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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability –  
 NDA 203469 is recommended for approval from the standpoint of 

product quality microbiology. 
 

B. Recommendations on Phase 4 Commitments and/or 
Agreements, if Approvable – N/A 

 
II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology - The drug product is a tablet for 
oral administration.  The tablet contents are  before 
tableting.   

 
 
B. Brief Description of Microbiology Deficiencies - No deficiencies 

were identified based upon the information provided. 
 
C. Assessment of Risk Due to Microbiology Deficiencies - N/A 
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
Steven P. Donald, M.S. 

B. Endorsement Block_____________________________ 
Bryan Riley, Ph.D. 
    Team Leader 

 
C. CC Block 

N/A 
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 Content Parameter Yes No Comments 
activity is reported; 
compendial 
excipient 
microbiological 
information is 
provided in CofA of 
each.  This 
information helps 
support the proposal 
but additional 
information may be 
required in the 
NDA. 

7 Has the applicant submitted the results of analytical method 
verification studies? 

 x No microbiological 
methods verification 
information 
provided. 

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions? 

  N/A 

9 If sterile, are extended post-constitution and/or post-
dilution hold times in the draft labeling supported by 
microbiological data? 

  N/A 

10 Is this NDA fileable?  If not, then describe why. x   
 
 
Additional Comments:  
Under Justification of specifications (justification-of-specifications.pdf, pg. 14/18) It is proposed 
not to include microbial limits in the specifications of  drug product.  While the 
NDA is fileable, we will have comments on the applicant’s approach to supporting this proposal.  
A request for additional information will be made in the review of the NDA. 
 
 
Reviewing Microbiologist:  Steven P. Donald, M.S.   Date 
 
 
Microbiology Team Leader: Bryan Riley, Ph.D.    Date 
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