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Early action needed: 
 

1) Reviewer should evaluate items identified (in italics) in this IQA. 
 
 
Comments for 74-day letter 

 
None at this time. 

 
Comments and Recommendation: 
 
Based on the perusal of this NDA, it is determined to be complete and therefore filable 
from CMC perspective. Dr. Fuqiang Liu is assigned to review this NDA. 
 
 
 
Balajee Shanmugam        See DARRTS 
CMC Lead                                            Date 
 
 
Rapti Madurawe, Ph.D.     See DARRTS 
 Branch Chief                                 Date 
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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) 

        

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) 
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{See appended electronic signature page}  

Balajee Shanmugam 
CMC Lead  Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 

{See appended electronic signature page}  

Rapti Madurawe, Ph.D.   
Branch Chief  
Branch V 
Division of Pre-Marketing Assessment  Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
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