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- Drug coated balloons are fine:

9. but do they work for TASC C/D lesions?
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Probability of Restenosis  *###

Restenosis after SFA intervention peaks at 12 MONthS s s e

PARIS, FRANCE

% PROBABILITY DEMNSITY
OF BESTENOSIS

Key factors for restenosis in the SFA is lesion length.

lida, O. et al. Cath and Cardiov Intv. 2011; 78:611-617

TTRLERCEONg Kimura T, et al. N Engl J Med 1996:334:561-567



Drug Coated Balloons for TASC C/D  cantroversies & eoares

N VASCULAR SURGERY

Work In PrOgreSS JANUARYl1971 2017

RIVE GAUCHE & CONFERENCE CENTER
PARIS, FRANCE

e PTA e DES
e Stent
RCT Data: PTA vs Stent
100
90 RCTs
%) Resilient
g 80 FACT
$ 90 4EVER
> Durability
g 60 Stents Astron
o0 Zilver PTX
£ 10 Vienna
5 Vienna-3
e 30 PTA
Y
— 20
10
0
0 5 10 15 20 25 30

Www.cacvs.org Lesion length (cm)



ITES

EN URGIE V
CONTROVERSIES & UPDATES

Drug Coated Balloons for TASC C/D ™" /Fsoree

JANUARY 19-21 2017
® PTA e DES

Work in Progress = ==z
e Stent

e stent-grait RCT Data: PTA, stent, DES, stent-graft

100

90 Stent-graft
%) RCTs
g 80 Viper
£ 70 V?brant
- ° Viastar
c 60 °
S o
=. 50
A=
= 40
o
g 30
QN
— 20

10

0

0 5 10 15 20 25 30

Www.cacvs.org Lesion length (cm)



CONTROVERSES ET ACTUALITES EN CHIRURGIE VASCULAIRE
TROVERSIES & UPDATES
N VASCULAR SURGERY

ANUARY 19-21 2017

RRIOTT RIVE GAUCHE & CONFERENCE CENTER
PARIS, FRANCE

PACLITAXEL
RESERVOIR

Solid phase paclitaxel is embedded in the vessel wall, creating
‘reservoirs” that provide sustained release of drug over time.

www.cacvs.org From R Vermani, Charing Cross 2016
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Levant Study
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Proportions-based difference was 65.2% for DCB vs. 52.6%
for standard PTA - 12.6% difference
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Lesions >15cm (TASC C&D only)
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Primary Patency-DCB Long Lesions MAurbica™
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Femoropopliteal Lesions =

Provisional Stent: 23%
Full lesion stenting: 6%
Focal stenting: 17%

Stent-length compared to DCB-length (mean)
Lesion length 291 mm

Stented length 112 mm

wIAT.CacYS.org Schmidt et al. JACC Cardiovasc Interv 2016:9:715
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DCB vs DES for Long Lesions sz
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Zeller et al. J Endovasc Ther 2014:21:359
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Long Lesions Occlusions
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Managing Technical Issues i
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Inflation pressure >7atm
Inflation time >2 min

Balloon transit time <30 seconds

Final diameter stenosis <20%

Www.cacvs.org

Key Variables in with Lutonix SFA DCB
Scheinert Levant Il Subgroup Analysis LINC Jan 2016
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Mechanism: slowly dissolvin DCB

(ng/mm?)

Excipient

IN.PACT 3.5

transferred to wall during ball

Urea

LUTONIX 2.0

Polysorbate and Sorbitol

Cytostatic agent-acts on micr

STELLAREX 2.0

Polyethylene Glycol

Intravascular dose for tumor |

! PASSEO 18 LUX 3.0 Butyryl-tri-hexyl Citrate
¢ Si :
() I\/I‘ . . ine
Wash off during transit 5-30% —
— Lost in runoff during balloon inflation 40-70%
- Transferred to artery wall 5-20%

. Drug on used balloon 0-30%

lide

Biopath

Shellac
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Need for Dissection Repair  jawasy 1921200
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Provisional Stenting in Randomized Controlled Trials may not be representative of actual stenting in studies due to study design

WerkM et al. Circulation 2008; ?Werk et al. Circ Cardiovasc Interv 2012; 3Tepe G et al. N Engl J Med 2008; “icari A Et al. J Am Coll Cardiol Intv
Www.cacvs.org 2012; °Tepe et al. Circulation 2015; 6Zeller T et al. J Endovasc Therapy 2014; “Schmidt A. LINC 2013; 8Schroeder H et al. Catheter Cardiovasc
Interv 2015; °Laird J. Endovacsular Today Feb 2015.°Ansel G. TCT 2015.
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Conclusion
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* One-year patency: 76-91%
— More challenging lesions being evaluated.
— Multiple studies are looking beyond 1 year.
— No randomized trials.

* DCB will likely play a major role in TASC C/D
lesions but technical challenges will increase.
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