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Executive Summary 
_____________________ 
 
A quorum was present and Dr. Edward Chess, Chair, presided over the Biologics Monographs 
3–Complex Biologics Expert Committee (BIO3 EC) face-to-face meeting. The following is a 
summary of the actions and key discussion topics that impacted the work of the BIO3 EC, 
grouped by topic. 
 
1. Review of Public Comments and Revision Proposals 

In closed session, the Expert Committee (EC) considered public comments on the following 
standards: 

• <1043> Ancillary Materials for Cell, Gene, and Tissue-Engineered Products, 
published in PF 43(4) [Jul.–Aug. 2017] 

• Acarbose Tablets monograph published in PF 43(5) [Sep.–Oct. 2017] 
 

In closed session, the EC also discussed revision proposals for the following: 
• Fondaparinux Sodium monograph 
• Fondaparinux Sodium for Injection monograph 
• <162> Diphtheria Antitoxin Potency 
• Enoxaparin Sodium monograph  

 
2. Tissue Product Standards: EC members presented reviews of USP tissue product 

monographs. Attendees discussed updates needed and the challenges of obtaining industry 
sponsors for revisions. EC members will determine which of these tissue products are still 
on the market, and USP staff will provide an action plan for the EC to consider. 

 
3. Blood and Blood Products Standards: EC members discussed opportunities to develop 

blood product performance standards for molecular weight distribution/size exclusion 
chromatography, host cell proteins (human), and total proteins. USP is seeking 
representatives of major coagulation factors manufacturers and coagulation assay test kit 
manufacturers to serve on the Coagulation Factors Expert Panel. 

 
4. Cell and Gene Therapy Standards: EC members received overviews of the gene therapy 

market and challenges in analytical analysis and product manufacturing. EC members 
discussed the need for a rapid, small scale performance assay for current compendial 
assays. 

 
5. Immune Globulin Product Standards: USP staff presented an overview of immune 

globulin product monographs and test general chapters. EC members supported the 
potential omission of the Immune Globulin, Rho (D) Immune Globulin, Hepatitis B Immune 
Globulin monographs from USP–NF. USP staff will research the impact of such omissions 
and report back to the EC. The EC plans to form a subcommittee to consider quality aspects 
for immune globulin products. 

 



6. Dextran 40 Standard: The EC considered proposed revisions of the Dextran 40 
monograph.  
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