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given the time required to advance new screening and diagnostic technologies such as blood-based biomarkers 

to confirm amyloid beta pathology. 

 

Published findings in a peer-reviewed journal4 from the confirmatory Phase 3 Clarity AD study in patients with 

Early AD demonstrate that LEQEMBI treatment resulted in less decline on measures of cognition and function 

than placebo at 18 months (27% slowing over 18 months measured by CDR-SB*) and was associated with 

adverse events that were within expectation. Clarity AD results were consistent with that from the Phase 2 trial 

(Study 201)5 �W�K�D�W���Z�D�V���W�K�H���E�D�V�L�V���I�R�U���W�K�H���)�'�$�¶�V���D�F�Felerated approval and will be submitted to the FDA very shortly 

for review for traditional approval. 
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impactful outcomes for these patients and their families. A simulation study using an established, validated 

�G�L�V�H�D�V�H�� �P�R�G�H�O�� �F�D�O�O�H�G�� �$�O�]�K�H�L�P�H�U�¶�V�� �G�L�V�H�D�V�H�� �$�U�F�K�L�P�H�G�H�V��condition event (AD ACE),���������� which is an individual 

patient-level model with a focus on predicting the trajectory of cognitive decline and simulating the effects of early 

interventions in AD, helped assess the potential lifetime value and economic impact of LEQEMBI in patients with 

Early AD based on clinical trial populations and findings. The results �������� of this simulation study based on Study 

201 of LEQEMBI were published in a peer-reviewed journal, and the model has been recently updated with data 

from the Clarity AD trial showing consistent outputs. 

 

Per Patient Societal Value of LEQEMBI at $37,600 per Year  in the U.S.  by AD ACE Model  

In the updated AD ACE simulation study using Clarity AD data, LEQEMBI treatment was projected to delay 

�G�L�V�H�D�V�H�� �S�U�R�J�U�H�V�V�L�R�Q���� �U�H�V�X�O�W�L�Q�J�� �L�Q�� �D�Q�� �L�Q�F�U�H�D�V�H�� �L�Q�� �S�D�W�L�H�Q�W�¶�V���H�[�S�H�F�W�H�G���W�L�P�H���L�Q���(�D�U�O�\�� �$�'�� �Z�K�L�O�H���U�H�G�X�F�L�Q�J���W�K�H���W�L�P�H���L�Q��

more advanced severe states. Slowing of clinical decline in patients treated with LEQEMBI is estimated to delay 

disease progression by nearly 3 years on average (delay progression mainly from MCI to mild AD and from mild 

to moderate AD) compared to standard-of-
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direct medical/non-medical costs for AD management, as well as indirect costs of caregivers including family 

members totaling $7,415 over the lifetime for each Early AD patient, was predicted with LEQEMBI treatment 

compared to SOC. Direct costs contain cost of medications, medical visits, hospitalizations, living 

accommodations and community services for the patients. Indirect costs of caregivers, including family members, 

consider the monetary value for hours spent on caregiving activities. With regard to: d) time on treatment, 

LEQEMBI was modeled to be stopped upon transition to moderate AD dementia or worse. The average treatment 

duration in this Early AD population was estimated to be approximately 3.6 years with consideration of discounting 

to present value. 

 

Taking all four components together in present value term, for a) 0.64 QALYs gained b) at WTP threshold of 

$200,000 per QALY gained plus c) cost offsets of $7,415 over d) 3.6 years on treatment, the yearly per-patient 

value of LEQEMBI from a societal perspective was quantified at approximately $37,600. 

 

 

 

This yearly estimate of $37,600 equals to approximately $135,000 (0.64 × $200,000 + $7,415) in lifetime value 

per patient to the U.S. society. Over 10 years cumulatively, the gradual adoption of LEQEMBI treatment among 

Early AD patients could potentially generate positive social impact of several tens of billion dollars to the U.S. 

society, in the form of �³clinical value�  ́that help patients delay their disease progression, projected �³social value�  ́

�W�K�D�W���K�H�O�S���L�P�S�U�R�Y�H���S�D�W�L�H�Q�W�V�¶���D�Q�G���F�D�U�H�J�L�Y�H�U�V�¶���T�X�D�O�L�W�\�� �R�I�� �O�L�I�H��and productivity, and simulated �³economic value�  ́ that 

help reduce demand for health services. 

 

LEQEMBI U.S. Launch Pricing at $26,500 per Year  

While we estimate the per-patient-per-year value of LEQEMBI treatment to the U.S. society to be $37,600, Eisai 

decided to price LEQEMBI below quantified societal value at the wholesale acquisition cost (WAC) of $26,500 

per year (�H�V�W�L�P�D�W�H�G���D�Q�Q�X�D�O���S�U�L�F�H���E�D�V�H�G���R�Q��10mg/kg IV biweekly for average U.S. patient weight of 75kg based 

on Study 201 and Clarity AD) aiming to promote broader patient access, reduce overall financial burden, and 

support health system sustainability. As such, the WAC for the 200mg vial is $254.81 and the WAC for the 500mg 
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Early AD patient population, we estimate the weighted average out-of-pocket costs for LEQEMBI to be about $2 

per day����. 

 

Commitment to Patient Access  

Eisai is committed to ensuring that certain financially disadvantaged patients have access to LEQEMBI. Firstly, 
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