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Medical  benefit drug policies are a source for BCBSM and BCN medical policy information only.  These documents are not to 
be used to determine benefits or reimbursement.  Please reference the appropriate certificate or contract for benefit 
information.  This policy may be updated and therefore subject to change. 
 

RETIRED 
Effective Date: 10/08/2020 

 
Omegaven® (fish oil triglycerides)  

 
FDA approval:  July 27, 2018 
HCPCS:  B4185 
Benefit:  Medical 
 
Policy: 
 
Requests must be supported by submission of chart notes and patient specific documentation. 
 

A. Coverage of the requested drug is provided when all the following are met: 
a. Patient must be 15 years old or younger 
b. Used as a source of calories for pediatric patients diagnosed with parenteral nutrition-associated cholestasis 

(PNAC) 
c. PNAC diagnosis must be made prior to receiving Omegaven as Omegaven is indicated for PNAC treatment 

and not prevention 
 

B. Quantity Limitations, Authorization Period and Renewal Criteria 
a. Quantity Limit:  FDA approved dosing 
b. Initial Authorization Period: 1 year 
c. Renewal Criteria:  Clinical improvement of PNAC. Continue until direct or conjugated bilirubin levels are < 2 

mg/dL or until the patient no longer requires parenteral nutrition. 
d. Renewal Authorization Period: 1 year 

 
C. Omegaven is considered investigational when used for all other conditions, including but not limited to: 

a. Adult parenteral nutrition associated liver injury 
b. Prevention of PNAC 
c. Rheumatoid arthritis 

 
***Note: Coverage may differ for Medicare Part B members based on any applicable criteria outlined in Local Coverage 
Determinations (LCD) or National Coverage Determinations (NCD) as determined by Center for Medicare and Medicaid 
Services (CMS). See the CMS website at http://www.cms.hhs.gov/. Determination of coverage of Part B drugs is based 
on medically accepted indications which have supported citations included or approved for inclusion determined by CMS 
approved compendia. 
  

http://www.cms.hhs.gov/
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Therapeutic considerations: 
 

A. FDA approved indication / Diagnosis 
a. Used as a source of calories for pediatric patients diagnosed with parenteral nutrition-associated cholestasis 

(PNAC)  
b. Limitation of Use: Omegaven has not been FDA approved for the prevention of PNAC, only treatment 

 
*Please refer to most recent prescribing information. 
Omegaven Prescribing Information 

 
B. Background Information 

a. Omegaven is the first fish-oil based lipid emulsion approved in the US. It has been available through 
compassionate use protocols 

b. 40-60% of pediatric long term parenteral nutrition (PN) patients will develop parenteral nutrition associated 
cholestasis (PNAC) 

c. PNAC is thought to be caused by many factors, primarily bowel resection in premature infants, followed by 
immature liver function, inflammatory mediators, short bowel syndrome (SBS), infections, and lack of internal 
feeding 

d. Prior to Omegaven, FDA approved PN formulations such as Intralipid were soybean lipid emulsions rich in 
omega-6 fatty acids, which is suspected to cause liver injury because excessive omega-6 fatty acids have 
proinflammatory effects and impair triglyceride export 

e. Soy-based lipid emulsions also contain phytosterols that reduce bile secretion and may contribute to liver 
injury 

f. By contrast, fish oil-based emulsions are rich in omega-3 fatty acids (including EPA and DHA), which tend to 
have anti-inflammatory and insulin-sensitizing effects, likely mediated by the GPR120 receptor 

g. Not only does evidence suggest that fish oil formulations do not contribute to the incidence of PNAC, but 
patients receiving Omegaven after developing it have a higher rate of reversal when compared to patients 
who received soy- based emulsion 

 
C. Efficacy 

 
*Please refer to most recent prescribing information. 

 
D. Medication Safety Considerations 

 
Boxed Warning: No 

 
*Please refer to most recent prescribing information. 

 
E. Dosing and administration 

a. Dosing:  The recommended daily dose (and maximum dose) in pediatric patients is 1 g/kg/day for infusion 
into a central or peripheral vein 

 
*Please refer to most recent prescribing information. 

 
F. How supplied 

a. Single-dose injectable emulsion: 5 g/50 mL, 10 g/100 mL 
  

https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/0210589s000lbledt.pdf
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Policy History 
# Date Change Description 
1.2 Effective Date: 

10/08/2020 
Retiring policy as this drug is no longer managed with prior authorization 

1.1 Effective Date:  
11/07/2019 

Annual Review of Medical Policy 

1.0 Effective Date: 
11/01/2018 

New Policy 
 

Line of Business PA Required (Yes/No) 
BCBS No 
BCN No 

MAPPO No 
BCNA No 

 

 
* The prescribing information for a drug is subject to change.  To ensure you are reading the most current information it is 
advised that you reference the most updated prescribing information by visiting the drug or manufacturer website or 
http://dailymed.nlm.nih.gov/dailymed/index.cfm. 
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