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Based on proof
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1. Randomized trial

e VIASTAR

e Prospective, randomized, single-blind, multicenter trial
comparing Heparin-bonded covered stents versus bare-
metal stents for complex femoropopliteal artery lesions

e 141 patients enrolled and assigned to:
— VIABAHN (72)
— BMS (69)
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VIASTAR

Patient demographics

BMS (N=69) VIABAHN (N=72) p-value

Average age 69 69 0.77
Male 74.6% 66.2% 0.34
Smoker 71.4% 66.2% 0.57
CHD 23.8% 21.5% 0.83
Hypertension 87.3% 81.5% 0.47
Diabetes 34.9% 32.3% 0.85
Hyperlipidemia 71.4% 67.7% 0.70
Renal Failure 7.9% 16.9% 0.18
Rutherford Category 2 16.4% 19.0%

Rutherford Category 3 63.9% 67.2% 0.77
Rutherford Category 4 8.2% 3.4%

Rutherford Category 5 11.5% 10.3%

Baseline ABI 0.58 0.60 NS
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BMS (N=69) VIABAHN (N=72) p-value

Lesion length 174 194 0.08

Target vessel reference diameter (mm) 5.3 6.2 0.31

TASCIIC
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VIASTAR
Primary patency at 12 months

78.1% VIA

53.5% BMS
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VIASTAR
Freedom from TLR at 12 months

84.6% VIA
78.8% BMS
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VIASTAR
Primary patency at 12 months
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2. Works best in
challenging long SFA lesions

* VIABAHN 25CM

e Evaluation of the Gore 25 cm Viabahn to treat de novo
and/or restenotic lesions of the SFA in subjects with
symptomatic PAD from lesions 220 cm in length

e A total of 71 patients enrolled in 6 sites
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VIABAHN 25CM
Patient demographics

N=71

Smoking History
Diabetes Mellitus
Renal Insufficiency
Hypertension
Hypercholesterolemia
Hyperlipidemia

Dislipidemia

58 (81.7%)
23 (32.4%)
7 (9.9%)
56 (78.9%)
45 (63.4%)
46 (65.7%)
36 (51.4%)
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y .

Left A/  40(56.3%
Lesion chara { istics

Occlusion 65 (92.9%)

_

Number of devices implanted

Bl

41 (57.7%)
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VIABAHN 25CM
Primary patency at 12 months (interim data)

66.7%
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VIABAHN 25CM
Secondary patency at 12 months (interim data)

96.9%
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e RELINE

* After Protocol Deviations were excluded
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Characteristic

Male (%)
Femalg (%)

(min — ' \

Claudication (R 2-3) (%)

Critical Limb Ischemia (R 4-5) (%)
Rutherford 2 (%)

Rutherford 3 (%)

Rutherford 4 (%)

Rutherford 5 (%)

VIABAHN ISR
N=39

29 (74.4%)

10 (25.6%)

Al -value
N=44 P
32 (72.7%)

12 (27.3%) o

67.69
(49—‘;71)I iy

3Z (87.2%)
5 (12.5%)
12 (30.8%)
22 (56.4%)
4 (10.3%)
1(2.6%)

3€ (81.8%)
8 (18.2%)
5 (11.4%)
30 (68.2%)
3 (6.8%)

6 (13.6%)

0.508

0.065
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RELINE

Patient demographics

Characteristic

Nicotine abuse

Hypertension

Diabetes Mellitus

Renal insufficiency
Hypercholesterolemia

Obesity

Never
Current
Previous
No

Yes, medically treated
Yes, not medically treated

No

Yes, insulin dependent
Yes, non-insulin dependent

No
Yes
No
Yes
No
Yes

VIABAHN ISR

N=39

13 (33.3%)
16 (41.0%)
10 (25.6%)
12 (30.8%)
26 (66.7%)
1 (2.6%)
26 (66.7%)
6 (15.4%)
7 (17.9%)
37 (94.9%)
2 (5.1%)
22 (56.4%)
17 (43.6%)
28 (71.8%)
11 (28.2%)

() JA
N=44

12 (27.3%)
16 (36.4%)
16 (36.4%)
16 (36.4%)
27 (61.4%)
1 (2.3%)
28 (63.6%)
[ (15.9%)
9 (20.5%)
41 (93.2%)
3 (6.8%)
15 (34.1%)
29 (65.9%)
33 (75.0%)
11 (25.0%)

p-value

0.569

0.865

0.951

0.889
0.069

0.935
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RELINE
Lesion characteristics

PTA (N=44)

Avg lesion length 190 (30-270)*
stenosis (pre) 75.0 %
chronic occlusion 25.0%
acute occlusion 0.0%

Calcified lesion 25.0 %**

8 bail-out procedures
after failed PTA

* Missing data of 3 patients
** Missing data of 1 patient

\IELELIROERE)

Avg lesion length 173 (30-330)

stenosis (pre) 76.9 %
chronic occlusion 20.5 %
acute occlusion 2.6 %
Calcified lesion 33.3%
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RELINE
Primary patency at 12 months

Primary Patency

PTA
= 1iabahn

[ 74.8 % } [ VIABAHN }
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RELINE
Freedom from TLR at 12 months

Freedom from TLR

PTA
I Vighbahn
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IN-STENT RESTENOSIS
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