
 
 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

204819Orig1s000 
 

 

CHEMISTRY REVIEW(S) 
 



 1

 Adempas (riociguat) Tablets 
  

NDA 204-819 
 

Summary Basis for Recommended Action 
Chemistry, Manufacturing, and Controls 

 
 
Applicant:  Bayer Healthcare Pharmaceuticals, Inc., 

P.O. Box. 1000  
Montville, NJ 07045-1000 

  
   
Indication: For the treatment of chronic thromboembolic pulmonary hypertension 

(CTEPH) and pulmonary arterial hypertension (PAH).  
 
Presentation: The product will be available in five different strengths; 0.5 mg, 1 mg, 1.5 

mg, 2 mg, and 2.5 mg. The different strength tablets are differentiated by 
color, and strength identifier numbers on one side of the tablets. The 
tablets will be packaged in HDPE bottles and blisters.  

 
EER Status:  Overall recommendation is “Acceptable” as of 14-Feb-2013. 
 
Consults: ONDQA Biopharmaceutics – Acceptable as per Dr. Kareen Riviere’s  

review dated 11-Jun-13.   
 
Methods Validation – The methods were sent to FDA labs and were found 
to be acceptable for quality control and regulatory purposes (2-Jul-2013). 

   
EA – Categorical exclusion granted.  

 
Post-Approval Agreements:  None  
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Conclusion:  Adequate from CMC perspective. 
 
Additional Items: 
  
All associated Drug Master Files are acceptable or the pertinent information has been 
adequately provided in the application. 
 

 
Overall Conclusion: The application is recommended for “Approval” from CMC 

perspective.  
 
 
Ramesh K. Sood, Ph.D. 
Acting Director, DPA I/ONDQA 
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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: Monica D. Cooper, Ph.D., CMC Reviewer  

Office of New Drug Quality Assessment (ONDQA) 
E-mail Address: monica.cooper@dpa.hhs.gov  
Phone:  (301)-796-1661 
Fax: (301)-796-9747 
 

FROM: FDA 
 Division of Pharmaceutical Analysis 

Michael Trehy, MVP Coordinator 
 Suite 1002 

1114 Market Street 
 St. Louis, MO 63101 
 Phone: (314) 539-3815 
 
Through: John Kauffman, Acting Deputy Director  
                 Phone: (314) 539-2168 
 
SUBJECT: Methods Validation Report Summary 
 
 

Application Number: 204819       
 
 Name of Product: Adempas (riociguat) Tablets 0.5 mg, 1 mg, 1.5 mg, 2 mg, and 2.5 mg 

Applicant: Bayer HealthCare Pharmaceuticals, Inc. 

 Applicant’s Contact Person: Carmen Leung, Deputy Director of Global Regulatory Affairs 

 Address: P.O.Box 1000, Montville, NJ 07045-1000 
 
 Telephone: (973) 487-2687 Fax: (973) 487-2016 
              
 
Date Methods Validation Consult Request Form Received by DPA: 3/15/13      

Date Methods Validation Package Received by DPA: 3/15/23  

Date Samples Received by DPA:  4/24/13 

Date Analytical Completed by DPA:  7/2/13        

 
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 memo for method summary and comments. 
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Summary of Results        NDA 204819 
 

 
  
Particle size distribution of Riociguat micronized 
drug substance 
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