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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

   
METHODS VALIDATION REPORT SUMMARY 

 
TO: Gaetan Ladouceur, Methods Validation Requestor, CMC Reviewer 
 Chunchun Zhang, Methods Validation Requestor, CMC Reviewer 
 Anamitro Banerjee, CMC Lead 
 Navi Bhandari, Methods Validation Project Manager 
 Office of New Drug Product 
 E-mail Address: gaetan.ladouceur@fda.hhs.gov    Chunchun.zhang@fda.hhs.gov 
 Phone:   301-796-3878      301-796-5168 
 
FROM: FDA 
 Division of Pharmaceutical Analysis 

Laura C. Pogue, MVP Coordinator 
645 S Newstead Avenue 

 St. Louis, MO 63110 
 Phone: (314) 539-2155 
 
Through: David Keire, Ph.D., CDER/OPQ/OTR/DPA , Lab Chief, Branch I  
                 Phone: (314) 539-3850 
 
SUBJECT: Methods Validation Report Summary 
 
 

Application Number: NDA 207795 
 
 Name of Product: Latanoprostene Bunod Ophthalmic Solution, 0.024% 

Applicant: Bausch and Lomb, Inc 

 Applicant’s Contact Person: Isabelle Lefebvre 

 Address: 400 Somerset Corporate Boulevard, Bridgewater, NJ 08807 
 
 Telephone: 908-541-3065 Email: isabelle.lefebvre@bausch.com 
              
 
Date Methods Validation Consult Request Form Received by DPA: 09/01/2015      

Date Methods Validation Package Received by DPA: 09/01/2015  

Date Samples Received by DPA:  10/02/2015 

Date Analytical Completed by DPA:  11/25/2015        

 
Laboratory Classification: 1. Methods are acceptable for control and regulatory purposes.   
 2. Methods are acceptable with modifications (as stated in accompanying report).   
 3. Methods are unacceptable for regulatory purposes.   
 

Comments:  See attached summary for analyst comments and results. 

Reference ID: 3852215
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Date:  November 25, 2015   
 
To:   Gaetan Ladouceur, CMC Reviewer 
  Chunchun Zhang, CMC Reviewer 
  Anamitro Banerjee, CMC Lead 
  Navi Bhandari, Methods Validation Project Manager 
 
From:  Cindy Diem Ngo, Chemist, CDER/OPQ/OTR/DPA  
  Anjanette P. Smith, Chemist, CDER/OPQ/OTR/DPA  
 
Through:   David Keire Ph.D., Lab Chief, Branch I, CDER/OPQ/OTR/DPA 
  
Subject:  Method Verification of NDA 207795:  Latanoprostene Bunod Ophthalmic     
  Solution, 0.024%  
 
 
 
The following methods were verified and found acceptable for quality control and regulatory purposes: 
 

1) 3.2. S.4.2 Analytical Procedure for Assay and Related Substance by UPLC from Bausch & Lomb 
Incorporated Chemical Specification page 1-18, Chem. Spec. C-1928 Rev. 01, Effective date: 
04/06/2015. 

2)  3.2. S.4.2 Analytical Procedure for  in 
Latanoprostene Bunod by HPLC from Bausch & Lomb Incorporated Chemical Specification page 1-10, 
Chem. Spec. C-1929 Rev. 01, Effective date: 11/08/2015.   

3) 3.2. P.5.2 and 3.2. P.5.3 Analytical Procedure- Identification, Assay, and Related Substances by UPLC 
from Bausch & Lomb Incorporated Chemical Specification page 1-10, Chem. Spec. C-1876 Rev. 01, 
Effective date: 28/09/2015.  
 

 
 
 
 
 
Analyst Worksheets are available in ECMS:  http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f880c25e03  
 
 
 
 
 
 
 
 

   DEPARTMENT OF HEALTH & HUMAN SERVICES 
Food and Drug Administration Center for Drug Evaluation and Research

Division of Pharmaceutical Analysis
645 S. Newstead Ave.

St. Louis, Missouri 63110
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FAX (314) 539-2113
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OFFICE OF PHARMACEUTICAL QUALITY  
FILING REVIEW  

B. NOTEWORTHY ELEMENTS OF THE 
APPLICATION Yes No Comment 

8.  Transdermal1    
9.  Pediatric form/dose1    
10.  Locally acting drug1    
11.  Lyophilized product1    
12.  First generic1    
13.  Solid dispersion product1    
14.  Oral disintegrating tablet1    
15.  Modified release product1    
16.  Liposome product1    
17.  Biosimiliar product1    
18.  Combination Product     
19.  Other_________________    

   




























