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DATE: 15 April 2016 
 
TO: File: 206911 
 
FROM: Jonathan G. Swoboda, PhD, RAC 
 Review Microbiologist 
 CDER/OPQ/OPF/Division of Microbiology Assessment   
 
THROUGH: Dupeh Palmer, PhD 
  Senior Review Microbiologist 
 CDER/OPQ/OPF/Division of Microbiology Assessment      
   
SUBJECT: NDA: 206911 
 Submission Date: 11 March 2016 
 Drug Product: Bromfenac Ophthalmic Solution 
 Applicant: InSite Vision Incorporated 
 
Background: A product quality microbiology review of NDA 206911 was completed on 22 January 2016.  
Reference is made to concerns regarding antimicrobial effectiveness test (AET) failures on stability with 
Bromfenac ophthalmic multi-dose drug products containing  and .  To 
this end, the Division of Microbiology Assessment (DMA) recommended a commitment to perform routine 
AET during post-approval stability under long-term conditions (i.e., 25°C/50% RH) and to provide AET results 
for the current exhibit batch on stability at 30 months.  Prior to completing the microbiology review, the 
applicant committed to routine AET for post-approval stability (see original microbiology review).  The AET 
results for the 30 month results were not available at the time.  The subject of this microbiology memo is the 
evaluation of AET results provided for the existing stability lots at the 30 month time point.    
 
Microbiology Review: In the subject amendment, the applicant provides results demonstrating all three 
registration lots (lot numbers: 00313B, 00313C, and 00313D), passed requirements for AET per USP <51> at 
the 30 month time-point.  Sterility results per USP<71> for this time point were not provided.  Sterility testing is 
performed annually and successful 24 month sterility results were provided. 
 
Reviewer’s Assessment: The previous DMA recommendation for approval from a sterility assurance 
perspective remains.   

 Sterility results per USP<71> at this time period is not required since annual sterility 
testing per USP<71> is performed, and acceptable results are provided at 24 months. 
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2013v2 06/21/13 

Product Quality Microbiology Review 
22 January 2016 

NDA: 206911 
 
Drug Product Name 

Proprietary:    BromSite™ 
Non-proprietary:  Bromfenac Ophthalmic Solution 

Review Number: 1  
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
10 JUN 2015 10 JUN 2015 N/A 17 JUL 2015 
21 OCT 2015 21 OCT 2015 N/A N/A 
20 JAN 2016 20 JAN 2016 N/A N/A 

 
Applicant/Sponsor

Name:    InSite Vision Incorporated 
Address:   965 Atlantic Ave. 
    Alameda, CA 94501 

Representative:  Kamran Hosseini, MD, PhD 
VP Clinical and Regulatory Affairs/Chief Medical 
Officer  

Telephone:   510-747-1264; Fax: 510-865-4375  
 
Name of Reviewer:  Jonathan G. Swoboda, PhD, RAC 
 
Conclusion: The submission is recommended for approval on the basis of 
sterility assurance. 
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B.  Final Risk Assessment - The production of the sterile drug product 
does not pose patient risk from a microbiology perspective. 

 
IV. Administrative 

A. Reviewer's Signature _____________________________ 
 
B. Endorsement Block 

Microbiologist/Jonathan G. Swoboda, PhD, RAC 
Microbiology Quality Assessment Lead (Acting)/John W. 
Metcalfe, PhD 

 
C. CC Block 

In Panorama 
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Reviewer’s comment: The applicant has provided acceptable results and information to 
support the shelf life from a microbiology perspective per the Agency’s requirements. 

 
R REGIONAL INFORMATION 
R.1 Executed Batch Record  

Batch records have been provided for registration batch numbers 00313-B, 
-C, and –D in Section 3.2.R. 

 
2. REVIEW OF COMMON TECHNICAL DOCUMENT-

QUALITY (CTD-Q) 
MODULE 1 
 
A. PACKAGE INSERT  

The following storage conditions are indicated in the package insert: store 
at 15 – 25°C (59 – 77°F).   

 
Acceptable

END
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