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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Bylvay (odevixibat) 

Medical Benefit  Effective: 12/5/22 

Pharmacy- Formulary 1 x Next Review: 12/23 

Pharmacy- Formulary 2 x Date of Origin: 3/22 

Pharmacy- Formulary 3/Exclusive x Review Dates: 12/21, 10/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Bylvay reversibly inhibits the ileal bile acid transporter (IBAT), thereby reducing the reabsorption of bile acids 

(primarily the salt forms) from the terminal ileum. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

 Coverage of Bylvay is available when the following criteria have been met: 

• Member is at least 3 months of age AND 

• The member has a diagnosis of progressive familial intrahepatic cholestasis (PFIC) type 1 or 2 confirmed 

by genetic testing AND 

• The member has a diagnosis of pruritis AND 

• The member has elevated serum bile acids above the laboratory reference range AND 

• The member is not exclusively on liquid food (e.g., breast milk, formula) AND 

• The member does not have cirrhosis, portal hypertension, or history of hepatic decompensation. 

 

IV. Quantity Limitations 

  

Coverage is available to allow for sufficient quantities for weight-based dosing (in accordance with FDA-

approved prescribing information), with maximum quantities as follows: 40 mcg/kg once daily initially, if there is 

no improvement in pruritus after 3 months, the dosage may be increased in 40 mcg/kg increments up to 120 

mcg/kg once daily not to exceed a total daily dose of 6 mg. 

 

V. Coverage Duration 

 

Coverage is available for 12 months and may be renewed  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 
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• Stabilization of disease or in absence of disease progression AND 

• Absence of unacceptable toxicity from the drug 
 
VII. Billing/Coding Information 

 

 Bylvay is available as 200mcg and 600mcg oral pellets as well as 400mcg and 1200mcg oral capsules. 

 

VIII. Summary of Policy Changes 

  

• 3/7/22: new policy 

• 12/5/22: 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.  

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. 


