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FDA Accepts LEQEMBI ® (lecanemab -irmb) Biologics License Application for  Subcu taneous 
Maintenance  Dosing for the Treatment of Early Alzheimer’s Disease  

 
LEQEMBI is the only FDA-approved anti-amyloid therapy that potentially could offer the convenience 

of a subcutaneous injection with at-home ad
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* Protofibrils are believed to contribute to the brain injury that occurs with AD and are considered to be 
�W�K�H�� �P�R�V�W�� �W�R�[�L�F�� �I�R�U�P�� �R�I�� �$������ �K�D�Y�L�Q�J�� �D�� �S�U�L�P�D�U�\�� �U�R�O�H�� �L�Q�� �W�K�H�� �F�R�J�Q�L�W�L�Y�H�� �G�H�F�O�L�Q�H�� �D�V�V�R�F�L�D�W�H�G�� �Z�L�W�K�� �W�K�L�V��
progressive, debilitating condition.5 Protofibrils cause injury to neurons in the brain, which in turn, can 
negatively impact cognitive function via multiple mechanisms, not only increasing the development of 
�L�Q�V�R�O�X�E�O�H���$�����S�O�D�T�X�H�V���E�X�W���D�O�V�R���L�Q�F�U�H�D�V�L�Q�J���G�L�U�H�F�W���G�D�P�D�J�H���W�R���E�U�D�L�Q���F�H�O�O���P�H�P�E�U�D�Q�H�V���D�Q�G���W�K�H���F�R�Q�Q�H�F�W�L�R�Q�V��
that transmit signals between nerve cells or nerve cells and other cells. It is believed the reduction of 
protofibrils may prevent the progression of AD by reducing damage to neurons in the brain and 
cognitive dysfunction.6  

 

 
INDICATION 
LEQEMBI® [(lecanemab-irmb) 100 mg/mL injection for intravenous use] is indicated for the treatment 
of Alzheimer’s disease (AD). Treatment with LEQEMBI should be initiated in patients with mild cognitive 
impairment (MCI) or mild dementia stage of disease, the population in which treatment was initiated in 
clinical trials.  

IMPORTANT SAFETY INFORMATION  
WARNING: AMYLOID -RELATED IMAGING ABNORMALITIES (ARIA)  
¶ Monoclonal antibodies directed against aggregated forms of beta amyloid, including  

LEQEMBI, can cause ARIA, characterized as ARIA with edema (ARIA -E) and ARIA with 
hemosiderin deposition (ARIA -H). Incidence and timing of ARIA vary among treatments. 
ARIA usually occurs early in treatment and is usually asymptomatic, although serious  
and life -threatening events, including seizure and status epilepticus, rarely can occur. 
Serious intracerebral hemorrhage s 
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Incidence of ARIA  
Symptomatic ARIA occurred in 3% and serious ARIA symptoms in 0.7% with LEQEMBI. Clinical ARIA 
symptoms resolved in 79% of patients during the period of observation. ARIA, including asymptomatic 
radiographic events, was observed: LEQEMBI, 21%; placebo, 9%. ARIA-E was observed: LEQEMBI, 
13%; placebo, 2%. ARIA-H was observed: LEQEMBI, 17%; placebo, 9%. No increase in isolated ARIA-
H was observed for LEQEMBI vs placebo. 
 
Incidence of ICH  
ICH >1 cm in diameter was reported in 0.7% with LEQEMBI vs 0.1% with placebo. Fatal events of ICH 
in patients taking LEQEMBI have been observed. 
 
Risk Factors of ARIA and ICH  
 
$SR(�İ��&DUULHU�6WDWXV 
�2�I���W�K�H���S�D�W�L�H�Q�W�V���W�D�N�L�Q�J���/�(�4�(�0�%�,�������������Z�H�U�H���$�S�R�(���0�����K�R�P�R�]�\�J�R�W�H�V�������������Z�H�U�H���K�H�W�H�U�R�]�\�J�R�W�H�V�����D�Q�G����������
�Z�H�U�H���Q�R�Q�F�D�U�U�L�H�U�V�����:�L�W�K���/�(�4�(�0�%�,�����$�5�,�$���Z�D�V���K�L�J�K�H�U���L�Q���$�S�R�(���0�����K�R�P�R�]�\�J�R�W�H�V�����/�(�4�(�0�%�,���������������S�O�D�F�H�E�R����
22%) than in heterozygotes (LEQEMBI: 19%; placebo: 9%) and noncarriers (LEQEMBI: 13%; placebo: 
4%). Symptomatic ARIA-�(���R�F�F�X�U�U�H�G���L�Q���������R�I���$�S�R�(���0�����K�R�P�R�]�\�J�R�W�H�V���Y�V���������R�I���K�H�W�H�U�R�]�\�J�R�W�H�V���D�Q�G���������R�I��
noncarriers. �6�H�U�L�R�X�V���$�5�,�$���H�Y�H�Q�W�V���R�F�F�X�U�U�H�G���L�Q���������R�I���$�S�R�(���0�����K�R�P�R�]�\�J�R�W�H�V���D�Q�G���L�Q���a�������R�I���K�H�W�H�U�R�]�\�J�R�W�H�V��
and noncarriers. The recommendatio�Q�V���R�Q���P�D�Q�D�J�H�P�H�Q�W���R�I���$�5�,�$���G�R���Q�R�W���G�L�I�I�H�U���E�H�W�Z�H�H�Q���$�S�R�(���0�����F�D�U�U�L�H�U�V��
and noncarriers. 
 
5DGLRJUDSKLF�)LQGLQJV�RI�&$$ 
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severity of ARIA-H microhemorrhage with LEQEMBI was mild in 9%, moderate in 2%, and severe in 
3% of patients; superficial siderosis was mild in 4%, moderate in 1%, and severe in 0.4% of patients. 
With LEQEMBI, the rate of severe radiographic ARIA-E was hig�K�H�V�W���L�Q���$�S�R�(���0�����K�R�P�R�]�\�J�R�W�H�V�������������Y�V��
heterozygotes (0.4%) or noncarriers (0%). With LEQEMBI, the rate of severe radiographic ARIA-H was 
�K�L�J�K�H�V�W���L�Q���$�S�R�(���0�����K�R�P�R�]�\�J�R�W�H�V�������������������Y�V���K�H�W�H�U�R�]�\�J�R�W�H�V�����������������R�U���Q�R�Q�F�D�U�U�L�H�U�V���������������� 

 
Monitoring and Dose Management Guidelines  
Baseline brain MRI and periodic monitoring with MRI are recommended. Enhanced clinical vigilance for 
ARIA is recommended during the first 14 weeks of treatment. Depending on ARIA-E and ARIA-H clinical 
symptoms and radiographic severity, use clinical judgment when considering whether to continue 
dosing or to temporarily or permanently discontinue LEQEMBI. If a patient experiences ARIA symptoms, 
clinical evaluation should be performed, including MRI if indicated. If ARIA is observed on MRI, careful 
clinical evaluation should be performed prior to continuing treatment.  

 
HYPERSENSITIVITY REACTIONS 

https://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf?hash=47d02e9b-87d7-4254-9ad5-67d6537614b4
mailto:Emea-comms@eisai.net
mailto:public.affairs@biogen.com
mailto:IR@biogen.com
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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-�E�H�W�D�����$������ 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 Great Britain,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, 
�í���������������������F�R�Q�I�L�G�H�Q�F�H���L�Q�W�H�U�Y�D�O���>�&�,�@�����í�����������W�R���í�������������3��������01). In addition, the secondary endpoint 
from the AD Cooperative Study-Activities of Daily Living Scale for Mild Cognitive Impairment 
(ADCS-MCI-ADL), which measures information provided by people caring for patients with AD, 
noted a statistically significant benefit of 37% compared to placebo. The adjusted mean change 
from baseline at 18 months in the ADCS-MCI-�$�'�/�� �V�F�R�U�H���Z�D�V���í�������� �L�Q���W�K�H�� �O�H�F�D�Q�H�P�D�E���J�U�R�X�S���D�Q�G��
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December 2007. The development and commercialization agreement on the antibody lecanemab 
back-up was signed in May 2015. 

 
 
4. About Eisai Co., Ltd.  



7 

https://www.eisai.co.jp/ir/library/presentations/pdf/4523_240731_1.pdf
https://bit.ly/3OKks6Y
https://www.nejm.org/doi/full/10.1056/NEJMoa2212948
https://c212.net/c/link/?t=0&l=en&o=4285439-1&h=2269441551&u=https%3A%2F%2Fwww.eisai.com%2Fnews%2F2022%2Fnews202285.html&a=https%3A%2F%2Fwww.eisai.com%2Fnews%2F2022%2Fnews202285.html
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