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The request for a review of the opinion of the European Medicines Agency (EMA)’s Committee 
for Medicinal Products for Human Use (CHMP) regarding the medicinal product Leqembi 
(lecanemab) was based on a discussion with Member States during the Standing Committee 
phase pointing to a scientific publication in January 20251, citing safety signals identified post-
marketing in the United States of America. The CHMP was also asked to consider whether the 
wording of the risk minimisation measures related to the authorisation of Leqembi was clear 
enough to ensure correct implementation.

The CHMP considered the request and concluded in February 2025 that the marketing 
authorisation of Leqembi did not need to be updated. Following the response from the CHMP, 
the Commission consulted the Member States on the draft Commission decision to authorise 
Leqembi. No qualified majority in favour of the decision was reached at the meetings of the 
Standing Committee on 21 March 20252 and of the Appeal Committee on 7 April 20253. 
According to the procedures laid down in the legislation4 and based on the EMA opinion, on 
15 April 2025, the Commission adopted the decision to authorise Leqembi5.

The Commission is aware of the high unmet medical need for effective Alzheimer’s treatments. 
The EMA is currently assessing two medicines for the treatment of Alzheimer’s disease: 
donanemab and blarcamesine. Once these evaluations are concluded, the outcomes will be 
made public on the EMA website and the Commission will prepare draft decisions based on the 
CHMP scientific opinions. 

The Commission is committed to ensuring patient access to medicines as early as possible, 
while guaranteeing that any new medicine meets the EU standards of quality, safety and 
efficacy.
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