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Chief Executive Officer at Eisai Co., Ltd. “Eisai employees have spent time with people living with 

Alzheimer’s disease and their families to truly understand their feelings and challenges and have been 

working to create new treatments for many years. Our comprehensive medicine creation approach along 

the Alzheimer’s disease continuum reflects Eisai’s long-term commitment to providing innovative 

treatments to the people living with AD, their families and healthcare professionals who urgently need new 

treatment options.” 

“With Alzheimer’s disease, patients and their loved ones don’t have the luxury of time. There is an enormous 

unmet need in this space
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neutralize and eliminate soluble, toxic amyloid-�E�H�W�D�� ���$������ �D�J�J�U�H�J�D�W�H�V�� ���S�U�R�W�R�I�L�E�U�L�O�V���� �W�K�D�W�� �D�U�H�� �W�K�R�X�J�K�W�� �W�R��
contribute to the neurodegenerative process in AD. As such, lecanemab may have the potential to have an 
effect on disease pathology and to slow down the progression of the disease. Currently, lecanemab is being 
developed as the only anti- �$�����D�Q�W�L�E�R�G�\���W�K�D�W���F�D�Q���E�H���X�V�H�G���I�R�U���W�K�H���W�U�H�D�W�P�H�Q�W���R�I���H�D�U�O�\���$�'���Z�L�W�K�R�X�W���W�K�H���Q�H�H�G���I�R�U��
titration. With regard to the results from pre-specified analysis at 18 months of treatment, Study 201 
�G�H�P�R�Q�V�W�U�D�W�H�G�� �U�H�G�X�F�W�L�R�Q�� �R�I�� �E�U�D�L�Q�� �$���� �D�F�F�X�P�X�O�D�W�L�R�Q�� ���3������������������ �D�Q�G�� �V�O�R�Z�L�Q�J�� �R�I�� �G�L�V�H�D�V�H�� �S�U�R�J�U�H�V�V�L�R�Q��
�P�H�D�V�X�U�H�G�� �E�\�� �$�'�&�2�0�6�
�� ���3�������������� �L�Q�� �H�D�U�O�\�� �$�'�� �S�D�W�L�H�Q�W�V���� �7�K�H�� �V�W�X�G�\�� �G�L�G�� �Q�R�W�� �D�F�K�L�H�Y�H�� �L�W�V�� �S�U�L�P�D�U�\�� �R�X�W�F�R�P�H��
measure** at 12 months of treatment. The Study 201 open-label extension was initiated after completion 
of the Core period and a Gap period off treatment of 9-59 months (average of 24 months, n=180 from core 
study enrolled) to evaluate safety and efficacy, and is underway. 
 
Currently, lecanemab is being studied in a confirmatory Phase 3 clinical study in symptomatic early AD 
(Clarity-AD), following the outcome of the Phase 2 clinical study (Study 201). 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, is ongoing. AHEAD 3-45 is conducted as a public-
private partnership between the Alzheimer’s Clinical Trial Consortium that provides the infrastructure for 
academic clinical trials in AD and related dementias in the U.S, funded by the National Institute on Aging, 
part of the National Institutes of Health, Eisai and Biogen. Since January 2022, the Tau NexGen clinical 
study for Dominantly Inherited Alzheimer’s disease (DIAD), that is conducted by Dominantly Inherited 
Alzheimer Network Trials Unit (DIAN-TU), led by Washington University School of Medicine in St. Louis, is 
ongoing.  Furthermore, Eisai has initiated a lecanemab subcutaneous dosing Phase 1 study. 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.  
 
* Developed by Eisai, ADCOMS (AD Composite Score) combines items from the ADAS-Cog (Alzheimer’s 

Disease Assessment Scale-cognitive subscale), CDR (Clinical Dementia Rating) and the MMSE (Mini-
Mental State Examination) scales to enable a sensitive detection of changes in clinical functions of early 
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https://www.eisai.com/
https://www.globenewswire.com/Tracker?data=TLxtpKz28WwE_3crOfF6KO8SKyIOBhzqpbVBc-cxykPVvPC-OF7ysKhryBAlVSPQ9MOshH4Xwy2VLLZ3kC2bvQ==
https://www.globenewswire.com/Tracker?data=TLxtpKz28WwE_3crOfF6KGtY4xvGPKOQ5_57gM2AjTHwV9dnYGthH84G9IidNiV48zJy9ZByW_GHvWnEqa9MXQ==
https://www.globenewswire.com/Tracker?data=W6_OpzX0sj4ZjxXmHpGiySDLRtn7IRmL7YHIvpB4tZnko5qCggzzityy_yEXNt-SmZpAp3WAlUWhQzE6KXshPg==
https://www.globenewswire.com/Tracker?data=NmnG8j7X4I9lwPEg4uq-36sovLE2d_ipeX_DHELa1s0oDa0njTaqvrhvN4Y6PV2cw1RMpfwOB2l8-BJ9ItusB0VIhDjYGbFgTeq2CCvRKkU=
https://www.globenewswire.com/Tracker?data=IT-W9A5BzAtDNO00HqlIF5y1vZ2rQK-GbKo2PhTE7qvhlF07mWEAeK26HNdR0Udj6qGPxtD-_6eDXvj9QRSJSA==
https://www.globenewswire.com/Tracker?data=GCSVSe9K6RKgKOZ-K8T6m-VjMGD-2Gn67bwo7AAZWw_9iwkIZGxwFqsrwq_2jqhMrNOezwSruBRMjILLnCURuw==
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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; 
uncertainty of success in the development and potential commercialization of 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; and the 
direct and indirect impacts of the ongoing COVID-19 pandemic on Biogen’s business, results of operations 
and financial condition. The foregoing sets forth many, but not all, of the 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 
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 


