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Executive Summary – Draft  
_____________________ 
 
A quorum was present, and Dr. Ernest Parente, Chair, presided over the Chemical Medicines 
Monographs 2 Expert Committee (CHM2 EC) meeting. The following is a summary of the 
actions and key discussion topics that impacted the work of the CHM2 EC, grouped by topic. 
 

1. Chemical Medicines Collaborative Group Update: The Vice Chair provided a 
summary of the Chemical Medicines Collaborative Group meetings. The EC discussed 
adding chemical information to monographs and relative standard deviation for system 
suitability.  
 

2. General Chapters: USP staff provided an update on General Chapters <476> Control 
of Impurities in Drug Substances and Drug Products and <1086> Impurities in Drug 
Substances and Drug Products, which were published in PF 45(1) [Jan.–Feb. 2019]. 
 

3. Reporting Threshold: USP is reviewing public comments in response to the 
Compendial Notice that outlines USP’s proposed policy change. 
 

4. Genotoxic Impurities: USP is collaborating with FDA to develop a science-based, 
consistent, reliable, and transparent approach. 
 

5. Nitrosamines Impurities: The EC discussed developing physical and documentary 
standards in response to recent recalls due to the presence of nitrosamine impurities.  
 

6. U.S. Food and Drug Administration (FDA) Presentation: The FDA presented 
challenges and case studies regarding USP monographs. USP and FDA are developing 
a path forward to facilitate modernization efforts and address existing challenges. 
 

7. Cilostazol Tablets Monograph: USP staff provided an update on the Cilostazol Tablets 
monograph modernization. USP is addressing public comments on the proposal 
published in PF 45(2) [Mar.–Apr. 2019]. 
 

8. Reference Standard (RS) Pilot Project: The EC discussed a pilot study that will assess 
the feasibility of changing USP’s RS evaluation testing scheme. 

 
9. USP Perindopril Erbumine: The EC reviewed a proposal to revise the current test for 

the Limit of Perindopril Related Compound A and Imidazole. 



 
10. Polidocanol and Polidocanol Injection: USP staff provided updates on the monograph 

revision proposals that are targeted to be published in PF 46(5) [Sep.–Oct. 2020]. The 
EC discussed the proposed changes to these monographs and the challenges 
associated with those revisions.  
 

11. Benzonatate: USP staff provided updates on the monograph revision proposal that was 
published in PF 44(1) [Jan.–Feb. 2018]. The EC discussed challenges and identified a 
path forward.  


