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Executive Summary 
_____________________ 

 
A quorum was present and Ms. Gigi Davidson, Chair, presided over the Compounding Expert 
Committee (CMP EC) meeting. During the meeting, she announced the appointment of Ms. Patricia 
Kienle to serve as Vice Chair for a 1 year term, which may be renewed. The following is a summary of 
the actions and key discussion topics that impacted the work of the CMP EC, grouped by topic. 
 

1. General Chapter <797> Pharmaceutical Compounding–Sterile Preparations: USP received 
more than 8,000 comments on revisions to <797> which was published in PF 41(6) [Nov. 2015–
Jan. 2016]. The Chair summarized key areas of concern and impact and emphasized that the EC is 
still gathering information and determining any needed revisions and responses to the comments 
received. 
 

2. General Chapter <800> Hazardous Drugs–Handling in Healthcare Settings: This General 
Chapter was approved for publication in USP 39–NF 34, First Supplement in February 2016. 
Anerrata will be published in USP–NF in April 2016 to remove the requirement that the Containment 
Secondary Engineering Control (C-SEC) be externally vented through high-efficiency particulate air 
(HEPA) filtration. 
 

3. General Chapter <795> Pharmaceutical Compounding–Nonsterile Preparations: EC members 
discussed the initial revisions to this General Chapter proposed by the <795> Subcommittee. 
 

4. General Chapter <1163> Quality Assurance Pharmaceutical Compounding: EC members 
discussed the scope of topics for revision of this General Chapter proposed by the <1163> 
Subcommittee.  
 

5. Monograph Development: Stability testing for 13 compounded preparation monographs is 
scheduled for completion in the Fall of 2016 and three additional monographs will be sent for 
stability testing in Fiscal Year 2016. The Monograph Development Subcommittee is preparing draft 
monographs for 16 compounded preparations for which stability studies have been completed. 
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