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SAMPLE LETTER OF APPEAL

In the event that a payer denies a claim for Entyvio, you can appeal
the decision. It is important to follow the payer’s appeal guidelines and
time frames. The following is an example letter to ask the payer for
consideration of the claim.

SUGGESTED EXAMPLE FOR USE:
•M
 ake sure to replace all bracketed information with the appropriate
office and patient information
•U
 se the text in red to help determine the proper indication to include
for your patient’s condition/diagnosis

[Physician’s Letterhead]
[Insert Date]
ATTN: [Medical Review/Appeals] [Payer Name] [Payer Address]
Patient: [Patient’s first and last name]
Subscriber ID #:
Subscriber Group #:
RE: Entyvio® (vedolizumab) claim denial
Dates of Service: [include all denied dates of service]
Dear Appeal Reviewer:
On behalf of my patient, [patient name], I am writing this letter to request reconsideration of a
denied claim for the administration of Entyvio injection on [date of service]. According to the
explanation of benefits (EOB), [name of insurer/Medicare contractor] denied this claim
because [insert reason for denial as listed on the EOB]. This letter serves to request a
formal appeal of denied claim [insert claim number] for [patient name], with policy number
[insert policy number].
[Insert appropriate indication for your patient’s condition/diagnosis; see below]

Click here for a customizable sample letter of appeal.

INDICATIONS: ENTYVIO® (vedolizumab)
Adult Ulcerative Colitis (UC)
Adult patients with moderately to severely active UC who have had an inadequate response
with, lost response to, or were intolerant to a tumor necrosis factor (TNF) blocker or
immunomodulator; or had an inadequate response with, were intolerant to, or demonstrated
dependence on corticosteroids:
 inducing and maintaining clinical response
 inducing and maintaining clinical remission
 improving endoscopic appearance of the mucosa
 achieving corticosteroid-free remission
Adult Crohn's Disease (CD)
Adult patients with moderately to severely active CD who have had an inadequate response
with, lost response to, or were intolerant to a TNF blocker or immunomodulator; or had an
inadequate response with, were intolerant to, or demonstrated dependence on corticosteroids:
 achieving clinical response
 achieving clinical remission
 achieving corticosteroid-free remission
In conclusion, using Entyvio for [patient name] is based on [provide rationale for the use of
Entyvio in this clinical case]. Enclosed is additional information, including [list relevant
documentation], that supports this treatment decision and establishes the clinical need for
Entyvio. I have prescribed the use of Entyvio as a medically necessary part of my patient’s
treatment plan. Please contact me at [physician telephone number] if you require additional
information.

For questions, please call 1-855-ENTYVIO
(1-855-368-9846), Monday to Friday,
from 8 am to 8 pm EST (except holidays)

Please see Indications and Important Safety Information on next page.

INDICATIONS: ENTYVIO (vedolizumab)

IMPORTANT SAFETY INFORMATION (continued)

Adult Ulcerative Colitis (UC)
Adult patients with moderately to severely active UC who have had an
inadequate response with, lost response to, or were intolerant to a tumor
necrosis factor (TNF) blocker or immunomodulator; or had an inadequate
response with, were intolerant to, or demonstrated dependence on
corticosteroids:

• Patients treated with ENTYVIO are at increased risk for developing
infections. Serious infections have been reported in patients treated
with ENTYVIO, including anal abscess, sepsis (some fatal), tuberculosis,
salmonella sepsis, Listeria meningitis, giardiasis, and cytomegaloviral
colitis. 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. Exercise caution in patients with a history of recurring
severe infections. Consider screening for tuberculosis (TB) according to
the local practice.

• inducing and maintaining clinical response
• inducing and maintaining clinical remission
• improving endoscopic appearance of the mucosa
• achieving corticosteroid-free remission
Adult Crohn’s Disease (CD)
Adult patients with moderately to severely active CD who have had an
inadequate response with, lost response to, or were intolerant to a TNF
blocker or immunomodulator; or had an inadequate response with, were
intolerant to, or demonstrated dependence on corticosteroids:
• achieving clinical response
• achieving clinical remission
• achieving corticosteroid-free remission

IMPORTANT SAFETY INFORMATION
• ENTYVIO (vedolizumab) for injection is contraindicated in patients who
have had a known serious or severe hypersensitivity reaction to ENTYVIO
or any of its excipients.
• Infusion-related reactions and hypersensitivity reactions including
anaphylaxis have occurred. Allergic reactions including dyspnea,
bronchospasm, urticaria, flushing, rash, and increased blood pressure and
heart rate have also been observed. If anaphylaxis or other serious allergic
reactions occur, discontinue administration of ENTYVIO immediately and
initiate appropriate treatment.

• Although no cases of PML have been observed in ENTYVIO clinical trials,
JC virus infection resulting in progressive multifocal leukoencephalopathy
(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 symptoms. Typical signs
and symptoms associated with PML are diverse, progress over days
to weeks, and include progressive weakness on one side of the body
or clumsiness of limbs, disturbance of vision, and changes in thinking,
memory, and orientation leading to confusion and personality changes.
If PML is suspected, withhold dosing with ENTYVIO and refer to a
neurologist; if confirmed, discontinue ENTYVIO dosing permanently.
• There have been reports of elevations of transaminase and/or bilirubin in
patients receiving ENTYVIO. ENTYVIO should be discontinued in patients
with jaundice or other evidence of significant liver injury.
• Prior to initiating treatment with ENTYVIO, all patients should be brought
up to date with all immunizations according to current immunization
guidelines. Patients receiving ENTYVIO may receive non-live vaccines and
may receive live vaccines if the benefits outweigh the risks.
• Most common adverse reactions (incidence ≥3% and ≥1% higher than
placebo): nasopharyngitis, headache, arthralgia, nausea, pyrexia, upper
respiratory tract infection, fatigue, cough, bronchitis, influenza, back pain,
rash, pruritus, sinusitis, oropharyngeal pain, and pain in extremities.

Please click here to read the full Prescribing Information,
including Medication Guide.
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