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Eisai Initiates Rolling Biologics License Application to US FDA for LEQEMBI® (lecanemab-

irmb) for Subcutaneous Maintenance Dosing for the Treatment of Early Alzheimer’s Disease 

Under the Fast Track Status 

 

TOKYO and CAMBRIDGE, Mass., May 15, 2024 –
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of Alzheimer’s disease (AD). Treatment with LEQEMBI should be initiated in patients with mild 

cognitive impairment (MCI) or mild dementia stage of disease, the population in which treatment was 

initiated in clinical trials. 

IMPORTANT SAFETY INFORMATION 

 
CONTRAINDICATION 

LEQEMBI 
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Of the patients taking LEQEMBI, 16% (141/898) were ApoE ε4 homozygotes, 53% (479/898) were 

heterozygotes, and 31% (278/898) were noncarriers. With LEQEMBI, the incidence of ARIA was 

higher in ApoE ε4 homozygotes (LEQEMBI: 45%; placebo: 22%) than in heterozygotes (LEQEMBI: 
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should be performed prior to continuing treatment. 

 
HYPERSENSITIVITY REACTIONS 

Hypersensitivity reactions, including angioedema, bronchospasm, and anaphylaxis, have occurred 

with 

https://www.leqembihcp.com/about-leqembi/mechanism-of-action
mailto:Emea-comms@eisai.net
mailto:public.affairs@biogen.com
mailto:IR@biogen.com


5 

1.



6 

4. About Eisai Co., Ltd. 

Eisai's Corporate Concept is "to give first thought to patients and people in the daily living domain, 

and to increase the benefits that health care provides." Under this Concept (also known as human 

health care (hhc) Concept), we aim to effectively achieve social good in the form of relieving anxiety 

over health and reducing health disparities. With a global network of R&D facilities, manufacturing 

sites and marketing subsidiaries, we strive to create and deliver innovative products to target 

diseases with high unmet medical needs, with a particular focus in our strategic areas of Neurology 

and Oncology. 

 

In addition, we demonstrate our commitment to the elimination of neglected tropical diseases 

(NTDs), which is a target (3.3) of the United Nations Sustainable Development Goals (SDGs), by 

working on various activities together with global partners. 

 

For more information about Eisai, please visit www.eisai.com (for global headquarters: Eisai Co., 

Ltd.), and connect with us on X, LinkedIn and Facebook.

https://www.eisai.com/index.html
https://twitter.com/Eisai_SDGs
https://www.linkedin.com/company/eisaiglobal/
https://www.facebook.com/EisaiGlobal/
http://www.eisai.eu/
https://www.linkedin.com/company/eisai-emea/
http://www.biogen.com/
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.facebook.com%2FBiogen%2F&esheet=52445262&newsitemid=20210615005402&lan=en-US&anchor=Facebook&index=5&md5=94325dbb3bfd3a9fb01250a85235c8ba
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.linkedin.com%2Fcompany%2Fbiogen-&esheet=52445262&newsitemid=20210615005402&lan=en-US&anchor=LinkedIn&index=4&md5=a88dd32d19879f7e99c77b23b91cf0e0
https://twitter.com/biogen
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.youtube.com%2Fc%2Fbiogen&esheet=52445262&newsitemid=20210615005402&lan=en-US&anchor=YouTube&index=6&md5=67c471ab46b50557fda36172d75c98d5
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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 speak only as of the date of this news 

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

statements. 
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