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signature.
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ANDREW B YU
12/05/2011

STEPHEN P MILLER
12/05/2011
For Rapti Madurawe.
I concur - this NDA is recommended for approval from the CMC perspective.
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Based on this Initial Quality Assessment, this NDA is determined to be complete and 
therefore filable from CMC perspective. Background information and suggestions for the 
review are noted in this document. The filing checklist has been completed and was filed 
separately in DARRTS. 
 
Stephen P. Miller, Ph.D. See DARRTS 
CMC-Lead Date 
 
 
Rapti Madurawe, Ph.D. See DARRTS 
Branch Chief Date 
 

Reference ID: 3000333
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STEPHEN P MILLER
08/12/2011

RAPTI D MADURAWE
08/15/2011
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PRODUCT QUALITY - CMC AND BIOPHARMACEUTICS (Small 
Molecule) 

FILING REVIEW FOR NDA or Supplement (ONDQA) 

File name: 090513-Product Quality Filing Review.doc Page 2 
Version Date: 05132009 

6. 

For a naturally-derived API only, 
are the facilities responsible for 
critical intermediate or crude API 
manufacturing, or performing 
upstream steps, specified in the 
application?  If not, has a 
justification been provided for 
this omission?  This question is 
not applicable for synthesized 
API. 

  NA 

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  All relevant manufacturing sites are described in 
Section 1.1.2 

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  All relevant manufacturing sites are described in 
Module 3 Section P3 and in Section 1.1.2 

Reference ID: 3000331
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{See appended electronic signature page}  

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

Reference ID: 3000331
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This is a representation of an electronic record that was signed
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STEPHEN P MILLER
08/12/2011

ARZU SELEN
08/12/2011

ANGELICA DORANTES
08/12/2011

RAPTI D MADURAWE
08/15/2011

Reference ID: 3000331




