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Compounding Expert Committee Update on USP 
<795> and <797> 

Background  
On June 1, 2019, USP published revisions to General Chapter <795> for nonsterile compounding and General Chapter <797> for 
sterile compounding. After publication of the revised compounding standards, USP received appeals on certain provisions in 
<795> and <797>. In accordance with USP’s Bylaws, the responsible Expert Committees considered the information raised in 
the appeals and issued decisions on the appeals. Four (4) stakeholders who submitted appeals to the compounding chapters 
requested further review by an appointed Appeals Panel in accordance with USP’s formal appeals process. 

After thoughtful deliberation and evaluation of the record and hearings from the appellants, on March 12, 2020, the Appeals 
Panel granted the appeals to General Chapters <795> and <797> and remanded the chapters to the Compounding Expert 
Committee (CMP EC) with the recommendation for further stakeholder engagement on the issues raised concerning the 
beyond-use date provisions. 

Stakeholder Engagement and CMP EC Update 
USP engaged an independent party to help design and lead stakeholder outreach to gain more insight into the information that 
was raised in the appeals. Stakeholder engagement sessions included semi-structured interviews with stakeholders, a small 
roundtable discussion with invited participants, and a broader open forum discussion to collect feedback from a broad range of 
stakeholders. For detailed outcomes of these engagements, visit www.usp.org/compounding/compounding-appeals.

In July 2020, USP transitioned into its new five-year cycle, 2020-2025, with the formation of a new CMP EC. The new CMP EC 
began deliberations on the compounding chapters taking into consideration all of the stakeholder outreach conducted. 

Next Steps
As of July 2021, the CMP EC’s deliberations are still ongoing and involve careful review of the outcomes and additional input 
received on the compounding chapters through the stakeholder engagement activities. The CMP EC intends to publish new 
revisions to the compounding chapters in the Pharmacopeial Forum for public comment. At this time, we do not have an 
anticipated date for the public comment period. 

USP will keep stakeholders updated as more information becomes available and encourage stakeholders to sign up for updates. 
Any questions on these Chapters should be directed to USP Healthcare Quality and Safety staff at CompoundingSL@usp.org.
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