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MEETING PURPOSE 

PARTICIPANTS 



MEETING SUMMARY 

Approach to Supplements Draft Commitment Letter Language  

Approach to Modernizing BLA Review Draft Commitment Letter Language  

 

Approach to Meeting Management Draft Commitment Letter Language  



Approach to Third-Party Assessment Draft Commitment Letter Language 

Approach to Imminent Action (IA) Draft Commitment Letter Language  

 

Approach to Combination Products Draft Commitment Letter Language  

 

Approach to Provisional Determinations (PD) Draft Commitment Letter Language  

 

Approach to BsUFA IV Reporting Commitments 



 

Next Steps 


