
Biosimilar User Fee Act (BsUFA) Reauthorization 

FDA and Industry Negotiation Meeting 

MEETING PURPOSE 

PARTICIPANTS 



MEETING SUMMARY 

Approach to Draft Facility Inspections Commitment Letter Language 

FDA Data Fidelity Proposal Follow Up 

Approach to Draft Modernizing BLA Review Commitment Letter Language 



Approach to BsUFA IV Draft Commitment Letter  

Approach to Draft Third-Party Assessment Commitment Letter Language  

Approach to Supplements Draft Commitment Letter Language  

Next Steps 




