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FDA Approves LEQEMBI® (lecanemab-irmb) IV Maintenance Dosing for the Treatment of  
Early Alzheimer’s Disease 

 
Once every four weeks maintenance dosing may be easier for patients and care partners to continue treatment   

 
Alzheimer's disease progression does not stop after plaque clearance; ongoing treatment with LEQEMBI can 

slow disease progression and prolong the benefits of therapy  
 
TOKYO and CAMBRIDGE, Mass., January 27, 2025 – 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 the U.S. Food and 
Drug Administration (FDA) has approved the Supplemental Biologics License Application (sBLA) for 
once every four weeks lecanemab-irmb (U.S. brand name: LEQEMBI®) intravenous (IV) maintenance 
dosing. LEQEMBI is indicated for the treatment of Alzheimer's disease (AD) in patients with mild 
cognitive impairment (MCI) or mild dementia stage of disease (collectively referred to as early AD) in 
the U.S. After 18 months of once every two weeks initiation phase, a transition to the maintenance 
dosing regimen of 10 mg/kg once every four weeks may be considered or the regimen of 10 mg/kg 
once every two weeks may be continued. 
 
The sBLA is based on modeling of observed data from the Phase 2 study (Study 201) and its long-term 
extension (LTE) as well as the Clarity AD study (Study 301) and its LTE study. Modeling simulations 
predict that transitioning to once every four weeks maintenance dosing after 18 months of once every 
two weeks treatment will maintain clinical and biomarker benefits of therapy. AD is a progressive, 
relentless disease caused by a continuous underlying neurotoxic process that begins before and 
continues after plaque removal.1,2,3 Only LEQEMBI works to fight AD in two ways: continuously clearing 
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LEQEMBI is approved in the U.S., Japan, China, South Korea, Hong Kong, Israel, UAE, Great Britain, 
Mexico and Macau. In November 2024, the treatment received a positive opinion from the Committee 
for Medicinal Products for Human Use (CHMP) of the European Medicines Agency (EMA) 
recommending approval. Eisai has submitted applications for approval of lecanemab in 17 countries 
and regions. Additionally, the FDA accepted Eisai’s Supplemental Biologics License (BLA) for the 
LEQEMBI subcutaneous autoinjector for weekly maintenance dosing in January 2025 and set a PDUFA 
action date for Augu
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MEDIA CONTACTS 

 

 
Eisai Co., Ltd. 
Public Relations Department 
TEL: +81 (0)3-3817-5120 
 
Eisai Inc. (U.S.) 
Julie Edelman 
1-862-213-5915 
Julie_Edelman@eisai.com 
 
Eisai Europe, Ltd.  
EMEA Communications Department 
+44 (0) 786 601 1272 
Emea-comms@eisai.net 

 
Biogen Inc. 
Jack Cox 
+ 1-781-464-3260 
public.affairs@biogen.com  
 

 
INVESTOR CONTACTS 

 

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

Biogen Inc. 
Tim Power 
+1-781-464-2442 
IR@biogen.com 

 
Notes to Editors 
 
1. About lecanemab (LEQEMBI®) 

Lecanemab is the result of a strategic research alliance between Eisai and BioArctic. It is a 
humanized immunoglobulin gamma 1 (IgG1) monoclonal antibody directed against aggregated 
soluble (protofibril) and insoluble forms of amyloid-beta (Aɓ). Lecanemab is approved in the U.S.,7 
Japan,8 China,9 South Korea,10 Hong Kong,11 Israel,12 the United Arab Emirates,13 the United 
Kingdom,14 Mexico,15 and Macau. In November 2024, the treatment received a positive opinion from 
the Committee for Medicinal Products for Human Use (CHMP) of the European Medicines Agency 
(EMA) recommending approval. Eisai has submitted applications for approval of lecanemab in 17 
countries and regions.  
 
LEQEMBI’s approvals in these countries was based on Phase 3 data from Eisai’s, global Clarity 
AD clinical trial, in which it met its primary endpoint and all key secondary endpoints with statistically 
significant results. The primary endpoint was the global cognitive and functional scale, Clinical 
Dementia Rating Sum of Boxes (CDR-SB). In the Clarity AD clinical trial, treatment with lecanemab 
reduced clinical decline on CDR-SB by 27% at 18 months compared to placebo.16,17 The mean 
CDR-SB score at baseline was approximately 3.2 in both groups. The adjusted least-squares mean 
change from baseline at 18 months was 1.21 with lecanemab and 1.66 with placebo (difference, 
ī0.45; 95% confidence interval [CI], ī0.67 to ī0.23; P<0.001). In addition, the secondary endpoint 
from the AD Cooperative Study-
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Biogen Safe Harbor 
This news release contains forward-looking statements, including about the potential clinical effects 
of lecanemab; the potential benefits, safety and efficacy of lecanemab; potential regulatory 
discussions, submissions and approvals and the timing thereof; the treatment of Alzheimer's 
disease; the anticipated benefits and potential of Biogen's collaboration arrangements with Eisai; 
the potential of Biogen's commercial business and pipeline programs, including  lecanemab; and 
risks and uncertainties associated with drug development and commercialization. These 
statements may be identified by words such as "aim," "anticipate," "believe," "could," "estimate," 
"expect," "forecast," "intend," "may," "plan," "possible," "potential," "will," "would" and other words 
and terms of similar meaning. Drug development and commercialization involve a high degree of 
risk, and only a small number of research 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. 
 
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; 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; and third party collaboration 
risks, results of operations and financial condition. Th

https://www.eisai.co.jp/ir/library/presentations/pdf/4523_240731_1.pdf


8 

8. Reuters. 2023. Japan approves Alzheimer's treatment Leqembi by Eisai and Biogen. Last 
accessed: October 2024. 

9. The Pharma Letter. 2024. Brief - Alzheimer drug Leqembi now approved in China. Last 
accessed: October 2024. 

10. Pharmaceutical Technology. 2024. South Korea's MFDS approves Eisai-Biogen's LEQEMBI 
for Alzheimer's. Last accessed: October 2024. 

11. Pharmaceutical Technology. 2024. Hong Kong approves Leqembi for Alzheimer's treatment. 
Last accessed: October 2024. 

12. BioSpace. 2024. Leqembi approved for the treatment of Alzheimer's disease in Israel. Last 
accessed: October 2024. 

13. United Arab Emirates Ministry of Health & Prevention. 2024. Registered Medical Product 
Directory. Leqembi. Last accessed: October 2024.  

14. BioSpace. 2024. Leqembi authorized for early Alzheimer's disease in Great Britain. Last 
accessed: October 2024. 

15. COFEPRIS authorizes innovative treatment for Alzheimer’s patients. Available at: 
https://bit.ly/3OKks6Y. Last accessed: December 2024. 

16. van Dyck, C., et al. Lecanemab in Early Alzheimer's Disease. New England Journal of Medicine. 
2023;388:9-21. https://www.nejm.org/doi/full/10.1056/NEJMoa2212948. 

17. Eisai presents full results of lecanemab Phase 3 confirmatory Clarity AD study for early 


	FDA Approves LEQEMBI® (lecanemab-irmb) IV Maintenance Dosing for the Treatment of
	Early Alzheimer’s Disease
	INDICATION
	IMPORTANT SAFETY INFORMATION
	CONTRAINDICATION
	WARNINGS AND PRECAUTIONS
	Amyloid-Related Imaging Abnormalities
	Hypersensitivity Reactions
	Infusion-Related Reactions (IRRs)

	ADVERSE REACTIONS


