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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.  
 
To learn more, visit www.LEQEMBI.com.  
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[Notes to editors]  
 
1. About L ecanemab  
�/�H�F�D�Q�H�P�D�E�� ���%�U�D�Q�G�� �1�D�P�H���L�Q�� �W�K�H�� �8���6������ �/�(�4�(�0�%�,�Œ���� �L�V�� �W�K�H��result of a strategic research alliance between Eisai and 
BioArctic. Lecanemab is a humanized immunoglobulin gamma 1 (IgG1) monoclonal antibody directed against 
aggregated soluble (protofibril) and insoluble forms of amyloid-�E�H�W�D�����$���������/�H�F�D�Q�H�P�D�E���V�H�O�H�F�W�L�Y�H�Oy binds and eliminates 
�$�����S�U�R�W�R�I�L�E�U�L�O�V���W�K�D�W���D�U�H���W�K�R�X�J�K�W���W�R���F�R�Q�W�U�L�E�X�W�H���W�R���W�K�H���Q�H�X�U�R�W�R�[�L�F�L�W�\���L�Q���$�'�����$�V���V�X�F�K�����O�H�F�D�Q�H�P�D�E���P�D�\���K�D�Y�H���W�K�H���S�R�W�H�Q�W�L�D�O���W�R��
have an effect on disease pathology and to slow down the progression of the disease. LEQEMBI is indicated for the 

http://www.leqembi.com/
file:///C:/Users/ecl06971/Desktop/0918/Libby_Holman@eisai.com
mailto:EMEA-comms@eisai.net
mailto:public.affairs@biogen.com
http://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf
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Lecanemab-irmb was approved under the accelerated approval pathway in the U.S. and was launched in the U.S. on 
January 18, 2023. The accelerated approval was based on Phase 2 data that demonstrated that lecanemab reduced 
�W�K�H���D�F�F�X�P�X�O�D�W�L�R�Q���R�I�� �$���� �S�O�D�T�X�H���L�Q���W�K�H���E�U�D�L�Q���� �D���G�H�I�L�Q�L�Q�J���I�H�D�W�X�U�H���R�I�� �$�'���� �D�Qd its continued approval may be contingent 
�X�S�R�Q���Y�H�U�L�I�L�F�D�W�L�R�Q���R�I���O�H�F�D�Q�H�P�D�E�¶�V���F�O�L�Q�L�F�D�O���E�H�Q�H�I�L�W���L�Q���D���F�R�Q�I�L�U�P�D�W�R�U�\���W�U�L�D�O�����7�K�H���)�'�$���G�H�W�H�U�P�L�Q�H�G���W�K�D�W���W�K�H���U�H�V�X�O�W�V���R�I���W�K�H���3�K�D�V�H��
3 Clarity AD study can serve as the confirmatory study to verify the clinical benefit of lecanemab. In November 2022, 
the results of Clarity AD study were presented at the Clinical Trials on Alzheimer's Disease (CTAD) conference and 
simultaneously published in the peer-reviewed medical journal, The New England Journal of Medicine. 
 
In the U.S., Eisai submitted a supplemental Biologics License Application (sBLA) to the FDA for approval under the 
�W�U�D�G�L�W�L�R�Q�D�O���S�D�W�K�Z�D�\���R�Q���-�D�Q�X�D�U�\���������������������2�Q���0�D�U�F�K���������������������W�K�H���)�'�$���D�F�F�H�S�W�H�G���(�L�V�D�L�¶�V���V�%�/�$���E�D�V�H�G���R�Q���W�K�H���&�O�D�U�L�W�\���$�'��
clinical data, and the lecanemab application has been granted Priority Review, with a Prescription Drug User Fee Act 
(PDUFA) action date of July 6, 2023. The FDA is currently planning to hold an Advisory Committee to discuss this 
application but has not yet publicly announced the date of the meeting. Eisai submitted an application for manufacturing 
and marketing approval to the Pharmaceuticals and Medical Devices Agency (PMDA) on January 16, 2023, in Japan. 
The Priority Review was granted by the Ministry of Health, Labour and Welfare (MHLW) on January 26, 2023. Eisai 
utilized the prior assessment consultation system of PMDA, with the aim of shortening the review period for lecanemab. 
In Europe, Eisai submitted a marketing authorization application (MAA) to the European Medicines Agency (EMA) on 
January 9, 2023, which was accepted on January 26, 2023. In China, Eisai initiated submission of data for a BLA to 
the National Medical Products Administration (NMPA) of China in December 2022, and the Priority Review was granted 
on February 27, 2023  . 
 
Eisai has completed a lecanemab subcutaneous bioavailability study, and subcutaneous dosing is currently being 
evaluated in the Clarity AD OLE.  
 
Since 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, has been ongoing. AHEAD 3-45 is conducted 
as a public-

http://www.eisai.com/
https://twitter.com/Eisai_SDGs
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5. About Biogen  
Founded in 1978, Biogen is a leading global biotechnology company that has pioneered multiple breakthrough 
innovations including a broad portfolio of medicines to treat multiple sclerosis, the first approved treatment for spinal 
muscular atrophy, and two co-�G�H�Y�H�O�R�S�H�G���W�U�H�D�W�P�H�Q�W�V���W�R���D�G�G�U�H�V�V���D���G�H�I�L�Q�L�Q�J���S�D�W�K�R�O�R�J�\���R�I���$�O�]�K�H�L�P�H�U�¶�V���G�L�V�H�D�V�H�����%�L�R�J�H�Q���L�V��
advancing a pipeline of potential novel therapies across neuro 

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

