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PHARMACY POLICY STATEMENT

North Carolina Marketplace

DRUG NAME Tzield (teplizumab-mzwv)
BENEFIT TYPE Medical
STATUS Prior Authorization Required

Tzield, approved by the FDA in 2022, is a CD3-directed antibody indicated to delay the onset of Stage 3 type
1 diabetes (T1D) in adults and pediatric patients aged 8 years and older with Stage 2 T1D. It is the first
approved drug to delay progressionto Stage 3 T1D, the stage at which patients become symptomatic. Tzield
is administered by IV infusion once daily for one cycle of 14 consecutive days. Side effects of note include
cytokine release syndrome (CRS), lymphopenia, leukopenia, and rash.

T1D is a chronic, T-cell-mediated autoimmune condition that leads to destruction of insulin-producing beta
cells and dependence on exogenous insulin for survival. It usually develops in children, teenagers, and young
adults, at a peak age of 13-14 years, but could occur at any age.

Tzield works by binding to CD3 (a cell surface antigen present on T lymphocytes). The mechanism may
involve partial agonistic signaling and deactivation of pancreatic beta cell autoreactive T cells.

In the pivotal Phase 2 clinical trial, TN-10, treatment with Tzield delayed the onset of Stage 3 T1D by
approximately 2 years compared to placebo, which is statistically significant. An extended follow-up of this
trial demonstrated adelay of 2.7 years.

Tzield (teplizumab-mzwv) will be considered for coverage when the following criteria
are met:

Type 1 Diabetes (T1D)

For initial authorization:

1. Memberis at least 8 years of age; AND
2.
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If all the above requirements are met, the medication will be approved for 3 months.

For reauthorization:
1. Continuation beyond 1 course of 14-day treatment will not be authorized.

CareSource considers Tzield (teplizumab-mzwv) not medically necessary for the
treatment of conditions that are not listed in this document. For any other
indication, pleaserefer to the Off-Label policy.

DATE ACTION/DESCRIPTION

01/18/2023 New policy for Tzield created.
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