Effective date: 8/1/2020

Last Reviewed: 07/27/2020, 06/24/2021,
5/5/2022,7/13/2023,9/14/2023

Pharmacy Scope: Medicaid**(Pharmacy Benefit
ONLY)

Medical Scope: Commercial, Medicare-Medicaid
Plan (MMP)

Tepezza® (teprotumumab-trbw)
(Intravenous)

Scope: Medicaid**
** Effective 12/1/2023 Medication only available on the Pharmacy Benefit

I. Length of Authorization

Coverage will be provided for 6 months (max total of 8 infusions) and may not be renewed.

II.  Dosing Limits
A. Quantity Limit (max daily dose) [NDC Unit]:
e Tepezza 500 mg single-dose vial for injection: 3 vials for initial dose followed by 5 vials per 21 days for

each of 7 additional doses
B. Max Units (per dose and over time) [HCPCS Unit]:

e 115 billable units initially followed by 230 billable units every 3 weeks thereafter for a total of 8 doses

III.  Initial Approval Criteria 1,234
Coverage is provided in the following conditions:

e DPatient is at least 18 years old; AND
e Must be prescribed by, or in consultation with, a specialist in ophthalmology, endocrinology, oculoplastic

surgery, or neuro-ophthalmology; AND

e DPatient is euthyroid [Note: mild hypo- or hyperthyroidism is permitted which is defined as free thyroxine
(FT4) and free triiodothyronine (FT3) levels less than 50% above or below the normal limits (every effort
should be made to correct the mild hypo- or hyperthyroidism promptly)]; AND

e Patient does not have corneal decompensation that is unresponsive to medical management; AND
e Patient does not have pootly controlled diabetes; AND
e Must be used as single agent therapy and Tepezza cannot be used for retreatment; AND

e Patient’s dose does not exceed 10 mg/kg intravenously initially, then 20 mg/kg IV every three weeks

Thyroid Eye Disease (TED) t

e DPatient has a clinical diagnosis of TED that is related to Graves’ Disease (i.e., Graves’ orbitopathy); AND
e DPatient has active disease; AND

o Patient had an inadequate response, or there is a contraindication or intolerance, to high-dose

intravenous glucocorticoids; OR

° Patient has inactive disease
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IV. Renewal Criteria

Coverage cannot be renewed.

V. Dosage/Administration

Indication Dose

Thyroid Eye |10 mg/kg intravenously initially, then 20 mg/kg IV every three weeks for 7 additional infusions
Disease

Administer the diluted solution intravenously over 90 minutes for the first two infusions. If well tolerated, the minimum time for
subsequent infusions can be reduced to 60 minutes. If not well tolerated, the minimum time for subsequent infusions should remain
at 90 minutes.

VI. Billing Code/Availability Information

HCPCS code:
e J3241- Injection, teprotumumab-trbw, 10 mg: 1 billable unit = 10 mg

NDC:
e Tepezza 500 mg single-dose vial for injection: 75987-0130-xx
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Appendix 1 — Covered Diagnosis Codes

ICD-10 ICD-10 Description

E05.00 Thyrotoxicosis with diffuse goiter without thyrotoxic crisis or storm (hyperthyroidism)
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