Zevalin Policy

Purpose

To describe the CVS Radiation Oncology External Policy for Zevalin.

Scope

The scope of this document applies to CVS Health clients who have signed up for the CVS
Radiation Oncology program under CVS Health Solutions. This document includes the
external policy details for the Zevalin policy.

Policy
Criteria for Initial Approval

A. Relapsed or Refractory, Low-grade or Follicular Non-Hodgkin’s Lymphoma (NHL)

e CVS Health considers ibritumomab tiuxetan (Zevalin) medically necessary
for treatment of relapsed or refractory, low-grade or follicular B-cell non-
Hodgkin’s lymphoma (NHL).

B. Previously Untreated Follicular NHL

e CVS Health considers ibritumomab tiuxetan (Zevalin) medically necessary for
previously untreated follicular NHL in members who have achieved a partial or
complete response to first-line chemotherapy.

e CVS Health considers all other indications as experimental and investigational
(for additional information, see Experimental and Investigational and Background
sections).

Continuation of Therapy

See Dosage and Administration information.

Procedure

Dosage and Administration

Ibritumomab tiuxetan (Zevalin) is available for injection as 3.2 mg ibritumomab tiuxetan per
2 mL as a clear, colorless solution, that may contain translucent particles, in a single-dose
vial for intravenous use.



Relapsed or Refractory, Low-grade or Follicular B-cell Non-Hodgkin's
Lymphoma (NHL) or Previously Untreated Follicular NHL

The Zevalin therapeutic regimen consists of two distinct steps; step 1involves an infusion of
rituximab and step 2, 7 to 9 days later, consists of a second infusion of rituximab followed by
yttrium-90 (Y-90) ibritumomab tiuxetan.

Day 1: Administer rituximab 250 mg/m?intravenous infusion.

Day 7, 8, or 9: Administer rituximab 250 mg/m? intravenous infusion:

If platelets at least 150,000/mm?: within 4 hours after rituximab infusion, administer
0.4 mCi/kg (14.8 MBq per kg) Y-90 Zevalin intravenous infusion;

If platelets 100,000 to 149,000/mm?in relapsed or refractory persons: within 4 hours
after rituximab infusion, administer 0.3 mCi/kg (11.1 MBq per kg) Y-90 Zevalin
intravenous infusion.

Initiate the Zevalin therapeutic regimen following recovery of platelet counts to
150,000/mm?® or more at least 6 weeks, but no more than 12 weeks, following the last
dose of first-line chemotherapy.

Only administer Rituxan/Zevalin in facilities where immediate access to resuscitative
measures is available.

Do not administer Zevalin regimen to members with platelet counts less than
100,000 cells/mms.

The maximum allowable dose of Y-90 Zevalin is 32.0 mCi (1184) MBq regardless of
the member's body weight.

Source: Acrotech, 2019

Experimental and Investigational or Not Medically Necessary

CVS Health considers ibritumomab tiuxetan (Zevalin) not medically necessary when given
as a repeat course of treatment.

CVS Health considers the ibritumomab tiuxetan (Zevalin) therapeutic regimen experimental
and investigational for the treatment of all other indications including the following (not an
all-inclusive list) because its effectiveness for these indications has not been established:

Burkitt lymphoma

Chronic lymphocytic leukemia

Gastric MALT lymphoma

Hepatocellular carcinoma

Mantle cell lymphoma

Nodal marginal zone lymphoma

Nongastric MALT lymphoma

Post-transplantation lymphoproliferative disorders
Splenic marginal zone lymphoma.
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