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Memorandum   DEPARTMENT OF HEALTH AND HUMAN SERVICES 
    PUBLIC HEALTH SERVICE 
    FOOD AND DRUG ADMINISTRATION 
    CENTER FOR DRUG EVALUATION AND RESEARCH 
 
Date:   March 21, 2013 
 
From:   Rajiv Agarwal, Ph.D; Ph.D 
  Review Chemist, Branch IV 
  New Drug Quality Assessment Division II 
  ONDQA 
 
Through:  Moo-Jhong Rhee, Ph.D. 
  Chief, Branch IV 
  New Drug Quality Assessment Division II 
  ONDQA 
 
To:    CMC review # 1 dated 31-JAN-2013 (NDA 204061) 
 
Subject:  Final Recommendation 
 

The last CMC Review # 1 (31-JAN-2013) has noted the following two pending issues:  
 

• The finalized mock ups of the container/closures were not provided with the 
requested changes. 

• PI labeling issues were not resolved. 
 

Now the finalized mock up labels are submitted (via amendment dated 18-MAR-2013), 
and the labeling issues are also satisfactorily resolved (See the Attachment-1).  
 
The final recommendation from the Office of Compliance has not been changed from 
the previous “Acceptable” (see the Attachment-2). 
 

 
Recommendation: 
 
This NDA is now recommended for approval from the ONDQA perspective with 
expiration dating period of 18 months.   
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B. Critical issues for review 
 
The DMFs may require review if updates have been submitted since the last review. 
 
Dissolution method and specification are based on the approved Seasonique drug product.  
Assignment of a BioPharm reviewer may not be warranted for this NDA, but this can be 
evaluated by the primary CMC reviewer. 
 

C. Comments for 74-Day Letter 
 
No comments to be conveyed at this time. 

 
D. Recommendation:  

 
This NDA is fileable from a CMC perspective. Rajiv Agarwal, Ph.D., Ph.D. is assigned as the 
primary CMC reviewer.   

 
REGULATORY BRIEFING RECOMMENDATION:  Branch-level. 
 
                        
        _______________________ 
        Donna F. Christner, Ph.D. 
     
 
 
 
            

Reference ID: 3164740
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7. 

Are drug substance 
manufacturing sites identified 
on FDA Form 356h or 
associated continuation sheet?  
For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

X   

8. 

Are drug product 
manufacturing sites are 
identified on FDA Form 356h 
or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

X   
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