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Executive Summary–Draft 
_____________________ 

 
A quorum was present, and Dr. Reinhard Walter, Chair, presided over the Chemical Medicines 
Monographs 6 Expert Committee (CHM6 EC) face-to-face meeting. The following is a summary 
of the actions and key discussion topics that impacted the work of the CHM6 EC, grouped by 
topic. 
 

1. USP-FDA-CHPA Roundtable Retreat: EC members discussed the outcomes from the 
USP-FDA-CHPA Roundtable Retreat held October 17, 2019. A subteam will work on 
developing an article that encapsulates the collaborative work of the USP-FDA-CHPA 
Roundtable Retreats. 

 
2. 2020–2025 Cycle: EC members discussed changes to the CHM6 EC Work Plan and to 

USP’s volunteer model in the next cycle. Attendees discussed the following topics: 
• Workplan for the new cycle can be divided among subcommittees and working 

groups to develop solutions to specific challenges, for examples: 
o Developing and optimizing methods for the organic impurities test in OTC drug 

products 
•  

o Setting performance-based acceptance criteria 
 

3. Workplan Updates: USP staff provided updates on monograph proposals that are 
currently in development. 

 
4. General Chapter Updates: USP staff provided updates on General Chapters <476> 

Control of Organic Impurities in Drug Substances and Drug Products and <1086> 
Impurities in Drug Substances and Drug Products. The EC will continue their review of 
<476> at a future meeting. 
 

5. Diphenhydramine: A Diphenhydramine Subcommittee is formed and will work on 
developing flexible option and methods for organic impurities for diphenhydramine OTC 
products. 
 

6. Unspecified and Total Impurities in USP Monographs: A Visiting Scientist reviewed 
the reporting of impurities in USP monographs.  
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