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Entyvio intravenous solution

Ulcerative Colitis
Crohn's Disease

Does the member meet all of the following criteria?

Criteria #1 The member has a diagnosis of moderately to severely active ulcerative colitis.
Criteria #2 The member is 18 years of age or older.
Criteria #3 The member has had prior therapy, contraindication, or intolerance with at least one

form of conventional therapy including: aminosalicylates (e.g. mesalamine and
sulfasalazine), immunomodulators (e.g. azathioprine) or corticosteroids (e.g.
prednisone, hydrocortisone, methylprednisolone)

Approval Duration

Initial |Entyvio (vedolizumab) will be approved in plan year durations or as determined through clinical review.
Back to top
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This is a prior authorization policy about Entyvio (vedolizumab).

Ulcerative colitis (UC) is a disease in which the lining of the colon becomes inflamed and develops ulcers, leading to bleeding and diarrhea. The
inflammation almost always affects the rectum and lower part of the colon, but it can affect the entire colon. Two main goals of treatment for UC
are to achieve remission and maintain remission. The treatment of mild UC relies on initial medical management with corticosteroids and anti-
inflammatory agents, such as sulfasalazine, in conjunction with symptomatic treatment with antidiarrheal agents and rehydration. For more severe
disease, biologic agents, thiopurines and corticosteroids are often used.

Crohn's disease (CD) is an idiopathic, chronic inflammatory process of the gastrointestinal (Gl) tract that can affect any part of the tract from the
mouth to the anus. For colon and small bowel inflammation in CD, anti-inflammatory drugs (e.g. sulfasalazine) or antibiotics are helpful. Biologic
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therapy may provide benefits in patients who have moderate to severe debilitating symptoms of CD, who have documented active inflammation, or
who are dependent on corticosteroids and unable to taper without return of symptoms.

Warnings and Precautions:

e Hypersensitivity Reactions (including anaphylaxis): Discontinue Entyvio if anaphylaxis or other serious allergic reactions occur.

e Infections: Treatment with Entyvio is not recommended in patients with active, severe infections until the infections are controlled. Consider
withholding Entyvio in patients who develop a severe infection while on treatment with Entyvio.

e Progressive Multifocal Leukoencephalopathy (PML): Although no cases have been observed in Entyvio clinical trials, JCV infection resulting in
PML and death has occurred in patients treated with another integrin receptor antagonist. A risk of PML cannot be ruled out. Monitor patients
for any new or worsening neurological signs or symptomes.

Entyvio (vedolizumab) is an integrin receptor antagonist.

Entyvio (vedolizumab) binds to the a4f7 integrin and blocks the interaction of a4f7 integrin with mucosal addressin cell adhesion molecule-1
(MAdCAM-1) and inhibits the migration of memory T-lymphocytes across the endothelium into inflamed gastrointestinal parenchymal tissue. The
interaction of the a4B7 integrin with MAdCAM-1 has been implicated as an important contributor to the chronic inflammation that is a hallmark of
ulcerative colitis and Crohn’s disease.

Entyvio (vedolizumab) is indicated in adults for the treatment of:
e moderately to severely active ulcerative colitis

e moderately to severely active Crohn's disease

Vedolizumab is supplied as Entyvio in 300 mg single-use 20 mL vials.

For medically billed requests, please visit www.humana.com/PAL. Select applicable Preauthorization and Notification List(s) for medical and
procedural coding information.
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Disclaimer State and federal law, as well as contract language, including definitions and specific inclusions/exclusions, take precedence
over clinical policy and must be considered first in determining eligibility for coverage. Coverage may also differ for our
Medicare and/or Medicaid members based on any applicable Centers for Medicare & Medicaid Services (CMS) coverage
statements including National Coverage Determinations (NCD), Local Medical Review Policies (LMRP) and/or Local Coverage
Determinations. See the CMS website at http://www.cms.hhs.gov/. The member's health plan benefits in effect on the date
services are rendered must be used. Clinical policy is not intended to pre-empt the judgment of the reviewing medical
director or dictate to health care providers how to practice medicine. Health care providers are expected to exercise their
medical judgment in rendering appropriate care. Clinical technology is constantly evolving, and we reserve the right to review
and update this policy periodically. No part of this publication may be reproduced, stored in a retrieval system or
transmitted, in any shape or form or by any means, electronic, mechanical, photocopying or otherwise without permission
from Humana.
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