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RATIONALE FOR INCLUSION IN PA PROGRAM

Background

Temodar (temozolomide) is an alkylating drug. Temozolomide is not directly active but undergoes
rapid nonenzymatic conversion at physiologic pH to the reactive compound 5-(3-methyltriazen-1-
yl)-imidazole-4-carboxamide (MTIC). The cytotoxicity of MTIC is thought be primarily due to
alkylation of DNA (1).

Regulatory Status
FDA-approved indications: Temodar is indicated for: (1)
¢ Glioblastoma multiforme (GBM)

e Astrocytoma

Summary

Temodar (temozolomide) is an alkylating drug. Temozolomide is not directly active but undergoes
rapid nonenzymatic conversion at physiologic pH to the reactive compound 5-(3-methyltriazen-1-
yl)-imidazole-4-carboxamide (MTIC). The cytotoxicity of MTIC is thought be primarily due to
alkylation of DNA (1).

Prior approval is required to ensure the safe, clinically appropriate, and cost-effective use of

Temodar while maintaining optimal therapeutic outcomes.
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