


Eisai’s investigational agent lecanemab demonstrated consistent reduction of clinical decline across 

several clinical endpoints and showed well tolerated safety profile in both our phase 2b randomized, 

controlled clinical trial and the open-label extension study.  In September 2021, Eisai initiated a rolling 

submission to the FDA of a Biologics License Application (BLA) for lecanemab under the Accelerated 

Approval pathway for the treatment of early AD with confirmed amyloid pathology. We expect to complete 

this rolling submission in the 1st half of calendar year 2022. Additionally, Eisai completed enrollment of 

1,795 patients in the lecanemab confirmatory Phase 3 CLARITY AD clinical trial, which is expected to 

report out in the Fall of 2022.  

 

During the 30-day open comment period, Eisai wil

https://www.cms.gov/Medicare/Coverage/DeterminationProcess

