
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 
 
 

APPLICATION NUMBER: 
22-401 

 
 

 
 
 

OTHER REVIEW(S) 





(F) 16 pages withheld immediately following this 
page as b(4) TS Draft labeling





FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Division of Drug Marketing, Advertising, and Communications 

 
Memorandum 

**PRE-DECISIONAL AGENCY MEMO** 
 
Date:  September 28, 2009 
  
To:  Quynh Nguyen 
  Regulatory Project Manager 
  Division of Cardiovascular and Renal Products (DCRP) 
 
From:  Michael Sauers, Regulatory Review Officer 

Zarna Patel, Regulatory Review Officer 
Division of Drug Marketing, Advertising, and Communications 
(DDMAC) 

   
Subject: TWYNSTA (telmisartan/amlodipine) Tablets 

NDA 22-041 
  Comments on draft product labeling 
   
DDMAC has reviewed the proposed product labeling (Package Insert (PI) and 
Patient Package Insert (PPI)), submitted for consult to DDMAC on December 18, 
2008, for TWYNSTA (telmisartan/amlodipine) Tablets. 
 
Our comments are based on the proposed labeling circulated to the review team 
on September 17, 2009.  DDMAC’s comments are provided directly in the 
attached document (see below).  
 
Thank you for your consult. 
 
If you have any questions on the comments for the PI, please contact Michael 
Sauers at 301.796.1035 or michael.sauers@fda.hhs.gov. 
 
If you have any questions on the comments for the PPI, please contact Zarna 
Patel at 301.796.3822 or zarna.patel@fda.hhs.gov. 
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