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CHEMICAL MANUFACTURING CONTROLS 
 FILING CHECKLIST FOR NDA/BLA or Supplement 

 

 

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. 

  N/A 

7. 

Are drug substances 
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) 

  Attachment to FDA Form 356h dated March 
29, 2011. 
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CHEMICAL MANUFACTURING CONTROLS 
 FILING CHECKLIST FOR NDA/BLA or Supplement 

 

 

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) 

  Attachment to FDA Form 356h dated March 
29, 2011. 

9. 

Are additional manufacturing, 
packaging and control/testing 
laboratory 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) 

   

10. 

Is a statement provided that all 
facilities are ready for GMP 
inspection at the time of 
submission? 

  Provided in the FDA Form 356h dated March 
29, 2011. 

* If any information regarding the facilities is omitted, this should be addressed ASAP with the 
applicant and can be a potential filing issue or a potential review issue. 
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CHEMICAL MANUFACTURING CONTROLS 
 FILING CHECKLIST FOR NDA/BLA or Supplement 

 

 

36. 

Are there any potential 
review issues to be forwarded 
to the Applicant for the 74-
day letter? 

  Not yet identified. 

 

{See appended electronic signature page}  

Dorota Matecka, Ph.D. 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 Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
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