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This reviewer also performed a review of  to assess the sterility 
assurance regarding the diluent to be packaged with the lyophilized powder.  
During the review of the subject master file, this reviewer requested additional 
information from the master file holder and further requested that the information 
be amended to the subject NDA to facilitate an expedient review, as compared to 
amending the master file.  On 17 February 2012 the requested diluent information 
was amended to the subject NDA, and is reviewed in appropriate sections of this 
review.   
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability – NDA 202207/N-000 is 

recommended for approval on the basis of issues pertaining to 
product quality microbiology. 

 
B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable – Not applicable. 
 

II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – Both the drug product and 
diluent are manufactured by  processing. 

 
B. Brief Description of Microbiology Deficiencies – There are no 

microbiology deficiencies identified. 
 
C. Assessment of Risk Due to Microbiology Deficiencies – Not 

applicable. 
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
     John W. Metcalfe, Ph.D. 
 
 
B. Endorsement Block_______________________________ 

    Bryan S. Riley, Ph.D. 
 
 
C. CC Block 

N/A 
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