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Overall, completed randomized trials of drug-based technologies for BTK-revascularization 
have enrolled <1000 patients and have predominantly mechanistic primary endpoints 

Jens S, Eur J Vasc Endovasc Surg. 2014 Mar 17 



BTK-lesions in the daily practice 



• Drug-coated balloons 
• Drug-eluting stents 
• Next future 



• Drug-coated balloons 
• Drug-eluting stents 
• Next future 



Lesions, n Occlusions, % Lesion length, mm 

Trial DEB PTA DEB PTA DEB PTA 

DEBATE BTK 80 78 77.5 82.1 129± 83 131± 79 
 

BIOLUX II 50 54 - - 113± 88 
 

115± 87 
 

IN.PACT DEEP 239 119 38.6 45.9 102± 91 
 

129± 85 

Features of lesions included in completed RCT 

According to available evidence DEB have predominantly 
been tested in: 
• lesions >100 mm (occlusions) 
• lesions located at the level of the ankle  
• foot arteries  



• Drug-coated balloons 
• Drug-eluting stents 
• Next future 



Fusaro M, J Am Coll Cardiol Intv 2013;6:1284–93 

CLI, % Occlusion, % Lesion length, mm Vessel diameter, mm 

Meta-analysis 73.5 27.5 26.8 2.86 



Fusaro M, J Am Coll Cardiol Intv 2013;6:1284–93 

ARR 15.5% 
NNT 7 

ARR 29.6% 
NNT 4 

ARR 7.5% 
NNT 13 



Fusaro M, J Am Coll Cardiol Intv 2013;6:1284–93 

“On adjusted indirect comparison, the everolimus- versus sirolimus-eluting stents, as 
well as the polymer-free versus durable-polymer DESs did not affect the risk 

estimates for the main outcomes” 
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A. CLI (%); Exp(b)= 1.00 [0.95-1.06]; SE= 0.01;  

B. Δtau= 0.40; p= 0.72 
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B. Occlusion (%); Exp(b)= 1.01 [0.97-1.04]; SE= 0.008;  

Δtau= 1.49; p= 0.27 
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C. Lesion length (mm); Exp(b)= 1.08 [0.96-1.21]; SE= 0.04;  

Δtau= 2.11; p= 0.12 

Meta-regression analysis of TLR 

Fusaro M, J Am Coll Cardiol Intv 2013;6:1284–93 



According to available evidence DES have predominantly 
been tested in: 
 
•lesions <30 mm (with only ACHILLES Trial approaching 
longer lesions) 
•relative low number of patients presenting complete 
vessel occlusion 
•relative high number of patients presenting with CLI 
•complex interventions in proximal BTK-segments but no 
foot arteries 



Werner M, Cath Cardiovasc Interv 2013 Oct 1;82(4):E522-8 



Katsanos K, Cardiovasc Intervent Radiol (2013) 36:90–97 

Stented lesion length <50 mm and/or DES list price <500€ produced the most favorable economical 
scenario with higher societal monetary savings with an incremental cost-effectiveness ratios <10,000€ 

per event-free life-year gained 



• Drug-coated balloons 
• Drug-eluting stents 
• Next future 



Byrne RA, Nat Rev Cardiol 11, 13–23 (2014) 

More technology than evidence… 



Conclusions 
Drug-based technologies represent a revolution in the field of revascularization of 
peripheral artery disease involving BTK-segments 
 
Despite DEB showed encouraging results in small-sample studies their safety and 
biological efficacy still remain to be proved before further investigate a potential 
superiority in comparison with established treatment options 
 
On the other hand, the established superiority of DES in comparison with other 
treatment options for BTK-revascularization is confined to specific lesions and 
patients subsets 
 
A greater effort is required from scientific authorities and investigators to plan 
future trials with hard clinical endpoints beyond amputation, quality of life and 
wound healing in order to support the daily practice with adequate  evidence 
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