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Revascularization for claudication and 
critical limb ischemia (CLI)



The goals of revascularization:

1. Relief of pain.

2. Healing of ulceration.

3. Preservation of the limb from major amputation.

4. Improvement in the patient`s quality of life and 
functionality.

5. Prolonging survival.
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Critical limb ischemia
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5-year results. Zilver PTX Randomized Study  
Claudication ( Rutherford 2-3)

Endovascular 
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12-Month Results from the IN.PACT SFA 
Randomized trial.  Claudication ( Rutherford 2-3)

Endovascular 
revascularization
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Randomized controlled trials of drug-eluting stents 
in infrapopliteal disease

Endovascular 
revascularization
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*PCB: Paclitaxel-coated balloon

BMS:bare metal stent
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Long-term follow-up of the PADI Trial
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IN.PACT-DEEP Randomized Trial

Primary efficacy and safety results

Endovascular 
revascularization

12-month results
Noninferiority hyphotesis IA-DEB (n=165) PTA (n=91) p

TLR (%)

Restenosis (%)

Major amputation (%)

Death and amputation (%)

9.2

41

8.8

35.2

13.1

35.5

3.6

25.2

0.29

0.60

0.08

0.06

Zeller T, et al. J Am Coll Cardiol 2014;64:1568-1576.

TLR: clinically driven target lesion revascularization.     

PTA: percutaneous transluminal angioplasty.

IA-DEB: IN.PACT Amphirion drug-eluting balloon.



Primary patency rates (%) for open surgical 
revascularization modalities

Surgical 
revascularization

Shishehbor M, et al. Critical limb ischemia. An Expert Statement. J Am Coll Cardiol 2016;68:2002-2015.
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Above the knee femoropopliteal grafts
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bypass

PTFE

83
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Below the knee femoropopliteal grafts

Saphenous vein

bypass

PTFE

83

88

78

81
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54
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67
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Femoral-infrapopliteal grafts

Saphenous vein

bypass

PTFE

89

45

86

35

83

31

80

25

74

18

PTFE: polytetrafluoroethylene.



Conclusions

1. Revascularization is the cornerstone of therapy (Class I 
recommendation).

2. Revascularization options include endovascular, surgical, or the
combination of both.

3. A single reversed or in situ saphenous vein bypass is recommended
for surgical revascularization.

4. Drug eluting-stents have demonstated superior primary patency over
balloon angioplasty, bare metal stent and drug-coated balloons.

5. BEST-CLI and the BASIL II and BASIL III trials will provide more 
definitive information to guide the treatment of CLI.
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