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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Entyvio® (vedolizumab) 

Medical Benefit x Effective: 8/1/22 

Pharmacy- Formulary 1  Next Review: 6/23 

Pharmacy- Formulary 2  Date of Origin: 9/14 

Pharmacy- Formulary 3/Exclusive  Review Dates: 6/14, 6/15, 6/16, 6/17, 6/18, 12/18, 6/19, 6/20, 

6/21, 12/21, 8/22 Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Entyvio (vedolizumab) is a humanized monoclonal antibody that specifically binds to alpha-4-beta-7 integrin. 

This binding inhibits the migration of memory T-cells into inflamed tissue in the gastrointestinal tract, leading to 

lessened inflammation and inflammatory-mediated damage. 

II. Position Statement 

 

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

 

III. Policy 

 

Coverage of Entyvio is provided for the following conditions when the listed criteria are met: 

• Crohn’s disease (moderate to severe): 
o Medication is prescribed by a gastroenterologist AND 
o Member is at least 18 years of age AND  
o When requesting coverage of a brand medication for which an A/B rated generic is available, there 

is sufficient evidence that the use of the A/B rated generic equivalent has resulted in inadequate 
results 

 

• Ulcerative Colitis (moderate to severe): 
o Medication is prescribed by a gastroenterologist AND 
o Member is at least 18 years of age AND  
o When requesting coverage of a brand medication for which an A/B rated generic is available, there 

is sufficient evidence that the use of the A/B rated generic equivalent has resulted in inadequate 
results AND 

o Member has had an inadequate response or intolerance to medications from BOTH of the following 
plan-preferred categories: 

o Oral or intravenous (IV) steroids (steroid refractory) AND 
o Immune modulators (e.g. azathioprine, 6-MP) unless the provider indicates the requested 

medication is being used for induction of remission 

 
IV. Quantity Limitations 

 

Coverage is available for up to 1200 mg for the initial 14 weeks of treatment, then 300 mg every 8 weeks 
thereafter. 

 

V. Coverage Duration 
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Initial coverage is provided for up to 14 weeks and may be renewed in up to 12-month intervals.   

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

• Clinical response and remission of disease is maintained with continued use AND 

• Absence of unacceptable toxicity from the drug. 
 

VII. Billing/Coding Information 

 

• J3380: 1 billable unit = 1mg 

• Pertinent indications: 

o Crohn’s Disease –K50.00, K50.10, K50.80, K50.90 

o Ulcerative Colitis – K51.00, K51.20, K51.30, K51.80, K51.90 

 

VIII. Summary of Policy Changes 

 

• 9/15/14: new policy 

• 7/1/15: formulary distinctions made 

• 9/15/15: no policy changes 

• 1/1/16: drug code added 

• 4/1/16: Remicade listed as preferred therapy  

• 7/19/16: no policy changes 

• 5/1/17:  step therapy criteria added 

• 6/21/17: no policy changes 

• 8/15/18: removed latent Tb screening from coverage criteria; separated coverage criteria for UD and CD; 

added requirement to try two conventional therapies for UC; initial coverage duration changed from 6 

months to 14 weeks; quantity limitations updated to reflect initial 14 week approval 

• 2/15/19: updated quantity limitations; removed fistulizing disease from criteria 

• 8/15/19: changed and added STEP language to UC criteria 

• 8/1/20: no policy changes 

• 8/30/21: UC: Updated based on guideline review 

• 1/1/22: removed biologic step requirement 

• 8/1/22: CD: removed steroid and immune modulator requirements 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

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