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[Notes to editors]  
 
1. INDICATION, DOSAGE AND ADMINISTRATION, AND IMPORTANT SAFETY INFORMATION IN THE U.S .  
INDICATION 
LEQEMBI is indicated for the �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���L�Q�L�W�L�D�W�H�G���L�Q���S�D�W�L�H�Q�W�V��
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. 

IMPORTANT SAFETY INFORMATION  

WARNINGS AND PRECAUTIONS  

Amyloid Related Imaging Abnormalities  
LEQEMBI can cause amyloid related imaging abnormalities-edema (ARIA-E) and -hemosiderin deposition (ARIA-H). 
ARIA-E can be observed on MRI as brain edema or sulcal effusions, and ARIA-H as microhemorrhage and superficial 
siderosis. ARIA is usually asymptomatic, although serious and life-threatening events, including seizure and status 
epilepticus, rarely can occur. Reported symptoms associated with ARIA may include headache, confusion, visual 
changes, dizziness, nausea, and gait difficulty. Focal neurologic deficits may also occur. Symptoms associated with 
ARIA usually resolve over time. 
 
ARIA Monitoring and Dose Management Guidelines  
• 
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• Recommendations for dosing in patients with ARIA-E and ARIA-
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lacunar infarcts or stroke involving a major vascular territory, and severe small vessel or white matter disease. 
Caution should be exercised when considering the use of LEQEMBI in patients with these risk factors. 

 

Infusion -Related Reactions  
• Infusion-related reactions were observed in LEQEMBI: 20% (32/161); placebo: 3% (8/245), and the majority of 

cases in LEQEMBI-treated patients (88%, 28/32) occurred with the first infusion. All infusion-related reactions were 
mild (56%) or moderate (44%) in severity. Infusion-related reactions resulted in discontinuations in 2% (4/161) of 
patients treated with LEQEMBI. Symptoms of infusion-related reactions included fever and flu-like symptoms (chills, 
generalized aches, feeling shaky, and joint pain), nausea, vomiting, hypotension, hypertension, and oxygen 
desaturation. 

• After the first infusion, 38% of LEQEMBI-treated patients had transient decreased lymphocyte counts to <0.9 x109/L 
compared to 2% on placebo, and 22% of LEQEMBI-treated patients had transient increased neutrophil counts 
to >7.9 x109/L compared to 1% on placebo.  

• In the event of an infusion-related reaction, the infusion rate may be reduced, or the infusion may be discontinued, 

http://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf
http://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf
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3. About Phase I Ib (Study 201) study and Phase III Clarity AD study  
Phase IIb clinical study (Study 201) was conducted as a double-blind, parallel-group, dose-finding study of lecanemab 
or placebo for 18 months in 856 people living with early AD (34 of whom were Japanese). Lecanemab treatment 
resulted in a dose-dependent, longitudinal, and significant reduction in PET SUVR, which assesses amyloid-����
accumulation in the brain, compared to placebo. At 18 months, ADCOMS4, CDR-SB, and ADAS-cog145 showed a 
dose-dependent reducing clinical decline, with suppression rates of 29.7%, 26.5%, and 47.2% in the 10 mg/kg bi-
weekly treatment, respectively. The study did not achieve its primary outcome measure6 at 12 months of treatment. 
�7�K�H���P�R�V�W���F�R�P�P�R�Q���D�G�Y�H�U�V�H���H�Y�H�Q�W�V���R�F�F�X�U�U�L�Q�J���L�Q���W�K�H���������P�J���N�J���E�L�Z�H�H�N�O�\���J�U�R�X�S�����L�Q�F�L�G�H�Q�F�H���•���������D�Q�G���P�R�U�H���I�U�H�T�X�H�Q�W���W�K�D�Q��
in the placebo group) were infusion reactions (19.9%), headache (13.7%), ARIA-E (9.9%), cough (8.7%), diarrhea 
(8.1%), dizziness (7.5%), microhemorrhages (5.6%). 
 
Phase III Clarity AD study was conducted as a placebo-controlled, double-blind, parallel-group, randomized study of 
lecanemab 10 mg/kg or placebo administered bi-weekly for 18 months in 1,795 people living with early AD (152 of 
whom were Japanese). Mean change of CDR-SB from baseline at 18 months as the primary endpoint was 1.21 and 
1.66 for lecanemab and placebo groups, respectively. Lecanemab treatment resulted in highly statistically significant 
results, reducing clinical decline on the global cognitive and functional scale, compared with placebo at 18 months by 
-0.45 (95% Confidence Interval (CI): -0.67, -0.23; P=0.00005), representing a 27% slowing of decline. Starting as early 
as six months (difference: -0.17 [95% CI: -0.29, -0.05]; P<0.01), and increasing in absolute difference over time across 
all time points every 3 months, the treatment showed highly statistically significant changes in CDR-SB from baseline 
compared to placebo (all p-values are less than 0.01).  
All key secondary endpoints, amyloid Positron Emission Tomography (PET) using Centiloids, ADAS-Cog14,  ADCOMS 
and ADCS MCI-ADL, also showed highly statistically significant results compared with placebo (P<0.001).  
The most common adverse events (>10%) in the lecanemab group were infusion reactions (lecanemab: 26.4%; 
placebo: 7.4%), ARIA-H (combined cerebral microhemorrhages, cerebral macrohemorrhages, and superficial siderosis; 
lecanemab: 17.3%; placebo: 9.0%), ARIA-E (edema/effusion; lecanemab: 12.6%; placebo: 1.7%), headache 
(lecanemab: 11.1%; placebo: 8.1%), and fall (lecanemab: 10.4%; placebo: 9.6%). Infusion reactions were largely mild-
to-moderate (grade 1-2: 96%) and occurred on the first dose (75%).  
During the study period, deaths occurred in 0.7% and 0.8% of participants in the lecanemab and placebo groups, 
respectively and no deaths were related to lecanemab or occurred with amyloid-related imaging abnormalities (ARIA) 
in 18-month double-blind study period. Serious adverse events were experienced by 14.0% of participants in the 
lecanemab group and 11.3% of participants in the placebo group. Treatment-emergent adverse events occurred in 
88.9% and 81.9% of participants in the lecanemab and placebo groups, respectively. Treatment-emergent adverse 
events leading to drug withdrawal occurred in 6.9% and 2.9% of participants in the lecanemab and placebo groups, 
respectively.  
�2�Y�H�U�D�O�O�����O�H�F�D�Q�H�P�D�E�¶�V���$�5�,�$���L�Q�F�L�G�H�Q�F�H���S�U�R�I�L�O�H���Z�D�V���Z�L�W�K�L�Q���H�[�S�H�F�W�D�W�L�R�Q�V���E�D�V�H�G���R�Q���W�K�H���3�K�D�V�H�������W�U�L�D�O���U�H�V�X�O�W�V�����$�5�,�$-E events 
were largely mild-to-moderate radiographically (91% of those who had ARIA-E), asymptomatic (78% of those who had 
ARIA-E), occurred within the first 3 months of treatment (71% of those who had ARIA-E) and resolved within 4 months 
of detection (81% of those who had ARIA-E). Among the 2.8% of lecanemab-treated subjects with symptomatic ARIA-
E, the most commonly reported symptoms were headache, visual disturbance, and confusion. The incidence of 
symptomatic ARIA-H was 0.7% in the lecanemab group and 0.2% in the placebo group. No imbalance was observed 
in isolated ARIA-H (i.e., ARIA-H in participants who did not also experience ARIA-E) between lecanemab (8.9%) and 
placebo (7.8%).  
 
4. 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 lecanemab development and regulatory submissions globally with both companies co-
commercializing and co-promoting the product and Eisai having final decision-making authority.  

 
5. About the Collaboration between Eisai and BioArctic for AD 
Since 2005, Eisai and BioArctic have had a long-term collaboration regarding the development and commercialization 
of AD treatments. Eisai obtained the global rights to study, develop, manufacture and market lecanemab for the 
treatment of AD pursuant to an agreement with BioArctic in December 2007. The development and commercialization 
agreement on the antibody lecanemab back-up was signed in May 2015. 
 

https://alzres.biomedcentral.com/articles/10.1186/s13195-021-00813-8
https://www.eisai.com/news/2022/news202285.html
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