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Date: May 24, 2016 
From: Hitesh Shroff, Ph.D. 

Application Technical Lead, Branch V 
Division of New Drug Products II 
Office of New Drug Products 

 
Through: Moo-Jhong Rhee, Ph.D. 

Chief, Branch V 
Division of New Drug Products II 
Office of New Drug Products 

 
To:     CMC Review #1 of NDA 207999 
 
Subject: Final Recommendation for NDA 207999 
 
At the time when the CMC Review #1 was completed on April 19, 2016, it had noted the 
following pending issues: 
 

 The label/labeling issues were not resolved. 
 
Because of these deficiencies, the NDA was not recommended for approval from the 
ONDP perspective. 
 
The revised package insert and immediate container labels were submitted on May 24, 
2016. The CMC sections of the package insert and immediate container labels were 
reviewed by Dr. Hitesh Shroff and found acceptable (Attachment – 1). 
 
 
Recommendation: 
This NDA is now recommended for Approval from the ONDP perspective. 
 

 

 

Application Technical Lead’s Assessment and Signature 

The NDA is recommended for Approval from quality perspective.  

Hitesh Shroff, Ph.D. 
Application Technical Lead, Branch V 
Division of New Drug Products II 
May 24, 2016 



Attachment 1: 
 

1. Package Insert 
 
(a) “Highlights” Section 

 
 

 
 

(b)  “Full Prescribing Information” Section 
 
#3. Dosage Form and Strength 
 

 
 
#11. Description 
 

 
 



#16  How Supplied/storage and Handling 
 

 
 
 
  





 
Reviewer’s Assessment and Signature: 
 
The final label and labeling submitted on May 24, 2016 are satisfactory from 
ONDP perspective. 
 
 
Reviewer’s Signature: 
Hitesh Shroff, Ph.D. 
Branch V 
Division of New Drug Products II/ONDP 

 
 

 
Secondary Review Comments and concurrence: 
 
 
 
Supervisor’s Signature: 
Moo-Jhong Rhee, Ph.D. 
Branch V 
Division of New Drug Products II/ONDP 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

   
 
 

METHODS VERIFICATION REPORT SUMMARY 
 
 

 
TO: Danuta Gromek-Woods, ATL, Moo-Jhong Rhee (Branch Chief), Heather Strandberg (CMC Project Manager) 

Office of New Drug Products (ONDP), Branch V 
E-mail Address: Danuta.Gromek-Woods@fda.hhs.gov  
Phone: (301) 796-1217 

 
FROM: FDA 
 Division of Pharmaceutical Analysis 

Laura C. Pogue, MVP Coordinator 
645 S Newstead Avenue 

 St. Louis, MO 63110 
 Phone: (314) 539-2155 
 
Through: Michael Trehy, Ph.D., Lab Chief, Branch II  
                 Phone: (314) 539-3815 
 
SUBJECT: Methods Verification Report Summary 
 
 

Application Number: 207999      
 
 Name of Product:  Obeticholic Acid Tablets, 5 mg and 10 mg 

Applicant: Intercept Pharmaceuticals, Inc. 

 Applicant’s Contact Person: Linda Robertson, PhD, Vice President, Regulatory Affairs and Quality Assurance 

 Address: 4760 Eastgate Mall, San Diego, CA 92121 
 
 Telephone: (858) 652-6805 Email: lrobertson@interceptpharma.com 
              
 
Date Methods Verification Consult Request Form Received by DPA: 8/11/2015      

Date Methods Verification Package Received by DPA: 9/11/2015  

Date Samples Received by DPA:  9/11/2015 

Date Analytical Completed by DPA:  2/22/2016        

 
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: 3891144
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Date:  February 22, 2016   
 
To:   Danuta Gromek-Woods, ATL 
 Moo-Jhong Rhee, Branch Chief 
 Heather Strandberg, CMC Project Manager 
 
Through: Michael Trehy, Ph.D., Acting Lab Chief, Branch II, CDER/OPQ/OTR/DPA 
   
From:   Jeffrey T. Woodruff, Chemist, CDER/OPQ/OTR/DPA 
 Kui Zeng, Ph.D., Chemist, CDER/OPQ/OTR/DPA 
 Nisarga Phatak, Ph.D., Orise Fellow, CDER/OPQ/OTR/DPA 
  
Subject:  Method Verification for NDA 207999: Obeticholic Acid Tablets, 5mg and10 mg 
 
 
The following methods were evaluated and are acceptable for quality control and regulatory purposes: 
 

1) The HPLC assay method for the assay of INT-747 in uniformity of dosage units and content of INT-
747 film coated tablets 10 mg 

2) Related Substances: Impurities (%w/w)  
3) Related Substances: Impurities  (%w/w)   
4) HPLC method for the determination of impurity  and unspecified impurities in OCA film coated 

tablets 5mg, 10 mg and 25 mg— Quality Control  Method  QCM1069/01 
5) HPLC method for the determination of impurity  in INT-747 film coated tablets 5mg, 10 mg and 25 

mg— Quality Control  Method  QCM857/01 
6) Assay and Identification ) 

 
 
The Division of Pharmaceutical Analysis (DPA) would like to share the following comments to the reviewers 
regarding several methods:  

1) The HPLC method for the determination of impurity in INT-747 film coated tablets 5mg, 10 mg and 25 
mg— Quality Control  Method  QCM857/01 

 
a) Two calibration data sets are collected in the experiment with 6 standard concentrations.   Suggest 

applicant clarify which data set in the specified sequence is used to determine the quadratic equation 
constants for system suitability and calculation. 

2) The HPLC method for the determination of impurity and unspecified impurities in OCA film coated 
tablets 5mg, 10 mg and 25 mg— Quality Control  Method  QCM1069/01 

 
 
 

    
DEPARTMENT OF HEALTH & HUMAN SERVICES           Center for Drug Evaluation and Research 
Food and Drug Administration Division of Pharmaceutical Analysis
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