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continue as part of the Stability Program with testing at the initial time point (at a minimum). A 
note indicating that microbial limits testing is performed only in the Stability Protocol should be 
added to the product’s Specification Statement. 
 

A second IR was sent to the project manager on 10 February 2011.  A response was 
received on 25 February 2011 and the response was incorporated into the relevant 
sections of this review.     
Microbiology Comment:   
We acknowledge receipt of your 3 February 2011 amendment containing a commitment to perform 
microbial limits testing on the final drug product.  We also note that you declined to provide the test 
method or validation information.  The specification currently references the entire USP/NF for the 
microbial enumeration methods.  Please update the specification to include reference to USP chapters <61> 
and <62> for microbial limits testing.   
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability – Recommended for 

approval on the basis of 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 – This product is a non-sterile 
tablet .  

 
B. Brief Description of Microbiology Deficiencies – Not applicable. 
 
C. Assessment of Risk Due to Microbiology Deficiencies – Not 

applicable. 
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
     Jessica G. Cole, Ph.D. 
 
B. Endorsement Block   _____________________________ 

       Stephen Langille, Ph.D. 
         Senior Microbiology Reviewer 

 
 
C. CC Block 

N/A 
 

Reference ID: 2914220

5 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page

(b) (4)



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

JESSICA COLE
03/07/2011

STEPHEN E LANGILLE
03/07/2011

Reference ID: 2914220




