UNIVERSITY HOSPITAL

UNIKLINIKUM
SALZBURG

Stent vs. Bypass for Femoropopliteal
TASC Il Type C and D Lesions

Preliminary results of a prospective randomised trial

Enzmann F, Aspalter M, Nierlich P, Dabernig W, Ellacuriaga J, Linni K, HOlzenbein T

Department of Vascular and Endovascular Surgery, PMU Salzburg, Austria

7t Munich Vascular Conference

December 2017



Disclosures )

UNIKLINIKUMSALZBURG

A Nothing to disclose



UNIKLINIKUMSALZBURG
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Type C lesions

+ Multiple stenoses or occlusions totaling =15 cm with or
without heawvy calcification

» Recurrent stenoses or occlusions that need treatment
after two endovascular interventions

Type [ lesions

» Chronic total occlusions of CFA or SFA (=20 cm,
invalving the popliteal artery)

» Chronic total occlusion of popliteal artery and proximal
trifurcation vessels

Inter-Society Consensus for the Management of Peripheral Arterial Disease (TASC Il). Norgren et al. JVS 2007
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Aim of the Trial

A Comparison of
Angioplasty + stent vs. primary vein bypass

In femoropopliteal TASC |l Type C and D lesions
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Study Design

A Single center

A Prospective randomised trial

(computer generated list)

A Randomisation for TASC Il C or D, and clinical symptoms

(Claudication or critical limb ischemia)
A 109 patients per group: bypass vs. endo (n=218)

A Planned duration: 5 years
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Inclusion Criteria
A Severe claudication — walking distance <200m
A Rest pain or tissue loss
A Verified femoropopliteal TASC Il C or D lesion
A Symptoms after more than 3 months of training
A Intact ipsilateral iliac arteries
A Only primary autologous vein bypass

A Plain balloons and bare metal stents
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Exclusion Criteria

A Acute ischemia

™

Embolic occlusion

™

Trauma

T\

Inflammatory vascular disease

T\

Hybrid procedure

T\

Preterminal kidney disease (eGFR<45ml/min/1,73m?),

T\

Patients to frail for open surgery (ASA>3)*

T\

Pregnancy

*American Society of Anesthesiology Classification
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Results

Assessed for Eligibility
(n=506)
3/2016-10/2017

Excluded
(n=418)
-TASCAorB (n=129)
» - lliac artery lesion ipsilateral (n=86)
- Embolic occlusion (n=30)
- Acute ischemia (n=14)
- Mild claudication (n=11)
- No consent (n=68)
- Kidney disease (n=14)
Included _ASA >3 (n=17)
(n=88) - Hybrid procedure (n=16)
- Redo-procedure (n=33)

A 4

A 4 A 4

Group A Group B
(n=42) (n=46)

Angioplasty and stent Vein bypass
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Demographic Data

Stent Bypass

(n =42) (n = 46)
Mean age (xSD) 70 (7.9) 68 (8.7) 0.3
Male (n/%) 29 / 69% 36 /79% 0.3
BMI (xSD) 28.1(x4.3) 27.0 (£5.0) 0.3
Hypertension (n/%) 38 /90% 38/ 83% 0.3
Hyperlipidemia (n/%) 22 [ 52% 23 /1 50% 0.8
Diabetes (n/%) 16 / 38% 16 / 35% 0.8
Coronary disease (n/%) 17 /1 41% 14 / 30% 0.3
Active smoker (n/%) 16 / 38% 18 / 39% 0.9
Former smoker (n/%) 17 / 40% 21/ 46% 0.6
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Indication and TASC Il Type

Rutherford category 3 (n/%) 23/ 55% 23 / 50% 0.7
Rutherford category 4 (n/%) 5/12% 4 /9% 0.6
Rutherford category 5 (n/%) 6/14% 6/13% 0.9
Rutherford category 6 (n/%) 8/19% 13/ 28% 0.3
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Primary Endpoints

Stent Bypass
(n=42) (n=46)

Technical success (n/%) 39/ 93% 46 / 100% 0.08
Infragenual bypass (n/%) - 24 [ 52% -
Retrograde PTA (n/%) 16 / 38% - -

Primary patency at 12 mo 63% 71% 0.3

Secondary patency at 12 mo 69% 716% 0.3

Reocclusion (n/%) 10/ 24% 8/17% 0.5

Target lesion revascularisation (n/%) 8/19% 7115% 0.6

- Conversion to bypass 5/12% - -
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Secondary Endpoints

Survival at 12 mo 81% 82% 0.8
30-day mortality - - -

Limb salvage (n/%) 42 /100% 45 [ 98% 1.0
Minor amputation (n/%) 2 1 5% 3/ 7% 0.7
Emergency procedures (n/%) 2 1 5% 2 1 4% 0.9

Complications (n/%) 6/14% 10/ 22% 0.4
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Conclusions

First trial to randomize femoropopliteal TASC Il C and D lesions
for angioplasty or vein bypass

Groups are similar: - Technical success

- Primary + secondary patency

- Limb salvage

- Survival

- Complications
TASC Il type D lesions had significantly inferior patency
Retrograde access in angioplasty had no influence on patency

Infragenual bypasses had significantly inferior patency

Florian Enzmann - f.enzmann@salk.at
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