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Eisai Receives Positive Opinion from the CHMP in the European Union for  
Lecanemab  in  Early Alzheimer’s Disease  

 
 

TOKYO and CAMBRIDGE, Mass., November  15, 2024 – Eisai Co., Ltd. (Headquarters: Tokyo, CEO: 

Haruo Naito, “Eisai”) and Biogen Inc. (Nasdaq: BIIB, Corporate headquarters: Cambridge, 

Massachusetts, CEO: Christopher A. Viehbacher, “Biogen”) announced today a positive opinion has 

been received from the Committee for Medicinal Products for Human Use (CHMP) of the European 

Medicines Agency (EMA) recommending approval of the amyloid-�E�H�W�D�� ���$���� monoclonal antibody 

lecanemab as a treatment of adult patients with a clinical diagnosis of mild cognitive impairment and 

mild dementia due to Alzheimer’s disease (Early Alzheimer’s disease)  who �D�U�H�� �D�S�R�O�L�S�R�S�U�R�W�H�L�Q�� �(�� �0����

���$�S�R�(���0����* non-carriers or heterozygotes with confirmed amyloid pathology.1 Eisai had requested a re-

examination of the prior �Q�H�J�D�W�L�Y�H�� �R�S�L�Q�L�R�Q�� �D�G�R�S�W�H�G�� �E�\�� �W�K�H�� �&�+�0�3�� �L�Q�� �-�X�O�\�� ���������� In accordance with 

European Medicines Agency regulatory process, the European Commission is expected to make a final 

decision on the marketing authorization application (MAA) of lecanemab based on the CHMP 

recommendation within 67 days of receipt of CHMP opinion.2   

 

Lecanemab selectively binds to soluble �$�� aggregates (protofibrils**), as well as insoluble �$�� 

aggregates (fibrils) which are a major component of �$�� plaques in AD, thereby reducing both �$�� 

protofibrils and �$�� plaques in the brain.3,��,5 

 

AD currently affects an estimated 6.9 million people in Europe,6 and this figure is expected to nearly 

double by 2050 as aging populations increase.7 AD progresses in stages that increase in severity over 

time, and each stage of the disease presents different challenges for those living with AD and their care 

partners. There is a significant unmet need for new treatment options that slow down the progression 

of early AD and reduce the overall burden on people affected by AD and society. 

 

Eisai serves as the lead for lecanemab’s development and regulatory submissions globally with both 

Eisai and Biogen co-commercializing and co-promoting the product and Eisai having final decision-

making authority. 
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Notes to Editors  
 
1. About lecanemab  (generic name, brand name: L eqembi ®) 

Lecanemab is the result of a strategic research alliance between Eisai and BioArctic. It is a 
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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/
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5. About Biogen  
Founded in 1978, Biogen is a leading biotechnology company that pioneers innovative science to 
deliver new medicines to transform patient’s lives and to create value for shareholders and our 
communities. We apply deep understanding of human biology and leverage different modalities to 
advance first-in-class treatments or therapies that deliver superior outcomes. Our approach is to 
take bold risks, balanced with return on investment to deliver long-term growth. 

 

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
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines
https://www.nejm.org/doi/full/10.1056/NEJMoa2212948
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