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Vedolizumab reduces chronically inflamed gastrointestinal parenchymal tissue associated with ulcerative
colitis and Crohn disease by binding specifically to the alpha-4-beta-7-integrin receptor and blocking its
interaction with mucosal addressing cell adhesion molecule-1. This inhibits the movement of memory T-
lymphocytes across the endothelium into inflamed gastrointestinal tissue.

Criteria:
¢ Length of authorization:
o Initial: 14 weeks
o Renewal: Up to 12 months
o Immune Checkpoint Inhibitor-Related Diarrhea/Colitis: 3 doses and may not be renewed
e Age: see below for product specific requirements
e Diagnoses [including ICD-10 codes]: see below
¢ Quantity Limit:
o Loading Dose:
* Entyvio® 300 mg single use vial: 1 vial IV at weeks 0, 2, & 6 (3 vials total per 42
days)
o Maintenance Dose:
* Entyvio® 300 mg single use vial: 1 vial IV every 8 weeks (56 days)

e Maximum Units:

Indication Billable Units Per Number of Days
All Loading Dose 900 42
All Maintenance 300 56

e Initial Approval Criteria
o Universal Criteria [if applicable]

» Coverage is provided in the following conditions:

» Patient is at least 18 years of age; AND

» Patient is up to date with all vaccinations, in accordance with current
immunization guidelines, prior to initiating therapy; AND

» Physician has assessed baseline disease severity utilizing an objective
measure/tool; AND
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» Provider attests that the patient will be screened for active infection, including
clinically important localized infections, prior to each administration of this
medication; AND

» Patient has been evaluated and screened for the presence of latent tuberculosis
(TB) infection prior to initiating treatment and will receive ongoing monitoring for
presence of TB during treatment; AND

» Patient is not on concurrent treatment with another TNF-inhibitor, biologic
response modifier or other non-biologic agent (i.e., apremilast, tofacitinib,
baricitinib, upadacitinib, etc.); AND

o Indication Specific Criteria [if applicable]
* Crohn’s Disease
e Documented moderate to severe active disease; AND
e Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial of corticosteroids or
immunomodulators (e.g., azathioprine, 6- mercaptopurine, or
methotrexate, etc.); AND
e Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial on previous therapy with a
TNF modifier such as adalimumab, certolizumab, or infliximab
» Ulcerative Colitis
e Documented moderate to severe active disease; AND
e Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial of corticosteroids or
immunomodulators (e.g., azathioprine, 6-mercaptopurine, or
methotrexate); OR
¢ Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial on previous therapy with a
TNF modifier such as adalimumab, golimumab, or infliximab
» Management of Immune Checkpoint Inhibitor-Related
Diarrhea/Colitis

e Patient has been receiving therapy with an immune checkpoint inhibitor
(e.g., nivolumab, pembrolizumab, atezolizumab, avelumab, durvalumab,
cemiplimab, etc.); AND

e Patient has moderate (grade 2) to severe (grade 3-4) diarrhea or colitis
related to their immunotherapy

¢ Renewal Criteria
o Coverage may be renewed based upon the following criteria:

= Patient continues to meet universal and indication-specific criteria as identified in
Initial Approval Criteria; AND

= Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity
include: anaphylaxis or other serious allergic, severe infusion-related or
hypersensitivity reactions, severe infections, progressive multifocal
leukoencephalopathy (PML), jaundice or other evidence of significant liver injury,
etc.; AND

o Crohn’s Disease

» Disease response as indicated by improvement in signs and symptoms compared
to baseline such as endoscopic activity, number of liquid stools, presence and
severity of abdominal pain, presence of abdominal mass, body weight compared to
IBW, hematocrit, presence of extra intestinal complications, use of anti-diarrheal
drugs, tapering or discontinuation of corticosteroid therapy, and/or an
improvement on a disease activity scoring tool [e.g., an improvement on the
Crohn’s Disease Activity Index (CDAI) score or the Harvey-Bradshaw Index score].

o Ulcerative Colitis
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» Disease response as indicated by improvement in signs and symptoms compared
to baseline such as stool frequency, rectal bleeding, and/or endoscopic activity,
tapering or discontinuation of corticosteroid therapy, and/or an improvement on a
disease activity scoring tool [e.g., an improvement on the Ulcerative Colitis
Endoscopic Index of Severity (UCEIS) score or the Mayo Score].
o Management of Immune Checkpoint Inhibitor-Related Diarrhea/Colitis
* May not be renewed

¢ Dosage/Administration

Entyvio®

Indication Dose

Loading dose:
Administer 300 mg intravenously at weeks 0, 2, & 6

and Crohn’s Disease

Administer 300 mg intravenously every 8 weeks thereafter
Requests for higher dosing must be reviewed according to the information
below

Immune Checkpoint
Inhibitor-Related Administer 300 mg intravenously at weeks 0, 2, & 6
Diarrhea/Colitis

o Dose escalation (up to the maximum dose and frequency specified below) may occur upon
clinical review on a case-by-case basis provided that the patient has:

o Shown an initial response to therapy; AND
Received the three loading doses at the dose AND interval specified above; AND
o Received a minimum of one maintenance dose at the dose AND interval specified above;

AND

o Responded to therapy (by treatment week 14) with subsequent loss of response; AND
o Dose escalation must not exceed the following limits:

300 mg every 4 weeks
> Coverage will be provided for 3 months with continued approval (as specified in
Sections I & IV) contingent upon demonstration of clinical improvement and
vedolizumab levels (if available)
o Patients who do not regain response should discontinue therapy
« Patients who are responding to therapy may continue with their current
dosing

Note:

o Request for dose escalation prior to week 14 will be evaluated considering the patient’s clinical
picture regarding severity of inflammation, factors which may result in subtherapeutic response to
standard dosing (e.g., obesity, hypoalbuminemia, prior TNF-I exposure), timing of response and
breakthrough/loss of response, AND one of the following:

o vedolizumab trough (if available) at week 14 is <14 micrograms/mL; OR CRP elevation or
calprotectin >150
Vedolizumab trough levels must be obtained (if this is a covered test under the benefit).
« Patients whose trough is 14-20 micrograms/mL may continue with 300 mg every 4 weeks.
« Patients with a trough >20 micrograms/mLmust increase the interval between administrations

from 4 weeks to 6 weeks. Response should be assessed after receipt of 3 doses at this every 6-
week interval. Those patients demonstrating loss of response may then decrease the interval back
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to 300 mg every 4 weeks.
Patients whose trough is <14 micrograms/mL are candidates to decrease the interval between
administrations from 8 weeks to 4 weeks

NDC:

¢ Entyvio® 300 mg single use vial: 67464-0300-20
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Covered Diagnosis Codes

ICD-10 ICD-10 Description

K50.00 Crohn's disease of small intestine without complications

K50.011 Crohn's disease of small intestine with rectal bleeding

K50.012 Crohn's disease of small intestine with intestinal obstruction

K50.013 Crohn's disease of small intestine with fistula

K50.014 Crohn's disease of small intestine with abscess

K50.018 Crohn's disease of small intestine with other complication

K50.019 Crohn's disease of small intestine with unspecified complications

K50.10 Crohn's disease of large intestine without complications

K50.111 Crohn's disease of large intestine with rectal bleeding

K50.112 Crohn's disease of large intestine with intestinal obstruction

K50.113 Crohn's disease of large intestine with fistula

K50.114 Crohn's disease of large intestine with abscess

K50.118 Crohn's disease of large intestine with other complication

K50.119 Crohn's disease of large intestine with unspecified complications

K50.80 Crohn's disease of both small and large intestine without complications
K50.811 Crohn's disease of both small and large intestine with rectal bleeding
K50.812 Crohn's disease of both small and large intestine with intestinal obstruction
K50.813 Crohn's disease of both small and large intestine with fistula

K50.814 Crohn's disease of both small and large intestine with abscess

K50.818 Crohn's disease of both small and large intestine with other complication
K50.819 Crohn's disease of both small and large intestine with unspecified complications
K50.90 Crohn's disease, unspecified, without complications

K50.911 Crohn's disease, unspecified, with rectal bleeding

K50.912 Crohn's disease, unspecified, with intestinal obstruction

K50.913 Crohn's disease, unspecified, with fistula

K50.914 Crohn's disease, unspecified, with abscess
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K50.918 Crohn's disease, unspecified, with other complication
ICD-10 ICD-10 Description

K50.919 Crohn's disease, unspecified, with unspecified complications
K51.00 Ulcerative (chronic) pancolitis without complications

Ks1.011 Ulcerative (chronic) pancolitis with rectal bleeding

K51.012 Ulcerative (chronic) pancolitis with intestinal obstruction
K51.013 Ulcerative (chronic) pancolitis with fistula

Ks51.014 Ulcerative (chronic) pancolitis with abscess

K51.018 Ulcerative (chronic) pancolitis with other complication
K51.019 Ulcerative (chronic) pancolitis with unspecified complications
K51.20 Ulcerative (chronic) proctitis without complications

Ks1.211 Ulcerative (chronic) proctitis with rectal bleeding

K51.212 Ulcerative (chronic) proctitis with intestinal obstruction
K51.213 Ulcerative (chronic) proctitis with fistula

Ks51.214 Ulcerative (chronic) proctitis with abscess

K51.218 Ulcerative (chronic) proctitis with other complication
K51.219 Ulcerative (chronic) proctitis with unspecified complications
K51.30 Ulcerative (chronic) rectosigmoiditis without complications
K51.311 Ulcerative (chronic) rectosigmoiditis with rectal bleeding
K51.312 Ulcerative (chronic) rectosigmoiditis with intestinal obstruction
K51.313 Ulcerative (chronic) rectosigmoiditis with fistula

K51.314 Ulcerative (chronic) rectosigmoiditis with abscess

K51.318 Ulcerative (chronic) rectosigmoiditis with other complication
K51.319 Ulcerative (chronic) rectosigmoiditis with unspecified complications
K51.50 Left sided colitis without complications

Ks51.511 Left sided colitis with rectal bleeding

Ks51.512 Left sided colitis with intestinal obstruction

K51.513 Left sided colitis with fistula

K51.514 Left sided colitis with abscess

K51.518 Left sided colitis with other complication

K51.519 Left sided colitis with unspecified complications

K51.80 Other ulcerative colitis without complications

K51.811 Other ulcerative colitis with rectal bleeding

K51.812 Other ulcerative colitis with intestinal obstruction

K51.813 Other ulcerative colitis with fistula

K51.814 Other ulcerative colitis with abscess
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K51.818 Other ulcerative colitis with other complication

ICD-10 ICD-10 Description

K51.819 Other ulcerative colitis with unspecified complications
Ks51.90 Ulcerative colitis, unspecified, without complications
K51.911 Ulcerative colitis, unspecified with rectal bleeding

K51.912 Ulcerative colitis, unspecified with intestinal obstruction
K51.913 Ulcerative colitis, unspecified with fistula

K51.914 Ulcerative colitis, unspecified with abscess

K51.918 Ulcerative colitis, unspecified with other complication
K51.919 Ulcerative colitis, unspecified with unspecified complications
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