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Memorandum
To: NDA 210589

From: Donna Christner, Ph.D.
NDAPI Branch Chief

Through: Ali Al-Hakim, Ph.D.
Division Director, NDAPI

Date: 27-Jun-2018

Re: Identification of Established Name 

NDA 210589 was submitted on 01-DEC-2017 for a drug product containing “fish oil” as its sole 
active ingredient.  The applicant is seeking approval of this drug product as a source of calories 
and fatty acids in pediatric patients with parenteral nutrition-associated cholestasis. The 
Applicant originally submitted the tradename and established name as follows:

Omegaven (fish oil injectable emulsion), for intravenous use

In reviewing the Applicant’s submission, the Agency considered whether there is an existing 
established name for the NDA’s drug product or drug substance.  While there are a number of 
fish oil-related monographs in USP, most are for dietary supplements and, in this case, we do not 
believe that the dietary supplement monographs would be appropriate to describe the  

 fish oil in Omegaven.1  While Omegaven may meet the Fish Oil Containing Omega-3 
Acids dietary supplement monograph requirements, the monograph would not provide 
appropriate controls for the Omegaven drug substance since the standards are different and 
conformance to the dietary supplement monograph would allow acceptance of a drug substance 
of lower quality.2   

The fish oil in Omegaven does not meet the monograph requirements for fish oil-related drug 
monographs, either. USP currently has a fish oil-related drug substance monograph, Omega-3-
Acid Ethyl Esters, and a related drug product monograph, Omega-3-Acid Ethyl Esters Capsules.  
Omegaven does not meet these monographs because it has a different fish oil composition, both 

1 Moreover, generally, the Agency does not use dietary supplement monographs as the source for the nonproprietary 
name for a drug.
2 For example, the Chemistry, Manufacturing, and Controls (CMC) and quality specifications established for the 
Omegaven drug substance/drug product under which the Agency would approve NDA 210589 are more stringent 
than those provided in the dietary supplement monograph.
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in specific chemical form (triglycerides vs ethyl esters) and amounts of major fatty acid 
components.  There are 2 other approved fish oil drug products that may have monographs in the 
future: omega-3 carboxylic acids and icosapent ethyl.  Omegaven’s composition is different in 
form and amounts from those products as well. Therefore, the Applicant was advised to submit a 
request for a USAN name for the drug substance in NDA 210589.  The USAN Council declined 
to designate a name.  

SMOFLIPID, an FDA approved drug product marketed by the same Applicant, was titled using 
the USP drug product monograph for Lipid Injectable Emulsion.  SMOFLIPID is a fixed-
combination product containing four active ingredients: soybean oil, olive oil, medium chain 
triglycerides, and fish oil.  Comparison data submitted by the Applicant and reviewed under 
NDA 210589 showed that although the fish oil in SMOFLIPID and Omegaven share many major 
fatty acid components, they differ in the amounts of such components. Discussions were held 
within the Agency on whether the USP monograph for Lipid Injectable Emulsion also recognizes 
Omegaven.  The monograph has the following Description:

  

During internal Agency discussions, the Agency found that the text of the monograph was 
ambiguous with respect to the presence of soybean oil.  Specifically, this ambiguity arises from 
the text of the monograph that states “[t]he most frequently used oil present is Soybean Oil …” 
and “Soybean Oil can be the only oil or be part of a mixture of … other oils.”   

 
  

The Agency contacted the USP Monograph staff for USP’s insight on the monograph’s scope. 
Although USP recognized that the monograph as written may not provide complete clarity on 
this matter (and offered to provide clarity on this point in future revisions to the monograph), it 
stated that at the time of publication, USP was not aware of any marketed products containing a 
lipid injectable emulsion without soybean oil present.  This suggests that the monograph was 
drafted with soybean oil being a necessary component for the monograph to apply, and supports 
a determination that Omegaven is likely not an article recognized in the monograph for Lipid 
Injectable Emulsion.  Therefore, the Agency does not believe that Omegaven should be titled as 
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“Lipid Injectable Emulsion” because, if soybean oil is a required component of the applicable 
monograph, Omegaven would be misbranded because it lacks soybean oil.

Since the Omegaven product is likely not an article recognized in an existing drug monograph 
and USAN has declined to name it, the Agency considered whether Omegaven or its active 
ingredient has a common or usual name that would be the established name.  The Agency 
determined that the Applicant’s proposal of the established name “fish oil” is not sufficiently 
specific, and the term “fish oil” is usually used outside the drug context.  Without a common or 
usual name, the Agency determined that a new name would be needed.  After review of the data, 
the following points were taken into consideration:

 This product only has % omega-3 components, so we recommend the name not include 
“omega-3” as this may suggest that omega-3 fatty acids constitute the major component 
of the product.  

 “Fish Oil” alone is too vague, and may cause confusion, as it is often used in the context 
of dietary supplements, and not drugs. 

 “Fish Oil Triglycerides” describes a product that includes all the various components 
found in fish oil and greater than 99% of the components are in triglyceride form. 

Therefore, the Agency recommends the following name:

Omegaven (fish oil triglycerides) injectable emulsion, for intravenous use
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