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No Association Between Paclitaxel-Coated Device
Exposure and Risk of Death (RWD and Pooled Data)
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Main Head-to-Head Comparisons were Provided by Paclitaxel Devices
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TASC A-B versus TASC C-D lesions
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TASC A-B Lesions (<15-cm)
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DCB reduced late lumen loss, binary restenosis, and TLR compared
with POBA alone in the treatment of femoropopliteal disease.

RCTs compared DCB with POBA alone

POBA is not the standard
of care anymore

No head to head comparison between DCB and BMS or DES

Leaving nothing behind is not based on evidence

Caradu, J Vasc Surg, 2019, Tepe, Circulation, 2014; Rosenfield, NEJM, 2015; Schroeder, Circulation, 2017

Regarding Non Polymer Paclitaxel Eluting Stent

Zilver® PTX® RCT BATTLE RCT
Zilver PTX vs POBA (n=474) Zilver PTX vs MISAGO (n=171)

Designed to compare ZLIVER® PTX® vs
uncoated PTA for femoropopliteal lesions

ZILVER® PTX® failed to show superiority in
comparison to MISAGO®
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Dake, Circ Cardiovasc Interv. 2011
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EMINENT Effectiveness | Primary Patency

Primary Endpoint

Statistically si

ificantly greater primary patency in patients treated

with Eluvia DES vs BMS
83.2% [337/405] vs 74.3% [165/222]; p=0.0077

10%
9% =
pe00077 8.9%
3 } (95%Cl 2.1%, 15.7%)
70%
- Superior primary patency for
Eluvia DES vs BMS
50%
40%
Intention to treat. Primary patency ratio (PSVR) < 2.4 at 12 months in the absence of

ultrasound peat
clinically-civen TLR or bypass of the target lesion.

Gouéffic, Circulation, In press

IMPERIAL- Effectiveness: Primary Patency at 12 Months Pre-
specified superiority analysis on primary endpoint

Treatment Difference for Primary Patency

Eluvia Zilver PTX A Noninferior  Superior
(N=309) (N=156) (95% Cl) p value

86.8% 77.5%

9.3%
(243/280)  (110/142)  (1.4%, 17.3%) 00144
Superior primary patency for e e e
Eluvia vs Zilver PTX rs Ziver PTX  Favors Eluvia
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Gray, Lancet, 2018
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TASC C-D Lesions (215-cm)

BEST SFA

Study Design

OBJECTIVES 120 patients enrolled
To compare a stent-avoiding (SA) vs a stent-preferred (SP) strategy,
promoting optimal lesion preparation and the use of drug-eluting
technologies in both arms. Femoropopliteal Lesions
DESIGN « Rutherford classificatiog
Prospective, randomized (1:1), multicenter, pilot study (no formal
sample size calculation or hypothesis testing was performed).
POPULATION

Patients with ic complex
2-4).

STENT-AVOIDING/STENT PREFERED
Paclitaxel-coated balloons/polymer-coated paclitaxel- eluting stents.
Lesion preparation was at the operators’ discretion.

| lesions (Rutherford

Witting, JACC-CI, 2024
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BEST SFA Outcomes

Cloudicants 96.7% - TASC B: 28-15% - Mean lesion length, 187.7+78.3 mm

At 12 months, primary patency and CD-TLR did not significantly differ for the SA and SP strategies.

100 N 5o 100] — —
N —— 52 e
X Lograkp= i
g g s
£ H

H
i
LA
3 I3 Eg
Dapsposoceire

— -

» ,, . feo 5 o
: w0

P60 58 4
— Stent-Avoiding — Stent:Preferred

55 E
StentAvoiding — Stent-freferred

Lesion preparation was more frequently performed in the SA group (SA group: 71.7% [43/60] vs SP group: 51.7% [31/60]; P
Y,

/4.0.038), and the most commonly used devices were directional atherectomy and scoring balloons.

In the SA group, bailout stenting was required in almost half of the patients (48.3% [29/60]) despite lesion preparation.

Witting, JACC-CI, 2024

SPORTs

Study Design

Principal Investigator ~ Gunnar Tepe, MD
RoMed Klinikum, Germany

Design Prospective, randomized (1:1:1), open-label, multicenter

Objective Compare angiographic and clinical outcomes of TASC C/D lesions in the SFA after treatment with DES
(Eluvia™ Drug Eluting Vascular Stent System, Boston Scientific), DCB (SeQuent Please™ OTW, BBraun),

or BNS (bare nitinol stent, any commercially available)

Angiographic diameter stenosis at 12 months (core lab)
Hypothesis:

1) Superiority of DES over BNS

2) Noninferiority of DCB versus BNS
Patients N=224

Key inclusion criteria:

el
Rutherford classes 2-4

Lesion length at least 13 cm (treatment length at least 15 cm)
Lesions in the SFA and/or proximal popliteal artery
Diameter stenosis 270%

Primary Endpoint

Tepe, TCT, 2023

SPORTs

Primary Endpoint: Angiographic Stenosis

% Diameter Stenosis in Lesion

DCB startegy non-inferior vs BNS

Primary Endpoint: % Diameter Stenosis vs BNS
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Take Home Message

For short femoropopliteal lesions,

Eluvia DES shows superior 1-year primary patency compared with
bare metal stents and non polymer paclitaxel eluting stent.

For long femoropopliteal lesions,
Eluvia DES shows superior 1-year primary patency compared with
bare metal stents and paclitaxel coated balloon.
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Comparison of Drug-Coated Balloons vs  m
Bare-Metal Stents in Patients With
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rospective 5 .
prosp CONCLUSIONS: « ...This analysis supports PCB use vs b=
-

Outcomes|  BMS in moderately complex femoropopliteal lesions =

probabili amenable to both treatments. »
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The IN.PACT SFA Randomized Trial Main Data for Limus Eluting Devices

Drug-Coated Balloon Versus Standard for the of
Superficial Femoral and Popliteal Peripheral Artery Disease 12-Month Results From

2 Year Rosuts Witha & ANove Siolimus-Coated Balloon for the 3
Stolimus Euting SelfExpancing estment of Femoropopiteal Lesions
12-months outcomes orapopiteal Lesions -
Primary Patency (PSVR < 2.4 52,05 (54/103)
(p<0.001 by log-rank test) imary Patency ( ) | S2%(4/103) |
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