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PRODUCT QUALITY (Biotechnology) 
 FILING REVIEW FOR ORIGINAL BLA (OBP & BMAB/OC)

File Name: 5_Product Quality (Biotechnology) Filing Review (OBP & DMPQ) 022409.doc Page 8 

IS THE PRODUCT QUALITY SECTION OF THE APPLICATION FILEABLE?             Yes     

If the application is not fileable from product quality perspective, state the reasons and provide comments to be 
sent to the Applicant. 

Please identify and list any potential review issues to be forwarded to the Applicant for the 74-day letter. 

Michelle Clark-Stuart        February 1, 2013 
Product Quality Microbiology Reviewer (Drug Substance)    Date 

Reyes Candau-Chacon, PhD        February 8, 2013 
Product Quality Microbiology Reviewer (Drug product)    Date 

Patricia Hughes, PhD        February 11, 2013 
Team Leader          Date 
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