
 – 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 that Eisai has submitted a marketing 

authorization application for lecanemab (brand name in the U.S.: LEQEMBI®), an investigational anti-

amyloid beta (Aβ) protofibril* antibody, for the treatment of early Alzheimer’s disease (mild cognitive 

impairment due to Alzheimer’s disease (AD) and mild AD dementia) with confirmed amyloid pathology 

in the brain, to the Ministry of Food and Drug Safety (MFDS) in South Korea. This application is the first 

application for lecanemab in Asia outside of Japan and China. Eisai plans to submit additional 

applications in other Asian countries. 

 

The application is based on the results of the confirmatory Phase III Clarity AD study and Phase IIb clinical 

study (Study 201), which demonstrated that lecanemab treatment showed a reduction of clinical decline in 

early AD. Lecanemab selectively binds to and eliminates soluble, toxic Aβ aggregates (protofibrils) that 

are thought to contribute to the neurotoxicity 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. The Clarity AD study 

of lecanemab met its primary endpoint and all key secondary endpoints with highly statistically 

significant results.  

 

Eisai serves as the lead of lecanemab development and regulatory submissions globally with both Eisai 

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

authority. 

 

*   Protofibrils are large Aβ aggregated soluble species of 75-5000 Kd.1 

 

1 Söderberg, L., Johannesson, M., Nygren, P. et al. Lecanemab, Aducanumab, and Gantenerumab - Binding 
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3. About the Collaboration between Eisai and BioArctic for AD 

Since 2005, Eisai and BioArctic have had a long-term collaboration regarding the development and 

commercialization of AD treatments. Eisai obtained the global rights to study, develop, manufacture 

and market lecanemab for the treatment of AD pursuant to an agreement with BioArctic in December 

2007. The development and commercialization agreement on the antibody lecanemab back-up was 

signed in May 2015. 

 

4. About Eisai Co., Ltd. 

http://www.eisai.com/
https://twitter.com/Eisai_SDGs
https://www.linkedin.com/company/eisaiglobal/
https://www.facebook.com/EisaiGlobal/
http://www.biogen.com/
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.twitter.com%2Fbiogen&esheet=52445262&newsitemid=20210615005402&lan=en-US&anchor=Twitter&index=3&md5=3badd38fcc7b278fe62c04a6ff838839
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://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.youtube.com%2Fc%2Fbiogen&esheet=52445262&newsitemid=20210615005402&lan=en-US&anchor=YouTube&index=6&md5=67c471ab46b50557fda36172d75c98d5
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and development programs result in commercialization of a product. Results in early-stage clinical 

studies may not be indicative of full results or results from later stage or larger scale clinical studies 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 studies, including the Clarity AD clinical 

trial and AHEAD 3-45 study; 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, 


