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Focus Points 





Critical Limb Ischemia 



Management of Limb Ischemia 



Tibial Intervention for CLI 

•  Most patients are diabetic 
• Collateral formation less in diabetics 
•  Restoration of arterial flow to the foot is more 

 important than in nondiabetics 
•  Need to restore tibial pressure > 50mmHg 
•  Straight line flow important 
•  May need to open plantar arch in pts with 

 renal failure 



Bypass versus angioplasty in severe ischaemia of the leg (BASIL): multicentre, randomised controlled trial
 Lancet 2005; 366: 1925–34 







The BASIL trial clearly indicates that, almost irrespective
 of what treatment is received, many patients with severe

 limb ischemia have an extremely poor prognosis. 

APPROXIMATELY 40% Amputation-free survival 

Amputation free survival        All cause mortality 



BASIL trial 

Decreased economic expense due to shorter  
hospital stay and short or no ICU stay 



Limitations 



Percutaneous Transluminal Angioplasty (PTA) 
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Successful PTA 

Unsuccessful PTA 
Unsuccessful PTA 

Successful PTA 

Limb Salvage and Survival Rates for Isolated Infrapopliteal PTA  

Conclusion: …for patients with Diabetes and isolated tibial
 disease, PTA should be the initial treatment of choice. 



Recently Published PTA in CLI 
Meta-analysis 

•    30 articles (1990-2006): 
•   At least 15 infrapopliteal PTAs reported 

 with 12 mo follow-up; RC 4-6 
•   Reported 12 mo cumulative patency or 

 limb salvage 
•    Assessed: Immediate technical success, 
•   1º/2º patency, limb salvage, patient survival 
•    Comparison to distal fem-tibial bypass surgery 

  Romiti M, Albers M, Brochado-Neto FC, Durazzo AE, et al. Meta-analysis of 
  infrapopliteal angioplasty for chronic critical limb ischemia. J Vasc Surg. 
  2008;47:975-981 



PTA vs Surgery 

Limited patency, but acceptable clinical benefit 
Limb salvage rate equivalent to bypass surgery 









New Technologies 





Primary patency by angiography 

Primary Assisted patency 

Secondary patency 

Target lesion revascularization 

Target Vessel Revascularization 

Amputation free survival Clinical patency 

Survival 



 Excimer Laser  



Prospective, multi-center study 
Patients with CLI 

Rutherford Category 4-6 
Poor surgical candidates 
60% TASC D   

Primary Endpoint:   
limb salvage at 6 months 

Laser Angioplasty for Critical Limb Ischemia 
Results of the LACI Phase 2 Clinical Trial 



Patient  Descriptors 



6-Month Results 



Excimer Laser 



LACI Phase 2 Summary 

•   Treatment of complex disease  
•   High risk patient population  
•   High procedural success  
•   Excellent limb salvage  
•   Incidence of surgical 

 intervention is very low 



The SilverHawk™ System 

Plaque Excision 



Atherectomy 



Results 

SFA Popliteal Tibial 

N 199 110 218 
Length (mm)

 ± SD 
91.6 ±
 90.8 

37.7 ±
 33.5 

46.4 ±
 51.1 

% Stenosis ±
 SD 

88.7 ±
 14.1 

85.6 ±
 13.2 

92.0 ±
 11.4 

# CTO (%) 73
 (36.7) 33 (30) 118

 (54.6) 

TASC 

A 81 29 15 
B 57 69 24 

C 52 8 55 

D 9 4 124 

Courtesy of James McKinsey MD, NYP 
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Patency 
Results 

Primary
 Patency 

Secondary
 Patency Limb Salvage 

12 mos 18 mos 12 mos 18 mos 12 mos 18 mos 

ALL
 Lesions 

62.2 ±
 2.5 

52.7 ±
 2.8 

80.3 ±
 2.0 

75.0 ±
 2.4 

89.7 ±
 1.6 

88.3 ±
 1.8 

Femoral 61.4 ±
 4.3 

52.0 ±
 4.8 

85.4 ±
 3.1 

80.3 ±
 3.9 

95.4 ±
 1.9 

9543 ±
 1.9 

Popliteal 68.9 ±
 5.4 

59.2 ±
 6.2 

84.9 ±
 4.1 

76.7 ±
 5.4 

90.9 ±
 3.4 

88.4 ±
 4.1 

Tibial 62.7 ±
 4.1 

53.6 ±
 4.8 

74.2 ±
 3.7 

70.0 ±
 4.2 

83.6 ±
 3.2 

80.6 ±
 3.7 

Multilevel 50.5 ±
 8.1 

40.3 ±
 8.3 

75.7 ±
 6.7 

71.7 ±
 7.5 

89.7 ±
 4.9 

89.7 ±
 4.9 

Courtesy of James McKinsey MD, NYP 



Currently available Atherectomy
 Devices/ Designs 







•  OASIS LT patients followed 24+ months (median 29) 



Cutting balloon 



Self Expanding Stents 



Self Expanding Stents 



CRYOPLASTY 
The PolarCathTM System 

N2O Refrigerant 
Cylinder 

Microprocessor-Controlled 
Inflation Unit 

Balloon 
Catheter 









Rand, Lammer et al. Cardiovasc Intervent Radiol. 2006 Jan-Feb;29(1):29-38.  

Balloon Expandable Stent:
 Carbostent 







Balloon Expandable Stents: 
Bare Metal and Drug Eluting 



DES vs BMS -BTK 




