 
"loaded" with chemotherapy are inserted. To our knowledge, 
Good Samaritan is the only place in Palm Beach County where 
this procedure is performed. 

• Partnership with Florida Cancer Specialists and Research Institute 

	

13. 	Specialized oncologic services include: 

• Advanced Screening and Diagnostic Imaging • Radiation Oncology • Gamma Knife 
PERFEXION • Oncologic Surgery • TACE Procedures • Intrathecal Chemotherapy 
Administration • Parenteral Chemotherapy Administration • 

	

14. 	In 2013 Good Samaritan Medical Center cared for 33,800 adult and pediatric 

emergency department patients, approximately 8800 inpatient admissions, 6,600 surgical 

patients, 798 adult intensive care patients, 369 stroke alert patients, 1,700 acute dialysis patients 

and 1,200 adult oncology patients. A significant number of these patients receive some version 
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of a sterile compounded product during their course of treatment. The pharmacy compounded 

3,700 chemotherapeutic doses in 2013. 

15. The Good Samaritan pharmacy department is never closed. The pharmacy has 

been in several locations over the 94 year history of the hospital. Presently the pharmacy is 

within a 46 year old structure. The pharmacy was constructed in its current location in 1991. It 

occupies a total of approximately 3,345 gsf. However, only approximately 376 gsf (including the 

ante area and buffer room) is available and dedicated to sterile compounding. Following 

construction, the compounding areas will almost double in size when the ante room, buffer room, 

chemotherapy hood room and bulk IV supply area are counted. 

16. The overall pharmacy is an open plan with private/semi-private rooms for the 

offices, consult, toilet, narcotic vault and compounding area. The existing compounding area is 

one large room that is sub-divided internally with shelving and a demarcation line so that one 

enters the ante area and then crosses a line embedded in the floor into the hood area. The 

chemotherapy hood, although self-contained, sits adjacent to one of the non-chemotherapy 

laminar flow hoods in the corner of the room. There are two 6' laminar flow hoods for non-

chemotherapy compounding and one 4' Germ-Free glove box isolator used for chemotherapy 

compounding. Exhibit B is a series of diagrams showing the planned renovations. The first page 

includes a diagram of the current pharmacy.4  

17. The pharmacy dispenses 2100 pharmaceutical products and reviews 1500 

medication orders daily. Of the ten Florida hospitals owned by Good Samaritan's parent, Tenet 

Healthcare Corporation, Good Samaritan's pharmacy is the busiest with respect to sterile 

compounding of hazardous substances for adult patients. With 28 staff members and 22 FTEs, 

the pharmacy is responsible for nearly 3,200 hours of staff support for patient care every month. 

4  The current floor plan is labeled "Phase I Demo." 
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18. The pharmacy also serves as an advanced practice site for pharmacy students with 

10 students per year. The pharmacy department services a diverse hospital that has more than 50 

automated dispensing cabinet locations. The department of pharmacy practices in tandem with 

high acuity services including adult emergency medicine, interventional cardiology, and 22 adult 

critical care beds. 

19. The Good Samaritan pharmacy routinely creates the following types of sterile 

compounded products: 

• Antibiotics • Antivirals • Antifungals • Cardiac Drips • Parenteral Nutrition • 
Epidurals • Pain Management• Chemotherapy • Electrolytes • Hematology/Factor 
Replacement • Anticoagulants • Antithrombotics • 

20. Medication commonly needed on a STAT basis include weight based antibiotics, 

electrolytic replacements, anticoagulation, oncology treatments, oncology rescue agents, code 

response medications, intrathecal chemotherapy, methotrexate for ectopic pregnancies. 

Additionally, the following hazardous sterile preparations cannot be outsourced due to their need 

intraprocedurally: chemotherapy beads for hepatic chemoembolization and intraoperative 

chemotherapy bladder irrigation. 

21. The following equipment and resources are used as part of Good Samaritan's 

sterile compounding activities: 

• Two horizontal laminar flow hoods 
• One Pinnacle Automated Compounder and software 
• One refrigerator 
• One glovebox isolator with venting to the outside 
• Pressure monitors ante and buffer room 
• Temperature and humidity monitors ante and buffer room 
• Simplifi 797 Compliance Program 
• Sterile compounding references including Micromedex, USP, Neofax, 

Harriet Lane, Teddy Bear Book on Pediatric Injectable Drugs, and Trissels 
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22. 	It is noteworthy that the Good Samaritan pharmacy has implemented and uses the 

Simplifi 797®  process to help insure that its compounding practices are done in accordance with 

the highest industry standards. To be more specific: 

• Simplifi 797®  is a web-based USP Chapter 797 quality system, that 
establishes the training, risk management, and quality assurance practices 
necessary for a safe and efficient sterile compounding environment. 

• Simplifi 797®  has become a standard for Tenet pharmacy departments for 
compounding documentation 

• It assists in compliance management and provides staff with expert-based 
sterile compounding instruction linked directly to USP 797 standards. 

• It allows pharmacies to achieve a state of control with standardized 
training, proper technique, quality assurance controls, standard operating 
procedures, and management oversight. 

• The program was co-developed with industry expert Eric Kastango, MBA, 
RPh, FASHP, with policies, procedures and education program directly 
supporting USP 797 
This web-based application is continually updated as standards change 
with a reference library covering techniques, policies and procedures and 
competency templates. 

• The program will track and review specifics for our compounding 
activities, with the program we created custom tasks for to serve as a 
reminder for pharmacy checklists and must do activities. 

• Timely data and reporting access is available including trending and 
analysis reporting by person, site, or facility. 

• Single screen dashboard is used to manage all training, schedules and 
tasks including auto-notification of overdue items, exceptions and out-of-
range measurements. 

23. 	In addition, Simplifi 797®  includes: 

• A complete set of 797 based policies and procedures and related forms 
• The ability to ask and clarify questions related to USP <797> standards, 

rules or regulations 
• Customized to provide tracking and review of quality systems specific to 

the pharmacy's compounding sites 
• Dashboard design and single screen to easily manage all tasks and 

schedules 
• Custom tasks for non-sterile compounding or other pharmacy checklists 
• Batch processing templates for storing recipes, compounding records and 

labeling 
• Auto-notification of overdue tasks, exceptions and out of range 

measurements 
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• Resolution procedures for exceptions and unacceptable measured values 
• Trending and analysis reporting by person, compounding facility or 

sample site 
• Reference library covering techniques, policies and other pertinent 

information 

24. Routine daily, weekly and monthly cleaning occurs in the ante room area and 

sterile compounding area in compliance with USP 797. The pressure status of the buffer and ante 

areas are monitored 24 hours a day through a Dickson monitoring device that is integrated into 

an audible alarm within the main pharmacy. On a regular basis, among other safeguards, the 

buffer room and compounding hoods are surface sampled; the ante and buffer areas are air 

sampled; and the compounding hoods are air sampled. All sampling test results are maintained 

on site and if any deficiencies are noted, immediate corrective actions are taken and resampling 

occurs. 

25. There are three important additional points to be made regarding the sterile 

compounding done in the Good Samaritan's pharmacy: 

The Department of Health conducted a "Compounding Sterile 
Preparations" survey of the Good Samaritan's pharmacy on December 12, 
2013 and the pharmacy passed with minor deficiencies which included 
policy revisions to match current practices which are in alignment with 
USP 797. Those matters have been addressed. 

• As discussed further below, the renovations that are being constructed are 
being done in a way that all of the sterile compounding facilities and 
safeguards currently in place are maintained until the new space is 
approved and ready for occupancy. 

• To date there have been NO incidents of contaminated sterile compounds 
produced by Good Samaritan's department of pharmacy. There are many 
safety, quality, and practice standards to ensure accurate compounding 
activities to treat the hospital's patients with the highest level of care and 
to protect the staff. 
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THE NECESSARY PHARMACY RENOVATIONS 

26. Good Samaritan has been in a process to redesign the sterile compounding area 

for the past 6 months. During this process Good Samaritan has attentively followed the state of 

compounding regulations in Florida and nationally. As it became clearer that new rules would be 

forthcoming in the state of Florida, the pharmacy department has been working with consultants 

and design firms to find a path forward for a compliant sterile compounding area based on the 

forthcoming rules. Until the final proposed Board of Pharmacy rule was released in April 2014, a 

final draft for construction review was not achievable. 

27. The implementation time challenges this hospital faces are unique as a result of 

both the building's age and design, the challenge of creating a compounding suite that will be 

compliant with current and future regulations, and the need to do construction in a way that 

allows sterile compounding to continue in a safe and compliant manner. 

28. Architecturally, there will need to be two buffer (clean/hood) rooms; one for the 

hazardous IV preparations and one for the non-chemo/non-hazardous IV preparations. In 

addition a designated ante room will be added to permit staff to perform personal hygiene and 

garbing procedures, stage components, and perform order entry and CSP labeling. Furthermore, 

work must be done on the exterior of the building to extend the exhaust duct up the side of the 

building because, currently, the vent occurs at the first floor level in a courtyard, onto the roof, 

and then up above the uppermost floor of the hospital. 

29. Fairly extensive engineering work is required as well. The existing air handling 

unit, AHU-B3, which serves the general pharmacy cannot meet the requirements of USP 797.5  

5  The pharmacy is currently compliant with Florida law because the existing glove box is separately vented to the 
outside. 

9 



30. 	A new dedicated air handling unit and other mechanical upgrades will meet the 

following USP 797 requirements: 

o 30 air changes per hour supply air into Compounding (Buffer) Room, Ante Room 
and Chemo Hood Room. 

o Filtration of 99.97% HEPA. 
o Temperature and Humidity control. 
o Positive pressure Compounding Room and Ante Room. 
o A new dedicated exhaust fan located on an upper roof will maintain the Chemo 

Hood room at negative pressure. 
o A new dedicated exhaust fan to serve the chemo hood located on a upper roof. 

31. There is less than ten feet from the basement floor to the deck. In order to install 

ductwork to serve the new compounding rooms, a gypsum fur-down is needed for the ductwork. 

The bottom of the fur-down will be about seven feet above the floor. This will allow the 

remaining ceiling in the compounding rooms to be as high as possible. 

32. The existing basement location, with its low ceiling heights, overcrowded space 

between the ceiling and the structure, and the inability to provide an exhaust to the exterior of the 

building other than along one wall is unique and challenging. This is one of the features that 

makes this project more difficult, unique and potentially different from those faced by other 

compounding pharmacies. 

33. Architecturally, the IV Prep area will be renovated and expanded in place. The 

desired end result is to create a storage area for IV supplies and an anteroom where the current 

IV area is located with the two new buffer rooms where existing offices are located. The offices 

and narcotic vault will be relocated to an area currently occupied by housekeeping. The toilet 

will be brought into compliance with accessibility requirements. For this to occur, the narcotic 

vault must be relocated. The required compounding counter and sink for the pharmacy will be 

relocated adjacent to the expanded and renovated toilet. Two new mechanical rooms will be 
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added to provide address the air flow and needs of the IV area; they will be located in part of the 

existing shop area. A copy of the phased renovation plan is attached as Exhibit B. 

34. 	It is important to understand that this plan allows for the compounding to continue 

in a safe manner that is compliant with the requirements of the version of Rule 64B16-27.797 

before adoption of the Amended Rule. There may be a few days in which temporary partitions 

must be constructed to separate different areas of the pharmacy. If there are days in which the 

proper environment cannot be maintained to safely compound, Good Samaritan commits to 

make alternate arrangements and not compound hazardous drugs (or conduct any other activity 

that cannot be safely conducted). However, it is not anticipated that such activity will happen 

often. Further, the timing of any interruptions can be planned in a way to avoid any significant 

disruption. 

35. For compounding to continue safely during construction, the project must be 

completed in phases even though that will add to the total time for project construction. 

36. The phases for this project are summarized as follows: 

Phase 1: 
Temporary Reduction in size of the existing IV area, 

a. Keeping the existing sink in a reduced ante area, 
b. Keeping the existing and currently functioning chemo hood in 

place 
c. Relocating one of the existing non-chemo hoods in a reduced 

buffer area 
Providing a temporary wall in the existing staff break area in order to 
use the existing sink for the pharmacy compounding sink (this used to 
be the IV lab area). There is no door separating the break area from 
the pharmacy area, so the sink will technically be in the pharmacy 
area. Providing a door in the temporary wall for access to what 
remains of the staff area. 

Phase 2: 
Relocation of the offices and narcotic vault to the existing 
housekeeping areas. 
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Phase 3: 
Relocation area for ante area and both buffer rooms 
Renovate toilet to be accessible 
Relocate compounding sink 

Phase 4: 
Renovate existing W area for IV storage area 
Remove temporary wall in break room area. 

37. 	Here is the current project schedule: 

AHCA Stage One submittal: 
AHCA Stage Two face to face: 
AHCA Final Submittal: 
Final Bids Due: 
Construction Phase One: 
Construction Phase Two: 
Construction Phase Three: 
Construction Phase Four: 

July 10, 2014 
September 30, 2014 
October 23, 2014 
November 13, 2014 
Nov. 18, 2014 — January 16, 2015 
Jan. 22 - April 17, 2015 
April 23 — July 3, 2015 
July 8 — July 31, 2015 

38. As noted above, because this project is located in a licensed hospital, it must not 

only go through various levels of review by the local jurisdictions in Palm Beach County; it is 

also subject to extensive regulatory oversight by the Florida Agency for Health Care 

Administration ("AHCA"). AHCA's review includes not only the specific references in the 

schedule listed above; it also includes inspections that must occur during and at the end of each 

phase of construction. 

39. AHCA inspections are done according to schedules set by the agency and 

generally occur on a three-week rotation. Consequently, work schedules are significantly 

affected by the schedules of the inspectors. 

40. The total cost is this renovation is approximately $1,500,000. 
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THE PURPOSE OF THE REGULATIONS WILL BE ACHIEVED 
WHILE THE TEMPORARY WAIVER IS IN PLACE  

41. Considerable space in this Petition has been devoted to a description of the 

facilities and quality assurance processes in place at Good Samaritan to assure that high quality 

sterile products are produced in a safe manner at all times. 

42. Good Samaritan has been preparing sterile compounded products for decades. 

There has never been an incident in which a contaminated product was produced by the 

pharmacy. There has never been an incident in which patients or staff were endangered as a 

result of the sterile compounding practices of the hospital. 

43. Because of the phasing and the construction plan that has been implemented, all 

of the existing safeguards will stay in place throughout construction and beyond. 

APPLICATION OF THE AMENDED RULE WITHOUT THE TEMPORARY 
WAIVER WOULD CREATE A SUBSTANTIAL 

HARDSHIP AND VIOLATE PRINCIPLES OF FAIRNESS  

44. Section 120.542, Florida Statutes authorizes and provides the standards for 

granting waivers. Subsection (2) states: 

(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. 

45. This waiver request meets both the hardship and fairness tests. 
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46. 	Significant patient displacement and harm would occur if sterile compounding is 

no longer allowed to take place at Good Samaritan. Sterile compounding is a mission critical 

process for the patients cared for at this large and very busy institution. Without the capabilities 

to continue compounding services in the interim period during the construction of a new sterile 

compounding area Good Samaritan will be unable to continue the same level of services, some 

of which are not otherwise available in the area. Patients come to Good Samaritan for diagnostic 

and surgical care of their oncologic disease processes. The inability of the hospital to continue 

their care through the provision of chemotherapy infusions would cause patients to leave a 

facility where there is comfort and familiarity and go to a facility in which they know no one. 

This would impart undue stress and anxiety on a patient population that is already fraught with 

stress and anxiety due to their disease process. 

47. 	Outsourced compounded products have a role in modem pharmacy practice. 

Moving from an outsource product mix of less than 1% to 100% is not a practice model that can 

meet the diverse patient care needs that Good Samaritan serves, especially with the hospital's 

heavy emphasis on serving the oncology needs of a large geographical area. Many oncology 

patients also require medical attention and as a result of the chemotherapy regimen and they are 

often dependent on injectable medications as the preferred route of administration. Outsourcing 

these medications would place patients at risk due to the long-turn-around-time. Also, 

outsourcing chemotherapy can result in patients having to spend one or two unnecessary extra 

days in the hospital while they wait for their chemotherapy to be prepared and delivered. This 

imparts additional stress, anxiety and costs on patients as well as places them at risk for hospital-

acquired infections, falls, and many other negative sequelae. Outsourcing chemotherapy would 
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also impart a financial burden to the facility from both an increased length of stay and an 

increased acquisition cost of outsourced chemotherapy. 

48. For various acute conditions and intensified care post chemotherapy regimens, the 

lack of immediate on-demand sterile compounding capabilities would be a significant hardship 

for patients and families. Since most outsourced products are geared for standard dosing, the 

turnaround time for outsourcing facilities would not meet the standard of care that these patients 

require as many doses are weight-based. Furthermore, many compounding facilities are not 

located in Florida and even when they are licensed through the Florida Board of Pharmacy to 

distribute compound pharmaceuticals, they are rarely if ever inspected by Florida pharmacy 

inspectors. Now that the FDA has begun inspecting these compounding facilities, the quantity of 

FDA warning letters and citations has grown. 

49. In addition, even if all the needed products could be obtained in a timely manner 

(which they cannot), to do so would needlessly increase the cost of health care when a temporary 

waiver will solve the problem. 

50. While every compounding pharmacy will have to be compliant with the Amended 

Rule, the size of the pharmacy operation at Good Samaritan, the wide array of uniquely 

compounded products needed in a timely manner, the time it takes to renovate a pharmacy 

located in a hospital as opposed to a pharmacy not regulated by AHCA and the unique 

challenges presented because of the age, configuration and construction of this facility, truly 

means that an October 1, 2014 effective date for the Amended Rule affects Good Samaritan and, 

more importantly, its patients, in a manner significantly different from the way it affects others. 
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CONCLUSION 

51. The final phase of construction is currently scheduled to be completed on July 31, 

2015. However, this project is still in its early stages and schedules can change. In order to 

provide a little room for the variables associated with a project of this size and complexity, Good 

Samaritan is requesting a waiver of the effective date of the Amended Rule until September 1, 

2015. Good Samaritan commits to advising the Board of Pharmacy if the project is completed 

sooner and would stipulate that this temporary waiver will end when that final phase is 

completed. Good Samaritan further stipulates as a condition of this waiver that it will continue to 

comply with the version of Florida Administrative Code Rule 64B16-27.797 in effect prior to 

October 1, 2014 and will be accountable for any violations of that rule. 

52. This temporary waiver is truly critical to Good Samaritan and its patients. To 

emphasize the importance of this request, in addition to the signature of undersigned legal 

counsel, this Petition is also signed by Mark Nosacka, Chief Executive Officer of Good 

Samaritan and Debra R. Taldi, PharmD., the Director of Pharmacy at Good Samaritan to further 

attest to the veracity of the statements made herein and to underscore the critical need for this 

temporary waiver. It is also signed by Kellee Bowers, AIA, the project architect with Sterling 

Barnett, Little in Arlington, Texas to attest to the design and construction aspects of this Petition. 
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RESPECTFULLY SUBMITTED this  23  da 3 20 

MICHAEL 
Florida Bar 
mglazer@Etus ey.com   
Ausley McMullen 
Post Office Box 391 
Tallahassee, Florida 32301 
Telephone: (850) 425-5474 
Facsimile: (850) 222-7560 

Attorneys for Tenet Good Samaritan, Inc. 
d/b/a Good Samaritan Medical Center 

ATTESTED TO BY: 

OSACKA, CEO 
ood Samaritan Medical Center 

DEBRA TA I, Phal- D, 
Director of Pharmacy, Good Samaritan Medical Center 

KELLEE BOWERS, AIA 
Sterling, Barnett Little 
Project Architect (as to those portions of this Petition dealing with design and construction 
matters) 
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RESPECTFULLY SUBMI 1"1 'ED this 	day of July 2014. 

MICHAEL J. GLAZER 
Florida Bar No. 0286508 
mglazer@ausley.com  
Ausley McMullen 
Post Office Box 391 
Tallahassee, Florida 32301 
Telephone: (850) 425-5474 
Facsimile: (850) 222-7560 

Attorneys for Tenet Good Samaritan, Inc. 
d/b/a Good Samaritan Medical Center 

ATTESTED TO BY: 

MARK NOSACKA, CEO 
Good Samaritan Medical Center 

DEBRA TALDI, PharmD. 
Director of Pharmacy, Good Samaritan Medical Center 

LLEE BOWERS, AIA 
S erling, Barnett Little 
P eject Architect (as to those portions of this Petition dealing with design and construction 

tters) 
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CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that the original of the foregoing has been furnished by hand 
delivery this 	 day of July, 2014 to Jaime Briggs, Agency Clerk, Office of the General 
Counsel, Florida Department of Health, 2585 Merchants Row Blvd., Suite 110, Tallahassee, 
Florida 32399 and a copies have been provided by hand delivery to: 

Patrick Kennedy, M.A. 
Executive Director 
Florida Board of Pharmacy 
Florida Department of Health 
4052 Bald Cypress Way, Bin C-04 
Tallahassee, Florida 32399 

David Flynn 
Assistant Attorney General 
Office of the Attorney General 
The Capitol, PL-01 
Tallahassee, Florida 32399-1050 

Joint Administrative Procedures Committee 
680 Pepper Building 
111 W. Madison Street 
Tallahassee, Florida 32399-1400 
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EXHIBIT A 



Notice of Proposed Rule 

DEPARTMENT OF HEALTH 
Board of Pharmacy 
RULE NO.: 	RULE TITLE: 
64B16-27.797 Standards of Practice for Compounding Sterile Preparations (CSPs) 
PURPOSE AND EFFECT: The Board proposes the rule amendment for the specific purpose of determining the 
necessity of incorporating and setting as the minimum standards to follow when compounding sterile products, the 
following chapters of the United States Pharmacopeia: 797; 1160; 71; 85; 731; and 1231. 
SUMMARY: The following chapters of the United States Pharmacopeia will be incorporated into the rule as the 
minimum standards to follow when compounding sterile products: 797; 1160; 71; 85; 731; and 1231. 
SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE 
RATIFICATION: 
The Agency has determined that this will not have an adverse impact on small business or likely increase directly or 
indirectly regulatory costs in excess of $200,000 in the aggregate within one year after the implementation of the 
rule. A SERC has not been prepared by the Agency. 
The Agency has determined that the proposed rule is not expected to require legislative ratification based on the 
statement of estimated regulatory costs or if no SERC is required, the information expressly relied upon and 
described herein: During discussion of the economic impact of this rule at its Board meeting, the Board, based upon 
the expertise and experience of its members, determined that a Statement of Estimated Regulatory Costs (SERC) 
was not necessary and that the rule will not require ratification by the Legislature. Specifically, the Board considered 
that 21 U.S.C. §353a, as amended by Public Law Number 113-54 (November 27, 2013), requires compounding to 
comply with the applicable chapters of the United States Pharmacopeia (USP) on compounding. Therefore, any 
economic impact is a direct result of federal mandates. Further, the Board considered that all institutional 
pharmacies are already mandated to comply with the compounding provisions that are being incorporated. Finally, 
the Board considered that since approximately 2008, Board rule requirements essentially required compliance with 
the provisions of the USP which are being incorporated. The Board considered that having to come into compliance 
with laws and rules that are already effective is not an economic impact that is applicable for consideration for this 
proposed rule amendment. No person or interested party submitted additional information regarding the economic 
impact at that time. 
Any person who wishes to provide information regarding a statement of estimated regulatory costs, or provide a 
proposal for a lower cost regulatory alternative must do so in writing within 21 days of this notice. 
RULEMAKING AUTHORITY: 465.005, 465.0155, 465.022 FS. 
LAW IMPLEMENTED: 465.0155, 465.022 FS. 
IF REQUESTED WITHIN 21 DAYS OF THE DATE OF THIS NOTICE, A HEARING WILL BE SCHEDULED 
AND ANNOUNCED IN THE FAR. 
THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Tammy Collins, Acting 
Executive Director, Board of Pharmacy, 4052 Bald Cypress Way, Bin C04, Tallahassee, Florida 32399-3254 

THE FULL TEXT OF THE PROPOSED RULE IS: 

(Substantial rewording of Rule 64B16-27.797 follows. See Florida Administrative Code for present text.) 

64B16-27.797 The Standards of Practice for Compounding Sterile Products Preparations-(CSIs). 
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, or ambulatory infusion center). 



(1) Adoption of the United States Pharmacopiea: Beginning on October 1, 2014, all sterile compounding shall 
be performed in accordance with the minimum practice and quality standards of the followitig chapters of the United 
States Pharmacopeia (USP):  

(a) Chapter 797. Pharmaceutical Compounding-Sterile Preparations; 
(b) Chapter 1160. Pharmaceutical Calculations in Prescription Compounding; 
(c) Chapter 71. Sterility Tests; 
(d) Chapter 85, Bacterial Endotoxins Test; 
(e) Chapter 731, Loss on Drying: and 
(f) Chapter 1231, Water for Pharmaceutical Purposes. 

All referenced chapters of the USP, in subsection (1) are specifically referring to the United States Pharmacopeia, 
36th revision, Second Supplement, which is hereby incorporated and adopted by reference with the effective chapter 
dates of December 1, 2013. A copy of the US? chapters referenced in this rule may be examined and inspected, but 
not copied, at the office of the Board of Pharmacy in Tallahassee, Florida. A subscription to all relevant chapters is  

available for purchase at www.uspnf.com.  
(2) Minimum Standards: The minimum practice and quality standards of the US? are adopted as the minimum  

standards to be followed when sterile products are compounded. However, nothing in this rule shall be construed to 
prevent the compounding of sterile products in accordance with standards that exceed the USP.  

(3) Current Good Manufacturing Practices: The Board deems that this rule is complitd with for any sterile  
products that are compounded in strict accordance with Federal Current Good Manufacturing Practices per 21  
C.F.R. &§ 210.1 211.3.  

(4) Specific Exceptions to the United States Pharmacopeia:  
(a) Although the USP requires the donning of gloves prior to entry into the clean-room, all required donning of 

gloves can be performed after entry into the clean-room to avoid contamination of the gloves from the door handle 
or access device leading into the clean-room.  

(b) US? Chapter 797 requires that "When closed-system vial-transfer devices (CSTDs) (i.e., vial-transfer 
systems that allow no venting or exposure of hazardous substance to the environment) are used, they shall be used 
within an ISO Class 5 (see Table 1) environment of a BSC or CACI. The use of the 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 acceptable." 
For purpose of said provision. a "low volume of hazardous drugs" is defined as less than 40 doses per month.  

(5) Additional Exceptions: The Board encourages the use of a Petition for Rulemaking to inform the Board of a 
request to add an additional exception to subsection (5) of this rule. A Petition for Rulemaking is controlled by 
Section 120.54(7) of the Florida Statutes.  

(6) Rule Conflicts: On October 1, 2014 this rule shall control notwithstanding any rule to the contrary located 
throughout the provision of Chapter 64B16, F.A.C. Upon the effective date of this rule, the board will begin the  
process of repealing all rules that conflict with this rule.  
THIS RULE SHALL TAKE EFFECT OCTOBER 1, 2014.  
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 10-1-14. 

The Board has determined that posting the material on the Internet would constitute a violation of the federal 
copyright law. At the time of adoption, the copyrighted incorporated material will be available for public inspection 
and examination at the Department of Health, 4052 Bald Cypress Way, Bin C04, Tallahassee, Florida 32399-3254 
and at the Department of State, Administrative Code and Register Unit, R.A. Gray Building, 500 South Bronough 
Street, Tallahassee, Florida 32399-0250. 

NAME OF PERSON ORIGINATING PROPOSED RULE: Board of Pharmacy 
NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Board of Pharmacy 
DATE PROPOSED RULE APPROVED BY AGENCY HEAD: February 11, 2014 
DATE NOTICE OF PROPOSED RULE DEVELOPMENT PUBLISHED IN FAR: December 20, 2013 



Notice of Change/Withdrawal 

DEPARTMENT OF HEALTH 
Board of Pharmacy 
RULE NO.: 	RULE TITLE: 
64B16-27.797 Standards of Practice for Compounding Sterile Preparations (CSPs) 

NOTICE OF CHANGE 
Notice is hereby given that the following changes have been made to the proposed rule in accordance with 
subparagraph 120.54(3)(d)1,, F.S., published in Vol. 40, No. 48, March 11, 2014 issue of the Florida Administrative 
Register. 
The change is in response to written comments submitted by the staff of the Joint Administrative Procedures 
Committee and input at the bearing. The changes are as follows: 

1. The following language will be added to the end of the paragraph located above subsection (2): 
The Board has determined that posting the incorporated material on the Internet would constitute a violation of 
federal copyright law. At the time of adoption, the copyrighted incorporated material will be available for public 
inspection and examination, but may not be copied, at the Department of Health, 4052 Bald Cypress Way, 
Tallahassee, Florida 32399-3254 and at the Department of State, Administrative Code and Register Section, Room 
701, The Capitol, Tallahassee, Florida 32399-0250. 

2. Subsection (3) shall now read as follows: 
(3) Current Good Manufacturing Practices: The Board deems that this rule is complied with for any sterile 

products that are compounded in strict accordance with Current Good Manufacturing Practices per 21 U.S.C. § 351 
(2012), 	adopted 	and 	incorporated 	herein 	by 	reference, 	available 	at 
http://www.firules.org/Gateway/referernce.asp?No=Ref-  	and 21 C.F.R. Parts 210 and 211 (2011), adopted and 
incorporated herein by reference, available at http://wwvv.flrules.org/Gateway/reference.asn?No=Ref- 

3. For subsection (4), subparagraph (c) will be added and shall read as follows: 
(c) USP Chapter 797 provides as follows in the "Facility Design and Environmental Controls" section: "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 devise, a minimum of 15 
ACPHs through the area supply HEPA filters is adequate, providing the combined 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 recommended." Notwithstanding the 
quoted provision, pharmacies that meet the standards set forth in the section quotes as of the effective date of this 
rule are not required to change the location of supply air or return filters or ducts so long as the ISO standards are 
maintained, 

4. Subsections (5) and (6) shall be removed in their entirety. 

5. The language that reads "THIS RULE SHALL TAKE EFFECT OCTOBER 1, 2014" shall now read as follows: 
`PROPOSED EFFECTIVE DATE: OCTOBER 1, 2014." 
THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Patrick Kennedy, Executive 
Director, Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254 
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October 7, 2010 
 
 
 
Mr. Jason M. Miller 
Kenton City Prosecutor 
111 W. Franklin  
Kenton, OH  43326 
 
Re: Tom Saywell 
D.O.B. 8/11/90 
 
Dear Mr. Miller: 
 
This information is being provided at the request of the above-mentioned student whom I understand 
is a participant in the Court’s Diversion Program after having been charged with Underage 
Consumption on or about 8/11/10.  Mr. Saywell shared that he is required to complete an alcohol 
education and assessment program as part of his Diversion agreement. 
 
Please allow this correspondence to confirm that Mr. Saywell has successfully completed the 
AlcoholEdu for Sanctions program which is a 3 hour online science-based course designed to teach 
students about the effects of alcohol on the mind and body, and to assist them in making safer and 
healthier decisions about alcohol use.  In addition to completing the Sanctions program, Mr. Saywell 
was also seen for clinical follow-up here at the Counseling Center to discuss what he learned as a 
result of completing the program and to complete further assessments.  Those assessments are not 
suggestive of alcohol dependence although he does acknowledge a pattern of what could be 
considered high risk drinking.  He has made changes in his drinking pattern since his arrest and was 
provided information on harm reduction strategies which research has shown to be useful in reducing 
the probability of one suffering negative alcohol related consequences when implemented.  
 
Thank you for your attention to these matters. Please do not hesitate to contact me should the need 
arise. 
 
Respectfully, 
 
Michael D. Schafer, Ph.D., LICDC 
Director of Counseling 
Clinical Psychologist 
Licensed Independent Chemical Dependency Counselor 
 



 
 
 
 
 
 
 
April 19, 2011 
 
 
Mr. Lee Hood 
Attorney at Law 
231 N. Main St.  
Ada, OH  45810 
 
Re: Tom Saywell 
D.O.B. 8/11/90 
 
Dear Mr. Hood: 
 
Please allow this letter to serve as confirmation that Mr. Saywell contacted the Counseling 
Center on 3/25/11 for evaluation and treatment pursuant to his arrest for Underage Consumption.  
Mr. Saywell was first involved with the Counseling Center in October 2010 when he completed 
an alcohol prevention course as part of his Diversion contract.  A copy of the correspondence 
documenting his successful completion sent to Kenton City Prosecutor Jason Miller is attached. 
 
Mr. Saywell has been seen on a regular basis since March 2011.  He has chosen to abstain from 
alcohol and has been successful in doing so.  He recognizes the seriousness of this offense and 
the impact it could have on his future.  I have recommended that he continue in outpatient 
counseling and he has agreed to do so. I anticipate his further cooperation.  If you should have 
any questions regarding Mr. Saywell’s treatment progress, please do not hesitate to contact me. 
 
Respectfully, 
 
 
Michael D. Schafer, Ph.D., LICDC 
Director of Counseling 
Clinical Psychologist 
Licensed Independent Chemical Dependency Counselor 
 
 
Enc. 
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