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MVP Health Care Medical Policy
Medicare Part B: Monoclonal Antibodies for Alzheimer's Disease

Type of Policy: Drug Therapy
Prior Approval Date: N/A
Approval Date: 11/01/2023
Effective Date: 01/01/2024

Related Policies: N/A

Drugs Requiring Prior Authorization (covered under the medical benefit)
J0172 Aduhelm (aducanumab-avwa)

JO174 Legembi (lecanemab-irmb)

Overview

Aduhelm and Legembi areamyloid beta-directed antibody therapies indicated for the
treatment of Alzheimer’s disease. This indication is approved under Accelerated
Approval based on reduction in amyloid beta plaques observed in patients. Continued
approval for this indication may be contingent upon verification of clinical benefit in
confirmatory trials.

Aduhelm can cause amyloid related imaging abnormalities-edema (ARIA-E), which
canbe observed on MRI as brain edema or sulcal effusions, and amyloid related imaging
abnormalitieshemosiderin deposition (ARIA-H), which includes microhemorrhage and
superficial siderosis.

This policy may not list all available therapies for the treatment of Alzheimer’s Disease
(AD). If the Food and Drug Administration (FDA) grants traditional approval for a drug
used to slow the progression of Alzheimer’s disease, Medicare will cover the drug in
accordance with the National Coverage Determination (NCD) for Monoclonal Antibodies
Directed Against Amyloid for the Treatment of Alzheimer’s Disease (NCD 200.3).

Clinical Criteria
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Effective April 7, 2022, CMS covers FDA-approved monoclonal antibodies directed
against amyloid for the treatment of Alzheimer’s Disease (AD) under coverage with
evidence development (CED) for patients with a clinical diagnosis of mild cognitive
impairment due to AD or mild AD dementia, both with confirmed presence of amyloid
beta pathology consistent with AD, according to the coverage criteria outlined in the
National Coverage Determination (NCD) for Monoclonal Antibodies Directed Against
Amyloid for the Treatment of Alzheimer’s Disease (NCD 200.3). Please refer to this NCD
for coverage guidance.

Before initiating treatment for monoclonal antibodies directed against amyloid for the
treatment of Alzheimer’s Disease (AD), the following criteria must be met (consistent
with NCD 200.3):

e C(linical diagnosis of mild cognitive impairment (MCI) due to AD or mild AD
dementia, both with confirmed presence of amyloid beta pathology consistent
with AD

e The member must have a physician participating in a registry with an appropriate
clinical team and follow-up care. Registries are listed at www.cms.gov. If the Food
and Drug Administration (FDA) grants traditional approval for a drug used to
slow the progression of Alzheimer's disease, Medicare will cover the drug in
appropriate settings that also support the collection of real-world information to
study the usefulness of these drugs for people with Medicare. Clinicians must
participate in the Monoclonal Antibodies Directed Against Amyloid for the
Treatment of Alzheimer’s Disease Registry available nationwide at www.cms.gov.

Exclusions

e Diagnosis, dosing, age, and/or frequency outside of the FDA approved package
labeling

e Monoclonal antibodies directed against amyloid for the treatment of AD
provided outside of an FDA-approved randomized controlled trial, CMS-
approved studies, or studies supported by the NIH are nationally non-covered.
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