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Riverview, Fl. 33569
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Name of Reviewer: Denise A. Miller

Conclusion: Recommended for approval from a quality 
microbiology perspective. A post approval
commitment was recommended.
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Executive Summary

I. Recommendations

A. Recommendation on Approvability - Recommended for 
approval from a quality microbiology perspective.

B. Recommendations on Phase 4 Commitments and/or 
Agreements – The antimicrobial preservative effectiveness testing 
(AET) data provided in the submission were for one of the 
formulations; AET was not performed on the second formulation. 
A post approval commitment for performing the AET on the
second formulation was requested. See Section 3, List of 
Microbiology Deficiencies and Comments.

II. Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – This is a non-sterile oral drug 
product and the application should provide for microbial quality of 
the drug product over the shelf life and during use. 

B. Brief Description of Microbiology Deficiencies – None were 
identified in the information provided.

C. Assessment of Risk Due to Microbiology Deficiencies – NA

D. Contains Potential Precedent Decision(s)- Yes     No

III. Administrative

A. Reviewer's Signature _____________________________
Denise A. Miller
Microbiologist, OPS/NDMS

B. Endorsement Block_____________________________
Neal J. Sweeney, Ph.D.
Senior Microbiologist, OPS/NDMS

C. CC Block
N/A
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signature.
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DENISE A MILLER
10/24/2014

NEAL J SWEENEY
10/24/2014
I concur.
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Additional Comments: 
1) This an a non-sterile oral solution
2) A very brief summary of the Antimicrobial Effectiveness Testing (AET) was provided

and it does not provide sufficient detail to allow a review.  The complete report should 
be requested in the 74 day letter.

________________________________________________________
Denise A. Miller
Microbiologist, NDMS

________________________________________________________
Bryan S. Riley, Ph. D.
Senior Microbiologist, NDMS
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