Letters

RESEARCH LETTER

Estimated Annual Spending on Lecanemab
and Its Ancillary Costs
in the US Medicare Program
Lecanemab, an antidementia medication with modest
clinical benefit, received accelerated US Food and Drug
Administration (FDA) approval. Traditional FDA approval
of lecanemab could occur in 2023, prompting Medicare
to reconsider coverage re-
strictions and potentially
Supplemental content enabling widespread use.
Lecanemab’s $26 500 pro-
posed annual acquisition
cost and ancillary spending (eg, imaging) could increase
Medicare spending, possibly leading to beneficiary pre-
mium increases. To estimate annual Medicare spending on
lecanemab, we performed a cost analysis using nationally
representative survey data from the 2018 Health and Retire-
ment Study (HRS).

Methods | In this cross-sectional study, we included tradi-
tional Medicare and Medicare Advantage beneficiaries aged
65 years or older and used validated cognitive measures to
estimate mild cognitive impairment (MCI) or mild dementia
prevalence (Figure; eMethods in Supplement 1).! We also
examined all traditional Medicare and Medicare Advantage
2019 claims data (n = 51.6 million beneficiaries). Due to
undercoding and underascertainment, coded prevalence of
MCI was low (1.7%); we therefore relied on HRS-estimated
MCI and mild dementia prevalence. Given the medication’s
risks, we assumed patients would undergo screening and
diagnostic confirmation de novo. Cognitive screening is also
undercoded; we assumed a lower bound informal cognitive
screening rate of 27%? and an upper bound screening rate of
29.7% (10% anticipated increase). We assumed the lower
bound informal screening positivity rate would match HRS-
estimated prevalence of MCI or mild dementia. For the
upper bound, we estimated a 25% relative increase in posi-
tivity rates, assuming higher MCI or dementia positivity
rates among those seeking screening.

Using prior studies and expert input,® we assumed 35%
of patients who screened positive for MCI or dementia
would undergo formal neurocognitive testing; of those, 50%
would receive a positron emission tomography (PET) scan
with 37% (lower bound) to 68% (upper bound) testing posi-
tive for amyloid plaque.* We applied clinical trial age and
comorbidity restrictions. We calculated survey-weighted
dosages using self-reported body weights and multiplying
by announced wholesale vial prices. We calculated ancillary
costs, including magnetic resonance imaging scans and neu-
rology visits to monitor for brain bleeding/swelling, using
clinical trial data and Medicare's fee schedule (Table). We
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multiplied annualized per-patient costs assuming tradi-
tional Medicare 80% coverage rules and trial data showing
19% attrition.> A previous publication' and eMethods in
Supplement 1 provide further details on dementia identifi-
cation and cost assumptions. We analyzed data using SAS
version 9.4 (SAS Institute). We accounted for survey stratifi-
cation and clustering and adjusted results by survey weights
for national representativeness and response rate. The Uni-
versity of California, Los Angeles institutional review board
approved this study. Informed consent was waived because
the study analyzed publicly available deidentified data. We
followed the STROBE reporting guideline for cross-sectional
studies.

Results | Among 7588 HRS participants representing 44 mil-
lion Medicare beneficiaries, 16.2% (7139 159 of 43 981 871) had
MCI or mild dementia. Total annualized weight-based per-
beneficiary medication costs were $25 851. Ancillary costs were
$7330, increasing per-patient total costs by 28%. If 85687
(lower bound) eligible patients received lecanemab, Medi-
care would spend $2.0 billion annually (95% CI, $1.8-2.2 bil-
lion). If 216 536 (upper bound) eligible patients received lec-
anemab, Medicare would spend $5.1 billion annually (95% CI,
$4.6-5.7 billion). Estimated annual per-patient coinsurance
could reach $6636.

Discussion | Lecanemab and associated ancillary services
could add an estimated $2 billion to $5 billion annually to
Medicare spending with substantial out-of-pocket costs for
beneficiaries lacking supplemental coverage. Limitations
include using plaque rates from population studies rather
than scans on HRS participants.* The validated approach to
identify dementia prevalence and stage may misclassify
some cases.! The HRS responses may be less reliable among
participants with cognitive impairment, although proxies
can answer on participants’ behalf.® We did not account for
rebates, price changes, or societal costs, such as care-
giver burden, which may shift due to transportation to infu-
sions and appointments or changes in patients’ cognitive
function. Despite incorporating increases in cognitive
screening and case positivity rates, these estimates are con-
servative; changes in physician behavior, cognitive screen-
ing capacity and demand, new diagnoses of MCI or mild
dementia, and associated spending may increase more than
anticipated.
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Figure. Flow Diagram of Estimated Range of Older US Adults With Mild Cognitive Impairment (MCI) and Dementia
in the 2018 Health and Retirement Study (HRS) Core Sample Potentially Eligible for Treatment With Lecanemab

103632295 US adults aged >50y in HRS sample assessed for eligibility

—> 54365061 Did not have Medicare Part B coverage
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5285363 Aged <65 y and with Medicare Part B coverage

‘ 43981871 US adults aged 265 y with Medicare Part B coverage ‘
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11875105 Who received an informal cognitive screening
(assuming 27% received screening)

13062616 Who received an informal cognitive screening
(assuming 10% relative increase in screening to 29.7%)
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2337551 Who screened positive for MCI or dementia
(19.7% positivity rate)

3214133 Who screened positive for MCI or dementia (assuming
25% relative increase in positivity rate to 24.6%)

409979 Excluded (had moderate
or severe dementia)

563720 Excluded (had moderate
or severe dementia)

1927572 US adults aged 265 y with Medicare Part B coverage
who screened positive for MCI or mild dementia

2650413 US adults aged 265 y with Medicare Part B coverage
who screened positive for MCl or mild dementia

1252922 Excluded (did not receive formal
neuropsychologic testing)

1722768 Excluded (did not receive formal
neuropsychologic testing)

674650 Received formal neuropsychologic testing, assuming
35% received formal testing

927645 Received formal neuropsychologic testing, assuming
35% received formal testing

337325 Excluded (did not receive PET scan for
biomarker testing)

463822 Excluded (did not receive PET scan for
biomarker testing)

337325 Underwent PET—assumed 50% received PET scan ‘

‘ 463823 Underwent PET—assumed 50% received PET scan

212515 Excluded (patients with results expected
to be negative for amyloid plaque seen on |<—
PET imaging)

148423 Excluded (patients with results expected
— to be negative for amyloid plaque seen on
PET imaging)

124810 With results positive for amyloid
plaque (assuming 37% positivity)

315400 With results positive for amyloid
plaque (assuming 68% positivity)

39123 Excluded (due to clinical trial exclusion
criteria) (age >90 y; recent stroke/TIA
within the past 12 mo; serious psychiatric
illness; Geriatric Depression Score =8; <~
dementia, but not Alzheimer dementia;
active disease, including cancer, cardiac,
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98864 Excluded (due to clinical trial exclusion
criteria) (age >90 y; recent stroke/TIA
within the past 12 mo; serious psychiatric

— illness; Geriatric Depression Score 28;

dementia, but not Alzheimer dementia;

active disease, including cancer, cardiac,
pulmonary, kidney, and liver disease)

Lower bound estimate
85687 US adults aged 265 y with Medicare Part B coverage and
MCI or mild dementia who received screening and received
positive results for amyloid plaque, considering age and
comorbidity clinical trial exclusions

Upper bound estimate
216536 US adults aged 265 y with Medicare Part B coverage
and MCI or mild dementia with results positive for
amyloid plaque, considering age and comorbidity
clinical trial exclusions

We used data from the 2018 HRS, a nationally representative longitudinal
survey of community-dwelling adults age >50. This biennial household-level
survey uses multistage national area-clustered probability sampling. We
identified 7588 HRS participants representing 43 981871 Medicare
beneficiaries with age =65 in 2018. This estimate includes both Medicare
fee-for-service and Medicare Advantage beneficiaries. We used the HRS'
27-point cognitive assessment score to identify eligible patients with MCl or
mild dementia. This assessment includes items such as serial 7 subtraction and
immediate and delayed 10-noun free recall.! Participants with scores of 0-6
were classified as having dementia, and participants with scores of 7-11 were
classified as having MCI. If the participant was unable to complete the cognitive

assessment, they could be represented by a designated health care proxy. For
health care proxy responses, an 11-point scoring scale classified scores of 6-11as
having dementia and scores of 3-5 as having MCI. We subclassified the cognitive
assessment scales to identify dementia severity with 27-point and 11-point
scales: (1) mild dementia, 5 to 6 and 6; (2) moderate dementia, 3 to 4 and 7; and
(3) severe dementia, O to 2 and 8 to 11. This classification system for dementia
severity demonstrated strong validity."> We performed a sensitivity analysis, in
which these dementia staging thresholds corresponded with the presence of an
informal caregiver (frequently used as a proxy for declining functional status)
(eMethods in Supplement 1). PET indicates positron emission tomography;

TIA, transient ischemic attack.
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