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PHARMACY POLICY STATEMENT

Indiana Medicaid

DRUG NAME Tepezza (teprotumumab-trbw)

BILLING CODE J3241

BENEFIT TYPE Medical

SITE OF SERVICE ALLOWED Home infusion/Office/Outpatient hospital/Infusion center
STATUS Prior Authorization Required

Tepezza is an insulin-like growth factor-1 receptor inhibitor indicated for the treatment of Thyroid Eye Disease
(TED), also known as Graves’ orbitopathy (GO). It binds to IGF-1R and blocks its activation and signaling.
Tepezza was the first drug approved by the FDA for TED, approved in 2020.

Hyperthyroidism of autoimmune origin is referred to as Graves’ disease. TED occurs in some of these
patients, causing inflammation and tissue expansion behind the eye leading to proptosis (bulging eyes), often
accompanied by diplopia. Most cases are classified as mild; however, blindness is possible in severe cases.
The mainstay medical therapy for moderate to severe TED is glucocorticoids.

Tepezza (teprotumumab-trbw) will be considered for coverage when the following
criteria are met:

Thyroid Eye Disease

For initial authorization:

1. Member is 18 years old or older; AND

Medication must be prescribed by or in consultation with an ophthalmologist or endocrinologist; AND

Member has a confirmed diagnosis of Graves’ disease; AND

Member has active moderate to severe thyroid eye disease (TED) with at least one of the following:

a) lid retraction 22 mm

b) moderate or severe soft tissue involvement

c) exophthalmos = 3 mm above normal for race and gender

d) diplopia; AND

Member has a Clinical Activity Score (CAS) of 4 or greater documented in chart notes; AND

Chart notes must show the member is euthyroid or mildly hypo- or hyper-thyroid (defined as having

free thyroxine (FT4) and free triiodothyronine (FT3) levels less than 50% above or below the reference

normal limits) prior to starting therapy; AND

7. Member has tried and failed a 12-week course of a systemic corticosteroid (e.g. methylprednisolone)
or has a significant intolerance or contraindication to corticosteroids.

8. Dosage allowed/Quantity limit: 10mg/kg initial dose intravenously followed by seven 20mg/kg
infusions every 3 weeks (total of 8 infusions).
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If all the above requirements are met, the medication will be approved for 24 weeks.

For reauthorization: Retreatment will not be authorized due to a lack of robust literature available to
support the use of Tepezza beyond 24 weeks.

IN-MED-P-366647 OMPP Approved Template on: 01/22/2021



CareSou{*ce
nnovations
CareSource considers Tepezza (teprotumumab-trbw) not medically necessary

for the treatment of conditions that are not listed in this document. For any other
indication, please refer to the Off-Label policy.

DATE ACTION/DESCRIPTION

04/22/2020 New policy for Tepezza created.

02/24/2022 Transferred to new template. Updated references. Added definition of moderate to
severe disease, made CAS a separate point. Added endocrine as a specialist.
Removed “high dose” from steroid trial; regimen may vary.
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