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FDA Advisory Committee Votes Unanimously to Confirm the Clinical Benefit of LEQEMBI®
(lecanemab-irmb) for the Treatment of Alzheimer’s Disease

Peripheral and Central Nervous System Drugs Advisory Committee voted based on data from large
global confirmatory Phase 3 Clarity AD clinical t 0 38g


https://www.nejm.org/doi/full/10.1056/NEJMoa2212948
http://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf

INDICATION

LEQEMBI is indicated for the treatment of Alzheimer’s disease. Treatment with LEQEMBI 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. This indication is approved under
accelerated approval based on reduction in amyloid beta plaques observed in patients treated with
LEQEMBI. Continued approval for this indication may be contingent upon verification of clinical benefit



The recommendations on management of ARIA do not differ between ApoE &4 carriers and
noncarriers.

Consider testing for ApoE €4 status to inform the risk of developing ARIA when deciding to initiate
treatment with LEQEMBI.

Radiographic Findings

 The majority of ARIA-E radiographic events occurred early in treatment (within the first 7 doses),

although ARIA can occur at any time and patients can have more than 1 episode. The maximum
radiographic severity of ARIA-E in
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