DRUG NAME Briumvi (ublituximab-xiiy)

BENEFIT TYPE Medical
STATUS Prior Authorization Required

Briumvi, approved by the FDA in 2022, is a CD20-directed cytolytic antibody indicated for the treatment of
relapsing forms of multiple sclerosis (MS), to include clinically isolated syndrome, relapsing-remitting disease,
and active secondary progressive disease, in adults. Maintenance doses are infused over one hour by the
healthcare provider every 24 weeks.

Briumvi (ublituximab-xiiy) will be considered for coverage when the following criteria
are met:

Relapsing forms of Multiple Sclerosis (MS)

For initial authorization:

1. Member is at least 18 years of age; AND

2. Medication must be prescribed by or in consultation with a neurologist; AND

3. Member has a confirmed diagnosis of relapsing multiple sclerosis, including clinically isolated
syndrome (CIS), relapsing-remitting disease (RRMS), or active secondary progressive disease
(SPMS); AND

Member has had trial and failure of TWO preferred brand MS products; AND

Member has tested negative for active hepatitis B, or a hepatologist has been consulted; AND
Briumvi will not be used concurrently with another disease-modifying agent for MS.

Dosage allowed/Quantity limit:

First dose: 150 mg IV infusion

Second dose: 450 mg IV infusion 2 weeks after first infusion

Maintenance: 450 mg IV infusion 24 weeks after first infusion, and every 24 weeks thereafter.
QL: 7 vials for the first 24 weeks, then 3 vials every 24 weeks going forward

No o~

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

For reauthorization:
1. Chart notes must show a positive clinical response to treatment (e.g., fewer relapses, reduced number
or volume of brain lesions on MR, slowed disability progression)

If all the above requirements are met, the medication will be approved for an additional 12 months.
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CareSource considers Briumvi (ublituximab-xiiy) 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

01/04/2023 New policy for Briumvi created.

09/26/2024 Replaced inadequate response to at least one preferred disease-modifying MS drug
with trial and failure of TWO preferred brand MS products and removed trial exception
for highly active disease (aggressive or rapidly evolving) in the expert opinion of the
prescriber
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