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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Ocaliva® (obeticholic acid) 

Medical Benefit  Effective: 10/3/22 

Pharmacy- Formulary 1 x Next Review: 6/23 

Pharmacy- Formulary 2 x Date of Origin: 7/19/16 

Pharmacy- Formulary 3/Exclusive x Review Dates: 6/16, 6/17, 6/18, 6/19, 6/20, 6/21, 8/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 
 

Ocaliva (obeticholic acid) is a farsenoid X receptor agonist (FXR).  FXR is expressed in the liver and intestine and 

regulates bile acid, inflammatory, fibrotic, and metabolic pathways.  By activating FXR, bile acid production is 

reduced by suppressing its synthesis from cholesterol, as well as increasing the transport of bile acids out of the 

liver. This limits the overall size of the circulating bile acid pool, reducing hepatic exposure to bile acids. 
 

II. Position Statement 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

  

Coverage of Ocaliva is provided when the following criteria are met: 

• Medication is prescribed by a gastroenterologist or hepatologist AND 

• Member is at least 18 years of age AND 

• Member has a diagnosis of primary biliary cholangitis AND 

• ONE of the following: 

o Member does not have cirrhosis OR 

o Member has compensated cirrhosis without evidence of portal hypertension AND 

• Member does not have a diagnosis of Nonalcoholic Steatohepatitis (NASH) AND 

• At least ONE of the following criteria is met: 

o Member is unable to tolerate ursodiol and Ocaliva will be used as monotherapy OR 

o Member has had 12 months of therapy with ursodiol with inadequate response and Ocaliva will 

be used in combination with ursodiol.  

▪ Inadequate response to ursodiol is defined as the presence of at least ONE of the 

following after 12 months of treatment with ursodiol: 

• Alkaline phosphatase (ALP) > 1.67x the upper limit of normal (ULN) OR 

• Total bilirubin level is greater than the ULN but less than 2 times the ULN 

 

IV. Quantity Limitations 

  

Coverage is limited to 30 tablets per each 30 days.  

 

V. Coverage Duration 
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Initial coverage is provided for 6 months and may be renewed in up to 12 month intervals 

 

VI. Coverage Renewal Criteria 

 

Coverage may be renewed based upon the following criteria: 

• Clinical response is maintained with continued use as seen by: 

o ALP < 1.67x the upper limit of normal OR 

o Total bilirubin level < the upper limit of normal 

• Absence of unacceptable toxicity from the drug 

 
VII. Billing/Coding Information 

 

• Ocaliva is available in 5mg and 10mg tablets 

 

VIII. Summary of Policy Changes 

  

• 8/1/16: new policy 

• 6/21/17: no policy changes 

• 8/15/18: 

o added hepatologist as a coverable prescriber 

o updated initial coverage duration 

o added requirement of ALP or total bilirubin response to renewal criteria 

• 8/15/19: added member age; updated coverage criteria 

• 8/1/20: no policy changes 

• 8/30/21: updated initial criteria based on a literature review and FDA label update 

• 10/3/22: no policy changes 
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  
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The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary. Members with 

closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered. 

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


