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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. Heparin-related Standards 
• Heparin Sodium Monograph: During closed session, the Expert Committee (EC) 

reviewed public comments on this monograph revision. USP staff will revise the 
monograph based on review of the comments and prepare it for balloting. 

• Fondaparinux: The EC reviewed proposed revisions and approved publication of the 
following in Pharmacopeial Forum (PF) for public comment: 

o Fondaparinux Sodium Monograph 
o Fondaparinux Sodium for Injection Monograph 

 
2. Blood Product Standards  

• Coagulation Factors Expert Panel: The EC recommended the formation of this Expert 
Panel to develop a general chapter on coagulation assays, and draft general test 
chapters Human Coagulation Factor VIII and Human Coagulation Factor IX. 

• Prekallikrein Activator Reference Standard (RS): During closed session, the EC 
reviewed the Reference Standard Candidate Evaluation Package (RSCEP) for this RS. 
USP staff will finalize the statistical analysis and present the draft RSCEP to the EC for 
review and approval.  

• Eptacog Alpha Monograph: During closed session, the EC reviewed public comments 
on this monograph and determined that further action was needed before this 
monograph would proceed to ballot. 

 
3. Cell Therapy Product Standards 

• General Chapter <127> Flow Cytometric Enumeration of CD34+ Cells: During 
closed session, the EC reviewed public comments on this General Chapter. USP staff 
will revise the General Chapter based on review of the comments and prepare it for 
balloting. 

• CD34+ Cell Enumeration System Suitability RS: During closed session, the EC 
reviewed the RSCEP for this RS and recommended that staff prepare it for balloting. 
 

4. Tissue-based Product Standards: The EC recommended the formation of a Tissue-based 
Products Expert Panel to develop tissue-based product standards, including amniotic 
membrane-derived product monographs.  
 

5. Cell Therapy Topics Working Group 
This Working Group is comprised of BIO3 EC members and provides recommendations to the 
BIO3 EC. 

• General Chapter <1043> Ancillary Materials for Cell, Gene, and Tissue-Engineered 
Products: The Working Group will finalize revisions to <1043> and prepare it for 
publication in PF. 



• General Chapter <1046> Cellular and Tissue-Based Products: The Working Group 
proposed revisions to this General Chapter. 

 
6. Potential New Standards: The EC received a presentation on Human Platelet Lysate and 

discussed the potential for related USP ancillary material standards. 
 

7. FDA Proposed Guidance and Rule on Biologics Naming: The EC received an overview of 
USP comments on the U.S. Food and Drug Administration’s (FDA's) proposed rule and 
guidance on biologics naming. If the rule becomes law, USP would need to revise USP–NF 
accordingly and the Filgrastim monograph may require accelerated revision. USP will continue 
to communicate with FDA on this issue and keep the EC informed. 
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