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TO: CMC Review #1 for NDA 203-634 
 
SUBJECT: Final Recommendation 
 
The previous CMC Review #1, dated 11-9-2012, made a recommendation of not approval of this 
NDA because of the following unresolved issues: 
 

1. Specification of the drug product has not been satisfactorily established due to unresolved 
issues on dissolution test. 

2.   Facility intended to  budesonide drug substance has not yet been 
declared “Acceptable” by the Office of Compliance. 

3.   Label/labeling issues were not satisfactorily resolved from the CMC perspective. 
 
The dissolution issues were satisfactorily resolved (Biopharm’s Review dated 12/12/12) and the 
specification of the  drug product has been amended with the revised dissolution acceptance 
criterion (Attachment 1).  Revised dissolution acceptance criterion did not affect expiration dating 
period of 30 months established in CMC Review #1 (for details, see Attachment 4).  
 
The Office of compliance has issued an overall “Acceptable” recommendation on January 2, 2013 
(Attachment 2).  
 
Labels/labeling were revised according to our recommendations in CMC Review #1  (Attachment 
3).   
 
 
Recommendation: 
 
Therefore, from the ONDQA’s perspective, this NDA is now recommended for APPROVAL. 
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-- The Description section of the product label will need to be closely scrutinized to determine 
that there are no misrepresentations or promotional information regarding “MMX technology” 
included. 

C. Comments for 74-Day Letter -- None 
  

D. Recommendation – From the CMC perspective this application is fileable 
 
 Marie Kowblansky, PhD    2/13/2012  
 CMC Lead     Date 
 
 Moo-Jhong Rhee, PhD      
 Branch Chief  
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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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