
Biosimilar User Fee Act (BsUFA) Reauthorization 

FDA and Industry Negotiation Meeting 

MEETING PURPOSE 

PARTICIPANTS 



MEETING SUMMARY 

Stakeholder Meeting Summary 

FDA Data Fidelity Proposal  



FDA Modernizing Biologics License Application (BLA) Review Counterproposals 

 

 



 

Industry Exclusivity Determinations Proposal  



Industry Inter-center Consultative Review (ICCR) Proposal  



BsUFA IV Negotiations Progress Check 

Next Steps 


