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PHARMACY POLICY STATEMENT

Nevada Medicaid

DRUG NAME Wayrilz (rilzabrutinib)
BENEFIT TYPE Pharmacy
STATUS Prior Authorization Required

Wayrilz is a Bruton’s tyrosine kinase (BTK) inhibitor indicated for the treatment of adult patients with persistent
or chronic immune thrombocytopenia (ITP) who have had an insufficient response to a previous treatment. It
mediates its therapeutic effect through immune modulation.

ITP is a rare autoimmune disorder characterized by low levels of platelets due to platelet destruction and
insufficient platelet production. ITP duration of less than 3 months is referredto as newly diagnosed, 3-12
months as persistent, and greater than 12 months is considered chronic.

Wayrilz showed a durable platelet response compared to placebo in the phase 3 LUNA 3 clinical trial. It also
reduced need of rescue medication and improved bleeding scores and physical fatigue.

Wayrilz (rilzabrutinib) will be considered for coverage when the following criteria are
met:

Immune Thrombocytopenia (ITP)
For initial authorization:
Member is at least 18 years of age; AND
Medication must be prescribed by or in consultation with a hematologist; AND
Member has a documented diagnosis of persistent or chronic ITP of at least 3 months duration; AND
Member has had an insufficient response with at least one of the following treatments:
a) Corticosteroid
b) Immunoglobulin
c) Splenectomy; AND
5. Member meets one of the following:
a) Current platelet count is < 30 x10°/L
b) 30 x10%L to < 50 x10°/L with one of the following:
i) Active symptomatic bleeding other than minor mucocutaneous bleeding
ii) High risk factor for bleeding (i.e., on an anticoagulant, of older age (>60 years), other clearly
identified comorbidity); AND
6. Member has tried and failed at least 2 established 2" line drugs for ITP (e.g., TPO-RA, Tavalisse);
AND
7. Member does NOT have secondary immune thrombocytopenia (i.e., non-idiopathic, due to another
condition).
8. Dosage allowed/Quantity limit: 400 mg orally twice daily. QL: 60 tablets per 30 days.
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If all the above requirements are met, the medication will be approved for 6 months.
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For reauthorization:
1. Chart notes include documentation of achieving and maintaining a platelet count of at least 50 x 10°/L;

AND
2. Decreased need for rescue medication.

If all the above requirements are met, the medication will be approved for an additional 12 months.

CareSource considers Wayrilz (rilzabrutinib) 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 |
09/12/2025 New policy for Wayrilz created.
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