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DISCLOSURES 

• I am an “endo first” 
enthusiast 
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 Durable: definition 
 Durabilis. Latin origin 

• “Able to exist for a long time without 
significant deterioration” (Webster) 

 

• “De nature a durer longtemps, qui 
presente une certaine stabilite, une 
certaine resistence” (Larousse) 



DURABLE 

• High patency rate 

• Low rate of reinterventions 
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Factors Potentially Associated with Poor 

Results 

 

• Isolated peroneal runoff 

• Creatinine > 1.3 

• Diabetes 

• Female Gender 

 

 

Davies, JACS 2005 

Chaer et al 





Retrospective Analysis 

• All patients treated for CLI between 2004-
2008 

• 123 limbs treated with a tibial with or without 
multilevel endovascular intervention (83% 
tissue loss) 

• 62% males, mean age 74 years 



Tibial Interventions. UPMC 

• One-year primary, primary-assisted and 
secondary patency rates were 33%, 50% and 
56% respectively   

 

• Reintervention rate was 50% at 1 year 

 

 



Tibial Interventions and Wound Healing 

• 41% had complete healing (mean time to 
healing of 10.7±7.4 months.  

• 39% of patients treated for tissue loss had 
improvement in their wounds (mean FU 
4.4±4.8 months) 

• Impaired wound healing: 

– TAEI in an isolated peroneal artery 
([OR]=7.80; P =.01) 

– need for hemodialysis ([HR]=5.63; P=.04) 



IMPACT OF DIABETES 



- DM:71%@1yr 

+DM: 53%@1yr 



“Despite a higher 

reintervention rate, 

diabetics can attain 

equivalent short-term 

secondary patency 

and limb-salvage 

rates. Therefore, 

these patient 

characteristics 

should not be 

considered 

contraindications to 

endovascular 

therapy”  



Ann Vasc Surg. Chaer et al. June 2012. 

IMPACT OF GENDER 



Impact of Gender and Age on tibial 
artery endovascular interventions for 
CLI 
 

-221 limbs (201 patients, 40% female) 

-74% tissue loss, 26% with rest pain 

-Mean age 73.3 yrs (39%  80).  

Domenick, Chaer, et al. Presented at the 2011 

Winter PVSS meeting 



Life Table Analysis 

• Overall primary patency: 62% at 1 year, 
similar in women and octogenarians 
(p=NS).  

• Overall reintervention rate was 53% at 1 
year: higher in females (65% v. 46%, 
p=0.03).  



TIBIAL RESTENOSIS IS NOT BENIGN 



Results: 
 

CLI Limbs 

235 

Tibial 
restenosis 

96 (41%) 

Asymptomatic 

10 (10%) 

Rest pain 

15 (16%) 

 

Persistent wound 

30 (32%) 
 

New/Worsened 
wounds 

41 (42%) 

Primary 
Patent  

129 (59%) 



Results: 
 

Tibial 
Restenosis 

96 

Secondary 
TAEI 

42 (44%) 

Major 
Amputation 

26 (27%) 

Open BP 

20 (21%) 

Observation 

8 (12%) 



PATENCY 
Patency rates at one year 

• Primary 

59% 

 

• Primary 

assisted 

70% 

 

• Secondary 

76% 



 

Restenosis-rate after angioplasty of extensive 

infrapopliteal arterial disease is high and occurs 

early after treatment 





Dr Schneider’s results. Tibial stenting 

• 120 patients, 6-month binary stent restenosis 
68.5% 

• 12-month AFS rate 78.3%, freedom from major 
amputation rate 89.6% 

• 6, 12-month complete wound-healing rates: 

49.0% and 54.4%, respectively.  

• Conclusion: primary infrapopliteal nitinol 
stenting to treat CLI is safe and effective in 
improving 6-and 12-month clinical 
outcomes????? 

 

 

Catheter Cardiovasc Interv. 2012 Nov 15;80(6):1042-51 



Beauty is in the eye of the beholder  



Casserly, I 



Brass E, et al. Parenteral therapy with lipo-ecraprost, a lipid-based formulation 

of a PGE1 analog, does not alter six-month outcomes in patients with critical 

leg ischemia. JVS 2006.  



Circulase I; N= 379 pts “Natural History” 

Limb Salvage 87% at 1 year 

Limb salvage is an 

insensitive measure of 

the quality of 

revascularization 
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1. Recent Atherectomy Reports 
Author Device N 

(patients) 
Adjunctive 
Rx 

Primary 
patency/TL
R 
 

Limb 
Salvage 
 

Zeller 2011 SH 476 NA 87% 6mo 

McKinsey 
2008 

SH 275 53%@18mo 92%@18mo 

Talon 2006 SH 728 21%PTA, 
6%stent 

80%@12mo 
TLR 
freedom 

Safian 2009 
OASIS 

DB360 124 39%PTA, 
2.5%stent 

61%@12mo 100% 

Zeller 2009 Jetstream 172 TLR 
26%@12mo 

Stoner 2007 Laser 40 75%PTA 44%@12mo 55% in CLI 

Laird 2006 Laser 145 96%PTA, 
45%stent 

92%@6mo 

Laird 2002  
PELA 

Laser 251 100%PTA, 
42%stent 

51%@12mo 



2. Drug Eluting Technology  

at 3 months: restenosis in 27.4% (19.1% had 

restenosis of more than 50%, and 8.3% were 

totally occluded) 



 

Primary patency of 85% at 12 months 

Freedom from  TLR 91% 



DURABILITY 

• Tibial interventions are not durable 

– Women 

– Diabetic patients 

– Renal failure patients 

• Drug eluting technology seems to 
improve durability but is not perfect 

– Neither I nor Dr Schneider have access to 
DEB!! 



DURABILITY 

• High rate of limb loss with 

restenosis 

• Achilles heel of tibial interventions 

– Need for ongoing device improvements 

– Improved medical therapy 
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