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Aim: To compare the hospital-based costs among patients with femoropopliteal artery (FPA) disease
treated with Eluvia™ versus Zilver® PTX® drug-eluting stents using a large real-world USA hospital
database. Materials & methods: This retrospective study included adults in the Premier Healthcare
Database who underwent lower extremity FPA endovascular revascularization with Eluvia or Zilver
PTX between 1 April 2019 and 31 March 2022. Total hospital-based costs during the index procedure
and cumulative 1- and 2-year post-discharge follow-up were compared using multivariable generalized
linear models adjusted for age, sex, race and baseline chronic limb-threatening ischemia (CLTI)
status. Prespecified subgroup analyses were conducted by care setting (hospital inpatient and hospital
outpatient) and among patients with chronic kidney disease (CKD) and CLTI. Results: A total of 7208
patients were included, comprising 4218 treated with Eluvia and 2990 treated with Zilver PTX. Patients
treated with Eluvia had a higher prevalence of several comorbidities, including congestive heart failure
and CKD. Unadjusted mean hospital-based index procedure costs were similar between groups (Eluvia,
$28,631 vs Zilver PTX, $28,359; difference, -$272; p = 0.7233). After adjustment, mean index procedure
hospital-based costs did not differ significantly between treatment groups ($30,031, p = 0.8491). However,
Eluvia was associated with lower adjusted cumulative hospital-based costs at the 1-year (difference,
$4,017; p = 0.0066) and 2-year (difference, $6250; p = 0.0021) follow-up. Similar associations were
observed in the hospital inpatient and CKD subgroups, whereas no statistically significant differences were
observed in the CLTI subgroup. Conclusion: Across patients undergoing femoropopliteal endovascular
revascularization, Eluvia was associated with significantly lower post-discharge cumulative hospital-based
follow-up costs than Zilver PTX while index procedure costs were comparable. These findings reflect
hospital-based costs captured within participating hospitals and do not include medication costs or costs
of care received outside the Premier Healthcare Database; therefore, they should not be interpreted as
total healthcare costs.

Plain language summary: Comparing hospital costs after treatment with Eluvia or Zilver PTX stents for
narrowed leg arteries

What is this article about? Some people with narrow or blocked arteries in the legs need a procedure to
reopen the blood vessel. During this procedure, doctors may place a small mesh tube, called a stent, to
help keep the artery open. This study used information from more than 7000 adults in a large US hospital
database. It compared hospital-based costs recorded by participating hospitals for patients who received
either Eluvia or Zilver PTX, two stents used in arteries of the thigh and behind the knee. Costs were
compared for the procedure itself and for care during the 1 and 2 years after patients left the hospital.
What were the results? The initial hospital-based procedure cost was similar for Eluvia and Zilver PTX
after accounting for the measured patient characteristics included in the analyses. After patients were
discharged, hospital-based follow-up costs were lower for Eluvia at both 1 and 2 years. Similar patterns
were seen in patients who had the procedure during a hospital stay and in patients with kidney
disease. Among patients with severe circulation problems that threaten the leg, there were no significant
differences in hospital-based costs between the two stents. ~— GWEERCL
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What do the results mean? In this real-world hospital database study, Eluvia was associated with
lower hospital-based follow-up costs than Zilver PTX. Lower hospital-based follow-up costs may reflect
differences in subsequent use of hospital services; however, healthcare utilization was not directly
evaluated in this study, and the specific reasons for these cost differences remain uncertain.

The study cannot prove that the stent caused the lower costs, and it did not include medication costs or
care received outside participating hospitals. Therefore, the findings reflect hospital costs only and should
not be interpreted as differences in total healthcare costs.

Shareable abstract: In this large real-world retrospective analysis of a US hospital database, Eluvia was
associated with similar adjusted hospital-based index procedure costs and follow-up costs at 1 and 2 years
after discharge compared with Zilver PTX. #PAD #RWE #HEOR
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Peripheral artery disease (PAD) affects up to 20% of Americans aged 60 years and older, representing a significant
public health concern [1]. PAD is associated with an increased risk of cardiovascular events [1,2] and is characterized
by symptoms such as intermittent claudication and chronic limb-threatening ischemia (CLT1) (3,41 In addition to
its clinical impact, PAD also poses a substantial economic burden [2,5]. In the USA, the estimated cost of PAD
hospitalizations exceeded $6 billion in 2014, with a median cost of over $15,000 per hospitalization [5]. Because
many patients undergo multiple procedures, this represents a substantial burden not only to healthcare systems but
also to patients [6].

Endovascular treatment options for symptomatic PAD include percutaneous angioplasty stent placement,
atherectomy and drug-coated technologies, selected according to lesion characteristics, patient risk and clinical
presentation. Newer vessel-preparation technologies, such as intravascular lithotripsy, have also shown promise
in treating calcified lesions, including greater procedural success and improved primary patency compared with
conventional percutaneous transluminal angioplasty (7]. The costs associated with selected PAD treatments vary
based on clinical characteristics and length of follow-up, as demonstrated by analyses conducted both in the US and
abroad [s-10]. Recent studies have compared the clinical and economic outcomes for contemporary femoropopliteal
stents, including the polymer-coated, paclitaxel-eluting Eluvia™ stent (Boston Scientific, MA, USA) and the
polymer-free, paclitaxel-coated Zilver® PTX® stent (Cook Medical, IN, USA) 11-13]. Clinical trials, including
randomized prospective comparative studies, have demonstrated that Eluvia is associated with significantly higher
primary patency rates at one [11] and 2 years [12], as well as significantly lower repeat revascularization rates at
2 years [12]. Using clinical trial data, a modeled economic analysis estimated potential cumulative cost avoidance of
approximately $1.53 million per 1000 patients treated with Eluvia versus Zilver PTX over 5 years [14]. Furthermore,
a published cost-effectiveness analysis conducted from the US Medicare payer perspective estimated that Eluvia
was more cost-effective than Zilver PTX over both 1- and 2-year time horizons [13].

Despite these findings, real-world data on healthcare resource utilization and costs associated with femoropopliteal
artery (FPA) interventions remain limited, particularly from the hospital perspective. Locham ez al. [15] used the
Premier Hospital database to compare the costs associated with bare-metal stents and drug-eluting stents (DES),
examining geographic and hospital-related variability. However, the study focused on short-term costs within a
population of individuals with advanced PAD. Additionally, Sridharan ez 4/ [16] used data from the Florida State
Ambulatory Database to develop a simulation model that estimated the impact of transitioning PAD patients from
bare-metal stents to DES over a 5-year time horizon. Findings indicated that the higher initial procedure costs
associated with DES may be offset by lower follow-up costs, driven by reduced rates of target lesion revascularization.
Although these studies highlight the potential cost advantages of DES, additional real-world evaluations of current
DES treatments are necessary to characterize hospital-based resource use and costs. Unlike payer-perspective
economic evaluations, which estimate reimbursed expenditures across covered healthcare settings, hospital-based
analyses quantify facility-recorded costs associated with the index procedure and subsequent hospital encounters.
This perspective provides information that is directly relevant to hospital decision-makers responsible for device
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procurement, resource allocation and service-line planning. Because hospital-based analyses capture only costs
incurred within participating hospitals, they complement rather than replace payer-perspective evaluations of total
healthcare expenditures.

Therefore, this study quantified hospital-based costs for patients with FPA PAD treated with Eluvia or Zilver
PTX during the index procedure encounter and through 1 and 2 years after discharge. The study also evaluated
cost differences in clinically relevant subgroups, including patients treated by site of care and those with chronic

kidney disease (CKD) and CLTT.

Materials & methods

Study type & data source

A retrospective cohort study was conducted using the Premier Healthcare Database (PHD) from January 2016
through March 2024. PHD is a de-identified, all-payer, US hospital-based, service-level database that contains
inpatient discharges and hospital-based outpatient encounters from more than 829 participating hospitals. The
database includes a geographically diverse mix of nonprofit, nongovernmental, community, teaching hospitals, and
health systems located in both rural and urban areas. As a large, real-world, near-real-time database that has accrued
data since January 2000 and is updated weekly, the PHD provides a broad representation of contemporary hospital
practice across the US.

The database contains detailed information on hospital and encounter characteristics, admitting and attending
physician specialties, payer types, patient demographics, clinical conditions, admission and discharge diagnoses
and billed services derived from standard hospital discharge records. Hospital-based cost data are recorded at
the departmental level and encompass medications, medical devices, laboratory tests, diagnostic and therapeutic
services and microbiology test results (available from a subset of hospitals). The database also includes information
on patient disposition and discharge status.

All data are de-identified in compliance with regulatory standards to ensure patient confidentiality and data
integrity. Since this study used fully de-identified administrative data and did not involve direct interaction with
study participants or access to identifiable patient information, neither Institutional Review Board approval nor
participant consent was required. No Institutional Review Board approval or exemption number was applicable.

Patient population & observation period

Eligible study participants included adult patients aged 18 years or older who underwent lower extremity FPA
endovascular revascularization with either Eluvia or Zilver PTX between 1 April 2019 and 31 March 2022. Use of
Eluvia and Zilver PTX devices was identified through hospital chargemaster descriptions. Patients were excluded
from the study if they had received any FPA intervention within 23 months prior to the index procedure. Patients
were followed for 1 year and 2 years after discharge from the index procedure. The 1-year and 2-year follow-
up periods began on the day after discharge from the index procedure admission and continued through 365
and 730 days, respectively. The index identification period ended on 31 March 2022, to allow all patients the
opportunity for 2 years of follow-up before the end of the study period on 31 March 2024. PHD does not provide
a continuous enrollment measure; therefore, continuous patient-level observation and conventional censoring rates
could not be established.

Outcomes & measures
Patient characteristics included age on the date of the index procedure, sex, race and geographic region (including
urban/rural status). Relevant comorbidities, such as CLTI, hypertension, chronic pulmonary disease, CKD and
cerebrovascular disease, were identified using International Classification of Diseases, Tenth Revision (ICD-10)
diagnosis codes (Supplementary Table 1). To assess overall comorbidity burden, the Charlson Comorbidity Index
(CCI) score [17,18] was calculated for each patient. Additional clinically relevant comorbidities were identified
separately. Facility-level characteristics included hospital type (academic or community), number of beds, geographic
region, care setting (hospital inpatient, hospital outpatient, emergency department or other location) and admission
type (elective, urgent, emergency, other or unknown).

The primary outcomes were hospital-based costs incurred during the index procedure (from admission to
discharge) and the 1-year and 2-year post-discharge periods. Hospital costs were defined as all hospital-incurred
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costs, excluding medication costs. To account for inflation, all costs were adjusted to 2024 US dollars using the
Medical Care component of the Consumer Price Index (CPI) [19].

Statistical analysis

Descriptive statistics included frequencies and proportions for categorical variables and means and standard devia-
tions (SD) for continuous variables. Chi-squared tests were used to compare demographic and clinical characteristics
between the Eluvia and Zilver PTX cohorts. Hospital-based costs during the index encounter and cumulative post-
discharge costs at 1 year, and 2 years were reported by stent type. Cumulative post-discharge costs were calculated
over fixed 365-day and 730-day follow-up periods beginning on the day after discharge from the index procedure.
For each analysis period, cost analyses were restricted to patients with observed hospital-based costs greater than $0
during the respective period; patients with $0 observed hospital-based costs were excluded from the cost analysis
for that period. Prespecified subgroup analyses were conducted by care setting (hospital inpatient and hospital
outpatient) and among patients with baseline CKD and CLTT. Because the prespecified subgroup analyses were
exploratory and intended to assess consistency of the observed associations across clinically relevant populations,
no formal adjustment for multiple comparisons was applied.

Unadjusted hospital-based costs were summarized by treatment group using means and SDs, and between-
group differences were assessed using two-sample rtests. Because cost outcomes were positive, right-skewed and
heteroscedastic, adjusted comparisons of hospital-based costs between treatment groups were performed using
generalized linear models with a gamma distribution and log link. Adjusted models included age, sex, race and
baseline CLTT status as prespecified covariates. This covariate set was used for the overall cohort and the hospital
inpatient, hospital outpatient and CKD subgroup analyses. For the CLTT subgroup, models were adjusted for age,
sex and race only, as baseline CLTT was present in all patients within this subgroup. Because covariate adjustment
was performed using multivariable outcome regression rather than propensity score matching or weighting, the
analysis did not generate a separate matched or weighted population for assessment of post-adjustment covariate
balance. Adjusted cost estimates were derived from estimated marginal means. Variance estimates were obtained
using bootstrap methods to improve the reliability of standard errors and confidence intervals. Model adequacy was
assessed by evaluating model convergence, comparing observed and predicted mean costs, and inspecting Pearson
and deviance residuals for evidence of poor fit or overdispersion. Missing or unknown values for categorical variables
were retained as separate categories when available and are reported descriptively in Table 1. No imputation of
missing data were performed.

All analyses were performed using the Instant Health Data software (Panalgo, MA, USA) and Stata 18.0
(StataCorp LLC, TX, USA). All statistical tests were two-sided, with a p < 0.05 considered statistically significant.

Results

Patient & facility characteristics

A total of 7208 patients met the inclusion criteria of whom 4218 (58.5%) were treated with Eluvia and 2990
(41.5%) were treated with Zilver PTX. The cohorts were similar in age and sex distribution. However, the Eluvia
cohort had a lower proportion of Caucasian patients and a higher proportion of Black patients than the Zilver
PTX cohort (p < 0.0001, Table 1). Additionally, patients in the Eluvia cohort were less likely to be of Hispanic
ethnicity (p < 0.0001).

The mean CCI score was significantly higher among Eluvia patients than among Zilver PTX patients (0.69 vs
0.59, p = 0.0024), indicating a greater overall comorbidity burden. Compared with the Zilver PTX cohort, the
Eluvia cohort included fewer patients with a score of 0 (73.5% vs 75.9%) and more patients with a CCI score
of 3 or higher (11.0% vs 8.9%, p = 0.0194), suggesting a more complex patient population with higher disease
burden overall. The Eluvia cohort also exhibited a significantly higher prevalence of several comorbidities, including
chronic pulmonary disease, CKD, congestive heart failure, and obesity (Table 1).

Facility characteristics were similar between cohorts (academic = 70.7% for Eluvia vs 69.0% for Zilver PTX,
p =0.1348, Table 1). However, care setting differed significantly, with a higher proportion of Eluvia patients treated
in the hospital outpatient setting than Zilver PTX patients (43.5% hospital outpatient vs 31.3%, p < 0.0001).

Cost outcomes
The mean unadjusted index procedure cost across all patients did not differ significantly between Eluvia and Zilver
PTX cohorts, with Eluvia costs averaging $272 higher than those of Zilver PTX (p = 0.7233, Table 2). However,
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Table 1. Characteristics and comorbidities of patients treated with femoropopliteal artery

revascularization.

Characteristic Eluvia Zilver PTX p-value
N 4218 2990
Sex, n (%)

Female 1690 (40.1%) 1198 (40.1%) 0.9999

Male 2528 (59.9%) 1792 (59.9%)
Age in years at index, mean (SD) 68.2 (10.6) 68.2 (10.4) 0.8046
Age group, n (%)

18-64 years 1577 (37.4%) 1063 (35.6%) 0.1167

65+ years 2641 (62.6%) 1927 (64.5%)
Race, n (%)

Asian 28 (0.7%) 37 (1.2%) <0.0001

Black 813 (19.3%) 466 (15.6%)

Caucasian 2973 (70.5%) 2120 (70.9%)

Otherf 365 (8.7%) 327 (10.9%)

Missing 39 (0.9%) 40 (1.3%)
Ethnicity, n (%)

Hispanic 204 (4.8%) 505 (16.9%) <0.0001

Non-Hispanic 3686 (87.4%) 2210 (73.9%)

Unknown 328 (7.8%) 275 (9.2%)
Geographic region, n (%)

Midwest 793 (18.8%) 495 (16.6%) <0.0001

Northeast 948 (22.5%) 632 (21.1%)

South 2402 (57.0%) 1705 (57.0%)

West 75 (1.8%) 158 (5.3%)
Charlson Comorbidity Index score, mean (SD) 0.69 (1.44) 0.59 (1.31) 0.0024
Charlson Comorbidity Index score, n (%)

0 3100 (73.5%) 2268 (75.9%) 0.0194

1 383 (9.1%) 255 (8.5%)

2 272 (6.5%) 202 (6.8%)

3+ 463 (11.0%) 265 (8.9%)
Cerebrovascular disease, n (%) 222 (5.3%) 170 (5.7%) 0.4675
Chronic pulmonary disease, n (%) 405 (9.6%) 227 (7.6%) 0.0034
CHF, n (%) 440 (10.4%) 234 (7.8%) 0.0002
Diabetes, n (%) 858 (20.3%) 563 (18.8%) 0.1188
Hyperlipidemia, n (%) 953 (22.6%) 657 (22.0%) 0.5523
Hypertension, n (%) 1239 (29.4%) 838 (28.0%) 0.2232
Obesity, n (%) 198 (4.7%) 104 (3.5%) 0.0132
M, n (%) 293 (7.0%) 180 (6.0%) 0.1294
CKD, n (%) 464 (11.0%) 269 (9.0%) 0.0063
CLTI, n (%) 687 (16.3%) 464 (15.5%) 0.3979
Dyslipidemia, n (%) 942 (22.3%) 657 (22.0%) 0.5523
PVD, n (%) 1558 (36.9%) 1090 (36.5%) 0.6940
Facility type, n (%)

Academic 2982 (70.7%) 2064 (69.0%) 0.1348

Community 1236 (29.3%) 926 (31.0%)
Encounter location, n (%)

Emergency department 5(0.1%) 3(0.1%) <0.0001

Hospital inpatient 1630 (38.6%) 1380 (46.2%)

Hospital outpatient 1834 (43.5%) 935 (31.3%)

Other 749 (17.8%) 672 (22.5%)

TOther includes American Indian, Alaskan Native and other reported race categories.
CHF: Congestive heart failure; CKD: Chronic kidney disease; CLTI: Chronic limb-threatening ischemia; MI: Myocardial infarction; PVD: Peripheral vascular disease;
SD: Standard deviation.

the mean unadjusted cumulative hospital-based costs were significantly lower among Eluvia-treated patients at both
1 year (difference, $3407; p = 0.0178) and 2 years (difference, $4466; p = 0.0093). Similar patterns were observed
in the hospital inpatient subgroup, where cumulative costs were $6,915 lower at 1 year (p = 0.0035) and $7904
lower at 2 years (p = 0.0018, Table 2). Among patients with CKD, mean index procedure costs did not differ
significantly between treatment groups, whereas 1-year cumulative costs were $12,632 lower for Eluvia (p = 0.0184)
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Table 2. Unadjusted mean hospital-based costs for Eluvia versus Zilver PTX.

Population Eluvia, mean (SD) unadjusted  Zilver PTX, mean (SD) Difference (Zilver p-value
hospital cost unadjusted hospital cost PTX-Eluvia)
All patients N =4218 N =2990
Index procedure $28,631 ($27,678) $28,359 ($34,842) -$272 0.7233
1-year post-discharge $29,552 ($42,014) $32,959 ($54,605) $3407 0.0178
2-year post-discharge $40,432 ($56,081) $44,898 ($66,087) $4466 0.0093
Hospital inpatient subgroup N =1630 N = 1380
Index procedure $44,155 ($37,420) $42,961 ($46,361) -$1194 0.1355
1-year post-discharge $47,227 ($49,635) $54,142 ($66,565) $6915 0.0035
2-year post-discharge $59,348 ($64,134) $67,252 ($76,119) $7904 0.0018
Hospital outpatient subgroup N =1834 N =935
Index procedure $18,725 ($10,828) $16,293 ($8,812) -$2432 <0.0001
1-year post-discharge $32,487 ($44,611) $36,866 ($52,388) $4379 0.0660
2-year post-discharge $47,070 ($62,460) $50,935 ($64,366) $3865 0.1546
CKD subgroup N = 464 N =269
Index procedure $37,380 ($42,087) $34,551 ($33,729) -$2829 0.3204
1-year post-discharge $41,715 ($57,133) $54,347 ($64,904) $12,632 0.0184
2-year post-discharge $57,878 ($77,327) $71,393 ($86,761) $13,515 0.0556
CLTI subgroup N = 687 N =464
Index procedure $29,490 ($25,480) $27,942 ($34,861) -$1548 0.4131
1-year post-discharge $35,125 ($52,604) $42,617 ($78,199) $7492 0.1147
2-year post-discharge $48,209 ($67,535) $55,641 ($87,606) $7432 0.1643

Values represent unadjusted mean hospital-based costs. Post-discharge cost analyses were restricted to patients with hospital-based costs >$0 during the
respective follow-up period; patients with $0 observed hospital-based costs were excluded. Differences are calculated as the mean Zilver PTX cost minus the
mean Eluvia cost; therefore, negative values indicate lower costs for Zilver PTX, and positive values indicate lower costs for Eluvia. P-values are from two-sample
t-tests. Bold p-values indicate statistical significance (p < 0.05).

CKD: Chronic kidney disease; CLTI: Chronic limb-threatening ischemia; SD: Standard deviation.

than Zilver PTX. No statistically significant differences in unadjusted hospital-based costs were observed in the
CLTT subgroup at the index procedure or during the 1- or 2-year follow-up periods (Table 2).

Adjusted generalized linear model estimates across all patients showed no significant difference in the mean index
procedure cost between the Eluvia and Zilver PTX cohorts. However, Eluvia was associated with lower adjusted
mean post-discharge hospital-based costs at both 1 year (difference, $4,017; p = 0.0066) and 2 years (difference,
$6,250; p = 0.0021, Table 3 & Figure 1). Similar adjusted associations were observed in the hospital inpatient and
CKD subgroups. In the hospital outpatient subgroup, although the adjusted mean index procedure cost was $2,527
higher for Eluvia than for Zilver PTX (p < 0.0001), whereas adjusted post-discharge costs were $5795 lower at
1 year (p = 0.0258) and $6427 lower at 2 years (p = 0.0467). No statistically significant differences in the adjusted
hospital-based costs were observed in the CLTT subgroup at any time point. The largest adjusted between-group
cost difference was observed among patients with CKD at 2 years, where Eluvia was associated with $20,550 lower

hospital-based costs than Zilver PTX (p = 0.0026).

Discussion
This real-world cost analysis compared hospital-based costs associated with Eluvia and Zilver PTX among patients
undergoing lower extremity endovascular revascularization for femoropopliteal PAD. Although index procedure
costs were comparable between treatment groups, Eluvia was associated with lower cumulative hospital-based
follow-up costs at both 1 and 2 years after the index procedure across the overall cohort and within multiple
clinically relevant subgroups. These findings provide a hospital-based economic perspective that may be relevant
to clinicians and hospital decision-makers evaluating both the upfront costs of treatment and downstream hospital
expenditures associated with femoropopliteal revascularization.

In adjusted analyses, mean index procedure costs did not differ significantly between treatment groups, whereas
cumulative post-discharge hospital-based costs were lower among patients treated with Eluvia. This pattern was
observed in the overall cohort, as well as in the hospital inpatient, hospital outpatient, and several clinically relevant
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Table 3. Adjusted estimated mean hospital-based costs for Eluvia versus Zilver PTX.

Population Eluvia, mean (95% Cl) adjusted Zilver PTX, mean (95% CI) adjusted  Difference (Zilver p-value
estimated hospital cost estimated hospital cost PTX-Eluvia)
All patients N =4218 N = 2990
Index procedure $30,031 ($27,767-$32,481) $30,031 ($27,767-$32,481) $0 0.8491
1-year post-discharge $34,544 ($30,712-$38,855) $38,561 ($33,617-$44,232) $4017 0.0066
2-year post-discharge $49,021 ($43,582-$55,138) $55,271 ($49,139-$62,168) $6250 0.0021
Hospital inpatient subgroup N = 1630 N = 1380
Index procedure $43,478 ($39,419-$47,954) $42,617 ($38,638-$47,005) -$861 0.4912
1-year post-discharge $49,021 ($43,582-$55,138) $56,954 ($50,635-$64,062) $7933 0.0007
2-year post-discharge $66,171 ($58,830-$74,429) $76,115 ($67,670-$85,614) $9944 0.0002
Hospital outpatient subgroup N =1834 N =935
Index procedure $19,341 ($18,237-$20,513) $16,815 ($15,547-$18,186) -$2527 <0.0001
1-year post-discharge $38,561 ($32,965-$45,107) $44,356 ($37,183-$52,913) $5795 0.0258
2-year post-discharge $55,271 ($48,185-$63,399) $61,698 ($52,744-$72,171) $6427 0.0467
CKD subgroup N = 464 N =269
Index procedure $38,561 ($31,698-$46,911) $36,316 ($29,852-$44,179) -$2246 0.4670
1-year post-discharge $44,802 ($36,113-$55,581) $61,698 ($48,767-$78,057) $16,896 0.0009
2-year post-discharge $61,084 ($49,237-$75,781) $81,634 ($64,524-$103,280) $20,550 0.0026
CLTI subgroup N =687 N = 464
Index procedure $30,946 ($25,438-$37,647) $29,437 ($24,197-$35,811) -$1509 0.4262
1-year post-discharge $39,735 ($29,039-$54,372) $49,021 ($35,130-$68,405) $9285 0.0622
2-year post-discharge $56,387 ($42,856-$74,191) $65,513 ($48,825-$87,904) $9125 0.1117

Values represent adjusted estimated mean hospital-based costs derived from generalized linear models with a gamma distribution and log link. Models for the
overall population and the hospital inpatient, hospital outpatient, and CKD subgroups were adjusted for age, race, sex, and baseline CLTI; the CLTI subgroup model
was adjusted for age, sex, and race only. Post-discharge cost analyses were restricted to patients with hospital-based costs >$0 during the respective follow-up
period; patients with $0 observed hospital-based costs were excluded. Differences are calculated as the adjusted estimated mean Zilver PTX cost minus the adjusted
estimated mean Eluvia cost; therefore, negative values indicate lower costs for Zilver PTX and positive values indicate lower costs for Eluvia. P-values correspond to
the adjusted between-group comparisons. Bold p-values indicate statistical significance (p < 0.05).

CKD: Chronic kidney disease; CLTI: Chronic limb-threatening ischemia.

subgroup analyses. In the hospital outpatient setting, despite a $2527 higher index procedure cost for Eluvia, lower
cumulative costs of $5795 at 1 year and $6427 at 2 years more than offset this difference. Overall, the magnitude
of the post-discharge cost differences substantially exceeded the differences observed in the index procedure costs.
From a hospital perspective, these findings may be economically meaningful because they suggest lower downstream
hospital expenditures over follow-up, which may have implications for resource allocation, budgeting, and device
purchasing decisions, particularly when considered across larger patient populations.

The lower post-discharge costs observed among Eluvia-treated patients may reflect differences in downstream
hospital expenditures following the index procedure. However, this analysis did not directly evaluate clinical
outcomes, including patency, target lesion revascularization, reintervention, limb outcomes or other factors that
could explain the observed cost differences. Although previous studies have demonstrated improved long-term
patency and lower repeat revascularization rates with Eluvia compared with Zilver PTX [11,12], these clinical
outcomes were not assessed in the current analysis and therefore should not be considered explanations for the
observed economic findings. Alternative factors, including differences in physician treatment selection, institutional
practice patterns, regional variation in care delivery, and residual confounding despite multivariable adjustment,
may have contributed to the observed differences in hospital-based costs. Consequently, the mechanisms underlying
the lower cumulative costs remain uncertain. Among patients with CKD, Eluvia was associated with lower adjusted
hospital-based costs at both 1 year (difference, $16,896) and 2 years (difference, $20,550) compared with Zilver
PTX. Given the clinical and economic burden associated with CKD among patients with PAD, this difference
in costs is potentially meaningful for this subgroup. In the CLTI subgroup, adjusted mean follow-up costs were
numerically lower with Eluvia; however, the between-group differences were not statistically significant.

These real-world findings are directionally consistent with an earlier cost-effectiveness analysis that estimated
$1346 in savings over 24 months for Eluvia from the Medicare perspective, demonstrating that Eluvia was both
more effective and less costly in most simulated economic comparisons [13]. This study extends that prior work
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Figure 1. Adjusted differences in hospital-based costs between Eluvia and Zilver PTX. Bars represent adjusted
between-group differences in estimated mean hospital-based costs, calculated as Zilver PTX minus Eluvia, derived
from generalized linear models with a gamma distribution and log link. Models for the overall population and the
hospital inpatient, hospital outpatient, and CKD subgroups were adjusted for age, race, sex, and baseline CLTI; the
CLTI subgroup model was adjusted for age, race, and sex only. Corresponding adjusted mean costs and 95%
confidence intervals, along with treatment group and subgroup cohort sizes, are reported in Table 3.

**Significant difference between Eluvia and Zilver PTX at 5%.

***Significant difference at 1%.

CKD: Chronic kidney disease; CLTI: Chronic limb-threatening ischemia; pts: Patients.

by evaluating hospital-based costs in a large real-world database. Together, these findings highlight the potential
of considering downstream hospital-based costs when evaluating treatment strategies for FPA revascularization,
particularly in higher-risk populations. Future research incorporating both economic and clinical outcomes is
needed to better understand the mechanisms underlying these patterns across diverse patient populations and
economic perspectives.

This study has several strengths. Itleveraged the PHD, a large, geographically diverse near-real-time administrative
database that encompasses real-world data from more than 829 US hospitals, providing a broad representation of
hospital practice across a variety of care settings. Unlike many traditional administrative billing databases, PHD
captures detailed hospital-level cost information, in addition, to clinical and encounter-level data, providing a
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comprehensive perspective on hospital-based economic outcomes. Additionally, this analyses incorporated selected
prespecified patient characteristics into multivariable models to account for measured differences between treatment
groups.

However, this study has several limitations inherent to its retrospective observational design. Although the
analyses adjusted for prespecified measured patient characteristics, the treatment groups differed in several baseline
characteristics, and the results remain susceptible to selection bias, residual confounding, and confounding by
indication. Factors such as physician treatment selection, institutional practice patterns, regional variation in care
delivery, and other measured or unmeasured patient and healthcare system characteristics may have influenced
both treatment selection and subsequent hospital-based costs. Accordingly, the observed differences should be
interpreted as adjusted associations rather than evidence of a causal treatment effect.

Additionally, follow-up costs were limited to hospital-based care captured within participating PHD hospitals.
Healthcare received outside participating hospitals was not captured; therefore, the absence of a subsequent
encounter in the PHD does not necessarily indicate that a patient received no additional healthcare. Costs may
also have been incompletely captured if a participating hospital discontinued data submission during the follow-up
period. Because patients with $0 observed PHD hospital-based costs were excluded from each post-discharge cost
analysis, the follow-up estimates reflect costs among patients with observed positive hospital-based costs during the
respective period rather than mean costs across the full eligible cohort. Lower hospital-based follow-up costs may
reflect differences in subsequent use of hospital services; however, healthcare utilization patterns were not directly
evaluated in this study, and the reasons for the observed cost differences remain uncertain.

The prespecified subgroup analyses were exploratory and were not adjusted for multiple comparisons; therefore,
subgroup findings should be interpreted cautiously. Furthermore, this analysis did not directly evaluate clinical
outcomes, including restenosis, patency, target lesion revascularization or other reinterventions, limb salvage or
amputation, mortality, major adverse limb events, disease severity, lesion characteristics, medication use or other
factors that could have contributed to the observed cost differences. Consequently, the mechanisms underlying the
observed differences in hospital-based follow-up costs remain uncertain.

The analysis was limited to hospital-based costs and excluded medication costs and healthcare received outside
the PHD. This study also did not evaluate reimbursement, implementation costs, or total healthcare expenditures.
Therefore, the study findings should not be interpreted as reflecting total healthcare costs or as a formal budget-
impact analysis from a payer or societal perspective. Lastly, although the PHD includes a large, geographically
diverse sample of US hospitals, participating institutions may not be fully representative of all hospitals or healthcare
systems. Differences in patient populations, clinical practice patterns, and healthcare delivery models may limit the
generalizability of these findings to nonparticipating hospitals, nonhospital settings, or healthcare systems outside
the the US.

Despite these limitations, this study extends the existing real-world evidence by characterizing hospital-based
costs associated with Eluvia and Zilver PTX for the treatment of femoropopliteal PAD in a large, geographically
diverse US hospital database. Treatment with Eluvia was associated with lower hospital-based follow-up costs than
Zilver PTX across the overall cohort and several clinically relevant subgroups, while index procedure costs were
generally comparable. These findings complement existing clinical and economic evidence by providing a hospital-
based perspective on downstream costs and may help inform hospital decision-making regarding resource planning
and device selection. Additional studies that incorporate both clinical outcomes and broader healthcare costs are
warranted to further evaluate the drivers and long-term economic implications of these observed associations.
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Summary points

e Peripheral artery disease involving the femoropopliteal artery is associated with substantial clinical and economic
burden.

e This retrospective real-world study compared hospital-based costs among patients treated with Eluvia™ versus
Zilver® PTX® drug-eluting stents.

e The analysis used the Premier Healthcare Database and included adults undergoing femoropopliteal
endovascular revascularization between April 2019 and March 2022.

e A total of 7208 patients were included, comprising 4218 treated with Eluvia and 2990 treated with Zilver PTX.

e Patients treated with Eluvia had a greater comorbidity burden, including higher rates of chronic kidney disease,
congestive heart failure, chronic pulmonary disease, and obesity.

e Adjusted analyses accounted for baseline patient characteristics (age, sex, race, and baseline CLTI status) to
compare hospital-based costs between treatment groups.

e Adjusted index procedure hospital-based costs were not significantly different between Eluvia and Zilver PTX in
the overall study population.

e Eluvia was associated with significantly lower adjusted cumulative hospital-based post-discharge costs at both 1
and 2 years post-discharge compared with Zilver PTX.

e Lower post-discharge hospital-based costs associated with Eluvia were also observed in the hospital inpatient,

hospital outpatient, and chronic kidney disease subgroups.

No statistically significant cost differences were observed between treatment groups among patients with

chronic limb-threatening ischemia.

The reported outcomes reflect hospital-based costs captured within participating hospitals and should not be

interpreted as total healthcare costs.

This study did not directly evaluate clinical outcomes such as target lesion revascularization, patency or

reintervention; therefore, the reasons for the observed cost differences remain uncertain.

Because this was an observational cost analysis, the findings should be interpreted as adjusted associations rather

than evidence of a causal treatment effect.
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