
 

 

  
 

 
 

 
DELIBERATIONS  AT THE CHMP REGARDING THE MARKETING 
AUTHORIZATION APPLICATION IN THE EU FOR LECANEMAB   

HAVE BEEN RESCHEDULED DUE TO PROCEDURAL REASONS AT THE 
EUROPEAN MEDICINES AGENCY  

 
   
Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that the Oral 

Explanation scheduled for March 19 at the Committee for Medicinal Products for Human Use (CHMP) for 

lecanemab, which is currently under review by the European Medicines Agency (EMA), did not take place 

due to procedural reasons at the EMA.  

 

On March 14, 2024, the Court of Justice of the European Union ruled on the organisation of EMA’s 
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[Notes to editors]  

1. Abo ut Lecanemab (generic name, brand name: LEQEMBI ®), 

Lecanemab is the 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-EHWD� �$ȕ��� ,Q� WKH�8�6���/(4(0%,�ZDV�JUDQWHG� WUDGLWLRQDO�DSSURYDO�E\� WKH�8�6��)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�
(FD$�� RQ� -XO\� ��� ������ /(4(0%,� LV� DQ� DP\ORLG� EHWD-directed antibody indicated as a disease-modifying treatment for 

$O]KHLPHU¶V�GLVHDVH��$'��LQ�WKH�8�6��7UHDWPHQW�ZLWK�/(4(0%,�VKRXOG�EH�LQLWLDWHG�LQ�SDWLHQWV�ZLWK�PLOG�FRJQLWLYH�LPSDLUPHQW�
(MCI) 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. In Japan, Eisai received 

approval from the Ministry of Health, Labour and Welfare (MHLW) on September 25, 2023, to manufacture and market 

/(4(0%, as a treatment for slowing progression of MCI and mild dementia due to AD. )XUWKHUPRUH��LQ�&KLQD��/(4(0%,�
was approved by the National Medical Products Administration (NMPA) as a treatment of mild cognitive impairment (MCI) 

due to AD and mild AD dementia on January 5, 2024. 

 

Please see full U.S. Prescribing Information IRU�/(4(0%,��LQFOXGLQJ�%R[HG�:$51,1*� 
 

Eisai has also submitted applications for approval of lecanemab in Canada, Great Britain, Australia, Switzerland, South 

Korea, Israel and other countries in addition to EU. In Israel the application has been designated for priority review, and in 

Great Britain lecanemab has been designated for the Innovative Licensing and Access Pathway (ILAP), which aims to reduce 

the time to market for innovative medicines. 

 

Eisai has completed a lecanemab subcutaneous bioavailability study, and subcutaneous dosing is still being evaluated in 

the Clarity AD (Study 301) open-label extension (OLE). A maintenance dosing regimen has been evaluated as part of 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. 

 


