
Traditional Approval for LEQEMBI
in the U.S.



Phase III Study for LEQEMBI*1 (Clarity AD)
Efficacy demonstrated with statistically significant differences in 

all primary, key secondary, and QOL-related endpoints

Endpoint Measurement Subjects Lecanemab treatment effects 
(vs placebo) P-value

Primary endpoint

CDR-SB Cognitive function and 
activities of daily living Patient and care partner 27% slowing of decline P=0.00005

Key secondary endpoints

Amyloid PET Biomarker N/A Amyloid negative 68％ P<0.00001

ADAS-Cog14 Cognitive function Patient 26% slowing of decline P=0.00065

ADCOMS Cognitive function and 
activities of daily living Patient and care partner 24% slowing of decline P=0.00002

ADCS MCI-ADL Activities of daily living Care partner 37% slowing of decline P<0.00001

Quality of Life endpoints

EQ-5D-5L QOL Patient 49% improvement in QoL P=0.00383

QoL-AD QOL Patient 56% improvement in QoL P=0.00231

Zarit Burden Interview Caregiver burden Care partner 38% improvement in burden P=0.00002

ARIA*2 incidence ARIA Care partner



LEQEMBI Received Full Approval in the U.S.
Key Points of the Label 

• INDICATIONS AND USAGE
• LEQEMBI is indicated for the treatment of Alzheimer’s disease. Treatment with LEQEMBI should be initiated in patients with mild 

cognitive impairment or mild dementia stage of disease, the population in which treatment was initiated in clinical trials. 
• DOSAGE AND ADMINISTRATION

• Confirm the presence of amyloid beta pathology prior to initiating treatment.
• The recommended dosage is 10 mg/kg that must be diluted then administered as an intravenous infusion, once every two weeks. 
• Obtain a recent  baseline brain MRI prior to initiating treatment and obtain an MRI prior to the 5th, 7th, and 14th infusions. 

If radiographically observed ARIA occurs, treatment recommendations are based on type, severity, and presence of symptoms.
• CONTRAINDICATIONS

• LEQEMBI is contraindicated in patients with serious hypersensitivity to lecanemab-irmb or to any of the excipients of LEQEMBI.
• WARNINGS AND PRECAUTIONS

• Amyloid Related Imaging Abnormalities (ARIA): Enhanced clinical vigilance for ARIA is recommended during the first 14 weeks of 
treatment with LEQEMBI. Risk of ARIA, including symptomatic ARIA, was increased in apolipoprotein E ε4 homozygotes compared 
to heterozygotes and noncarriers. If a patient experiences symptoms suggestive of ARIA, clinical evaluation should be performed,
including MRI scanning if indicated. 

• Infusion-Related Reactions: The infusion rate may be reduced, or the infusion may be discontinued, and appropriate therapy 
administered as clinically indicated. Consider pre-medication at subsequent dosing with antihistamines, non-steroidal anti-
inflammatory drugs, or corticosteroids. 

• ADVERSE REACTIONS
• Most common adverse reactions (at approximately 10% and higher incidence compared to placebo): infusion-related reactions, 

amyloid  related imaging abnormality-microhemorrhages, amyloid related imaging abnormality-edema/effusion, and headache.
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Reimbursement for LEQEMBI Initiated by Medicare 

• With FDA full approval, reimbursement 
by Medicare was initiated on the same day and 
many early AD patients can now access LEQEMBI

• Released portal for registry has a simple and 
easy-to-use format, and the items to be entered are 
within those normally entered in medical records. 
Burden on data entry for HCPs is small and it will 
not be an obstacle to secure reimbursement.
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Under the corporate concept of hhc, we have been working to relieve 
the anxieties of AD patients and their families as our priority

All employees have been spending 1% (approx. 2.5 days/year) of their working hours 
on spending time with patients. Through this, we have gained understanding on the 

true feelings of the patients and their families and built relationships based on empathy

We are proud to deliver LEQEMBI in the U.S. and take a step toward 
the new phase of AD treatment, which AD patients and their families have been 

anxiously waiting for

We are committed to closely collaborating with patients, their families, care partners, 
physicians, nurses, payors, and the governments

Conclusion
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Safe Harbor Statement

 Materials and information provided during this presentation may contain so-called “forward-looking statements.” These statements are
based on current expectations, forecasts and assumptions that are subject to risks and uncertainties that could cause actual outcomes and
results to differ materially from these statements.

 Risks and uncertainties include general industry and market conditions, and general domestic and international economic conditions such
as interest rate and currency exchange fluctuations. Risks and uncertainties particularly apply with respect to product-related forward-
looking statements. Product risks and


