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Patient History

Cardiovascular risk

Patient Profile
factors

Duplex scan: Below the

Female (age: 84 y) Diabetes (type 2) CLTI

knee atheromatous
Cardiac failure Hypercholesterolemia - Rutherford 5 disease
Coronay bypass - Right limb

Ovarian metaplasia
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Risk Factors for BTK Disease

Male

Diabetes
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Hyper-
tension

Hyperchole-

Current

gender
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sterolemia
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smoking

Baumgartner, Eur J Vasc Endovasc Surg, 2006
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Major Amputation or Death in the Vein Bypass Group

. . AN
BASIL 2 RCT: Amputation Free Survival
Bypass vs Angioplasty in Severe Ischaemia of the Leg (BASIL) trial 'A

e
(NG

100 HR1:35 (95% C11-02-1-80) Major amputation or death

- Vein bypass group: 108 (63%) of 172 patients

- Best endovascular group: 91 (53%) of 173 patients
- Adjusted HR 1-35 [95% CI 1-02-1-80]; p=0-037

25

—— Vein bypass group
—— Best endovascular treatment group

Amputation-free survival (%)

- The median amputation-free survival was:
3-3 years [IQR 2-1-4-3] in the vein bypass group

0 T T T T T T

00 -

o 1 2 3 4 5 6 7 .
. ST R e——. 4-4 years [IQR 3-:4-5-9] in the best endovascular group.
Number at risk
Veinbypassgrop 172 120 94 78 58 37 19 8 0 - Sensitivity analyses supported increased risk of
Bestendovascular 173 127 112 91 67 47 19 5 0 . i . A
treatment group major amputation or death in the vein bypass group

[ ]
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Which Revascularazation Type ?

Endo — Open

OPEN SURGERY ENDOVASCULAR
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Endovascular Infrainguinal Treatment Algorithm

Approach

Cross the lesion

Vessel preparation

|

Definitive treatment

- GouéfficY, EMC, 2022
Dubosg M, Gouéffic Y, Medicina (Kaunas), 2022 : '
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Anterograde Approach for Isolated BTK Disease

Approach
1

Cross the lesion

Vessel preparation

|

Definitive treatment

Gouéffic Y, EMC, 2022

D-ib\sl SGouéfﬁc Y, Medicina (Kaunas), 2022

Anterograde femoral puncture under
duplex scan guidance of the SFA
UF-0.035 180mm stiff GW
6F-45cm introduceur

- Ipsilateral
- Radial/Brachial
-Retrograde

-Presto technique, Pedal
access

Palena LM, J Vasc Surg 2015;
DeCarlo C, J Vasc Surg 2021;
Htun WW, Cardiovasc Revasc Med 2020;
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Angiography: Posterior Tibial Artery
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Antegrade Crossing
Intraluminal crossing

- Support guidewire .014

- Sergeant (lvascular) .014-90cm
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Vessel Prep

De novo lesions with severe calcifications In-stent restenosis

Rationale
TO decreaSECOF TO increase DCB Efficacy - TO decrease Overstretch
| : - To decrease dissection rate
- To increase the drug uptake
- To remove fresh clot (ISR)

POBA

Scoring balloonn - Chocolate balloon —
Intravascular lithotripsy - Atherectomy...

Mechanical thrombectomy -
. Thromboaspiration
IVS
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What is Your Favorite Vessel Prep ?

POBA ATHERECTOMY
IVL..
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Antegrade Vessel Prep

S

VS
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Treatment

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 a"""‘, 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

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

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

d 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

Recommendation 1 Updated Recommendation 2 Updated
For patients with intermittent claudication undergoing Paclitaxel coated devices may be considered for carefully
endovascular femoropopliteal intervention, the routine selected patients with intermittent claudication and
adjunctive use of paclitaxel coated balloons or paclitaxel femoropopliteal re-stenosis with significantly impaired

eluting stents is not recommended owing to the lack of
demonstrated quality of life benefit and concerns regarding
potential long term mortality risk.

walking ability and quality of life, provided patients are
fully informed of the uncertain long term safety profile.

Class Level References ToE Class Level Reference

A Nordanstig et dl. (2025)," b [&7 " [Consensus

Krishnan et al. (2024),"
Hausegger et al. (2024),""
Teichgréber et al (2022)"°

| —
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Are You Concern by the Guidelines Update ?

YES NO
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LIFE-BTK RCT: Efficacy

Drug-Eluting Resorbable Scaffold versus Angioplasty for Infrapopliteal Artery Disease

Among patients with CLTI due to infrapopliteal artery disease, the use of an
everolimus-eluting resorbable scaffold was superior to angioplasty with respect to
the primary efficacy endpoint.

Difference

End Point Scaffold Angioplasty (95% Cl)* P Valuej
no./total no.  Kaplan—Meier %  no.ftotal no.  Kaplan—-Meier %
Primary efficacy end point
Freedom from amputation above ankle of target limb, occlusion of target vessel, 135/173 74 48/88 44 30 (15to 46) <0.001
clinically driven revascularization of target lesion, and binary resteno-
sis of target lesion at 1 yr
Freedom from amputation above ankle of target limb at 1 yr 169/173 98 88/88 100 — —
Freedom from occlusion of targ . - —
crcedom fiom clinicallydriven I Length of target lesions : 43.8-44.8mm ~ ~
Freedom from binary restenosis of target lesion at 1 yr 138/173 76 53/88 50 — —
°
IVS Let Knowledge Flow, from Mind to Limb
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Failure of the Main DCB RCTs for BTK revascularization

Leipzig LUTONIX BTK
Registry? DEBATE-BTK? IDEAS3 IN.PACT DEEP*  BIOLUX P-II® trial®
DCB DCBv PTA DCB v DES DES v PTA DCBv PTA DCB v PTA

Limbs (DCB arm) 109 80 25 239 50 352
Mean lesion length (mm) 176 129 148 101 113 111.8
1° Patency (12-mo) 77.8*
Restenosis (12-mo) 27.4% (3-mo) 27%t 57.9%% 41.0% 50.8%
TLR (12-mo) 17.3% 18% T 13.6% 9.2% 30.1% 6.2% Tt
FF-TLR (12-mo)
Amputation (12-mo) 4% 8.8% 23.7% 1.1*

Limb Salvage (12-mo)

Primary patency (1° Patency), restenosis, target lesion revascularization (TLR), and amputation may be defined differently among studies. Twelve months
data are presented unless noted otherwise.. T = Statistically significantly superior to other study arm (PTA, BMS, DES).. ¥ = Statistically significantly inferior

to other study arm (PTA, BMS, DES). * = 6 months outcomes

> 1. Schmidt A, et al. J Am Coll Cardiol 2011;58:1105-1109. 4.Zeller T, et al. J Am Coll Cardiol 2014,64:1568-1576.
IVS 2. Liistro F, et al. Circ 2013;128:615-621. 5. Zeller T, et al. J AreCelhCardiodd015,8 L6 TAst62Rlind to Limb

3. Siablis D, et al. J Am Coll Cardiol Cardiovasc Interv 2014;7:1048-1056. 6. Mustapha, et al. J Invasive Cardiol, 2019



ACOART-BTK RCT

To to investigate the efficacy and safety of the Litos DCB versus POBA for reduction of LLL in patients with CLTI undergoing BTK intervention (significant stenosis or
occlusion >40 mm of at least 1 BTK vessel with distal runoff successfully treated with angioplasty)

I 137 patients with CLI and indication for angiographic evaluation ]

32 patients excluded:
13 lack of angiographic inclusion criteria
3 lack of consent

7 poor lfe expectancy -105 patients with 129 BTK lesions
| Optimal Angioplasty | ;SlllaboD:ldmal results . )
1 e -Mean lesion length DCB: 168+109; POBA: 1871113
LITOS DCB 105 patients, 109 limbs POBA
52 patients 34 lmbs, 3 esions L i 129 lesions == 53 patients, 55 limbs, 66 lesions mm
|
consen! rawal eal - i = 0
|y — Occlusions = 70% ,
R — 5803 eions 627084 e -Primary endpoint: 6-month angiography, mean LLL
mon repeat an, Yy
Primary endpoint p— L—|  primaryendpoint was 0.51+0.60 mm in the DCB group and 1.31+0.72
-oumm LLL 1.31£0.72mm .
i reccibis 1 1 mm in the POBA group (p < 0.001)
ik Aaiadlion Mafo sroeaon -Rates of occlusive restenosis were 8.6% and 48.4%

Litos DCBs strikingly reduced LLL, vessel reocclusion, and clinically driven target lesion

revascularization compared with POBA in BTK angioplasty.

o O

B Let Knowledge Flow, from Mind to Limb
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SirPAD Outcomes with a Total Sirolimus Strategy

Magictouch, Concept Medical

Median unbiased estimate of the absolute risk difference, .
—4.9 percentage points (95% Cl, -8.5 to-1.3) Prl ma ry outcomes*
L00- 25_P-:O.OOI for noninferiority; P=0.009 for superiority o
SRL-coated—balloon: 55 (8.8%)
_ Uncoated balloon
- " ,, POBA: 94 (15.0%)
] 7 95% Cl, -8.5 to -1.3
ﬁ o P<0.001 for noninferiority
-é > Sirolimus-coated balloon P=0.009 fOI’ Superiority
:§: 25 00 45 90 135 180 225 270 315 360 TLR for CLTl at 1 yr
,.,4’——-/;:7:/_1 SRL-coated—balloon: 52 (8.3)
0_{) 4|5 9|0 13I‘5 1;30 22|5 2|70 3]I.5 3|60 POBA: 83 (13-3)
Days ~5.0 (-8.4 to -1.5)
No. at Risk
U.ncc?ated balloon 626 586 565 541 524 509 490 472 379
Slrgl\l?;z';-coated 626 589 575 565 549 534 519 504 425 TLR for non CLTI at 1 yr
No. of Events SRL-coated—balloon: 72 (11.5)
U.ncgated balloon 3 23 37 49 60 68 77 87 91
Slrglwlrl'n;zi-coated 1 16 19 26 32 42 46 49 51 POBA: 79 (126)

~1.1 (-4.7 to 2.5)

*unplanned major amputation affecting the target limb or endovascular or surgical revascularization of the target lesion for

" . . . i
\IS Cumulative Incidence of a Primary-Outcome Event CLTI within 1 year after randomization)

l
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For BTK Endovascular Treatment, Are You ?

PRO-PACLITAXEL PRO-LIMUS

IVS Let Knowledge Flow, from Mind to Limb



To Avoid the Geographic Miss

! AVOID GEOGRAHIC MISS

I
L
= pre-Dil. i
|
|

Drug Eluting Device

- post-Dil. | m

Spot Stent ﬁ

® STAY WITHIN DCB AREA
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Paclitaxel Eluting Balloon BTK Treatment

1 PCB Balloon 3-300mm | |
l Let Knowledge Flow, from Mind to Limb



Vessel Preparation of Popliteal Artery

e FloL )

POBA 4-120mm
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How Do You React ?

POBA SCAFFOLDING
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If Scaffolding, What Do You Chosse ?

Bare Stent Cover Stent

T..N.T.I.N.Study

Completes enrollment of patients

VS
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Bailout Stenting

Lel knouwiedge rioud, 11O VIO Lo Limb
BMS 4.5-40mm J



Take Home Message

- BTK endovascular treatment is safe and efficient revascularization
procedure.

- Few data are available to choose the right vessel prep device. POBA is
still the gold standard.

- Drug eluting devices are an option to treat BTK atheromatous disease.

- Bailout stenting could be mandatory.

IVS Let Knowledge Flow, from Mind to Limb
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