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FDA Approves �/�(�4�(�0�%�,�Œ�����O�H�F�D�Q�H�P�D�E-irmb)  Under the Accelerated Approval Pathway for the 

�7�U�H�D�W�P�H�Q�W���R�I���$�O�]�K�H�L�P�H�U�¶�V���'�L�V�H�D�V�H 
 

Accelerated Approval is based on Phase 2 data showing a reduction in amyloid-beta plaques in early AD 
�S�D�W�L�H�Q�W�V���W�U�H�D�W�H�G���Z�L�W�K���/�(�4�(�0�%�,�Œ 

 
Treatment with LEQEMBI should be initiated in patients with mild cognitive impairment or mild dementia 

stage of disease, the population in which treatment was initiated in clinical trials 
 
 

TOKYO and CAMBRIDGE, Mass., January 7, 2023 �± Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo 
Naito, �³Eisai� )́ and Biogen Inc. (Nasdaq: BIIB, Corporate headquarters: Cambridge, Massachusetts, CEO: 

�I�R�U�� �W�K�H�� �W�U�H�D�W�P�H�Q�W�� �R�I�� �$�O�]�K�H�L�P�H�U�¶�V�� �G�L�V�H�D�V�H (AD). The approval is based on Phase 2 data that 
�G�H�P�R�Q�V�W�U�D�W�H�G���W�K�D�W���/�(�4�(�0�%�,���U�H�G�X�F�H�G���W�K�H���D�F�F�X�P�X�O�D�W�L�R�Q���R�I���$�����S�O�D�T�X�H���L�Q���W�K�H��brain, a defining feature of AD. 
Using the recently published data from the large global confirmatory Phase 3 clinical trial, Clarity AD, Eisai 
will work quickly to file a Supplemental Biologics License Application (sBLA) to the FDA for approval under 
the traditional pathway. 
 
INDICATION 
�/�(�4�(�0�%�,�� �L�V�� �L�Q�G�L�F�D�W�H�G�� �I�R�U�� �W�K�H�� �W�U�H�D�W�P�H�Q�W�� �R�I�� �$�O�]�K�H�L�P�H�U�¶�V�� �G�L�V�H�D�V�H���� �7�U�H�D�W�P�H�Q�W�� �Z�L�W�K�� �/�(�4�(�0�%�,�� �V�K�R�X�O�G�� �E�H��
initiated in patients with mild cognitive impairment or mild dementia stage of disease, the population in 
which treatment was initiated in clinical trials. There are no safety or effectiveness data on initiating 
treatment at earlier or later stages of the disease than were studied. This indication is approved under 
accelerated approval based on reduction in amyloid beta plaques observed in patients treated with 
LEQEMBI. Continued approval for this indication may be contingent upon verification of clinical benefit in a 
confirmatory trial. 
 
DOSAGE AND ADMINISTRATION  (Patient Selection, Dosing Instructions, Monitoring and Dosing 
Interruption for ARIA)  
The recommended dosage of LEQEMBI is 10 mg/kg administered intravenously once every two weeks to 
�H�O�L�J�L�E�O�H�� �S�D�W�L�H�Q�W�V�� �Z�L�W�K�� �F�R�Q�I�L�U�P�H�G�� �S�U�H�V�H�Q�F�H�� �R�I�� �$���� �S�D�W�K�R�O�R�J�\�� �S�U�L�R�U�� �W�R�� �L�Q�L�W�Lating treatment. Enhanced clinical 
vigilance for amyloid-related imaging abnormalities (ARIA) is recommended during the first 14 weeks of 
treatment with LEQEMBI. Baseline, recent (within one year) brain MRI prior to initiating treatment with 
LEQEMBI and periodic monitoring with MRI prior to the 5th, 7th, and 14th infusions should be obtained.  
 
ADVERSE REACTIONS 
The safety of LEQEMBI has been evaluated in 763 patients who received at least one dose of LEQEMBI 
in Study 201. The most common adverse reactions reported in at least 5% of patients treated with LEQEMBI 
10 mg/kg biweekly (N=161) and at least 2% higher incidence than patients on placebo (N=245) were 
infusion-related reactions (LEQEMBI 20%; placebo 3%), headache (LEQEMBI 14%; placebo 10%), ARIA-
E (LEQEMBI 10%; placebo 1%), cough (LEQEMBI, 9%; placebo, 5%) and diarrhea (LEQEMBI, 8%; 
placebo, 5%). The most common adverse reaction leading to discontinuation of LEQEMBI was infusion-
related reactions that led to discontinuation in 2% (4/161) of patients treated with LEQEMBI compared to 
1% (2/245) of patients on placebo.  
 
CONCOMITANT ANTITHROMBOTIC MEDICATION AND OTHER RISK FACTORS FOR 
INTRACEREBRAL HEMORRHAGE  
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http://www.leqembi.com/
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healthcare professional with mild cognitive impairment or mild dementia stage of disease, and with 
confirmed presence of amyloid plaque in the brain will have access to LEQEMBI under the Medicaid 
program post accelerated approval, depending on individual state processes.  
 
Eisai is developing a multi-faceted educational initiative to further advance the understanding in the AD 
healthcare community of the real-world management and monitoring of ARIA. This initiative, Understanding 
�$�5�,�$�Œ�����Z�L�O�O���S�U�R�Y�L�G�H���U�H�V�R�X�U�F�H�V���D�Q�G���S�U�R�J�U�D�P�V���W�K�D�W���Z�L�O�O���L�Q�F�O�X�G�H���S�H�H�U-to-peer education, individual and group 
educational sessions and subject-matter-expert evaluation of historical case studies. Understanding ARIA 
will include engagements with leading experts in medical imaging as well as major professional societies. 
Initial resources will be available by J�D�Q�X�D�U�\�������������× 
 
LEQEMBI will be available during or before the week of January 23, 2023. Eisai announced the U.S. pricing 
and rationale for LEQEMBI today. 
 
Eisai serves as the lead of LEQEMBI 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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performed, including MRI if indicated. If ARIA is observed on MRI, careful clinical evaluation should be 
performed prior to continuing treatment. 

• There is no experience in patients who continued dosing through symptomatic ARIA-E or through 
asymptomatic, but radiographically severe, ARIA-E. There is limited experience in patients who 
continued dosing through asymptomatic but radiographically mild to moderate ARIA-E. There are limited 
data in dosing patients who experienced recurrent ARIA-E. 

 
Incidence of ARIA  
• In Study 1 (Study 201), symptomatic ARIA occurred in 3% (5/161) of LEQEMBI-treated patients. Clinical 

symptoms associated with ARIA resolved in 80% of patients during the period of observation. 
• Including asymptomatic cases, ARIA was observed in LEQEMBI: 12% (20/161); placebo: 5% (13/245). 

ARIA-
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+44 (0) 786 601 1272 
EMEA-comms@eisai.net  

Investor Contacts:  
 
Eisai Co., Ltd.  
Investor Relations Department 
TEL: +81 (0) 3-3817-5122 

  
 
Biogen Inc.  
Mike Hencke 
+ 1-781-464-
2442 
IR@biogen.com  

 
Notes to Editors  
 
1. About LEQEMBI TM (lecanemab -irmb)  
LEQEMBITM (lecanemab-irmb) is a humanized immunoglobulin gamma 1 (IgG1) monoclonal antibody 
directed against aggregated soluble (protofibril) and insoluble forms of amyloid-�E�H�W�D�� ���$�������� �/�(�4�(�0�%�,�� �L�V��
�L�Q�G�L�F�D�W�H�G�� �I�R�U�� �W�K�H�� �W�U�H�D�W�P�H�Q�W�� �R�I�� �$�O�]�K�H�L�P�H�U�¶�V�� �G�L�V�H�D�V�H�� ���$�'���� �L�Q�� �W�K�H�� �8���6���� �7�Kis indication is approved under 

mailto:EMEA-comms@eisai.net
mailto:IR@biogen.com
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3. About the Collaboration between Eisai and Biogen for AD  
Eisai and Biogen have been collaborating on the joint development and commercialization of AD treatments 
since 2014. Eisai serves as the lead of LEQEMBI development and regulatory submissions globally with 
both companies co-commercializing and co-
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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, 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 
result of new information, future developments or otherwise. 
 
References  
1. https://www.alzforum.org/news/conference-coverage/lecanemab-sweeps-toxic-av-protofibrils-catches-

eyes-trialists 
2. Sehlin D, Englund H, Simu B, Karlsson M, Ingelsson M, Nikolajeff F, Lannfelt L, Pettersson FE. Large 

aggregates are the major soluble �$���� �V�S�H�F�L�H�V�� �L�Q�� �$�'�� �E�U�D�L�Q�� �I�U�D�F�W�L�R�Q�D�W�H�G�� �Z�L�W�K�� �G�H�Q�V�L�W�\�� �J�U�D�G�L�H�Q�W��
ultracentrifugation. PLoS One. 2012;7(2):e32014. doi: 10.1371/journal.pone.0032014. Epub 2012 Feb 
15. PMID: 22355408; PMCID: PMC3280222. 

 
  

 


