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Bypass is the golden standard 

First Author/Yr Type of Study Study Population Primary patency 

Hines/2010 Retrospective 
27 patients with TASC D lesions 

above- and below-knee venous FP bypass bypass 
12 months: 73.2% 

McQuade/2009 

Prospective, randomized 

ePTFE/nitinol stent graft vs 

AK-popliteal bypass with 

synthetic material 

86 patients/100 limbs 

50 limbs: stent graft 

50 limbs: bypass with Dacron graft or ePTFE 

12-month: 

Stent-graft: 72% 

Bypass: 77% 

Kedora/2007 

Prosepctive,Randomized 

Viabahn stent grafts vs 

prosthetic femoro-(above-

knee) popliteal bypass 

86 patients with femoro-popliteal artery occlusive disease 

50 limbs treated with angio and stent 

50 limbs treated with bypass with synthetic Dacron or PTFE 

grafts 

12-month:  

Stent: 73.5% 

Bypass: 74.2% 

Jensen/2007 

Prospective, Randomized:  

PTFE and Dacron for above 

the knee femoropopliteal 

bypass 

427 patients with chronic lower limb ischemia with bypass for 

suprageniculate bypass: 205 with PTFE and 208 with Dacron 

12-month: 

Dacron: ~78% 

PTFE: ~70% 

Berglund/2005 

Retrospective comparison:  

autologous saphenous vein 

grafts to PTFE grafts 

499 patients undergoing bypassfor CLI or claudication:        

-139 with vein graft 

-360 with ePTFE 

 

Vein, claudication: ~87% 

ePTFE, claudication: ~75% 
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Difference in Primary Patency definition 

ωSurgical 

ĄAssessing flow through the bypass: open or closed? 

ωEndovascular 

ĄAbsence of binary restenosis όt{±җнΦпύ 
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Analysis of PSV in 100 surgical, primary 
patent bypasses 

  100% surgical primary patent  =  89% endo primary patent 

Total  

(N=100) 

Binary 

restenosis 

(N=11) 

F-P1 37 3 

F-P2 0 0 

F-P3 47 6 

F-tibial 16 2 
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DES : ZILVER PTX 
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ωZILVER PTX ς long lesions 
Prospective, single-arm, multicenter study evaluating the Zilver PTX drug-eluting stent 
for treating patients with symptomatic lesions in the above-the-knee femoropopliteal 
artery 

ωMain inclusion criteria 
ς 135 patients 

ς Rutherford category > 1 

ς de novo or restenotic lesion with >50% stenosis 

ς TASC C & D lesions 

ς at least one-vessel run-off to the foot 

ωPrimary Patency at 12 months 
Stent patency (<50% stenosis) was evaluated by angiography or duplex ultrasound; 
for this analysis, duplex treshold (<50% stenosis) was based on PSVR of 2.5 

Bosiers M. et al, J Cardiovasc Surg, 2013;54(1):115-122 
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Baseline Lesion Characteristics 

Single-Arm Study: 
de novo long lesions 

Lesions 135 

Lesion length (mm) 226 ҕ 44 

Diameter stenosis 97 ҕ 9%  

Lesions > 15 cm 100% 

Total occlusions 84% 

Restenosis (all) 0% 

In-stent restenosis 
(ISR) 

0% 
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77.6% 

Zilver PTX in de novo long lesions (> 15 cm) 
Primary Patency (PSVR < 2.5) 
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85.4% 

Zilver PTX in de novo long lesions (> 15 cm) 
Freedom from TLR 
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ZILVERPASS study 

The Cook Zilver PTX drug-eluting stent  

versus  

bypass surgery  

for the treatment of  

femoropopliteal TASC C&D lesions. 
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Study objectives 

ωTo evaluate the performance of the Cook Zilver PTX 
paclitaxel-eluting stent compared to bypass surgery for 
the treatment of TASC C & D lesions 
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ZILVERPASS study 

 

 

 

 
 

 

 

                             

 

 

 
 

 

 

 

12 

Zilver PTX Surgical bypass 

 1:1 randomization 
 220 patients 
 Tasc C & D  

lesions 

A prospective, randomized, multi-center study. 
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Timeline | screening & hospitalization 

1 M 
 

6 M 12 M 
 

proc 

Patient informed consent 

In- / exclusion criteria check 

Medical / clinical history 

Medication 

Physical examination 

Rutherford 

ABI 

Regular Angiography 

Regular Duplex Ultrasound 
Core Lab Duplex Ultrasound 

 

Adverse Events 

disch screen 24 M 
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Inclusion criteria  

1. Patient presenting with lifestyle-limiting  
claudication, rest pain or minor tissue loss  
(Rutherford Clinical Category 2 to 5)  

2. Stenotic or occlusive  de novo lesion located in the 
femoropopliteal arteries,  suitable for endovascular 
therapy and for bypass surgery. 

3. Total target lesion length is at least 150mm. 
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Exclusion criteria 

1. Any previous surgery and/or endovascular  
procedure in the target vessel. 

2. Perioperative  unsuccessful  ipsilateral percutaneous  
vascular procedure to treat  inflow disease just prior to 
enrollment  

3. Any planned surgical intervention/procedure within 30 
days of the study procedure. 

4. Major distal amputation (above the transmetatarsal) in 
the study or non-study limb. 
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Primary endpoints 

ωPrimary patency at 12 months, defined as: 

 

 

 

 

 

 

 

  
* Based on CFDU measuring a PSV ratio <2,4 
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ZILVER PTX BYPASS 

Absence of binary restenosis or 
occlusion within treated lesion* 

Absence of binary restenosis or 
occlusion at proximal and distal 
anastomoses and over the entire 
length of the bypass graft* 

Without TLR within 12 months Without clinically driven 
reintervention to restore flow in the 
bypass. 
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Demographics & characteristics 

Preliminary results of the first 114 patients 
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Total ZILVER PTX BYPASS Signific 

Gender 
Female 35 (30.7%) 17 (29.8%) 18 (31.6%)  

P = 0.839 
Male 79 (69.3%) 40 (70.2%) 39 (68.4%) 

Rutherford 
Baseline 

2 11 (9.6%) 8 (14.0%) 3 (5.3%)  

 

P = 0.093 3 65 (57%) 34 (59.6%) 31 (54.4%) 

4 16 (14.0%) 4 (7.0%) 12 (21.1%) 

5 22 (19.3%) 11 (19.3%) 11 (19.3%) 

Missing 0  0 0 
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Demographics & characteristics 

Significantly lower duration of procedure in 
the endovascular ZILVER PTX group 

Preliminary results of the first 114 patients 
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Total ZILVER PTX BYPASS Signific 

Age  
Years ; ± SD 

68.24 ± 11.59 

(N=114) 

69.83 ± 10.52 

(N=57) 

66.66 ± 12.47 

(N=57) 

P = 0.146 

Duration Procedure 
Minutes ; ± SD 

80.96 ± 46.78 

(N=114) 

58.67 ± 39.72 

(N=57) 

103.25 ± 42.74 

(N= 57) 

P < 0.001 

Stenosis 
% ; ± SD 

98.95 ± 3.91 
(N=114) 

98.86 ± 4.12 
(N=57) 

99.04 ± 3.71 
(N=57) 

P = 0.812 

Lesion Length 
Mm ; ± SD 

253.12 ± 71.35 
(N=114) 

239.18 ± 63.67 
(N=57) 

267.07 ± 76.3 
(N=57) 

P = 0.036 

ABI Baseline 
 ± SD 

0.55 ± 0,22 
(N=114) 

0.57 ± 0.21 
(N=57) 

0.52 ± 0.23 
(N=57) 

P = 0.186 
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Baseline 30 days 6MFU 12MFU 

ZILVER PTX 
Tar 57 52 43 21 

P = 0.550 
% 100 100 97.9 78.1 

BYPASS 
Tar 57 51 35 26 

% 100 96.3 80.9 68.7 

Preliminary results of the first 114 patients 
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78.1 % 

68.7% 
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Baseline 30 days 6MFU 12MFU 

ZILVER PTX 
Tar 57 51 43 23 

P = 0.143 
% 100 100 100 89.3 

BYPASS 
Tar 57 51 35 27 

% 100 98.1 86.3 75.8 

Preliminary results of the first 114 patients 
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89.3 % 

75.8 % 
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[ŜǘΩǎ see what happens ƴŜȄǘΧ 

Zilver PTX 

Bypass 
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