
 

June 7, 2022 
 
Dockets Management Staff (HFA-305)  
Food and Drug Administration  
Department of Health and Human Services  
5630 Fishers Lane, Room 1061  
Rockville, Maryland 20852 
 
Submitted electronically via www.regulations.gov  
 
Re: Pharmacy Compounding Advisory Committee; Notice of Meeting; Establishment of a Public 
Docket; Request for Comments (FDA-2021-N-0357) 
 
Dear Sir or Madam: 
 
The National Community Pharmacists Association (NCPA) appreciates the opportunity to provide 
comments to the Pharmacy Compounding Advisory Committee (PCAC), which provides advice to 
the Food and Drug Administration (FDA), in advance of the June 8, 2022 meeting. NCPA 
appreciates the opportunity to share our comments and perspective on the topics of discussion 
on the meeting agenda as we continue to work with PCAC and FDA on regulatory issues in drug 
compounding arising from the authority granted to the FDA under the Federal Food, Drug, and 
Cosmetic Act (FDCA).  
 
NCPA represents America’s community pharmacists, including 19,400 independent community 
pharmacies. Almost half of all community pharmacies provide long-term care services and play a 
critical role in ensuring patients have immediate access to medications in both community and 
long-term care (LTC) settings. Together, our members represent a $67 billion healthcare 
marketplace, employ 215,000 individuals, and provide an expanding set of healthcare services to 
millions of patients every day. Our members are small business owners who are among America’s 
most accessible healthcare providers. NCPA submits these comments on behalf of community 
and long-term care pharmacies. 
 
As the participants on the PCAC are fully aware, the majority of NCPA membership engaging in 
drug compounding do so under the rubric of 503A of the FDCA. 
 
NCPA expresses concern with timeline of FDA’s PCAC meeting  
 
NCPA expresses concern regarding the unreasonably condensed timeline and review process 
surrounding its June 8, 2022, PCAC meeting. For the PCAC meeting, it is extremely onerous to 
review the 876-page PCAC packet one week before the list of speakers is due to FDA, and two 
weeks before nominator slides are due. And NCPA finds it unreasonable that FDA published the 
PCAC packet only after NCPA sent a letter requesting the release of this information.  
 

http://www.regulations.gov/


PCAC Meeting – June 8, 2022 
Page 2 

 

  

The process of sending PCAC materials, and the brief review time, impedes physician and 
stakeholder participation in the process and makes it more difficult for nominators to address 
the breadth of issues raised in FDA’s evaluation. For example, the advisory committees are set 
up such that they don’t have to provide these materials very far in advance, and only need to 
announce the meeting at least 15 calendar days in advance.1 The accelerated timeline 
employed by FDA is inappropriate to create a robust discussion on the future of the availability 
of the compounding agents at issue for patient care. While nominators can speak to these 
agents, it has often been years since the original nominations were submitted. Nominators 
would therefore appreciate more time to gather the most recent and relevant research. The 
nominators also need more time to review FDA’s lengthy analyses. 
 
Therefore, NCPA believes that nominators should have at least three weeks from the release of 
the FDA packet to the due date for speakers, and five weeks from the release of the FDA packet 
until the due date for slides. NCPA does not understand why slides need to be turned in a week 
before the meeting, when FDA is already giving nominators a short timeline. 
 
NCPA strongly supports addition of glutathione to the 503A Bulks List  

NCPA strongly supports the inclusion of glutathione on the 503A Bulks List, and originally 
nominated it for inclusion in 2014. NCPA disagrees with FDA’s recommendation that glutathione 
not be included on the 503A Bulks List. NCPA supports the testimony of A.J. Day, PharmD, Vice 
President of Clinical Services at PCCA, given to PCAC on June 8, 2022.  

As indicated in the FDA briefing packet, NCPA strongly supports the addition of glutathione for 
chemotherapy-induced neuropathy and cystic fibrosis.2  
 
Conclusion 
 
NCPA greatly appreciates the opportunity to share our views on the substances being considered 
by the PCAC at their June 8 meeting. NCPA is committed to working with the FDA and other 
stakeholders on these important matters. Please contact me with any additional questions or 
clarification at steve.postal@ncpa.org or (703) 600-1178.  

 
Sincerely,  

 

 
Steve Postal, JD 
Director, Policy & Regulatory Affairs,  
National Community Pharmacists Association 

 
1 https://www.fda.gov/advisory-committees/about-advisory-committees/common-questions-and-answers-about-fda-

advisory-committee-meetings 
2https://www.fda.gov/media/158541/download, page 544-546. 
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