
Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) and Biogen Inc. (Nasdaq: BIIB, Corporate 

headquarters: Cambridge, Massachusetts, CEO: Michel Vounatsos, “Biogen”) today announced that the U.S. 

Food and Drug Administration (FDA) has granted Breakthrough Therapy designation for lecanemab (BAN2401), 

an investigational anti-amyloid beta (A��) protofibril antibody for the treatment of Alzheimer’s disease (AD). 
 

Breakthrough Therapy designation is an FDA program intended to expedite the development and review of 

medicines for serious or life-threatening conditions. The benefits of a highest doses. 

In March 2021 Eisai and Biogen completed enrollment of 1,795 patients with early AD in the the Phase 3 Clarity 

AD study. The study’s primary endpoint is expected to be completed by the end of September 2022. Additionally, 

the Phase 3 clinical study, AHEAD 3-45, is currently exploring lecanemab in individuals with preclinical AD, 

meaning they are clinically normal and have intermediate or elevated levels of amyloid in their brains. Open 

label extension data from Study 201 confirmed time-dependent reduction of brain A�� in individuals newly treated 

with lecanemab and was presented at the 2021 Alzheimer’s Disease and Parkinson’s Disease
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full results or results from later stage or larger scale clinical trials and do not ensure regulatory approval. You 

should not place undue reliance on these statements or the scientific data presented. 

 

These statements involve risks and uncertainties that could cause actual results to differ materially from those 

reflected in such statements, including without limitation unexpected concerns that may arise from additional 

data, analysis or results obtained during clinical trials; the occurrence of adverse safety events; risks of 

unexpected costs or delays; the risk of other unexpected hurdles; regulatory submissions may take longer or 

be more difficult to complete than expected; regulatory authorities may require additional information or further 

studies, or may fail or refuse to approve or may delay approval of Biogen’s drug candidates, including 

lecanemab; actual timing and content of submissions to and decisions made by the regulatory authorities 

regarding lecanemab; uncertainty of success in the development and potential commercialization of 

lecanemab; failure to protect and enforce Biogen’s data, intellectual property and other proprietary rights and 

uncertainties relating to intellectual property claims and challenges; product liability claims; third party 

collaboration risks; and the direct and indirect impacts of the ongoing COVID-19 pandemic on Biogen’s 

business, results of operations and financial condition. The foregoing sets forth many, but not all, of the factors 

that could cause actual results to differ from Biogen’s expectations in any forward-looking statement. Investors 

should consider this cautionary statement as well as the risk factors identified in Biogen’s most recent annual 

or quarterly report and in other reports Biogen has filed with the U.S. Securities and Exchange Commission. 

These statements are based on Biogen’s current beliefs and expectations and speak only as of the date of this 

news release. Biogen does not undertake any obligation to publicly update any forward-looking statements, 

whether as a result of new information, future developments or otherwise. 

 


