LEQEMBI IQLIK® (lecanemab-irmb): Expanding Treatment Delivery Options for U.S.
Patients and Families Living with Early Alzheimer’s Disease

Eisai’s Approach to U.S. Pricing and Access for LEQEMBI IQLIK

At Eisai, our human health care (hhc) mission is to give our first thought to patients and their
families, and to increase the benefits that health care provides. This guiding philosophy
informs every decision we make including how we advance patient-centered innovations,
provide patient support programs, and approach pricing and access for our medicines. For
pricing and access, we consider clinical benefit, patient and care partner experience,
treatment delivery needs, and the broader realities of the healthcare system, informed by
clinical, operational, and economic evidence.

LEQEMBI IQLIK is the first and only anti-amyloid treatment option approved for at-home
subcutaneous administration for patients with Mild Cognitive Impairment (MCI) due to
Alzheimer’s disease (AD) or mild AD dementia (collectively referred to as early AD).

LEQEMBI IQLIK will provide the following for early AD patients and their care partners:

e A weekly at-home treatment delivery option for initiation therapy, as a convenient
alternative to intravenous (IV) initiation therapy, or for those who have completed 18
months of IV therapy and are transitioning to maintenance.

e At-home administration so that patients and care partners can have more control over
how they manage their care, including the option to travel* with the autoinjector device
while staying on-schedule with treatment.

e At-home administration may allow new, eligible patients to begin initiation therapy
sooner.

*For detailed information on storage and handling of LEQEMBI IQLIK, see the full Prescribing Information, including
Instructions for Use.

LEQEMBI IQLIK will provide the following for healthcare professionals:

e Having an at-home treatment option for both initiation and maintenance therapy may
make more infusion chairs available for those who require or prefer IV therapy.

e Supports long-term disease management and may reduce treatment-related time and
care delivery demands associated with ongoing IV administration.

Click here for a link to the press release announcing the FDA approval of LEQEMBI
IQLIK as a subcutaneous initiation dose

Alzheimer’s Disease Prevalence in the U.S. and the Importance of Reducing Treatment
Burden'

An estimated 7.4MM Americans aged 65 and older are currently living with AD, the most
common cause of dementia. The annual number of new cases of AD and other dementias is
expected to double by 2050, with the total number of patients with AD exceeding 13MM. The


https://media-us.eisai.com/2026-07-13-FDA-Approves-LEQEMBI-IQLIK-R-lecanemab-irmb-Subcutaneous-Injection-as-an-Initiation-Dose-for-Early-Alzheimers-Disease

sixth leading cause of death in the US, AD is also one of the costliest conditions to society.
AD places a substantial burden on the healthcare system, increasing demand for medical
services, long-term care, and specialized support; the economic impact extends beyond
families to the broader economy, with high costs tied to care, lost productivity, and public
health expenditures.

In the US, financial strain among care partners is common, with costs related to medical
appointments, testing, long-term care, and lost income when care partners must reduce
work hours or leave jobs.

In 2024, for example, unpaid caregivers of people with AD or other dementias provided care
valued at more than $5B in each of 28 states. In each of the four most populous states
(California, Texas, Florida, and New York), caregivers provided care valued at more than $30B.
This broader caregiving burden highlights the importance of care models that, where
appropriate, reduce treatment-related travel, scheduling demands, and time burden for
patients and care partners.

The Role of LEQEMBI IV and LEQEMBI IQLIK in U.S. Alzheimer’s Care

According to a report from the Alzheimer’s Association, “Changing the Trajectory of
Alzheimer’s Disease: How a Treatment by 2025 Saves Lives and Dollars”, the total costs of
care in the U.S. from all payers (i.e., Medicare, Medicaid, out-of-pocket and other payers),
would increase from $340B in 2025 to $1.1T in 2050 if no treatment existed to delay the
disease.? These projections underscore the importance of LEQEMBI, a treatment thatis both
clinically meaningful and practical to deliver over time.?

LEQEMBI IQLIK was designed to deliver therapy in a way that better fits the lives of patients
and care partners while also supporting care delivery efficiency. The potential of
subcutaneous maintenance was evaluated in a peer-reviewed cost analysis, “Societal Costs
and Efficiency of Subcutaneous versus Intravenous Lecanemab in Early Alzheimer’s Disease:
A U.S. Cost Comparison Model,” published in Neurology and Therapy.

According to this analysis, patients could save between $72,891 and $80,925 over four years,
while projected health system savings could range from $3.16B to $3.71B, assuming current
treatment rates with LEQEMBI and uptake of LEQEMBI IQLIK. These savings are driven by
reduced treatment costs attributed to a more efficient fixed dose autoinjector delivery, lower
administrative costs, and reduced time spent by healthcare providers, patients, and care
partners. In addition, the option of at-home administration contributes $24,102 to $32,136
in quality-of-life related savings. * These findings should be interpreted in the context of the
model assumptions, but they provide an important perspective on how treatment delivery
innovation may contribute to both patient experience and healthcare system efficiency.
Click here to access the full paper.


https://pmc.ncbi.nlm.nih.gov/articles/PMC12450161/

U.S. Pricing

The Wholesale Acquisition Cost (WAC) for LEQEMBI IQLIK will be set at $385 per autoinjector.
Subcutaneous initiation dosing requires two autoinjectors (500 mg provided in a carton of
two, 250 MG pre-filled autoinjectors). It is important to note that WAC is the list price and
does not reflect what patients typically pay. Patients’ out-of-pocket cost for LEQEMBI IQLIK
will vary based on individual insurance. Patients covered under Medicare Part D plans are
subject to an annual out-of-pocket cap on their total combined spending on covered drugs.
The current annual cap is $2,100, which may substantially limit annual out-of-pocket
spending on covered medicines for Medicare beneficiaries, although actual patient cost will
depend on individual plan design, coverage status, and total prescription drug spending.
Through an “opt-in” option for the Medicare Prescription Payment Plan (M3P), Medicare Part
D and Medicare Advantage enrollees can spread their out-of-pocket prescription drug costs
monthly, making payments for many more manageable and predictable.

In establishing the price for LEQEMBI IQLIK, Eisai considered slowing disease progression in
early Alzheimer’s disease, the potential to reduce treatment delivery burden for patients and
care partners, the operational implications for providers and sites of care, and the
importance of supporting appropriate patient access within a sustainable healthcare
system.

Patient Support Programs

Eisai is committed to ensuring that appropriate patients have access to LEQEMBI. Eisai
offers several support programs to help patients and care partners. To learn more visit
LEQEMBI.com/PatientSupport, call 1-833-4-LEQEMBI (1-833-453-7362), Monday-Friday, 9
a.m. to 6 p.m. Eastern Time.

In addition, to support access to LEQEMBI for certain patients who need help paying for their
medicines, Eisai’s Patient Assistance Program (PAP) will provide LEQEMBI and LEQEMBI
IQLIK at no cost, for eligible uninsured patients, who meet financial need and other program
criteria.

INDICATION

LEQEMBI® 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)

e 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, can occur. ARIA can be
fatal. Serious intracerebral hemorrhages (ICH) >1 cm, some of which have been fatal,
have been observed with this class of medications. Because ARIA-E can cause focal
neurologic deficits that can mimic an ischemic stroke, consider whether such symptoms
could be due to ARIA-E before giving thrombolytic therapy to a patient being treated with
LEQEMBI.

o Apolipoprotein E €4 (ApoE £4) Homozygotes: Patients who are ApoE €4
homozygotes (~15% of patients with AD) treated with this class of medications
have a higher incidence of ARIA, including symptomatic, serious, and severe
radiographic ARIA, compared to heterozygotes and noncarriers. Testing for ApoE
€4 status should be performed prior to initiation of treatment to inform the risk of
developing ARIA. Prior to testing, prescribers should discuss with patients the
risk of ARIA across genotypes and the implications of genetic testing results.
Prescribers should inform patients that if genotype testing is not performed, they
can still be treated with LEQEMBI; however, it cannot be determined if they are
ApoE €4 homozygotes and at higher risk for ARIA.

e Consider the benefit of LEQEMBI for the treatment of AD and the potential risk of serious
ARIA events when deciding to initiate treatment with LEQEMBI.

CONTRAINDICATION

Contraindicated in patients with serious hypersensitivity to lecanemab-irmb or to any of the
excipients. Reactions have included angioedema and anaphylaxis.

WARNINGS AND PRECAUTIONS
AMYLOID-RELATED IMAGING ABNORMALITIES

Medications in this class, including LEQEMBI, can cause ARIA-E, which can be observed on
MRI as brain edema or sulcal effusions, and ARIA-H, which includes microhemorrhage and
superficial siderosis. ARIA can occur spontaneously in patients with AD, particularly in
patients with MRI findings suggestive of cerebral amyloid angiopathy (CAA), such as
pretreatment microhemorrhage or superficial siderosis. ARIA-H generally occurs with ARIA-
E. Reported ARIA symptoms may include headache, confusion, visual changes, dizziness,
nausea, and gait difficulty. Focal neurologic deficits may also occur. Symptoms usually
resolve over time.

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

ApOE €4 Carrier Status

Of the patients taking LEQEMBI, 16% were ApoE €4 homozygotes, 53% were heterozygotes,
and 31% were noncarriers. With LEQEMBI, ARIA was higher in ApoE €4 homozygotes
(LEQEMBI: 45%; placebo: 22%) than in heterozygotes (LEQEMBI: 19%; placebo: 9%) and
noncarriers (LEQEMBI: 13%; placebo: 4%). Symptomatic ARIA-E occurred in 9% of ApoE €4
homozygotes vs 2% of heterozygotes and 1% of noncarriers. Serious ARIA events occurred
in 3% of ApoE €4 homozygotes and in ~1% of heterozygotes and noncarriers. The
recommendations on management of ARIA do not differ between ApoE €4 carriers and
noncarriers.

Radiographic Findings of CAA

Neuroimaging findings that may indicate CAA include evidence of prior ICH, cerebral
microhemorrhage, and cortical superficial siderosis. CAA has an increased risk for ICH. The
presence of an ApoE €4 allele is also associated with CAA.

The baseline presence of at least 2 microhemorrhages or the presence of at least 1 area of
superficial siderosis on MRI, which may be suggestive of CAA, have been identified as risk
factors for ARIA. Patients were excluded from Clarity AD for the presence of >4
microhemorrhages and additional findings suggestive of CAA (prior cerebral hemorrhage >1
cmin greatest diameter, superficial siderosis, vasogenic edema) or other lesions (aneurysm,
vascular malformation) that could potentially increase the risk of ICH.

Concomitant Antithrombotic or Thrombolytic Medication

In Clarity AD, baseline use of antithrombotic medication (aspirin, other antiplatelets, or
anticoagulants) was allowed if the patient was on a stable dose. Most exposures were to
aspirin. Antithrombotic medications did not increase the risk of ARIA with LEQEMBI. The
incidence of ICH: 0.9% in patients taking LEQEMBI with a concomitant antithrombotic
medication vs 0.6% with no antithrombotic and 2.5% in patients taking LEQEMBI with an
anticoagulant alone or with antiplatelet medication such as aspirin vs none in patients
receiving placebo.

Fatal cerebral hemorrhage has occurred in 1 patient taking an anti-amyloid monoclonal
antibody in the setting of focal neurologic symptoms of ARIA and the use of a thrombolytic
agent.



Additional caution should be exercised when considering the administration of
antithrombotics or a thrombolytic agent (e.g., tissue plasminogen activator) to a patient
already being treated with LEQEMBI. Because ARIA-E can cause focal neurologic deficits
that can mimic an ischemic stroke, treating clinicians should consider whether such
symptoms could be due to ARIA-E before giving thrombolytic therapy in a patient being
treated with LEQEMBI.

Caution should be exercised when considering the use of LEQEMBI in patients with factors
that indicate an increased risk for ICH and, in particular, patients who need to be on
anticoagulant therapy or patients with findings on MRI that are suggestive of CAA.

Radiographic Severity With LEQEMBI

Most ARIA-E radiographic events occurred within the first 7 doses, although ARIA can occur
at any time, and patients can have >1 episode. Maximum radiographic severity of ARIA-E with
LEQEMBI was mild in 4%, moderate in 7%, and severe in 1% of patients. Resolution on MRI
occurred in 52% of ARIA-E patients by 12 weeks, 81% by 17 weeks, and 100% overall after
detection. Maximum radiographic 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 highest in ApoE €4 homozygotes (5%) vs heterozygotes (0.4%) or
noncarriers (0%). With LEQEMBI, the rate of severe radiographic ARIA-H was highestin ApoE
€4 homozygotes (13.5%) vs heterozygotes (2.1%) or noncarriers (1.1%).

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

Hypersensitivity reactions, including angioedema, bronchospasm, and anaphylaxis, have
occurred with LEQEMBI. Promptly discontinue the infusion upon the first observation of any
signs or symptoms consistent with a hypersensitivity reaction and initiate appropriate
therapy.

INFUSION-RELATED REACTIONS (IRRs)

IRRs were observed—LEQEMBI: 26%; placebo: 7%—and most cases with LEQEMBI (75%)
occurred with the first infusion. IRRs were mostly mild (69%) or moderate (28%). Symptoms



included fever and flu-like symptoms (chills, generalized aches, feeling shaky, and joint pain),
nausea, vomiting, hypotension, hypertension, and oxygen desaturation.

IRRs can occur during or after the completion of infusion. In the event of an IRR during the
infusion, the infusion rate may be reduced or discontinued, and appropriate therapy initiated
as clinically indicated. Consider prophylactic treatment prior to future infusions with
antihistamines, acetaminophen, nonsteroidal anti-inflammatory drugs, or corticosteroids.

ADVERSE REACTIONS

e The most common adverse reactions reported in 25% with LEQEMBI infusion every 2
weeks and 22% higher than placebo were IRRs (LEQEMBI: 26%; placebo: 7%), ARIA-
H (LEQEMBI: 14%; placebo: 8%), ARIA-E (LEQEMBI: 13%; placebo: 2%), headache
(LEQEMBI: 11%; placebo: 8%), superficial siderosis of central nervous system
(LEQEMBI: 6%; placebo: 3%), rash (LEQEMBI: 6%; placebo: 4%), and
nausea/vomiting (LEQEMBI: 6%; placebo: 4%)

e The safety profile of subcutaneous LEQEMBI was similar to intravenous infusion.
Subcutaneous dosing was associated with mostly localized (erythema, induration,
swelling, heat, pain, pruritus, rash, ecchymosis, nodule, and hematoma) and less
frequent systemic (headache, chills, fever, and fatigue) injection-related reactions,
majority at first dose when initiating therapy. Localized reactions that were recurrent
and/or delayed were observed. Severe localized reactions and cases leading to dose
discontinuation or interruption occurred.

LEQEMBI (lecanemab-irmb) is available:

e Intravenous infusion: 100 mg/mL
e Subcutaneous injection: 200 mg/mL

Please see full Prescribing Information for LEQEMBI, including Boxed WARNING.

For additional inquiries please contact:
Libby Holman

+1-201-753-1945
Libby_Holman@Eisai.com
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