
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 
 

APPLICATION NUMBER: 
204516Orig1s000 

 
 
 
 

CHEMISTRY REVIEW(S) 
 



M E M O R A N D U M  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
    PUBLIC HEALTH SERVICE 
    FOOD AND DRUG ADMINISTRATION 
    CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
DATE:   June 27, 2013 
FROM:  Caroline Strasinger, Ph.D., Review Chemist, Branch IV/ONDQA 
THROUGH:  Moo-Jhong Rhee, Ph.D., Branch Chief, Branch IV/ONDQA 
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The previous CMC Review #1, dated 1-May-13, noted the following two deficiencies, 
and therefore made a recommendation of not approval of this NDA: 

 
1. This NDA has not provided sufficient information to assure identity, strength, 
purity, and quality of the drug product.  

 
2. An overall “Acceptable” recommendation has not been made by the Office of 
Compliance.  

 
Regarding the Item #1, the review dated 26-APR-2013 by the biopharmaceutics reviewer 
stated the specification for the drug product was not adequate due to dissolution acceptance 
criteria.  On 8-MAY-2013 the Applicant responded agreeing to the agency recommendation 
of acceptance criterion of Q=  at 20 minutes and provided an updated specification for the 
drug product.  An addendum to the original biopharmaceutics review was issued 24-MAY-
2013, stating that the specification for the drug product is now adequate. 
 
Regarding the Item #2, The Office of Compliance issued a “WITHOLD” recommendation 
for the drug product manufacturing site  facility on 25-JUN-2013 based on 
incomplete or unsuccessful methods validation (See Appendix 1 for report on the  

facility).  The Applicant removed  as a drug product manufacturer on 
26-JUN-2013 (See Appendix 2 for statement of removal and updated Manufacturer’s sheet).  
The sole drug product manufacturer for this application is the Norwich facility which 
received an acceptable recommendation on 21-JUN-2013.    
 
An overall “ACCEPTABLE” recommendation for the updated facilities involved in the 
manufacture and testing of the drug product was made on 27-JUN-2013 (See Appendix 3 for 
the updated EES report).   

 
Conclusion and Recommendation: 
The specification for the drug product is now adequate.  Additionally, the Office of 
Compliance has issued an overall “ACCEPTABLE” recommendation for all 
facilities involved.   
 
From the ONDQA perspective, this Application is now recommended for 
APPROVAL. 
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