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CMC Review Amendment 
 

NDA: 204200 
Drug Name: Adrenalin (Epinephrine) 
Applicant: JHP Pharmaceuticals LLC 
Reviewer: Ying Wang, PhD 
Date: Nov. 13, 2012 
Submissions covered in this review: Amendment dated Oct 15, 2012 and Nov. 9, 2012 
Previous Review: CMC Review of NDA 204200 dated August 10, 2012 
 
Summary: 
The original NDA had major deficiencies in drug product quality and the original CMC 
review (dated Aug. 10, 2012) recommended a complete response.  Discussions between 
the Agency and the applicant have continued and multiple amendments have been 
submitted to address the deficiencies since then.  The latest amendments have adequately 
addressed the issues regarding the specification for the drug product and the analytical 
method validations.  At the Agency’s recommendation the applicant has also agreed to a 
commitment to conduct a post market study to investigate the cause(s) of the major 
impurity .   
 
Conclusion: 
This NDA as amended is adequate and is recommended for approval from CMC 
perspective. 
 
The proposed expiry of 15 months when stored at controlled room temperature (20 – 
25°C; 68 – 77°F) is granted. 
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Comments and Recommendation: 
 
Based on the perusal of this NDA, it is determined to be complete and therefore filable 
from CMC perspective. Drs. Milton Sloan and Ying Wang have been assigned to review 
the drug substance and drug product components, respectively.  
 
 
 
Balajee Shanmugam        See DARRTS 
CMC Lead                                            Date 
 
 
Rapti Madurawe, Ph.D.     See DARRTS 
Branch Chief                       Date 
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PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

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 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) 

  

Yes, as noted in item 5 of this review, the required 
information has been submitted. The Drug 
substance is referenced to DMF  and a. LOA 
has been provided. 
 

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) 

   

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