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CENTER FOR DRUG EVALUATION AND RESEARCH 

 

 

DATE: 06-FEB-2018 

 

TO:  N207924 file 

 

FROM: Craig Bertha 

  CMC Lead 

  ONDP/DNDP II 

 

THROUGH: Julia Pinto 

  Acting Branch Chief 

  ONDP/DNDP II 

 

SUBJECT: Additional CMC data in 04-DEC-2017, Resubmission 

 

SUMMARY and CONCLUSION: The OPQ recommendation for this application at the end of the 

original review cycle was that the application could be approved, from a CMC perspective.  The 

Agency sent a complete response (CR) action to the applicant.  The current 04-DEC-2017, submission 

is a response to the CR letter. 

 

Although there were no CMC-related comments included in the CR letter, the new submission includes 

some additional CMC data.  Drug product analyses data are provided for an additional 16 new batches 

(9 at 4 mg and 7 at 2 mg strengths).  All of these batches met their specifications.  The submission also 

includes the 18, 24, and 36 month stability data for the primary stability batches of the two strengths.  

There are also new stability data (up to 18 months with 25°C/60%RH storage and 6 months with 

40°C/75%RH storage) for batches of drug product manufactured at the commercial manufacturing 

facility [Lilly del Caribe, Puerto Rico (PR)].  The applicant will maintain their proposal for a 24 month 

shelf-life, which was already found acceptable based on the data provided under the previous review 

cycle.  As the updated data show no significant trends for up to 36 months with 30°C/65%RH storage, 

the 24 month expiry is still acceptable.  The new stability data (up to 18 months long term conditions) 

from the commercial manufacturing site in PR (in bottles and blisters stored at 30°C/65%RH, 

30°C/75%RH, and 40°C/75%RH) also demonstrated the drug product to have adequate stability with 

no significant trending.  These data also support the 24 month expiry period when considering the 

recommendations of ICH Q1E. 

 

The new CMC data submitted with the resubmission does not alter the original recommendation from 

OPQ to approve the application. 
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Date:  June 20, 2016   
 
To:   Arthur B. Shaw, CMC Reviewer DNDPII/NDPBIV 
 Craig Bertha, CMC Lead 
 Florence Aisida, MVP Manager 
 
Through: Michael Trehy, Ph.D., CDER/OPQ/OTR/DPA, Lab Chief, Branch II 
   
From:   Jeffrey T. Woodruff, Chemist, CDER/OPQ/OTR/DPA 
  
 
Subject: Method Verification for NDA-207924: Olumiant Baricitinib Tablets 2mg, 4 mg 
 
 
The following methods were verified and are acceptable for quality control and 
regulatory purposes: 
 

• Analytical Procedure – Assay and Uniformity of Dosage Units (HPLC –  
   Potency – Method Code B13320)  

• Analytical Procedure – Purity (HPLC – Potency – Method Code B13319)  
 Analytical Procedure – Assay (HPLC – Method Code G1749) for Drug Substance  
 Analytical Procedure – Impurities (HPLC – Method Code G1750) for Drug 
   Substance  

 
 
 
Analyst worksheets can be viewed through ECMS: 
http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f880d255e8 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

    
DEPARTMENT OF HEALTH & HUMAN SERVICES           Center for Drug Evaluation and Research 
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