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Merck Sharp & Dohme Corp. 
Attention: Chitkala Kalidas, Ph.D. 
Director, Worldwide Regulatory Affairs 
P.O. Box 2000, RY33-204 
Rahway, New Jersey 07065-0900 
 
 
Dear Dr. Kalidas: 
 
Please refer to your New Drug Application (NDA) dated and received January 7, 2011, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for ZIOPTAN 
(tafluprost ophthalmic solution) 0.0015%. 
 
We acknowledge receipt of your amendments dated: 
 
January 7, 2011 (2)  January 20, 2011  February 9, 2011  
February 17, 2011  February 28, 2011  March 23, 2011   
March 29, 2011  April 4, 2011   April 6, 2011    
April 28, 2011   April 29, 2011   May 6, 2011    
May 11, 2011   May 24, 2011   June 8, 2011    
June 9, 2011   June 10, 2011   June 13, 2011    
June 30, 2011   July 5, 2011   July 6, 2011    
July 11, 2011   July 26, 2011   August 1, 2011   
August 3, 2011  August 10, 2011  August 12, 2011   
August 22, 2011  September 2, 2011  September 6, 2011  
September 13, 2011  September 27, 2011  October 13, 2011  
October 26, 2011  October 27, 2011  November 2, 2011 (2)  
November 3, 2011  November 4, 2011 
 
 
We have completed our review of this application, as amended, and have determined that we 
cannot approve this application in its present form.  We have described our reasons for this 
action below and, where possible, our recommendations to address these issues. 
 
PRODUCT QUALITY MICROBIOLOGY 
 
Your NDA does not provide assurance of the sterility of the final drug product.  While you have 
revised your  processing validation protocol in your submission of October 27, 2011,  
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