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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: Rajiv Agarwal, CMC Reviewer 
 Tracey Rogers, CMC Lead 
 Monica Cooper, CMC Reviewer  
 Anamitro Banerjee, Branch Chief (Acting) 
 Rabiya Laiq, Methods Validation Project Manager 
 E-mail Address: rajiv.agarwal@fda.hhs.gov 
 Phone: 301-796-1322 
  
   
FROM: FDA 
 Division of Pharmaceutical Analysis 

Laura C. Pogue, 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 Verification Report Summary 
 
 

Application Number: NDA 208573 
 
 Name of Product: Venetoclax Tablets 10mg, 50mg, 100mg 

Applicant: AbbVie Inc. 

 Applicant’s Contact Person: Tuah Jenta Ph.D, RAC Associate Director Regulatory Affairs 

 Address: 1 N. Waukegan Road. Dept. PA77/Bldg AP30 North Chicago, IL 60064 
 
 Telephone: 847-937-2434        Email: tuah.jenta@abbvie.com    

          
 
Date Methods Verification Consult Request Form Received by DPA: 1/7/2016      

Date Methods Verification Package Received by DPA: 1/15/2016  

Date Samples Received by DPA:  1/15/2016 

Date Analytical Completed by DPA:  2/23/2016        

 
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: 3891759
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Date:  February 23, 2016 
 
To:   Rajiv Agarwal, CMC Reviewer 
  Tracey Rogers, CMC Lead 
  Monica Cooper, CMC Reviewer 
  Anamitro Banerjee, Branch Chief (Acting)   
  Rabiya Laiq, Methods Validation Project Manager 
 
From:  Cindy Diem Ngo, Chemist, CDER/OPQ/OTR/DPA 
 
Through:  David Keire, Ph.D., Acting Lab Chief, Branch II, CDER/OPQ/OTR/DPA 
  
Subject: Method Verification of NDA 208573: Venetoclax film coated tablet (10mg, 50mg and 100 mg) 
 
 
The following methods were verified and found acceptable for quality control and regulatory purposes: 

1) 3.2.S.4.2 Analytical Procedure for Assay of Venetoclax by HPLC (RTM. 5319, page 1-4). 
2) 3.2.S.4.2 Analytical Procedure for Impurities of Venetoclax by HPLC (RTM. 5320, page 1-5). 
3) 3.2.P.5.2 Analytical Method for Assay and Identification of Venetoclax tablets: 10 mg, 50 mg and 

100mg by HPLC (RTM. C5477 page 1-5). 
4) 3.2.P.5.2A Analytical Method for Degradation Products of of Venetoclax tablets: 10 mg, 50 mg and 

100mg by HPLC (RTM. C5512, page 1-4). 
 
 
 
 
Analyst worksheets can be viewed through ECMS:  
http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f880c862a1  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

   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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Identification by UV:  The UV spectra of venetoclax obtained from the sample preparations (10 mg, 50 
mg and 100 mg) are identical to the UV spectrum of venetoclax obtain from the standard preparation in 
the range of  to  with respect to their maxima. 
 

4) 3.2.P.5.2A Analytical Method for Degradation Products of of Venetoclax tablets: 10 mg, 50 mg 
and 100mg by HPLC (RTM. C5512, page 1-4). 

10 mg Average 
RRT % Degradant Compound name Limits 
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(b) (4) (b) (4)

(b) (4)
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50 mg Average 
RRT % Degradant Compound name Limits 

 

100 mg Average 
RRT % Degradant Compound name Limits 
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(b) (4)

(b) (4)
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