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USP Stakeholder Engagement Plan on Beyond-
Use Date (BUD) Provisions in General Chapters 

<795> & <797>

Background  
United States Pharmacopeial Convention (USP) is continuing stakeholder engagement activities to foster input pertaining 
to beyond-use date (BUD) provisions in the compounding General Chapters, <795> and <797>. These activities follow a 
final decision on formal appeals to these chapters, which recommended further engagement by the Compounding Expert 
Committee (CMP EC) with stakeholders on the issues raised pertaining to BUDs.

Stakeholder Engagement Update 
USP announced a plan for these stakeholder engagement activities, which have been ongoing since May 26, 2020. The activities 
were designed and led by an independent firm. To date, the firm has completed a qualitative review of stakeholder feedback 
including public comments previously submitted to USP on the revised chapters that were published in the Pharmacopeial 
Forum (PF) on March 30, 2018 (for <795>) and July 27, 2018 (for <797), as well as the issues raised in the appeals. 

To further USP’s understanding of the stakeholder perspectives, the firm will engage an identified set of stakeholders in an invite 
only Roundtable session. The Roundtable discussion will be held on July 28, 2020.  USP will share findings from the Roundtable 
and previous stakeholder engagement activities in a public Open Forum. 

The Open Forum session will be held on September 15, 2020.  This will be an open event and USP invites all who wish to 
participate to register for the virtual event. Participants will also be able to ask questions, make comments, and provide 
recommendations for the 2020 – 2025 CMP EC. Any questions or comments that cannot be addressed during the event can be 
forwarded to CompoundingSL@usp.org after the session.

Outcomes and Next Steps
The CMP EC will transition into a new cycle, and the 2020 – 2025 CMP EC will formally begin its standards-setting activities in 
August 2020. USP will leverage the expertise of both the current and new CMP EC to support the Stakeholder Engagement Plan. 
The input gathered during the course of the Stakeholder Engagement Plan will be considered and evaluated by the 2020 – 2025 
CMP EC. Any proposed changes to the compounding chapters will undergo USP’s open and transparent standards revision 
process, wherein they will be published in the Pharmacopeial Forum (PF) for public comment for at least 90 days. Following a 
review of public comments by the 2020 – 2025 CMP EC, any revised text will be published in the USP-NF with an official date of 
at least 6 months from the date of publication.

USP and the CMP EC remain committed to moving forward in an open, transparent, balanced and timely manner. For any 
questions, please contact the USP Healthcare Quality and Safety staff at CompoundingSL@usp.org.
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