



COMMONWEALTH OF MASSACHUSETTS
BOARD OF REGISTRATION IN PHARMACY

Pharmacy Advisory Committee
Meeting held via remote WebEx
Boston, Massachusetts, 02114
April 16, 2025

Advisory Committee Members Present
Michael Godek (chair designee by James Lavery)
John Walczyk, RPh, PharmD (Expert in USP<795>)
Francis McAteer (Expert in Microbiology)
Sylvia B. Bartel, RPh (Expert in USP<797>)
David H. Farb, PhD (Expert in Clinical Pharmacology	
Karen B. Byers, MS, RBP, CBSP (Expert in Microbiology)
John P. Mistler, Pharm. D, RPh, MBA, BCSCP, CPH (Expert in cGMP)
Michael J. Gonyeau, RPh, PharmD, Med, BCPS, FNAP, FCCP (Expert in Clinical Pharmacology) 


Board of Pharmacy Member Present
Sami Ahmed, PharmD, RPh, BCPS, BCSCP

Advisory Committee Members Not Present
Keith B. Thomasset

Board Staff Present					
Michael Godek, RPh, Executive Director			
Jacqueline Petrillo, PharmD, RPh, JD General Counsel	
William Frisch, RPh Director of Pharmacy Compliance		
Michelle Chan, RPh Quality Assurance Pharmacist					
Sam Penta, RPh Senior Investigator
Nathan Van Allen, PharmD, RPh Pharmacy Investigator
Joanne Trifone, RPh, Director of Investigations
Joanna Chow, Program Analyst
Gayatri Ramasubramanian, Licensing Analyst Intern 
Susan Kim, Licensing Analyst Intern















TOPIC I.  Attendance by roll call:						Time: 10:17 AM

Call to Order by Michael Godek at 10:17AM and announce that the meeting is being recorded.


TOPIC II.		             Approval of Agenda 				Time: 10:17 AM
Agenda: 04/16/25

Changes:    No changes. Voted Unanimously by those present to approve the agenda.

[bookmark: _Hlk208406688]Motion by S. Bartel and seconded by J. Walczyk and voted unanimously by those present to approve the agenda with no changes.


Topic III		Approval of Board Minutes for 10/23/24 meeting		Time: 10:23 AM

Changes: No additional changes. 

Motion by. D. Farb and seconded by S. Bartel and voted unanimously by those present to approve the 10/23/24 meeting minutes with no changes.

[bookmark: _Hlk43712187]
TOPIC IV	 Recommendation Document 25-01 “Rapid Sterility Testing” 	Time: 10:24 AM

Presented: T. Fensky

Discussion: 

Tim F – Highlighted the Board of Pharmacy’s need for expert guidance on the use of Rapid Sterility Testing Technology by the licensed sterile compounding pharmacies. 

William F - Mentioned that the draft guidance document has been created and has been given to PAC committee for inputs from the previous meeting. He also explained the purpose of the policy includes the use of alternative sterility testing methods. He emphasized the importance of developing a comprehensive guidance document to support its implementation. Hope to bring the draft to the May board meeting to get it approved as a policy. 

Action: Motion by. J. Walczyk and seconded by F. McAteer and voted unanimously by those present to approve Recommendation Document 25-01. 


TOPIC V	Provide expert input and advisory opinion 			Time: 10:27 AM
											              
Presented: PAC Committee

Discussion: 

Review of I. General Considerations drafted for RMMs 

JW: Raises question on how pharmacies would be able to perform testing where microorganisms used in method suitability testing resemble microorganisms found in specific pharmacy’s sterile compounding environment.

Will: In addition to USP <71> - there are additional contaminants specific to lab

JW: Remove that part because it causes confusion.  Make testing protocol consistent because there are pharmacies coming from different states. 

KB: Establishing Standard panel is difficult, and Sylvia seconded it 

Franis entered the meeting at 10:32AM

Review of II. Pharmacy Responsibilities 

JW: Suggested working with labs to see what they are doing for method suitability. 

KB: “highest potency” needs to be reworded

FM: All concentrations have to be tested for method suitability. Only must be redone with formulation change. Can’t just do high, low concentrations. Labs must do this. 

FM: Add word “inhibitor” in section C1. It is important to add pharmacy specific microbes and “stress” organisms in section I. Confused about what “justified method suitability” mean in II. 4- Completed is a better word.

FM: 5 section 2 D- check rapid method equipment, specification, investigation, calibration reports

JW: In-person or virtual tour should be recommended rather than mandatory

Review of III. Documentation Requirements

FM: Recommended mentioning USP<71> while guiding on designing documentation results.

Action: Motion by. J. Walczyk and seconded by F. McAteer and voted unanimously by those present to approve the input and advisory opinions. 	


VI: Summarize Advisory Opinion and vote:					Time: 11:12 AM

Discussion: Agrees to move this draft forward to the Board of Pharmacy

Action: Motion by. J. Walczyk and seconded by F. McAteer and voted unanimously by those present to provide the above summary opinion to the BORP.


VII. Closing remarks and Adjournment of Meeting             			 Time: 11:15 AM
		
Comments: No additional comments 

Adjournment: Motion by M. Gonyeau and seconded by F. McAteer and voted unanimously by those present to adjourn the meeting.



2

				Page 1 of 1
PAC April 16, 2025
