EISAI PUBLISHES SOCIETAL VALUE OF LECANEMAB USING PHASE 3 CLARITY
AD DATA IN PEER-REVIEWED NEUROLOGY AND THERAPY JOURNAL

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) today announced the publication of updated
results from an evaluation estimating the societal value of anti-amyloid-beta (AB) protofibril* antibody
lecanemab (generic name, U.S. brand name: LEQEMBI™) in people living with mild cognitive impairment
(MCI) due to Alzheimer’s disease (AD) and mild AD (collectively known as early AD) using data from the
Phase 3 clinical study, Clarity AD by applying a validated disease simulation model, AD Archimedes Condition
Event (AD ACE) modell23 from the healthcare payer and societal perspectaE ed to inform

t@

evaluating the
efficacy and safety of lecanemab for early AD with confirmed amyloid pathology as well as published literature.

Lecanemab+SoC (standard of care**) was predicted to result in a gain of 0.61 quality-adjusted life-years***
(QALY)s and a decrease in total non-treatment costs of $6,263 per person from the healthcare payer
perspective (Societal perspective: 0.64 QALYs gain and $7,451 decrease) compared to the SoC for patients
with early AD who have confirmed presence of amyloid pathology. The mean duration of lecanemab
treatment in this simulation was 3.91 years. The model estimated that the annual value of lecanemab for the
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https://link.springer.com/article/10.1007/s40120-023-00460-1
https://www.eisai.com/news/2023/news202302.html

transparently discuss its societal value for people and countries around the globe.”

Lecanemab was approved under the accelerated approval pathway in the U.S. and was launched in the U.S.
on January 18, 2023. The accelerated approval was based on Phase 2 data that demonstrated that
lecanemab reduced the accumulation of A plaque in the brain, a defining feature of AD, and its continued
approval may be contingent upon verification of lecanemab’s clinical benefit in a confirmatory trial. The U.S.
Food and Drug Administration (FDA) determined that the results of Clarity AD can serve as the confirmatory
study to verify the clinical benefit of lecanemab.

In the U.S., Eisai submitted a supplemental Biologics License Application (sBLA) to the FDA for approval
under the traditional pathway on January 6, 2023. On March 3, 2023, the FDA accepted Eisai's sBLA based
on the Clarity AD clinical data, and the lecanemab application has been granted Priority Review, with a
Prescription Drug User Fee Act (PDUFA) action date of July 6, 2023. Eisai submitted an application for
manufacturing and marketing approval to the Pharmaceuticals and Medical Devices Agency (PMDA) on
January 16, 2023, in Japan. The Priority Review was granted by the Ministry of Health, Labour and Welfare
(MHLW) on January 26, 2023. Eisai utilized the prior assessment consultation system of PMDA, with the aim
of shortening the review period for lecanemab. In Europe, Eisai submitted a marketing authorization
application (MAA) to the European Medicines Agency (EMA) on January 9, 2023, which was accepted on
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[Notes to editors]

1. About Lecanemab

Lecanemab (Brand Name in the U.S.: LEQEMBI™) is the result of a strategic research alliance between Eisai and
BioArctic. Lecanemab is a humanized immunoglobulin gamma 1 (IgG1l) monoclonal antibody directed against
aggregated soluble (protofibril) and insoluble forms of amyloid-beta (AB). In the U.S., LEQEMBI was granted
accelerated approval by the U.S. Food and Drug Administration (FDA) on January 6, 2023. LEQEMBI is indicated for
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