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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:  
  Katherine Windsor, DS CMC Reviewer 
 Mariappan Chelliah, DP CMC Reviewer  
 Wendy Wilson-Lee, Application Technical Lead (ONDP) 

Office of New Drug Products (ONDP) 
E-mail Address: mariappan.chelliah@fda.hhs.gov, katherine.windsor@fda.hhs.gov  
Mariappan:  (301)-796-1724 
Katherine: (240)-402-9927 
 

FROM: FDA 
 Division of Pharmaceutical Analysis 

Laura C. Pogue, Ph.D., MVP Coordinator 
645 S Newstead Avenue 

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

Application Number:  207947      
 
 Name of Product:  Uptravi (Selexipag) Tablets (200, 400, 600, 800, 1000, 1200, 1400, 1600 g) 

Applicant:   Actelion Pharmaceuticals, Ltd. 

 Applicant’s Contact Person:  James B. Davis, Associate Director US Drug Regulatory Affairs 

 Address:    1820 Chapel Avenue West, Suite 300, Cherry Hill, NJ 08002 
 
 Telephone: (856) 773-5719 Fax: (856) 773-4247 
              
 
Date Methods Validation Consult Request Form Received by DPA: 03/24/2015      

Date Methods Validation Package Received by DPA: 03/24/2015  

Date Samples Received by DPA:  05/08/2015 

Date Analytical Completed by DPA:  07/08/2015        

 
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: 3789472
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Date:  July 8, 2015   
 
To:  Katherine Windsor, DS CMC Reviewer 
  Mariappan Chelliah, DP CMC Reviewer 
  Wendy Wilson-Lee, Application Technical Lead (ONDP) 
 
From:  Cindy Diem Ngo, Chemist, CDER/OPQ/OTR/DPA 
  Xiaofei Liu, Chemist, CDER/OPQ/OTR/DPA 
 
Through: David Keire, Ph.D., CDER/OPQ/OTR/DPA, Lab Chief, Branch I 
  
 
Subject: Method Verification of NDA 207947:  Uptravi (Selexipag) Film-Coated Tablets 0.2 mg, 0.8 mg, 

and 1.4 mg   
 
 
 
The following methods were verified and found acceptable for quality control and regulatory purposes: 

 
The following methods were not performed due to instrument limitations: 
 

1) 3.2.S.4.2  Control of Drug Substance:  
 

 
Analyst worksheets are available here: http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f880aeb985  

   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
Telephone (314) 539-2162

FAX (314) 539-2113
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 Reporting:  
 
 
 
 
 For  impurities between % (LOQ) and %, the total of  impurities are reported. 
 

 
6) 3.2. P.5.2 Control of Drug Product: Analytical Procedures Dissolution: To determine the dissolved 

amount of Selexipag in Film-Coated Tablets in  minutes by using the Dissolution Apparatus 2 
(paddle) and HPLC. 

 

 
 Q value for each tablet after  minutes was greater than % of declared content, so the sample met the 
 specification.  
 According to USP 37, Dissolution <711> Immediate –Release Dosage forms, Acceptance table 1, S1. 

 Limits: Each unit is greater than Q % which is %.  

 Based on the results after 30 minutes, the sample met the Acceptance Criteria.  
  
 Conclusion: 
 Based on these results, all listed methods Selexipag (0.2 mg, 0.8 mg and 1.4 mg) are acceptable for 
 quality control and regulatory purposes. 
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signature.
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LAURA POGUE
07/08/2015

DAVID A KEIRE
07/08/2015
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