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Lecanemab Clinical Development History

Ph I Study (101), US : Initiated in August 2010 

Single dose, mild and moderate AD, 48 patients 

(Double-blind study)

- Placebo, Lecanemab 0.1mg, 0.3mg, 1mg, 3mg,

10mg, and 15mg/kg

Multiple administration, mild and moderate AD, 

32 patients (Double-blind study)

- Placebo, lecanemab 0.3mg, 1mg, and 3mg/kg 

monthly, total of 4 doses

Ph I Study (104), Japan : Initiated in September 2013

Early AD （MCI due to AD or mild AD), 24 patients 

(Double-blind study)

- Placebo, Lecanemab 2.5mg, 5mg, and 10 mg/kg, 

biweekly 6 weeks after the first dose, total of 5 doses

Global Ph II Study (201) : Initiated in December 2012*

Early AD, 854 patients (Double-blind study)

- Placebo, Lecanemab 2.5mg/kg biweekly, 5mg/kg monthly, 5mg/kg biweekly, 10mg/kg monthly, 

10mg/kg biweekly

Global Ph III Study (301: Clarity AD): Initiated in March 2019

Early AD, 1,795 patients (Double-blind study)

- Placebo, Lecanemab 10mg/kg biweekly
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* Later, Eisai concluded a co-development and co-promotion agreement with Biogen regarding the BACE inhibitor E2609, a next-generation treatment for Alzheimer's disease, and the 
anti-amyloid-β (Αβ) protofibril antibody BAN2401: lecanemab in 2014



Clarity AD Study Design

Clarity AD: Largest Global, Placebo-Controlled, Double-Blind, Parallel-Group Trial in AD

Patient Population

• Enrollment number 1,795 

patients

• Early AD (MCI due to AD or 

mild AD)

• Amyloid pathology confirmed
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Clarity AD Key Topline Study Endpoints

◆ Change in CDR-SB 

from baseline at 18 

months 

◆ Change from baseline 

at 18 months:

• Amyloid PET Centiloids

• ADAS-Cog14

• ADCOMS

• ADCS MCI-ADL



Eisai will present the Clarity AD study results at CTAD2022* and 

publish the findings in a peer-reviewed medical journal

Reduced clinical decline on CDR-SB, compared with placebo at 18 months from baseline:

27% (p=0.00005)

Clarity AD Topline Results 
- Met Primary Endpoint, Showing Highly Statistically Significant 

Reduction of Clinical Decline -

*CTAD: Clinical Trials on Alzheimer’s Disease

ARIA-E：12.5% (symptomatic：2.8%)

ARIA-H：17.0%  (symptomatic：0.7%)

All key secondary endpoints also met, 

demonstrating highly statistically significant results (p<0.01)

Primary Endpoint

Key Secondary Endpoints

Safety
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Multiple Lecanemab Studies Underway

to Develop New Treatment Options

- Phase III study in collaboration with ACTC*1 is ongoing

- A3 trial: In early preclinical AD (normal cognitive function and borderline amyloid accumulation in the brain)

- A45 trial: In preclinical AD (positive amyloid accumulation in the brain with normal cognitive function)

AHEAD 3-45 (Preclinical AD)

Development of SC (subcutaneous) Formulation
- Study 301 (Clarity AD) – in OLE*2, substudy of subcutaneous administration (including auto-injection) is ongoing

Aiming for early and long-term contributions to patients

Development in China
-



Appreciation and Aspiration

We would greatly thank the patients and their families, caregivers and healthcare 

professionals for participating in Clarity AD. With your efforts and understandings, 

we have completed the study successfully. 



Safe Harbor Statement

◼ Forecast or target figures in this material are not official earnings guidance but represent midterm strategies, goals, and visions. Official

earnings guidance should be referred to in the disclosure of the annual financial report (Consolidated Financial Statement) in accordance

with the rules set by Tokyo Stock Exchange.

◼ 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


