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General comment: 

8. We are concerned about the number of inaccuracies in the CMC information provided 
in the BLA that were identified during inspection. We request that you QC the CMC 
section of the BLA and ifany additional inaccuracies are identified, we request that you 
provide corrections to CBER as soon as possible. Please respond. 

In your reply to this memo, we recommend that you restate each item and follow it with 
your explanation or clarification. Use of this format helps organize the relevant 
information and provides a self-contained document that facilitates future reference. 


