
AGENDA 
 

Florida Board of Pharmacy  
Compounding Committee Meeting 

 
August 7, 2018 – 8:00 a.m. 

 
Rosen Plaza Hotel * 9700 International Drive, Orlando, FL  32818 * (407)996-9700 

 
Committee Members:    Board Staff 
Mark Mikhael, PharmD    C. Erica White, MBA, JD - Executive Director 
Richard Montgomery, BPharm, MBA  Shay Marcelus, JD – Prog. Operations Admin. 
Blanca Rivera, BPharm, MBA 
David Wright, BPharm 
 
Board Counsel: 
David Flynn, Assistant Attorney General 
Lawrence Harris, Assistant Attorney General 
 

Note:  Participants in this public meeting should be aware that these proceedings are being recorded. 
 
1.  Call to Order 
 
2. Review of July 25, 2018 Minutes 
 
3.  Draft Revisions to USP Chapter 795 

•  Copy of letter sent to USP regarding proposed revisions to Chapter 795 
 
4. Lyophilization 
 
5. Student Compounding 
 
4.  Old Business 
 
5.  New Business 
 
6.  Public Comment 
 
7.  Adjourn 
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FLORIDA BOARD OF PHARMACY 
 

 
July 27, 2018 
 
 
United States Pharmacopeia Convention 
12601 Twinbrook Parkway 
Rockville, MD 20852-1790 
 
 Re: Public Comment – Proposed Revisions to USP 795 
 
To Whom It May Concern: 
 
The Florida Board of Pharmacy appreciates the opportunity to provide 
comment on the proposed revisions to USP-NF Chapter 795 (USP 795).  
The Board’s primary concern with the proposed revisions to USP 795 is 
that new standards will inhibit the fundamentals of the profession of 
pharmacy.   
 
Our general position is that many of the proposed revisions inhibit what we 
consider to be the “practice of pharmacy”.  Specifically, we observe that a 
majority of new proposed regulations are geared toward Current Good 
Manufacturing Practices (CGMP) or mass production, and not toward what 
the Board would consider  the “practice of pharmacy” and non-sterile 
compounding.  As a Board, we believe that many of the proposed revisions 
within the USP 795 rewrite are overreaching and unnecessarily onerous to 
the profession of pharmacy:  
 
Proposed Revision #1:  USP Ch. 795 should be further revised to tailor 
the nonsterile compounding requirements to the category of 
compounding being performed (i.e. simple, moderate, complex) in a 
facility.   

 
Comment:  The Board’s position is that not all compounding is created 
equally; therefore, compounding should be viewed in different categories 
based on the risk to the public.  There should be an understanding of risk 
and the risk management associated with simple compounding versus the 
other types of compounding. USP should continue to differentiate 
requirements for the various types of nonsterile compounded products. 
 
Proposed Revision #2:  Introduction and Scope - Definition of 
Nonsterile Compounding (lines 1-11) 
Comment: The term “alteration” is not clearly defined and should be 
clarified.  Under the proposed revision, if a pharmacist splits a tablet for a 
patient for ease of use, then they have “altered” the tablet.  The definition 
of nonsterile compounding should be updated to clarify that nonsterile 
compounding does not include pill splitting activities. 
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United States Pharmacopeia Convention 
Florida Board of Pharmacy – July 27, 2018 
Page 3 
 
Proposed Revision #9:  SOPs and Master Formulation and Compounding Records (lines 387-
388)       Comment:  The requirement to maintain a Master Formulation Record should be optional – 
not required.  The Board would be in support of a Master Formulation Record, but what is currently 
identified in the USP 795 revision is extremely burdensome to most pharmacies.  The language relating 
to the record should only be identified for complex compounds, and only be pertinent to the information 
needed for the compound itself.  Additionally, the language regarding the Release Testing is overbroad. 
 
Proposed Revision #10:  Labeling (lines 426-468, specifically line 455) 
Comment:  Use of the Beyond Use Date (BUD) in lieu of expiration date is concerning and can cause 
confusion for the patient; therefore, the labeling requirement should reference an “expiration date” for 
the prepared prescription.  
 
Proposed Revision #11:  Establishing a BUD for a CNSP (lines 470-590, and specifically lines 
523 and 535) 
Comment: The Board is not in support of the requirement of establishing a mandatory BUD requirement 
and would not be in favor of predetermined BUDs.  Should USP continue to require the use of BUDs 
for CNSP’s, the day the product is compounded should be “0” instead of “1”.  The Board also discussed 
that there is no basis for reducing the expiration from 180 to 90 days.   
 
Proposed Revision #12:  CNSP Handling, Packaging Storage and Transport (lines 647-654) 
Comment: The board believes these provisions to be impractical considering in most community 
pharmacy settings the compounded space will likely be open air to the entire facility.   
 
Proposed Revision #13:  Documentation (line 713) 
Comment:  The board proposes that USP utilize a differentiated approach between simple non-sterile 
compounds and others.  The board believes documentation requirements should be varied based on 
the type of compounding taking place and this approach would not be practical in the standard, 
traditional drug store.  
 
Thank you for allowing this opportunity for the Florida Board to provide our observations, comments, 
and concerns regarding the USP 795 rewrite.  Our primary concern as can be seen throughout the 
comments is the lack of differentiation between simple non-sterile compounded products and all other 
compounded products.  The proposed revisions will create barriers to patient care and inhibit what we 
consider to be the “practice of pharmacy”.  We observe that a majority of new proposed revision 
standards are geared toward Current Good Manufacturing Practices (CGMP) or mass production, 
and not toward what the Board would consider to be the “practice of pharmacy” and non-sterile 
compounding.  We ask USP to reconsider their current revisions to ensure the traditional practice of 
pharmacy is not hindered with little to no patient safety enhancements.   
 
Respectfully, 
 
 
 
 
Jeenu Philip, BPharm 
Chair 

9



 

 

 

 

TAB #4 

10

http://floridaspharmacy.gov/


11



12



13



14



15



16



17



18



7/30/2018

7

Sterilizing the Lyophilizer

• The lyophilizer must be sterilized before the partially stoppered vials 
are placed in the unit.

• The lyophilizer chamber, the nitrogen gas lines to the chamber, the 
path to the condenser and the condenser and lines must be sterilized 
to protect the product from contamination. 

• Sterilization of both the lyophilizer and the nitrogen system must be 
validated with biological indicators. 

Diagram of lyophilizer
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