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GEORGE LUNN
01/27/2012
Overall recommendation of Acceptable has been made by Compliance and the specification has
been modified as requested.  This application is now recommended for approval from the CMC
point of view.

RAPTI D MADURAWE
01/30/2012

Reference ID: 3078588



To: File 

From: Rapti D. Madurawe, ONDQA  

Date: 16-Dec-2011 

Re: NDA 202-667 

Dr. George Lunn’s, review dated 11/25/2011 did not recommend approval of NDA 
202-667 due to the Withold status of a facility provided for in the NDA. 
 
On 16-Dec-2011, Office of Compliance issued an overall recommendation of 
ACCEPTABLE for the facilities provided for in the NDA.  This deficiency is now 
resolved.  The EES report is attached below.   
 
Therefore, from the ONDQA-perspective, NDA 202-667 is now recommended for 
approval. 
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RAPTI D MADURAWE
12/16/2011

Reference ID: 3060144
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GEORGE LUNN
12/14/2011
Unspecified impurities limit is acceptable.  All CMC deficiencies have been addressed.

RAPTI D MADURAWE
12/14/2011

Reference ID: 3058568
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GEORGE LUNN
11/25/2011
Updated review containing EES report.  product still not recommended for approval.

BALAJEE SHANMUGAM
11/25/2011

Reference ID: 3049742
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GEORGE LUNN
10/17/2011
All issues have been resolved in a satisfactory manner except that Compliance continues to make
a recommendation of Withhold.  Therefore this application is not recommended for approval from a
CMC point of view.

RAPTI D MADURAWE
10/17/2011

Reference ID: 3030047



Initial Quality Assessment 
Branch __IV__ 

Pre-Marketing Assessment Division __II__ 
 

 
OND Division:  Division of Anti-Infective and Ophthalmology Produ 

NDA:  202-667 
Applicant:  Merck Sharp & Dohme Co 

Stamp Date:  February 16, 2011 
PDUFA Date: December 17, 2011 

Trademark: Cosopt  PF 
Established Name: Dorzolamide HCl and timolol maleate ophthalmic 

solution, 2.0% and 0.5% 
Dosage Form: Ophthalmic Solution  

Route of Administration:  Topical 
Indication: Reduction of elevated intraocular pressure in open-

angle glaucoma or ocular hypertension 
  

PAL: Linda Ng, Ph.D. 
  
 YES NO 

ONDQA Fileability:   
Comments for 74-Day Letter   

  

Summary and Critical Issues: 

Summary 
Cosopt PF (dorzolamide HCl and timolol maleate ophthalmic solution) 2.0% and 0.5% is a 5S 
NDA, dated February 16, 2011, by eCTD format, and accepted for standard review.  Cosopt, 
NDA 20,869, an approved product, by the same applicant, contains a preservative and sold in a 
multi-dose container. Trusopt, NDA 20,408, by the same applicant, is approved for dorzolamide 
HCl preserved in a multi-dose container configuration.  Timoptic, NDA 18,086, is approved for 
timolol mealeate in a multi-dose container currently listed in the Orange Book under Aton 
Pharma Inc. Timoptic was originally approved for Merck.   
 
The product in this NDA is a preservative-free unit dose in one strength and size for the 
treatment of elevated intraocular pressure (IOP) in patients with open-angle glaucoma or 
ocular hypertension who are insufficiently responsive to beta-blockers.  The related IND 
number is  
     
A microbiology consult was submitted by the OND PM, Alison Rodgers and Dr. Vinnie Pawar 
was assigned.  The trade name consult was sent directly from the applicant to OSE.  The EES 
evaluation was performed by ONDQA PM Althea Cuff who confirmed site information with the 
applicant and finalized the request with the CMC reviewer George Lunn. 
 
Dorzolamide HCl is sourced from the same manufacturer as Trusopt.  Timolol maleate is from 
the same manufacturer as Timoptic.  References are made to the respective NDAs for  
 

Reference ID: 2924045

(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/
----------------------------------------------------

LINDA L NG
03/27/2011

STEPHEN P MILLER
04/08/2011

Reference ID: 2924045





PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA 202-667 ONDQA) 

File name: N202667 Filing.doc Page 2 
Version Date: 05132009 

7. 

Are drug substance 
manufacturing sites identified on 
FDA Form 356h or associated 
continuation sheet?  For each site, 
does the application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

x  

Communication between ONDQA PM and 
applicant to obtain fax number and email address 

on all sites.  
 
 
 
 
 
 
 
 

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

x  

Communication between ONDQA PM and 
applicant to obtain fax number and email address 

on all sites.  
  

Reference ID: 2920603











PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA 202-667 ONDQA) 

File name: N202667 Filing.doc Page 7 
Version Date: 05132009 

35. 

If the NDA is not fileable from 
the product quality perspective, 
state the reasons and provide 
filing comments to be sent to the 
Applicant. 

  N/A 

36. 
Are there any potential review 
issues to be forwarded to the 
Applicant for the 74-day letter? 

 x  

{See appended electronic signature page}  

Linda Ng, Ph.D. 
CMC Lead Date 
Division of Pre-Marketing Assessment II 
Office of New Drug Quality Assessment 

 

{See appended electronic signature page}  

Stephen Miller, Ph.D.  
Acting Branch Chief Date 
Division of Pre-Marketing Assessment II 
Office of New Drug Quality Assessment 
 
 
 
cc:    OND PM  ARodgers 
         ONDQA PM  ACuff 
         CMC Reviewer GLunn 
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LINDA L NG
03/18/2011

STEPHEN P MILLER
03/21/2011
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