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Aduhelm™ (aducanumab-avwa)

When requesting Aduhelm™ (aducanumab-avwa), the individual requiring treatment
must be diagnosed with a FDA-approved indication and meet the specific coverage
guidelines and applicable safety criteria for the covered indication.

FDA-Approved Indications

Aduhelm™ is indicated for the treatment of Alzheimer’s disease. Treatment with
Aduhelm should be initiated in patients with mild cognitive impairment or mild dementia
stage of disease, the population in which treatment was initiated in clinical trials. There
are no safety or effectiveness data on initiating treatment at earlier or later stages of the
disease than were studied.

Coverage Guidelines

Due to the lack of clinical efficacy data and safety concerns, approval is not recommended
for Aduhelm. The current Aduhelm efficacy information is insufficient to determine if the
medication demonstrates any clinically meaningful benefits; whereas, safety concerns
have been demonstrated in clinical trials. In the absence of additional clinical trials, there
is not enough information to support approval.
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