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Entyvio® Intravenous (vedolizumab) 
When requesting Entyvio® Intravenous (vedolizumab), the individual requiring treatment 
must be diagnosed with an FDA-approved indication and meet the specific coverage 
guidelines and applicable safety criteria for the covered indication. 
 
FDA-Approved Indications 
 
Entyvio Intravenous is indicated in adults for the treatment of: 

• moderately to severely active ulcerative colitis. 
• moderately to severely active Crohn’s disease. 

 
Coverage Guidelines 
 
Crohn’s Disease 
 
The individual must meet all of the following criteria for initial authorization: 
• Is 18 years of age or older;  
• Entyvio Intravenous is prescribed by or in consultation with a gastroenterologist;  
• Meets one of the following: 

o Has enterocutaneous (perianal or abdominal) or rectovaginal fistulas; OR 
o Had ileocolonic resection; OR 
o Has tried a biologic agent (e.g., adalimumab, certolizumab pegol, infliximab, 

ustekinumab, risankizumab); OR 
o Has tried one conventional systemic therapy (e.g., 6-mercaptopurine, 

azathioprine, methotrexate); OR 
Note: Mesalamine products do not count as systemic therapy.  

o Has tried, is currently taking, or has a contraindication to systemic 
corticosteroids. 

 
Ulcerative Colitis 
 
The individual must meet all of the following criteria for initial authorization: 
• Is 18 years of age or older;  
• Entyvio Intravenous is prescribed by or in consultation with a gastroenterologist; 
• Meets one of the following: 

o Has had a trial of one systemic or biologic agent (e.g., adalimumab, 
infliximab, golimumab, ustekinumab, mirikizumab, 6-mercaptopurine, 
azathioprine, cyclosporine, tacrolimus, corticosteroid); OR 
Note: Mesalamine products do not count as systemic therapy. 

o Has pouchitis and has tried one of the following: an antibiotic (e.g., 
metronidazole, ciprofloxacin), probiotic, corticosteroid enema (e.g., 
hydrocortisone enema), or mesalamine enema.  
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The individual must meet all of the following criteria for re-authorization (applies to both 
Crohn’s disease and Ulcerative Colitis): 
• Has been established on Entyvio therapy for at least 6 months (NOTE: Patients who

have received less than 6 months of therapy or those who are restarting therapy with Entyvio should
be considered under initial criteria);

• Meets one of the following:
o Has experienced a beneficial clinical response in at least one objective

measure compared to baseline (e.g., fecal markers, serum markers, imaging
studies, endoscopic assessment, and/or reduced dose of corticosteroids); OR

o Has experienced an improvement in at least one symptom compared to
baseline (e.g., decreased pain, fatigue, stool frequency, and/or blood in stool)

Approval duration (initial and renewal): 12 months 

Dosing Recommendations 

Crohn’s Disease and Ulcerative Colitis: 

Administer 300 mg as an intravenous infusion at Week 0, Week 2, Week 6, then every 8 
weeks thereafter. 
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