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July 30, 2021  

Eisai Co., Ltd. 

Biogen Inc. 

LATE-BREAKING AAIC PRESENTATION EXPLORES POTENTIAL  

 CLINICAL EFFECTS OF  LECANEMAB (BAN2401) 

 
Eisai and Biogen Present Preliminary Assessment of the Clinical Effects of Lecanemab Following  

18 Months of Treatment in the Open-Label Extension of the Phase 2 Proof of Concept Study at  

2021 Alzheimer’s Association International Conference (AAIC)  

 

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

headquarters: Cambridge, Massachusetts, CEO: Michel Vounatsos, “Biogen”) today announced results of a 

longitudinal preliminary assessment of the clinical effects of lecanemab (development code: BAN2401) — 

granted Breakthrough Therapy designation by the U.S. Food and Drug Administration (FDA) in June 2021 — 

following 18 months of treatment in the open-label extension (OLE) of the Phase 2b proof-of-concept study in 

subjects with early Alzheimer’s disease (AD) (Mild Cognitive Impairment [MCI] due to AD and mild AD) at the 

Alzheimer's Association International Conference (AAIC) held in Denver, Colo., United States and virtually from 

July 26 to 30, 2021 (Presentation No.: 57780).  
 

Lecanemab Study 201 and OLE 

Lecanemab is an investigational humanized monoclonal antibody that preferentially binds to soluble amyloid-

�E�H�W�D�����$�������D�J�J�U�H�J�D�W�H�V����protofibrils). Lecanemab reduced brain �$�� and slowed clinical decline in an 18-month 

Phase 2b proof of concept study (Study 201, n=856) in early AD (Alz Res Therapy 13; 2021). After analysis of 

the core study, there was an off-treatment gap period of 9-59 months (period of time between the last dose of Additional clinical endpoints included 

Clinical Dementia Rating-Sum of Boxes (CDR-SB) and AD Assessment Scale – Cognitive Subscale (ADAS-

Cog). 

 
May suggest a potential disease-modifying effect  

For subjects with early AD at Study 201 OLE baseline, the dose-dependent clinical treatment effect of 

lecanemab administration relative to placebo during the core phase was maintained. While off-treatment and 

placebo dosing respectively were 0.11 (0.07 to 0.18 ), 0.10 (0.12 to 0.22) and 0.09 (0.19 to 0.28) for ADCOMS. 

Similar results were observed for CDR-SB and ADAS-Cog. This may suggest a potential disease-modifying 

effect of lecanemab. 
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Biogen Safe Harbor  Statement  
This news release contains forward-looking statements, including statements made pursuant to the safe harbor 

provisions of the Private Securities Litigation Reform Act of 1995, relating to the potential clinical effects of 

lecanemab; the potential benefits, safety and efficacy of lecanemab; the results of the OLE of the Phase 2b 

study of lecanemab; the clinical development program, clinical trial(s) and data readouts and presentations for 

lecanemab; potential regulatory discussions, submissions and approvals and the timing thereof; the 

identification and treatment of Alzheimer’s disease; the potential of Biogen’s commercial business and pipeline 

programs, including lecanemab; the anticipated benefits and potential of Biogen’s collaboration arrangements 

with Eisai; and risks and uncertainties associated with drug development and commercialization. These 

forward-looking statements may be accompanied by such words as “aim,” “anticipate,” “believe,” “could,” 

“estimate,” “expect,” “forecast,” “goal,” “intend,” “may,” “plan,” “potential,” “possible,” “prospect,” “will,” “would” 

and other words and terms of similar meaning. Drug development and commercialization involve a high degree 

of risk, and only a small number of research and development programs result in commercialization of a product. 

Results in early-stage clinical trials may not be indicative of 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 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; uncertainty of success in the development and potential 

commercialization of lecanemab; 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; 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; the direct and indirect 

impacts of the ongoing COVID-19 pandemic on Biogen’s business, results of operations and financial condition; 

and any other risks and uncertainties that are described 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. 

 

[Notes to editors]  

 

About Lecanemab (BAN2401)  

Lecanemab is an investigational humanized monoclonal antibody for Alzheimer's disease (AD) that is the result 

of a strategic research alliance between Eisai and BioArctic. Lecanemab selectively binds to neutralize and 

eliminate soluble, toxic amyloid-beta (�$��) aggregates that are thought to contribute to the neurodegenerative 

process in AD. As such, lecanemab may have the potential to have an effect on disease pathology and to slow 

down the progression of the disease. Eisai obtained the global rights to study, develop, manufacture and market 

lecanemab for the treatment of AD pursuant to an agreement concluded with BioArctic in December 2007. In 

March 2014, Eisai and Biogen entered into a joint development and commercialization agreement for 

lecanemab and the parties amended that agreement in October 2017. Currently, lecanemab is being studied 

in a pivotal Phase 3 clinical study in symptomatic early AD (Clarity-AD), following the outcome of the Phase 2 

clinical study (Study 201). In July 2020, the Phase 3 clinical study (AHEAD 3-45) for individuals with preclinical 

AD, meaning they are clinically normal and have intermediate or elevated levels of amyloid in their brains, was 
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