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Background

European Society for Vascular Surgery (ESVS) 2024 Clinical
Practice Guidelines on the Management of Asymptomatic Lower Limb
Peripheral Arterial Disease and Intermittent Claudication™

* Endovascular interventions for FP revascularizations are well
established

* Long-term patency remains a challenge, with reported restenosis
rates of up to 70% for POBA?

* DCBs have been successful in improving long-term patency vs POBA

/ \ Recommendation 64

For patients with disabling intermittent claudication
1. Uncoated 2. Bare metal undergoing revascularisation who have Trans-Atlantic Inter-
balloon stents Society Consensus Document I1 A/B femoropopliteal lesions,
angioplasty the adjunctive use of paclitaxel coated balloon angioplasty
should be considered after optimal balloon angioplasty

’.- ] ?22’22% without the need for stenting.
b' *‘ — Reference ToE

Rl Class Tevel

Tia N Koccherling et al (2023)°

High risk for restenosis S

and repeat revascularization For patients with disabling intermittent claudication
undergoing revascularisation, primary bare metal stenting is
not recommended over balloon angioplasty with provisional

. stenting in femoropopliteal lesions due to the unfavourable

secondary patency rates in patients with in stent re-stenosis. . X
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Drug Coated Technology

* Each DCB necessitates individual study

* RCTs have shown clinical benefits but often feature highly selective
patient cohorts based on clinical and imaging criteria

* Thus, their findings may not universally apply to real-world patient
populations

/ Luminor (iVascular) \ / EffPac Trial \

Device Number of patients

> Luminor 35 171

' rans=r Tech
S N AT R

Folkr up Tooxe of lesions
microcrystalline Paclitaxel S years Femoropopliteal
spread throughout the balloon together with the excipient by arte ries, lesions

[ ]
way of an ultrasound spray pulse
TASC A&B
drop | s ;
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The LUMIFOLLOW Registry

To demonstrate that Luminor DCBs
outcomes are reproducible in standard
practice with all-comer patients and
explores the safety, efficacy, and cost-
efficiency of the LUMINOR DCB in de-novo
and restenotic-FP lesions.
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The Lumifollow Registry

FRANCE wide registry

Luminor drug coated balloon for treating PVD
Femoropopliteal lesions

Reproducible results in standard practice
Safety

Efficacy

QOL metrics

Subgroup analysis
* DeNovo vs restenotic lesions
* Claudicants vs CLTI
* Femoral versus popliteal lesions
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> J Vasc Surg. 2024 Oct 28:50741-5214(24)02024-X. doi: 10.1016/j.jvs.2024.10.068.
Online ahead of print.

French Multicentric Registry on LUMINOR Drug-
Eluting Balloon for Superficial Femoral and Popliteal
Arteries

Caroline Caradu 1, Claire Webster 2, Bahaa Nasr 3, Jonathan Sobocinski #, Nicolas Louis 2,
Benjamin Thévenin ¢, Gilles Goyault 7, Yann Goueffic 8, Eric Ducasse ?;
LUMIFOLLOW collaborators

Collaborators, Affiliations + expand > Ann Vasc Surg. 2025 Sep 15:122:656-668. doi: 10.1016/j.avsg.2025.09.011. Online ahead of print.

PMID: 39477043 DOI: 10.1016/j.jvs.2024.10.068 o .
fivs Two-Year Outcomes of the French Multicentric

Registry on LUMINOR Drug-Eluting Balloon for
Superficial Femoral and Popliteal Arteries
(LUMIFOLLOW)

Caroline Caradu ', Claire Webster 2, Bahaa Nasr 2, Jonathan Sobocinski 4, Nicolas Louis 2,
Benjamin Thévenin €, Gilles Goyault 7, Yann Goueffic 8, Eric Ducasse ?2;
LUMIFOLLOW collaborators

Collaborators, Affiliations + expand
PMID: 40962112 DOI: 10.1016/j.avsg.2025.09.011
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Recruiting Centres

Centre
Centre Hospitalier Universitaire Pellegrin, Bordeaux

N=542
19.2% (104/542)

Clinique Générale Annecy

2.6% (14/542)

Clinique Rhone Durance, Avignon

1.5% (8/542)

Centre hospitalier de la Cote Basque, Bayonne

0% (0/542)

Polyclinic Bordeaux Nord Aquitaine, Bordeaux

3.9% (21/542)

Hopital Ambroise Paré, Boulogne-Billancourt

1.7% (9/542)

Centre Hospitalier Régional Universitaire Morvan de Brest

10.1% (55/542)

CHRU Lille

7.0% (38/542)

Clinic Mutualiste Porte de L’Orient, Lorient

3.5% (19/542)

CHU Timone Marseille

0.2% (1/542)

CH Layné, Mont-de-Marsan

1.1% (6/542)

Hopital Privé des Franciscaines, Nimes

12.2% (66/542)

Fondation Hopital St Joseph, Paris

23.6% (128/542)

Clinique Saint Jean, St-Jean-de-Védas

6.6% (36/542)

Clinique Rhéna, Strasbourg

6.8% (37/542)
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Inclusion and Exclusion Criteria

ClinicalTrials.gov (NCT04743180)

Inclusion Criteria

Clinical Criteria

>18
RC 2-5

Angiographic Criteria

> 70% stenosis or occlusion of a FP artery

. ggzximal margin of target lesion(s) starts at the ostium of the

. Distal margin terminates at bifurcation of popliteal artery AND
>1 cm above the origin of the TP trunk (P3)

TASCIliClassAto D
de novo lesion(s) or restenotic lesion(s) (stented or not)

A patent inflow artery free from significant lesion (> 50%
stenosis)

Successful wire crossing and pre-dilatation }2 1min, with under
sizing of Imm compared to ref diameter) of the target lesion

Use of crossing devices, laser or atherectomy, Bailout stenting
allowed if necessary

At least one patent native outflow artery to the ankle, free from
significant (> 50%) stenosis

Exclusion criteria

Pregnant or lactating Women
Life expectancy < lyear

Patient is currently participating in an
investigational drug or other device
study or previously enrolled in this
study

Inability to take required study
medications or allergy to contrast that
cannot be adequately managed with
pre- and post-procedure medication

Sudden symptom onset or acute
vessel occlusion

VS
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Assessed for eligibility (n=599)

A 4

Included (n=542)

Excluded (n=57)
*Meeting exclusion criteria (n=30)
*Inability to confirm the inclusion criteria (n=8)
*Duplicate (n=12)
+No data available (n=7)

=520

v

Death: 4
Lost to follow-up: 4
No show: 14

Death:11
Lost to follow-up:0
No show: 14

=439

Death:15
Lost to follow-up:0
No show: 41

A\

Death:22
Lost to follow-up:0
No show: 66

Death:11

IVS

N=262

A8 8840

Lost to follow-up:29
No show: 49
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Outcome Measures

« Primary Outcome Measures Secondary Outcome Measures
* Overall medical safety * Acute device success
. * Technical success
* freedom from peri-procedural

death (<30 day), * Procedural success

. . . ) * Major adverse events
* index limb major amputation
(above the ankle),

* and all-cause mortality at 3 years

* Major vascular complications <30 days
* Composite safety (Combining freedom from all-cause
death, index limb major amputation, and index limb re-

* Efficacy intervention),
* primary patency * TVR
e fTLR | owiQ

* Quality of Life (EQ-5D)
* Cost-Effectiveness
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Patient Demographics

Clinical characteristics N=542
Age (years) 71.2+10.6
Male 67.2% (364/542)
Diabetes 42.6% (231/542)
Hypertension 72.1% (391/542)
Hyperlipidemia 56.3% (305/542)
Current smoker 27.2% (147/540)
Previous peripheral revascularization 44.0% (238/541)
wiQ 31.3+247
Lesions characteristics N=580
Superficial artery disease localization 57.5% (329/572)
Superficial/popliteal artery disease 28.3% (162/572)
localization
Popliteal disease localization 14.2% (81/572)
Lesion type
De novo 75.8% (436/575)
Restenosis 24.2% (139/575)
TASC Il classification
A 21.5% (123/571)
B 34.9% (199/571)
C 23.1% (132/571)
D 20.5% (117/571)
Lesion length (mm) 140.55+99.42
Total occlusion 44.3% (255/576)

Values are meanzSD or % (n/N]

SD : standard deviation, TASC : Trans-Atlantic Inter-Society Consensus, WIQ, : walking impairment questionnaire
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Procedural Details

Lesion length (mm)
140.55199.42

Variables | N=580
Devices N=874 Bare self-expanding nitinol stent 283
Luminor 18 37.6% (320/852) Multi-Loc self-expanding stent 2
Luminor 35 62.4% (532/852) Drug-eluting self-expanding stent 8
Pre-dilatation 91.2% (527/579) Covered self-expanding stent 10
Post-dilatation 4.7% (27/579) Interwoven self-expanding stent 36
Stenting 43.1% (249/580)
Stent length (mm) 87.21+42.30 Bare balloon expandable stent 10
Stent diameter (mm) 5.60+0.66
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Outcomes

ELE]ES 1 year 2 years 3 years
All cause death 5.7% (31/542) 9.6% (52/542) 11.6% (63/542)
Major target limb amputation 0.7% (4/542) 1.8% (10/542) 2.4% (13/542)
Minor target limb amputation 4.2% (23/542) 4.2% (23/542) 4.8% (26/542)
Efficacy endpoint
Patients with TLR 3.1% (17/542) 5.9% (32/542) 7.6% (41/542)
Patients with TVR 6.5% (35/542) 8.5% (46/542) 9.8% (53/542)

4 peri-procedural deaths (<30 day)

cardiac (n=8) or respiratory (n=5) causes, sepsis (n=3), mesenteric ischemia (n=5), cancer (n=5), haemorrhagic stroke (n=1),
haemorrhage (n=2), limitation of active treatments (n=2), suicide (n=1), and unknown cause (n=27)
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F-TLR at 36 months

100 96.2% 92% 87.3%

9 T ——poooee
= 80- i i §
= s : - Y
E | | | LUMIFOLLOW  87.3
- ! ! !
£ 40- | | | IN/PACTSFA  84.8
® 20- | | | ILLUMINATE  77.6
o ! ] :
LL 959 CT i i i SAFE DCB 74.4
011 1 f ] i
01 6 12 24 36
Months
0 1 month 6 months 12 months 24 months 36 months
Number at risk 542 517 465 371 211 105
Freedom TLR % - 99.8 99.0 96.2 92.0 87.3
95% CI - 98.6-100.0 97.6-99.6 93.9-97.6 88.7-94.4 82.1-91.0
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80%

70%

60%

50%

40%

30%

20%

10%

0%

Baseline 1 month 6 months 12 months 24 months 36 months
> MW 6 0.0% (0/532) 0.0% (0/441) 0.0% (0/355) 0.3% (1/350) 0.4% (1/254) 0.5% (1/214)
&o'f m S 16.2% (88/542) 3.6% (16/441) 2.3% (8/355) 2.3% (8/350) 0.8% (2/254) 3.7% (8/214)
‘é m 4 16.8% (91/542) 2.0% (9/441) 2.0% (7/355) 2.9% (10/350) 4.3% (11/254) 2.3% (5/214)
T 3 43.2% (234/542) 6.3% (28/441) 6.8% (24/355) 4.9% (17/350) 5.1% (13/254) 7.9% (17/214)
...g 2 23.8% (129/542) 10.0% (44/441) 9.0% (32/355) 9.4% (33/350) 10.6% (27/254) 11.2% (24/214)
2 1 0.0% (0/542) 11.6% (51/441) 13.8% (49/355) 12.0% (42/350) 13.8% (35/254) 19.2% (41/214)
5 B oo 0.0% (0/542) 66.4% (293/441) 66.2% (235/355) 68.3% (239/350) 65.0% (165/254) 55.1% (118/214)
Change in Rutherford category 1 month 6 months 12 months 24 months 36 months
-5 27/441 (6.1%) 24/355 (6.8%) 21/350 (6.0%) 0/254 (0,0%) 12/214 (3,4%)
-4 36/441 (8.2%) 44/355 (12.4%) 33/350 (9.4%) 1/254 (0,4%) 16/214 (4,6%)
-3 161/441 (36.5%) 109/355 (30.7%) 121/350 (34.6%) 0/254 (0,0%) 67/214 (19,1%)
-2 132/441 (29.9%) 103/355 (29.0%) 105/350 (30.0%) 1/254 (0,4%) 67/214 (19,1%)
-1 42/441 (9.5%) 35/355 (9.9%) 35/350 (10.0%) 9/254 (3,5%) 23/214 (6,6%)
0 36/441 (8.2%) 31/355 (8.7%) 25/350 (7.1%) 19/254 (7,5%) 19/214 (5,4%) : ;
+1 6/441 (1.4%) 7/355 (2.0%) 4/350 (1.1%) 22/254 (8,6%) 9/214 (2,6%) from Mlﬂd to leb
+2 1/441 (0.2%) 1/355 (0.3%) 4/350 (1.1%) 76/254 (29,8%) 3/214 (0,9%)
+3 - 1/355 (0.3%) 2/350 (0.6%) 90/254 (35,3%) 1/214(0,3%)




Freedom from TLR

De novo
Restenosis

Freedom from TLR

Papliteal
SFA

Subgroup Analysis — At 2 years

De-Novo vs Restenosis

1% _ﬁ%ﬁ__
B0% -
0% Log rank P=0.499
0% -|
20% -
= De novo
—  Restenosis
o% -
0 2 4 & 8 10 12 W 16 1B 20 2 M
Time After Index Procedure (Months)
Number at Risk
408388 350 7 158
130127 e 3 51
100%
D,
80%
0% Log rank P=0.160
0%
20%
—  Popliteal
— SFA
% T T
0 2 4 B 8 10 12 ¥ 16 1B 0 2 M
Time After Index Procedure (Months)
Number at Risk
o8 60 51 45 25
314304 278 24 122

D.

Primary Patency

De navo
Restenosis

Primary Patency

Popliteal
SFA

100% -
80% -
oo Log rank P=0.548
0% -
0%
= Denovo
= Restenosis
0%
0 2 4 6 8 10 12 M 1 1 220 2 M
Time After Index Procedure (Months)
Number at Risk
408379 32 253 132
130124 114 84 42
100% |
80%
0% -
Log rank P=0.945
a0% -
0% |
— Popliteal
— SFA
0 2z 4 6 B 10 12 14 16 18 20 2 M
Time After Index Procedure (Months)
Number at Risk
68 59 a7 39 18
31429 59 199 108

SFA versus Popliteal Disease

Freedom from TLR

Diabetics versus non-diabetics

Log rank P=0.171

20%
—  Nan-diabetic
— Diabetic
%
0 2 4 6 8 10 12 14 16 1B 20 2 u
Time After Index Procedure (Months)
Number at Risk
Non-diabetie EET 218 232 134
Diabetic 7 194 151 77
C 100%
. —————
80%
&
=
E 0% Log rank P=0.404
E
'g 0%
&
20%
— TASCCED
— TASCA&B
” T
0 2 4 6 L] 10 12 14 16 18 20 2
Time After Index Procedure (Months)
Number at Risk
TASC C&D 237229 2 169 £
TASC A&B 298283 254 208 108

B.

Primary Patency

Non-diabetic
Diabetic

D.

Primary Patency

TASC C&D
TASC A&B

100%
0%
il Log rank P=0.171
40%
20%
—  Non-diabetic
= Diabetic
0% - -
0 2 4 6 8 10 12 14 1% 18 20 2 24
Time After Index Procedure (Months)
Number at Risk
311293 260 203 3
231213 180 136 62
80%
60% Log rank P=0.124
40%
0%
—— TASCC&D
— TASC A&B
0%
0 2 4 & 8 10 12 14 16 18 20 2 A
Time After Index Procedure (Months)
Number at Risk
27223 196 146 7
298277 238 188 93

TASC A/Bvs C/D
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* Real-world data at 3 years continue to confirm SAFETY and EFFICACY
of the Luminor DCB in FP lesions with lasting QOL benefits

* The LUMIFOLLOW registry encompasses a diverse patient population
- Includes calcified and long occlusions, de novo and restenotic lesions

. - Popliteal lesions extending down to the P3 segment,
. - Rutherford 5 patients

* High f-TLR, low complication rates
e 3-y data support LUMINOR DCB’s routine clinical use

IVS Let Knowledge Flow, from Mind to Limb



Paclitarxel vs Sirolimus

There are 2 main drugs used to inhibit the stenosis: Paclitaxel and the limus family (Sirolimus)

Detailed below the main characteristics of both drugs:

Paclitaxel Sirolimus

e Strong inhibition of stenosis * Strong inhibition of stenosis

* High lipophilicity: Fast and high absorption to * Limited lipophilicity: slower transfer

the vessel - L
* Low number of receptors: difficult to distribute

« Specific cellular receptors. Diffuses from in the arterial wall

endothelial surface to medium and adventitia

layers of arterial wall
Sirolimus presents 2 main issues to be used on a DCB:

slow transfer and difficulty to distribute in the artery wall

IVS Let Knowledge Flow, from Mind to Limb



Clinical evidence

At the moment, sirolimus DCBs evidence isn’t much in PAD. The trials published are:

Paclitaxel trials Sirolimus trials
6 5

Femoropopliteal >200

1 study comparing

BTK 3 S75 3 both drugs

1-year outcomes

6.1 cm and 160 lesions (33.2%) were chronic total occlusions. Primary patency was achieved in 150 of
203 participants (73.9%) with SCBs and in 149 of 199 participants (74.9%) with PCBs (risk difference:

-1.0%:; 95% Cl: -9.6% to 7.6%; Pnoninferion'ty = 0.019). However, sensitivity analyses revealed that > J Am Coll Cardiol. 2026 Feb 18:50?35-109?(25}10433-6. doi: 10.101 6/j.jacc.2025.’|2.01?.

noninferiority was achieved but statistically not robust. The primary clinical endpoint was achieved in Online ahead of print.

199 of 220 participants (90.5%) with SCBs and in 202 of 218 participants (92.7%) with PCBs (risk . . . .

difference: -2.2% (95% Cl: -7.7% t0 3.2%.); Praninferiority = 0.003). These results were confirmed by Comparlson Of SlIOllmUS_ Vs PaC].ltaXEI_Coated

itivit I . - -

ey anayses Balloon Angioplasty for Femoropopliteal Artery
tively) (Figure 3). This was also true for the 12-month Dl.s.ease. The SIRONA Randomlzed NOIllIleI'IOIlty
Kaplan-Meier estimates of freedom from clinically Trial

driven TLR (SCBs 93.1% vs PCBs 95.6%; log-rank
P = 0.58), freedom from clinically driven TVR,
amputation-free survival, and all-cause mortality

Ulf Teichgraber i Maja Ingwersen 2 Thomas Lehmann 3, Stephanie Platzer 3 Ina Kunstmann 2,
Sabine Steiner 4, Andrej Schmidt 5 Tim Wittig 5, Thomas Zeller &, Marcus Thieme 7,

o)
Source: PubMed search; Teichgrdber U, et al. Comparison of Sirolimus- vs Paclitaxel-Coated Balloon Angioplasty for Femoropopliteal Artery : s
l \I S Disease: The SIRONA Randomized Noninferiority Trial. ] Am Coll Cardiol. 2026 Feb 18:50735-1097(25)10433-6. Let Knowled ge Flow, from Mind to Limb



BUT......

Clinical Practice Guidelines Eur J Vasc Endovasc Surg (2026) 71, 923—927 8EWES

Open Access

CLINICAL PRACTICE GUIDELINES

Focused Update on Paclitaxel Coated Technologies, from
the 2024 European Society for Vascular Surgery (ESVS) Guidelines on the
Management of Asymptomatic Peripheral Arterial Disease and
Intermittent Claudication

Joakim Nordanstig b+ Robert Hinchliffe ©, Anne Lejay ?, Christian-Alexander Behrendt ©, on behalf of the ESVS Peripheral Arterial Disease
Guidelines Writing Committee ', and the ESVS Guidelines Steering Committee '

?Department of Molecular and Clinical Medicine, Institute of Medicine, University of Gothenburg, Gothenburg, Sweden

® Department of Vascular Surgery, Sahlgrenska University Hospital, Gothenburg, Sweden

“Bristol Centre for Surgical Research, University of Bristol, Bristol, UK

9 Department of Vascular Surgery and Kidney Transplantation, University Hospital, and Research Unit 3072, Centre Research Biomedicine Strasbourg, Strasbourg, France
“ Department of Vascular and Endovascular Surgery, Asklepios Clinic Wandsbek, Asklepios Medical School, Hamburg, Germany
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Table 1. Summary of published evidence regarding the use of paclitaxel coated devices in intermittent claudication, following the
latest literature search undertaken when developing the 2024 European Society for Vascular Surgery (ESVS) clinical practice
guidelines on the management of asymptomatic peripheral arterial disease and intermittent claudication.

Study (year) Device/ Comparator Patients — n Lesion location/ Key efficacy Key secondary/safety/

intervention (Rutherford length outcomes mortality outcomes
stage)
SWEDEPAD 2 Treatment strategy  Treatment 1155 (all Mostly (96.1%) One year QoL @ Five year all cause
(2025)* with paclitaxel strategy Rutherford  femoropopliteal,  (VascuQoL-6) mortality rate higher with

coated devices with 1-3) 36.1% had TASCII mean sum score paclitaxel (4.57 vs. 3.28 per
(specific device used uncoated C or D lesions difference —0.02 100 person years; HR 1.47
was decided by the  devices (95% CI —0.66 [95% CI 1.09—1.98],
operator) —0.62; p =.96) p=.010); median 7.1 year

mortality no significant
difference (HR 1.18 [95% CI
0.94-1.48], p=.16)

One year Rutherford stage
clinical improvement similar
across treatment arms

TVR rates similar across
treatment arms

For the primary QoL endpoint analysis, 1136 patients were included in the intent to treat analysis. No patients were lost to follow up for the
mortality assessment

ILLUMENATE Stellarex DCB, PTA 300 (>90%  Femoropopliteal, Freedom from Five year freedom from all
(2024)"* (paclitaxel dosing 2.0 Rutherford  mean lesion length CD-TLR 70.3% vs. cause death 80.1% vs. 80.2%
lg/mm?) 2-3) 8.0 +£ 4.5 cm 68.2% (p = .505) (p = .980); primary safety
(DCB) and 8.9 + event 69.2% vs. 68.2%
4.6 cm (PTA) (p = .623)
99.3% of DCB patients and 100% of PTA patients completed the 60 month visit
Freeway trial Nitinol stenting Nitinol 204 (>90%  SFA/proximal Five year Five year all cause
(2024)"* followed by Freeway stenting Rutherford  popliteal, mean freedom from CD- mortality rate 12.0% (DCB)
DCB (paclitaxel followed by 2-3) lesion length 7.7 = TLR 85.3% vs. vs. 15.0% (plain balloon
dosing 3.0 pg/mm?) PTA 4.2 cm (DCB) and 72.7% (p = .032) angioplasty)
83+ 4.1 cm
(PTA)
151 patients included in the five year follow up extension
EffPac Luminor DCB PTA 171 (>90%  Femoropopliteal, Five year Freedom from TLR 82.1%
(2022)"° (paclitaxel dosing 3.0 Rutherford  mean lesion length primary patency vs. 73.7% (p = .050)
ig/mm?) 2-3) 5.9 + 4.3 cm 61.4% vs. 53.5% Five year all cause
(DCB) and 5.6 = (p = .040) mortality rate 11.5% (DCB)
3.9 cm (PTA) vs. 14.0% (plain balloon
angioplasty) (p = .34)
Rutherford clinical
improvement similar (61%
vs. 64%)
Py At five years, clinical follow up was completed by 55% (DCB) and 53% (PTA); duplex ultrasound follow up was 46% and 50%, respectively
@ = potential safety concern, = = no significant difference, ® = efficacy benefit. TASC II = Trans-Atlantic Inter-Society Consensus on the
l Management of Peripheral Arterial Disease; Qol. = quality of life; VascuQol-6 = six item Vascular Quality of Life Questionnaire; CI = | of Hnowledge FIOLU, from Mlnd to leb

confidence interval; HR = hazard ratio; TVR = target vessel revascularisation; DCB = drug coated balloon; PTA = percutaneous
transluminal angioplasty; CD-TLR = clinically driven target lesion revascularisation; SFA = superficial femoral artery; TLR = target lesion
revascularisation.
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Recommendation 1 Updated

For patients with intermittent claudication undergoing
endovascular femoropopliteal intervention, the routine
adjunctive use of paclitaxel coated balloons or paclitaxel
eluting stents is not recommended owing to the lack of
demonstrated quality of life benefit and concerns regarding
potential long term mortality risk.

Class Level References ToE

A Nordanstig et al. (2025),°
Krishnan et al. (2024),""

Hausegger et al. (2024),"*
Teichgraber et al. (2022)'°

Recommendation 2 Updated

Paclitaxel coated devices may be considered for carefully
selected patients with intermittent claudication and
femoropopliteal re-stenosis with significantly impaired
walking ability and quality of life, provided patients are
fully informed of the uncertain long term safety profile.

Class Level Reference
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