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Memorandum

Date: April 24, 2014

From: Martin Haber, Ph.D., Review Chemist

Subject: EES for NDA 205060  Epanova Capsules

On April 24, 2014 the Office of Compliance issued an “Acceptable”
overall recommendation for this NDA into the EES system.  There 
are no pending cGMP inspection issues, see attached report.

The chemistry recommendation is Approval as per Chemistry Review 
#1, dated 3/26/2014.  There are no pending CMC issues.      

                       

             

                     

R/D Init by: Dr. D. Christodoulou, Branch Chief, DNDQAIII, BVII   
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1. NEW DRUG APPLICATION NUMBER: 205060 

2. DATES AND GOALS: 

Letter Date: 7/3/2013 

 

Submission Received Date : 7/5/2013 

 

PDUFA Goal Date: 5/5/2014 

(NDA is not part of “The Program”) 

 

 

 
3. PRODUCT PROPERTIES:  

Trade or Proprietary Name:  (proposed) Epanova Capsules 

Established or Non-Proprietary 
Name (USAN): Omefas (not yet approved by USAN) 

Dosage Form: Soft capsules 

Route of Administration oral 

Strength/Potency 1 g 

Rx/OTC Dispensed:     Rx                          

 
4. INDICATION: Reduction of triglyceride,  levels in 

adults with severe hypertriglyceridemia. 
 
5. DRUG SUBSTANCE STRUCTURAL FORMULA: 
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9. 

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. 

x  
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 Parameter Yes No Comment 

10. 

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   

11. 

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   
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