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Compounding Expert Committee (CMP EC) 
September 29, 2017 
USP–U.S., Rockville, MD 
Executive Summary 
_____________________ 

 
A quorum was present and Gigi Davidson, Chair, presided over the CMP EC face-to-face 
meeting. The following is a summary of the actions and key discussion topics that impacted the 
work of the CMP EC, grouped by topic. 
 

1. Closed Sessions (held at the start and middle of the meeting): EC members discussed 
the following topics in Closed Sessions: a) conflict of interest and b) update on general 
chapters.  
 

2. Subcommittee Updates: EC members received progress reports on the following 
chapters: <795> Pharmaceutical Compounding – Nonsterile Preparations, <1163> 
Quality Assurance in Pharmaceutical Compounding, and <1168> Compounding for 
Phase 1 Investigational Studies. 
 

3. New Monograph Development: An overview of the new compounding preparations 
monograph scheduled for publication in PF 43(6) [Nov. 2017–Dec. 2017] and PF 44(1) 
[Jan. 2018–Feb. 2018] was shared with EC members.  
 

4. Update on Compounded Preparation Donation Program: USP staff updated EC 
members on USP’s joint project with the University of Maryland Medical Center. The 
goal of the joint project is to identify and prioritize formulas for the development of 
compounded preparation monographs (CPMs) for pediatric patients. USP created a 
“Top 10” list for priority development based on preparations indicated as frequently 
compounded by more than 50% of survey respondents.  
 

5. Education Update: EC members received an update on the progress USP has made in 
the education and implementation of USP standards. The public will be provided free 
access to General Chapter <800> Hazardous Drugs-Handling in Healthcare Settings. A 
PDF of the chapter will be made available on the web. 
 

6. Hazardous Application Update: USP staff updated EC members on the progress of 
HazRX, the mobile companion application for General Chapter <800>. The first version 
of the application is ready for beta testing. Within the application, data from NIOSH can 
be computed against commercially available drug products. 
 

7. Expert Panel Updates: EC members were briefed by the Compounding—
Radiopharmaceuticals Expert Panel and the Parenteral Nutrition Expert Panel on the 
status of new General Chapters <825> Compounding—Radiopharmaceuticals and 
<799> Parenteral Nutrition Safety, respectively.  
 

8. Announcement: The Chair shared with observers USP’s plan to postpone General 
Chapter <800> in order to align the official dates of the compounding chapters. USP is 
concerned about confusion and contradiction in compendial standards if significant time 
passes between the official date of <800> and the revision of <797>. TUSP will publish 
an intent to revise the official date of General Chapter <800> with an intent to make the 
chapter official on December 1, 2019 to align with the revision to <797>. 
 


