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Bypass ishe golden standard

Hines/2010

McQuad€2009

Kedord2007

Jensen/2007

Berglund/2005

Retrospective

Prospectiverandomized
ePTFhRitinol stent araf

synthetic ma

Prosepctive,

prostheticfe

ProspectiveRa
PTFE and Dac

Retrospective comparison:

autologoussaphenouwein
grafts to PTFE grafts

27 patientswith TASC D lesions
above and belowknee venous EP b=

12 months: 73.2%

12-month:
Stentgraft: 72%
Bypass: 77%

12-month:

Stent: 73.5%
FE

Bypass: 74.2%

12-month:
Dacron: ~78%
PTFE: ~%

08 with Dacron

499 patients undergoinbypass$or CLI orclaudication
-139 with vein graft
-360 withePTFE

Vein,claudicatior: ~87%
ePTF, claudicatior: ~75%
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wSurgical
A Assessinflow throughthe bypass: open arlosed

A Absence obinaryrestenosiso t { + X H ®n 0
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Analysis of PSV in 100 surgical, primary
patent bypasses

Binary
restenosis
(N=11)

F-P1 37
F-P2 0

F-P3 47
F-tibial 16

100%surgicalprimary patent = 89%: primary patent
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DES : ZILVER PTX

w ZILVER PTdonglesions

Prospectivesinglearm, multicenterstudyevaluatingthe Zilver PTX drugluting stent
for treating patientswith symptomaticlesionsin the abovethe-kneefemoropopliteal
artery

w Maininclusioncriteria

C

NH N N N

135patients

Rutherfordcategory> 1

de novoor restenoticlesionwith >50%stenosis
TASC C & IBsions

at leastone-vesserun-off to the foot

w PrimaryPatencyat 12months

Stentpatency(<50%stenosig wasevaluatedby angiographyor duplex ultrasound
for this analysis, duplereshold (<50%stenosig wasbasedon PSVR of 2.5

Bosiers M. et al, GardiovasSurg 2013;54(1):118.22 FMRP2015 | 6



Baseline Lesion Characteristics

SingleArm Study:
de novolong lesions

(ISR)

Lesions 135
Lesion length (mm) 226K 44
Diameter stenosis 975 9%
Lesions > 15 cm 100%
Total occlusions 84%
Restenosigall) 0%
In-stentrestenosis 0%
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ZilverPTX inde novolong lesions (> 15 cm)
PrimaryPatency(PSVR < 2.5)
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ZilverPTX inde novolong lesions (> 15 cm)
Freedomfrom TLR
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ZILVERPASS&IdyY

The Cooliver PTXdrug-eluting stent
Versus
bypasssurgery
for the treatment of
femoropoplitealTASC C&l@sions
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Studyobjectives

w To evaluate the performance of the CadikverPTX
paclitaxeleluting stent compared to bypass surgery f
the treatment of TASC C & D lesions

Femoral
artery (
|

Blockage

|| Popliteal
’ artery
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A prospective, randomized, multenter study.
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Timeline| screening& hospitalization

1M

screen proc disch 6M 12M 24M

Patientinformed consent B
In-/ exclusiorcriteria check i
Medical/ clinicalhistory B
Medication

Physicaéxaminatios

Regul®®Uplex Ultrasound f \‘
CoreLab Duplex Ultrasound L] ] .
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Inclusioncriteria

1. Patientpresenting with lifestyldimiting
claudication rest pain or minor tissue loss

(Rutherford Clinical Categorgto 5)

2. Stenotic or occlusive dmovo lesionlocated in the
femoropopliteal arteries, suitable for endovascular

therapy andfor bypass surgery
3. Totaltarget lesion lengths at least150mm.

FMRP2015| 15




Exclusiorcriteria

. Anyprevioussurgeryand/or endovascular
procedurein the target vessel

. Perioperative unsuccessfulipsilateral percutaneous
vasculamprocedure totreat inflow disease just prior to
enrollment

. Anyplanned surgical intervention/procedure withir80
daysof the study procedure.

. Major distal amputation (above thieansmetatarsal in
the study or nomrstudy limb.
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Primaryendpoints

w Primarypatency atl2 months, defined as:

ZILVER PTX BYPASS

Absence obinaryrestenosisor Absence obinaryrestenosisor
occlusionwithin treated lesiort occlusionat proximalanddistal
anastomosesindover theentire
lengthof the bypass graft*

Without TLRwithin 12 months Without clinicallydriven

reinterventionto restoreflow in the
bypass.

* Basedon CFDUneasuringa PSV ratio 24
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ZILVER PT

17 (29.8%)

40 (70.2%)

8 (14.0%)
34 (59.6%)
4 (7.0%)

11 (19.3%)
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[ Preliminaryresultsof the first 114patients ]

DemographicsX characteristics

Total ZILVER PTX BYPASS Signific
Age 68.24+11.59 | 69.83+£10.52 | 66.66+12.47 P =0.146
Years + SD (N=114) (N=57) (N=57)
Duration Procedure| 80.96+£46.78 | 58.67+39.72 | 103.25+42.74| P <0.001
Minutes; + SD (N=114) (N=57) (N=57)
Cram. 98.95+3.91 | 98.86x4.12 | 99.04+3.71 | P =0.812
%: + SD (N=114) (N=57) (N=57)
LesionLength | 253.12£71.35] 239.18+63.67| 267.07+76.3 | P =0.036
Mm ; +SD (N=114) (N=57) (N=57)
ABI Baseline 0.55+0,22 | 0.57+0.21 | 0.52+0.23 | P =0.186
) (N=114) (N=57) (N=57)
r . " g . . N
Significantlylower duration of procedure In
the endovasculaZILVER PTgfoup

Y,
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Preliminaryresultsof the first 114 patients

Primary Patency
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Baseline| 30days| 6MFU | 12MFU
Tar Y4 Y 43 21
ZILVER PTX
% 100 100 97.9 78.1
P =0.550
Tar Y4 51 35 26
BYPASS
% 100 96.3 80.9 68.7
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Preliminaryresultsof the first 114patients

Freedom from Target Lesion Revascularization

89.3 %

75.8 %

Cumulative Freedom from TLR rate (%)

180

Time (days)
Baseline| 30days| 6MFU | 12MFU

Tar 57 51 43 23
ZILVER PTX

% 100 100 100 89.3

P =0.143

Tar o7 ol 35 27
BYPASS

% 100 98.1 86.3 75.8
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