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ABSTRACT

Introduction:  With the advent of disease-
modifying therapies for early Alzheimer’s dis-
ease (AD), a comprehensive characterization 
of patients initiating lecanemab in the USA 
is needed to understand its use in real-world 
settings.
Methods:  This retrospective observational study 
used administrative claims from the Komodo 
Research Database (1/1/2023–6/30/2024).  

Eligible patients had ≥ 1 lecanemab admin-
istration (first claim defined the index date) 
and ≥ 12 months of clinical activity/insurance 
eligibility before the index date. Patient char-
acteristics, diagnostic process, and AD-related 
medications were evaluated within 12 months 
before the index date (baseline), whereas 
lecanemab treatment patterns and concomi-
tant medications were evaluated on or after the 
index date (follow-up). Outcomes were reported 
using descriptive statistics and persistence to 
lecanemab was evaluated using Kaplan–Meier 
analysis.
Results:  Of 3155 patients included in the 
study, mean age was 75.0 years, 55.8% were 
female, 44.2% were male, and most (93.3%) 
received their index lecanemab administration 
in an urban setting. Diagnoses of AD (83.8%) 
and mild cognitive impairment (60.8%) were 
common at baseline, and 67.6% of patients 
used AD symptomatic medications. Average 
time from earliest diagnosis to first lecanemab 
administration was 4.9 months among patients 
with a diagnosis in January 2023 (accelerated 
approval date) or onwards. Over a mean follow-
up of 138.8 days, the monthly mean number 
of administrations of lecanemab was 1.9, with 
an average of 16.5 days between consecutive 
administrations and 47.4 days to the first fol-
low-up head magnetic resonance imaging. Per-
sistence to lecanemab was 87.6% at 4 months 
after treatment initiation.
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Conclusion:  Lecanemab was utilized in appro-
priate patient populations according to the pre-
scribing information approved by the US Food 
and Drug Administration. Findings from our 
study provide first insights into the real-world 
use of lecanemab in the USA and shed light on 
the need for increased and timely lecanemab ini-
tiation for the long-term management of early 
AD.

Keywords:  Alzheimer’s disease; Disease-
modifying therapy; Lecanemab; Treatment 
patterns; Diagnostic patterns; Administrative 
claims; Retrospective study

Key Summary Points 

Why carry out this study?

With the advent of lecanemab as a novel 
disease-modifying therapy for early Alzhei-
mer’s disease (AD), a comprehensive charac-
terization of patients initiating lecanemab is 
needed to understand its use in real-world 
settings.

This retrospective observational study used 
open and closed administrative claims data 
to evaluate patient characteristics, diagnos-
tic process, and treatment patterns among 
patients with early AD initiating lecanemab 
in the USA.

What was learned from this study?

Lecanemab was used according to the 
approved prescribing information with 
relatively high patient adherence and persis-
tence.

Lecanemab initiation was limited among 
minority groups and in rural service areas, 
suggesting that outreach programs may help 
improve lecanemab access for underserved 
communities.

INTRODUCTION

Alzheimer’s disease (AD) is an irreversible, pro-
gressive neurodegenerative disorder that impairs 
thinking, memory, and independence [1]. It is 
the most prevalent form of dementia globally 
[2]. By 2025, 7.2 million individuals are pro-
jected to have clinical AD in the USA, where it 
is one of the leading causes of death in older 
adults [1, 3]. As the population continues to age, 
the prevalence of AD is expected to increase to 
nearly 14 million by 2060 [3].

AD is a continuum, consisting of preclinical 
AD, which can begin decades before initial man-
ifestation of clinical symptoms (e.g., mild cogni-
tive impairment, MCI) [4], and ultimately pro-
gressing to AD dementia [5]. Together, MCI due 
to AD and mild dementia are characterized as 
early AD [1, 5]. Between 12% and 18% of adults 
over 60 years of age in the USA are living with 
MCI [6], and approximately one-third of them 
will develop dementia within 5 years [7]. Early 
AD represents a critical stage for timely inter-
vention [5]. However, many patients are not 
diagnosed with AD until later stages when the 
burden of disease on patients, caregivers, and 
the healthcare system are considerable [5, 8].

Over the past few decades, treatment options 
for AD primarily focused on symptom man-
agement [5, 9]. Pharmacologic therapies used 
to treat cognitive symptoms in AD dementia 
include acetylcholinesterase inhibitors (e.g., 
donepezil, rivastigmine, galantamine) and 
N-methyl-d-aspartate receptor antagonists (e.g., 
memantine) to support cognitive function, 
behavior, and activities of daily living [9, 10]. 
However, these treatment options do not alter 
the underlying disease course and only provide 
temporary relief from symptoms [8, 11]. Recent 
advancements have transformed the AD treat-
ment landscape, with the approval of anti-amy-
loid monoclonal antibodies by the US Food & 
Drug Administration (FDA) [12]. These novel 
treatments target the underlying pathogenesis of 
AD and have shown the ability to slow clinical 
decline in affected patients [13, 14]. Timely and 
accurate diagnosis of AD is critical to optimally 
manage the condition and enhance patient 
outcomes.
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The development and progression of AD is 
marked by two key pathologic drivers, the accu-
mulation of amyloid beta plaques and neurofi-
brillary tangles [2, 15]. Lecanemab is the first 
humanized IgG1 monoclonal antibody that 
selectively targets and reduces neurotoxic amy-
loid beta protofibrils, which are thought to form 
and drive AD pathophysiology in the brain, 
while clearing amyloid beta plaques [16, 17]. 
Lecanemab was approved by the FDA on Janu-
ary 6, 2023 via the accelerated approval path-
way for the treatment of AD based on a double-
blind, placebo-controlled, dose-finding phase 2 
trial demonstrating significant dose- and time-
dependent reduction of amyloid beta plaques 
[18, 19]. In a randomized, double-blind, phase 3 
clinical trial, lecanemab slowed cognitive and 
functional impairment and led to greater 
reductions in amyloid burden as confirmed by 
amyloid positivity compared with placebo at 
18 months among patients with early AD [13]. 
On the basis of verification of clinical benefit 
observed in patients treated with lecanemab, 
the FDA granted full approval to lecanemab 
on July 6, 2023 [20]. Soon thereafter, the Cent-
ers for Medicare and Medicaid Services (CMS) 
expanded access to beta amyloid positron emis-
sion tomography for Medicare beneficiaries on 
October 13, 2023 [21].

Administering lecanemab according to FDA-
approved prescribing information is essential 
to optimize treatment safety and efficacy. The 
prescribing information indicates lecanemab 
for the treatment of MCI or mild dementia due 
to AD [22]. Baseline brain magnetic resonance 
imaging (MRI) should be obtained within the 
12 months prior to treatment initiation, after 
which lecanemab should be administered as an 
intravenous infusion once every 2 weeks and 
follow-up MRIs should be obtained prior to 
the 5th, 7th, and 14th infusion to monitor for 
amyloid-related imaging abnormalities (ARIAs) 
[22]. However, given the recent introduction 
of lecanemab as a novel treatment for AD, evi-
dence is needed to shed light on the profile 
of lecanemab users and their disease manage-
ment patterns in a post-approval real-world set-
ting. Considering these gaps, this study aimed 
to provide an overview of the demographics, 
clinical characteristics, diagnostic patterns, 

and treatment patterns of patients initiating 
lecanemab in the USA.

METHODS

Study Design and Data Source

This retrospective observational study used 
open and closed claims from the Komodo 
Research Database (January 1, 2023 to June 
30, 2024), a comprehensive US database with 
over 330 million distinct patients [23]. Open 
claims data are primarily derived from clear-
ing houses, pharmacies, and physician bill-
ing systems, whereas closed claims data are 
derived from payers across all medical or phar-
macy encounters and incorporate complete 
claims records, resulting in longer data lag 
than open claims [24]. Clinical activity iden-
tified in open claims data served as a proxy 
for insurance eligibility. Clinical activity was 
considered continuous if at least one medical 
or pharmacy claim was available for consecu-
tive calendar quarters (e.g., January to March, 
April to June). The index date was defined as 
the date of the first lecanemab administration 
(based on medical claims and dispensing of 
lecanemab on pharmacy claims) on or after 
January 6, 2023. A 12-month baseline period 
prior to the index date was used to describe 
patient demographics, clinical characteristics, 
diagnostic patterns, and AD symptomatic med-
ications. The observation period spanned from 
the index date until the earliest date of end of 
data availability (i.e., June 30, 2024), clinical 
activity (open claims data only), or insurance 
eligibility (closed claims data only), during 
which lecanemab treatment patterns and con-
comitant medication use were described. The 
study was considered exempt research under 
45 CFR § 46.104(d)(4) as it involved only the 
secondary use of data that were de-identified 
in compliance with the Health Insurance Port-
ability and Accountability Act (HIPAA), specifi-
cally, 45 CFR § 164.514. The data used for this 
analysis were provided with permission and 
under license from Komodo Health.
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Eligibility Criteria

The overall study sample included unique 
patients selected from open and closed claims 
who had (1) at least one medical or pharmacy 
claim for lecanemab, and (2) a minimum of 
12 months of continuous insurance eligibility or 
clinical activity before the index date. The closed 
claims cohort included the subset of patients with 
at least 12 months of continuous insurance eligi-
bility in closed claims data only. The overall study 
sample was assessed to maximize the population 
of patients initiating lecanemab, enhancing the 
generalizability of the study findings. The closed 
claims cohort was assessed to confirm trends 
observed in the overall study sample, providing 
additional validation and ensuring consistency in 
study findings.

Statistical Analysis

Patient demographics on the index date and clini-
cal characteristics, diagnostic patterns, and AD 
symptomatic medications during the 12-month 
baseline period were reported using descriptive 
statistics. Descriptive statistics included means 
with standard deviations (SDs) and medians 
for continuous characteristics, and frequencies 
with proportions for categorical characteristics. 
Lecanemab treatment patterns, monitoring with 
MRI, and concomitant medications during the 
observation period were evaluated among patients 
with at least two administrations of lecanemab 
and reported using descriptive statistics. Monthly 
persistence to lecanemab was assessed using the 
Kaplan–Meier method, with discontinuation 
defined as a gap of at least 90 days between two 
consecutive claims for lecanemab, or between 
the last claim for lecanemab and the end of the 
observation period. Treatment reinitiation after 
at least 90 days was not captured among patients 
who discontinued lecanemab. Patients who did 
not discontinue lecanemab were censored at the 
end of observation.

RESULTS

Patient Demographics and Clinical 
Characteristics

A total of 3155 patients initiating lecanemab 
were included in the overall study sample, of 
whom 515 (16.3%) were included in the closed 
claims cohort. Overall, most patients initiat-
ing lecanemab (mean age 75.0 [SD 6.8] years) 
were white (84.3%), female (55.8%; 44.2% 
male) Medicare beneficiaries (89.4%), resided 
in the South (53.7%), and received their first 
administration of lecanemab in an urban set-
ting (93.3%) (Table 1).

Common comorbidities observed among 
lecanemab users included dyslipidemia 
(54.4%), hypertension (45.7%), and sleep disor-
ders (25.2%) (Table 1). The prevalence of type 2 
diabetes, as defined by International Classifi-
cation of Diseases codes, was 15.2% (n = 481, 
data not shown). More than half (57.6%) of 
lecanemab users were using other medications 
before treatment initiation, mostly antidepres-
sants (45.5%) or benzodiazepines (17.0%). Use 
of prescription antiplatelets and anticoagulants 
during the baseline period was observed in 
4.1% and 3.7% of patients, respectively (Fig. 1). 
Demographics and clinical characteristics were 
generally similar in the closed claims cohort 
(Table 1 and Fig. 1).

Diagnostic Patterns

In the 30 days before and including the index 
date, diagnoses of AD (76.5%) were more com-
mon than diagnoses of MCI (6.0%; data not 
shown), whereas during the 12-month baseline 
period, diagnoses of both AD (83.8%; 19.4% 
early onset AD) and MCI (60.8%) were common 
(Fig. 1). Mean time from the earliest observed 
diagnosis of AD or MCI to the first lecanemab 
administration was 4.9 (SD 4.4) months among 
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Table 1   Characteristics of patients initiating treatment with lecanemab

Overall study sample Closed claims cohort
N = 3155 N = 515

Age, years, mean ± SD [median] 75.0 ± 6.8 [76] 73.6 ± 7.6 [75]

 < 50 years 26 (0.8) 4 (0.8)

 50–59 years 103 (3.3) 34 (6.6)

 60–64 years 142 (4.5) 40 (7.8)

 ≥ 65 years 2884 (91.4) 437 (84.9)

Sex, n (%)

 Female 1762 (55.8) 321 (62.3)

 Male 1393 (44.2) 194 (37.7)

Region, n (%)

 South 1693 (53.7) 231 (44.9)

 West 588 (18.6) 59 (11.5)

 Northeast 447 (14.2) 142 (27.6)

 Midwest 425 (13.5) 82 (16.0)

 Unknown 2 (0.1) 1 (0.2)

Race/ethnicity,a n (%)

 White 2661 (84.3) 419 (81.4)

 Hispanic or Latino 150 (4.8) 18 (3.5)

 Black or African American 67 (2.1) 14 (2.7)

 Asian or Pacific Islander 46 (1.5) 4 (0.8)

 Other 47 (1.5) 8 (1.6)

 Unknown 184 (5.8) 52 (10.1)

Insurance plan type, n (%)

 Medicare 2822 (89.4) 415 (80.6)

  Fee-for-service 1792 (56.8) 35 (6.8)

  Advantage 981 (31.1) 380 (73.8)

  Unknown 49 (1.6) 0 (0.0)

 Commercial 303 (9.6) 99 (19.2)

 Medicaid 12 (0.4) 1 (0.2)

 Unknown 18 (0.6) 0 (0.0)

Service area type,b n (%)

 Urban 2944 (93.3) 456 (88.5)
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patients with a diagnosis in January 2023 (accel-
erated approval date) or onwards and 2.1 (SD 
2.8) months among patients with a diagnosis in 
July 2023 (traditional approval date) or onwards 
(Table 2).

Use of AD Symptomatic Medications

During the baseline period, most patients 
(67.6%) used symptomatic AD medications 
(i.e., acetylcholinesterase inhibitors and/
or memantine) during the baseline period, 
with donepezil (54.2%) and memantine HCl 
(31.6%) as the most common agents observed. 
Use of rivastigmine, galantamine, and meman-
tine/donepezil was infrequent (< 7%) (Fig. 1). 
Similar AD symptomatic medication use was 
observed before lecanemab initiation among 
the closed claims cohort (Fig. 1).

Use of symptomatic AD agents following 
lecanemab initiation was observed in 52.4% 
of patients. Donepezil was the most frequently 

observed agent (36.9%), followed by meman-
tine HCl (24.1%). Fewer than half (43.8%) 
of patients used concomitant medications, 
including antidepressants (34.9%) and benzo-
diazepines (8.8%). The proportion of patients 
treated with prescription antiplatelets and anti-
coagulants was low (2.5% and 2.1%, respec-
tively) (Table 2).

MRI Examinations

It is possible that some diagnostic and monitor-
ing procedures were not captured, such as MRI 
examinations. For example, in the overall study 
sample, 61.6% of patients had at least one all-
cause brain MRI recorded during the baseline 
period in the database, and 50.8% of patients 
had at least one MRI examination recorded 
after the index date (data not shown). Among 
patients with at least one MRI examination 
after the index date, mean time from lecanemab 

Characteristics were assessed on the index date (i.e., first medical or pharmacy claim for lecanemab), unless otherwise speci-
fied
ICD-10-CM International Classification of Diseases, tenth revision, clinical modification; N number; SD standard deviation
a Race and ethnicity were captured as mutually exclusive categories in the Komodo Research Database
b Service area type was defined by the Komodo Research Database as an indicator of the location of service, based on zip code 
and state. Komodo Health follows Centers for Medicare & Medicaid Services’ definition and billing guidance to determine 
rural or urban designation
c Comorbidities are evaluated as the most frequent primary or secondary diagnosis based on 3-character ICD-10-CM diag-
nosis codes on medical claims observed on the index date or during the 12-month baseline period

Table 1   continued

Overall study sample Closed claims cohort
N = 3155 N = 515

 Rural 163 (5.2) 32 (6.2)

 Unknown 48 (1.5) 27 (5.2)

Most common comorbidities,c n (%)

 Dyslipidemia 1715 (54.4) 356 (69.1)

 Primary hypertension 1442 (45.7) 264 (51.3)

 Sleep disorders 794 (25.2) 162 (31.5)

 Joint disorders 766 (24.3) 154 (29.9)
 Dorsalgia 704 (22.3) 138 (26.8)
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initiation to the first MRI monitoring date was 
47.4 (SD 23.1) days.

Lecanemab Treatment Patterns

In the overall study sample, the mean obser-
vation period following lecanemab initiation 
was 138.8 (SD 88.8) days. The mean number of 
administrations of lecanemab per patient per 
month (PPPM) was 1.9 (SD 0.7), with 16.5 (SD 
9.2) days between consecutive administrations 

on average. Times between the 4th and 5th 
administration, 6th and 7th administration, 
and 13th and 14th administration were similar, 
with a median of 14 days (Table 2). Persistence 
to lecanemab was 87.6% at the fourth month 
following initiation among patients with at 
least two lecanemab administrations (Fig. 2). 
The proportion of patients initiating lecanemab 
increased over time, with a notable rise observed 
starting from July 2023 (traditional approval 
date) (Supplementary Fig.  S1). Lecanemab 

Fig. 1   Diagnoses, procedures, and medications used during the baseline period. AD Alzheimer’s disease, MCI mild cogni-
tive impairment. aOnly prescription antiplatelets were evaluated
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Table 2   Treatment patterns following lecanemab initiation among patients with ≥ 2 lecanemab administrations

AD Alzheimer’s disease, MCI mild cognitive impairment, MRI magnetic resonance imaging, N number, PPPM per patient 
per month, SD standard deviation
a Evaluated among patients with sufficient follow-up duration (i.e., those who had ≥ 1 lecanemab administration, ≥ 5 adminis-
trations, ≥ 7 administrations, and ≥ 14 administrations, respectively)
b Only prescription antiplatelets were evaluated

Treatment patterns Overall study sample Closed claims cohort
N = 2754 N = 463

Time from earliest observed AD or MCI diagnosis to index date, months, mean ± SD [median]

 Diagnosis in January 2023 or onwards 4.9 ± 4.4 [4] 6.5 ± 4.4 [6]

 Diagnosis in July 2023 or onwards 2.1 ± 2.8 [0] 1.8 ± 2.6 [0]

Observation period, days, mean ± SD [median] 138.8 ± 88.8 [122] 130.3 ± 78.8 [118]

Number of lecanemab administrations, mean ± SD [median]

 Per patient 7.7 ± 5.2 [6] 7.3 ± 4.9 [6]

 PPPM 1.9 ± 0.7 [2] 1.9 ± 0.7 [2]

Time between lecanemab administrations,a days, mean ± SD [median]

 Consecutive administrations 16.5 ± 9.2 [14] 16.5 ± 9.7 [14]

 Between 4th and 5th administration 16.9 ± 11.6 [14] 15.9 ± 6.6 [14]

 Between 6th and 7th administration 16.4 ± 9.4 [14] 17.0 ± 10.6 [14]

 Between 13th and 14th administration 16.1 ± 7.9 [14] 14.4 ± 2.6 [14]

Time to first brain MRI after lecanemab initiation, days, mean ± SD 
[median]

47.4 ± 23.1 [48] 44.7 ± 18.8 [47]

Any use of symptomatic AD agents, n (%) 1443 (52.4) 298 (64.4)

 Donepezil 1017 (36.9) 222 (47.9)

 Memantine HCl 664 (24.1) 128 (27.6)

 Rivastigmine 134 (4.9) 27 (5.8)

 Galantamine 96 (3.5) 15 (3.2)

 Memantine/donepezil 8 (0.3) 1 (0.2)

Concomitant medications, n (%) 1206 (43.8) 233 (50.3)

 Antidepressants 961 (34.9) 192 (41.5)

 Benzodiazepines 242 (8.8) 43 (9.3)

 Anticonvulsants 174 (6.3) 35 (7.6)

 Antiplateletsb 68 (2.5) 12 (2.6)
 Anticoagulants 58 (2.1) 9 (1.9)
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treatment patterns were generally consistent 
between the overall cohort and the closed claims 
cohort.

DISCUSSION

This real-world study is the first to comprehen-
sively characterize patients initiating lecanemab 
and examine lecanemab utilization patterns in 
the USA. Lecanemab treatment appeared to be 
initiated in appropriate patient populations and 
used according to the FDA-approved prescribing 
information in both the overall study sample 
and closed claims cohort [19], which are impor-
tant for patient safety. Compliance to baseline 
MRI monitoring recommendations was descrip-
tively higher in the closed claims cohort before 
and after lecanemab initiation, highlighting 
the complete capture of patient information in 
closed claims. Notably, lecanemab initiation was 
rare among racial and ethnic minority groups, 
as well as in rural service areas. Treatment path-
ways and outreach programs may help improve 
lecanemab access for underserved communities.

In the present study, there was a high prev-
alence of both AD and MCI diagnoses during 
the 12-month period prior to lecanemab initia-
tion. Following the traditional FDA approval of 
lecanemab, average time from diagnosis of AD or 
MCI to treatment initiation reduced by approxi-
mately 3 months, suggesting that full approval 
may have enhanced the process for patients 
to access timely treatment. Additionally, most 
patients in the closed claims cohort received 
a baseline head MRI, aligned with prescribing 
recommendations prior to initiating lecanemab. 
Following initiation, the average time to the first 
follow-up MRI examination (47.4 days) was in 
line with the required MRI monitoring sched-
ule prior to the 5th administration. Consistent 
with FDA-approved prescribing information, 
patients received an average of two lecanemab 
administrations PPPM, with a median of 14 days 
between administrations, including between 
administrations when follow-up MRI examina-
tions are recommended by the FDA (prior to the 
5th, 7th, and 14th infusions). Despite the lack 
of safety outcomes in claims data, these results 
suggest that neither MRI monitoring nor pos-
sible adverse events interfered with lecanemab 

Fig. 2   Persistence to lecanemab among patients with ≥ 2 
administrationsa. aPersistence to lecanemab at 4  months 
following treatment initiation is indicated in the figure for 

the overall study sample. bCumulative number of patients 
who had discontinued since treatment initiation
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dosing. Lecanemab initiation in this study 
increased nine-fold from July 2023 (i.e., tradi-
tional approval date) and tripled from October 
2023, (i.e., CMS policy change) underscoring the 
rapid uptake of this novel medication following 
promising regulatory changes for the diagnosis 
and treatment of patients with AD.

Additionally, this study is the first to quantify 
real-world persistence to lecanemab, which was 
approximately 90% in both the overall study 
sample and closed claims cohort 4 months fol-
lowing treatment initiation. However, reasons 
for lecanemab treatment discontinuation could 
not be evaluated in this study because of limi-
tations of claims data. Previous research sug-
gests that persistence rates of symptomatic AD 
medications, such as cholinesterase inhibitors, 
range between 57% and 69% at 6 months [25]. 
While our results found that symptomatic AD 
medications were common in the study popu-
lation prior to lecanemab initiation, limited 
proportions of patients received other medica-
tions, such as antithrombotics. Further research 
is needed to examine the real-world impact of 
lecanemab initiation among patients requiring 
these medications.

Despite Hispanic or Latino and Black or Afri-
can American populations having higher rates 
of AD compared to white populations [3, 26], 
these two minority groups represented very 
small proportions (4.8% and 2.1%, respec-
tively) of the study population treated with 
lecanemab. Most patients in the current anal-
ysis were white and treated in urban settings, 
suggesting that treatment pathways and out-
reach programs are needed to improve health 
equity and extend lecanemab access to minor-
ity populations and underserved communities. 
Furthermore, while the reported prevalence of 
AD is slightly lower in rural versus urban set-
tings, this difference is likely due to an under-
diagnosis of AD and a lack of access to care 
in rural counties [27]. CMS recently launched 
the national Guiding and Improved Demen-
tia Experience (GUIDE) model to help coordi-
nate access to care for patients with AD [28]. 
As fragmented care disproportionately affects 
marginalized racial and ethnic populations, 
the GUIDE model aims to reduce disparities 
in access to AD care services. Incorporating 

lecanemab as a treatment option within such 
a model could likewise reduce disparities 
in lecanemab access. Similarly, connecting 
patients in rural communities that lack medi-
cal specialists with an expanded workforce 
that includes infusion nurses and radiologists 
will be required to offer lecanemab outside of 
urban centers [1]. Although addressing the 
overarching challenges with healthcare sys-
tem readiness for intravenous AD treatments 
is needed to improve the real-world uptake of 
lecanemab [29, 30], the availability of a sub-
cutaneous formulation may introduce a con-
venient treatment paradigm, reducing the need 
for outpatient treatment administrations and 
enhancing treatment persistence [31]. Despite 
increasing access since full FDA approval, bar-
riers such as limited health system readiness 
may cause delay between symptom onset and 
lecanemab initiation. With the advent of dis-
ease-modifying therapies for the treatment of 
AD, timely diagnosis and treatment initiation 
in clinical practice settings is crucial for opti-
mizing patient care in early stages of this dis-
ease, facilitating prolonged quality of life and 
slowing the decline in cognitive and behavioral 
functions [32, 33].

This study has certain limitations. Continu-
ous enrollment of patients in the open claims 
data was not guaranteed, and the use of claims 
data derived from various sources may result in 
data fragmentation. Inherent to all retrospective 
studies using real-world administrative claims, 
the data may be subject to coding inaccuracies 
or omissions of certain clinical interactions, such 
as non-billable services or off-label treatment. 
As a result, it is possible that some diagnoses, 
procedures, and medications may not have been 
captured, such as MRI examinations, amyloid 
testing, and APOE genetic testing. Additionally, 
certain MRI scans and AD or MCI diagnoses may 
not have been captured, if they occurred prior to 
the 12-month baseline period. Diagnostic codes 
do not allow the determination of AD severity, 
since clinical data that may have provided addi-
tional AD-related context, such as amyloid posi-
tivity and cognitive test results, were not avail-
able. Longitudinal data and specific geographic 
service locations were also unavailable in the 
database. Despite these limitations, findings 
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from this study provide novel insights on con-
temporary lecanemab utilization patterns in the 
real-world shortly following its approval. Future 
research may shed light on how these findings 
compare to utilization patterns in other real-
world settings and how they may evolve over 
longer periods of time. Investigating patient-
reported outcomes and the occurrence of clini-
cal events such as ARIA would also be of interest 
in future research.

CONCLUSION

Findings from this retrospective study suggest 
that real-world lecanemab initiation and treat-
ment patterns are consistent with FDA-approved 
prescribing information. Limited lecanemab 
use in rural settings and minority populations 
may require pathways and outreach programs 
to address the unmet need for treatment. As 
lecanemab access in the USA continues to 
expand, future studies are warranted to evaluate 
the impact of lecanemab treatment on patient 
outcomes.
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