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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 Aβ 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 

January 26, 2023. In China, Eisai initiated submission of data for a BLA to the National 
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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 (IgG1) monoclonal antibody directed against 

aggregated soluble (protofibril) and insoluble forms of amyloid-beta (Aβ). In the U.S., LEQEMBI was granted 

accelerated approv
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