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Circle size indicates sample size
      = 5,000 patients
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Patient-level, pooled analysis of long-term mortality
- The number of patients remained limited
- Vital status is missing in numerous participants. This partly limits the
interpretation, with the risk that missing data may not be due to chance

Current real-world observational studies

- Lack of exhaustiveness due to the choice of a specific group of patients
- Absence of certain devices not available at the time of analysis.

Current limitation of patient-level analysis and real word 
observational studies

Parikh SA, Lancet, 2023; Rocha-Singh KJ, Circulation. 2020; Behrendt CA, Eur J Vasc Endovasc Surg. 2020; Freisinger E, Eur Heart J, 2019; Secemsky EA, J Am Coll Cardiol. 2019; 
Gutierrez JA,. J Am Heart Assoc. 2021

The French National Health Data System (SNDS) Positions France as a Key 
Country for Research

SNIIRAM: 15 datasets on primary care
(patient characteristics, practitioner, retail pharmacy, 
benefits, private hospitals, biology, medical devices…)

PMSI: private & public hospital activity
(hospital stays, external activity, expensive medicines)

N ational health 
insurance fund

Technical agency for information 
on hospital care

National Institute of Health and 
Medical Research

CépiDC: causes of death
(national statistics repository)

N ot available yet National Solidarity Fund 
for Autonomy

Disability Database
(national statistics repository)

Sample from complementary 
health insurance

Catalog of public cohorts

General Beneficiary Sample (EGB)

Permanent representative sample
(1/97 random sample size)

Database of public insurance 
data representing approximately 

99% of the French population

Each patient’s healthcare use is tracked 
from birth or immigration to France to 

death or emigration, regardless of 
employment or socioeconomic status.

DETECT Trial: Are PCDs are associated with all-cause mortality in a 
real-world setting. NCT05254106

Wargny, Gouëffic, JACC, 2024

In. criteria: All patients 
aged ≥ 18 years, who

underwent a first 
infrainguinal endovascular
repair as index procedure

in a French hospital, 
public or private, between

October 1, 2011 and 
December 31, 2019, were

eligible

Patient follow-up 
began the first day

after the index 
procedure and ended

upon death or 
December 31, 2021.
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DETECT trial Flow Chart
NCT05254106

Wargny, Gouëffic, JACC, 2024

We identified 274,014 unique patients with ≥1 
procedure of interest between 2011 and 2019.

14877 (5.4%) patients were excluded according to 
the exclusion criteria.

259,137 patients were included
- Paclitaxel exposure (≥1 PCD): 20,083 (7.7%)
- DCB exposure only: 6,804 (33.9%)
- DES exposure only: 12,455 (62.0%)

Study Population Characterictics According to Baseline Treatment

 

 Control group (no PCD), 
n = 239,054 

PCD treatment group, 
n = 20,083 P value 

Sociodemographic    
Sex (women) 78756 (32.9%) 6609 (32.9%) 0.92 
Age on admission (years) 74 [64-83] 71 [63-80] <0.001 
Coronary artery disease 89723 (37.5%) 8036 (40.0%) <0.001 
Stroke 20543 (8.6%) 1570 (7.8%) <0.001 
Heart failure 45651 (19.1%) 3002 (14.9%) <0.001 
Peripheral arterial disease 154379 (64.6%) 13659 (68.0%) <0.001 
Lower limb artery procedure (any) 23553 (9.9%) 2520 (12.5%) <0.001 
Major lower limb amputation 6245 (2.6%) 262 (1.3%) <0.001 
Diabetes mellitus 99718 (41.7%) 7972 (39.7%) <0.001 
Chronic kidney disease 46351 (19.4%) 3076 (15.3%) <0.001 
End stage kidney disease 11060 (4.6%) 566 (2.8%) <0.001 
Cancer 48698 (20.4%) 4097 (20.4%) 0.92 
History of paclitaxel-eluting coronary stent 691 (0.3%) 83 (0.4%) 0.003 
Last year treatment    

Antiplatelet agent 173416 (72.5%) 15642 (77.9%) <0.001 
Anticoagulant 58952 (24.7%) 4034 (20.1%) <0.001 

ACEi 82268 (34.4%) 7228 (36.0%) <0.001 
Statin 140864 (58.9%) 12609 (62.8%) <0.001 

The PCD group was more likely to present with 
a history of coronary artery disease (40.0% vs. 
37.5%, respectively), peripheral artery disease 
(68.0% vs. 64.6%), and other lower limb artery 

procedure (12.5% vs, 9.9%)

The control group was more likely to present 
with a history of stroke (7.8% vs. 8.6%), major 
lower limb amputation (1.3% vs. 2.6%), and 

diabetes mellitus (39.7% vs. 41.7%).

The medical history was unbalanced but not systematically in favor of one group. 

Wargny, Gouëffic, JACC, 2024

Cummulative Incidence Function According to PCD Treatment for Mortality
Propensity score matching approaches based on either nearest-neighbor or exact matching

The CIFs also highlighted a lower unadjusted risk in the PCD-treated group than in the 
control group for mortality in all approaches

Wargny, Gouëffic, JACC, 2024

Multivariable Analyses of the Different Outcomes of Interest According to 
Treatment Status for Paclitaxel-Coated Devices

M1 (no adjustment); M2, adjustment for age, sex, trimester of the index procedure (=start of follow-up), and protection scheme; M3, M2 + adjustment for a/ routine drug use (antiplatelet agent, anticoagulant, ACEi, statin), b/ patient history (coronary artery disease, stroke, heart 
failure, peripheral arterial disease, lower limb amputation, diabetes mellitus, chronic/end-stage kidney disease, malignant tumor, paclitaxel-eluting coronary stent), and c/ index procedure-associated conditions (hospital setting [public or private], admission via the emergency 

room, lower limb ulcer, procedure involving several arteries). 95% CI: 95% confidence interval; MACE-A: major adverse cardiovascular event with amputation; Events/Pop.: number of events/population size; HR: Hazard ratio; MALE-m: major adverse limb event (amputation and/or 
lower limb artery procedure, “modified” as it may involve the ipsi- or contralateral limb); PCD: paclitaxel-coated device (drug-coated balloon and/or drug eluting stent).

Wargny, Gouëffic, JACC, 2024

PCD-treated group had a lower risk of mortality than the control group 
without and with adjustment

Cummulative Incidence Function According to PCD Treatment for Major 
Amputation
Propensity score matching approaches based on either nearest-neighbor or exact matching

The CIFs also highlighted a lower unadjusted risk in the PCD-treated group than in the 
control group for major amputation in all approaches

Wargny, Gouëffic, JACC, 2024

Multivariable Analyses of the Different Outcomes of Interest According to 
Treatment Status for Paclitaxel-Coated Devices

M1 (no adjustment); M2, adjustment for age, sex, trimester of the index procedure (=start of follow-up), and protection scheme; M3, M2 + adjustment for a/ routine drug use (antiplatelet agent, anticoagulant, ACEi, statin), b/ patient history (coronary artery disease, stroke, heart 
failure, peripheral arterial disease, lower limb amputation, diabetes mellitus, chronic/end-stage kidney disease, malignant tumor, paclitaxel-eluting coronary stent), and c/ index procedure-associated conditions (hospital setting [public or private], admission via the emergency 

room, lower limb ulcer, procedure involving several arteries). 95% CI: 95% confidence interval; MACE-A: major adverse cardiovascular event with amputation; Events/Pop.: number of events/population size; HR: Hazard ratio; MALE-m: major adverse limb event (amputation and/or 
lower limb artery procedure, “modified” as it may involve the ipsi- or contralateral limb); PCD: paclitaxel-coated device (drug-coated balloon and/or drug eluting stent).

Wargny, Gouëffic, JACC, 2024

PCD-treated group had a lower risk of mortality than the control group without and with adjustment

A significantly lower risk was observed for MACE-A and major amputation
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Multivariable analysis of the different outcomes of interest according
to treatment status for DCB or DES

M1 (no adjustment); M2, adjustment for age, sex, trimester of the index procedure (=start of follow-up), and protection scheme; M3, M2 + adjustment for a/ routine drug use (antiplatelet agent, anticoagulant, ACEi, statin), b/ patient history (coronary artery disease, stroke, heart 
failure, peripheral arterial disease, lower limb amputation, diabetes mellitus, chronic/end-stage kidney disease, malignant tumor, paclitaxel-eluting coronary stent), and c/ index procedure-associated conditions (hospital setting [public or private], admission via the emergency 

room, lower limb ulcer, procedure involving several arteries). 95% CI: 95% confidence interval; MACE-A: major adverse cardiovascular event with amputation; Events/Pop.: number of events/population size; HR: Hazard ratio; MALE-m: major adverse limb event (amputation and/or 
lower limb artery procedure, “modified” as it may involve the ipsi- or contralateral limb); PCD: paclitaxel-coated device (drug-coated balloon and/or drug eluting stent).

Wargny, Gouëffic, JACC, 2024

In multivariable model, compared to control group, treatments with DCB without DES and 
DES without DCB were associated with a lower risk for major amputation

Take Home message

- The DETECT study is a real-world data from a 10-year, nationwide, nearly
exhaustive, of about 260,000 patients followed after endovascular
revascularization for lower limb peripheral artery disease using or not using a 
PCD, with a minimum of 2 years of follow-up.

- In this population accounting for the main confounding factors, PCD treatment
was not associated with a higher risk of late mortality.

- The other sub-analyses in patients with PCD, DCB only or DES only, highlight an 
lower risk associated in term of major amputation

Y. Gouëffic, MD, PhD
Department of vascular and endovascular surgery

Groupe Hospitalier Paris Saint Joseph, Paris, France.
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SNIIRAM: 15 datasets on primary care
(patient characteristics, practitioner, retail pharmacy, 
benefits, private hospitals, biology, medical devices…)

PMSI: private & public hospital activity
(hospital stays, external activity, expensive medicines)

N ational health 
insurance fund

Technical agency for information 
on hospital care

National Institute of Health and 
Medical Research

CépiDC: causes of death
(national statistics repository)

N ot available yet National Solidarity Fund 
for Autonomy

Disability Database
(national statistics repository)

Sample from complementary 
health insurance

Catalog of public cohorts

General Beneficiary Sample (EGB)

Permanent representative sample
(1/97 random sample size)

Database of public insurance 
data representing approximately 

99% of the French population

IN.PACT SNDS 3yr Diabetes - Data Release  |  LINC 2024  |  
Tuesday 10:50 CET  |  Yann Goueffic

Each patient’s healthcare use is tracked 
from birth or immigration to France to 

death or emigration, regardless of 
employment or socioeconomic status.

Study Limitations

- No causal inference can be made. Indeed, the indication bias beween patients treated
and not treated with PCD could not be fully controlled

- Data set limitations:  from 2011 to 2021, the time used to retrieve medical history
was shorter for patients included near October 2011.

- The lack of data regarding the laterality of the procedure strongly limits the interest of 
the “new lower limb artery procedure” outcome. Indeed, although it may be a 
reintervention caused by the restenosis of the initial lesion, this procedure may also be
contralateral .


