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Treatment paradigms may 
change only through  

high-quality  
scientific evidence 



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 



• Drug-coated balloons 
• Drug-eluting stents 
• Next future 
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Fanelli F, J Endovasc Ther. 2012 Oct;19(5):571-80 



Liistro F, Circulation. 2013;128:615-621 

“Patients (n= 132) were enrolled in the study only after 
successful wiring of the target vessel and therefore the rate of 

major amputation observed cannot be compared with that 
derived from studies designed on an intention-to-treat basis” 



Zeller T, on behalf of the IN.PACT DEEP Steering Committee, LINC 2014, Leipzig - Germany  
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• Drug-coated balloons 
• Drug-eluting stents 
• Next future 



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

611 patients from 5 trials randomly assigned to DESs (n= 294) versus control 

therapy (plain balloon angioplasty/BMS implantation, n= 307) 

Median lesion length was 26.8 mm with a RVD of 2.86 mm  

Median follow-up 12 months 
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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” 



What’s about coronary-DES 
in the daily BTK-practice? 



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



 
• Do not translate interventional concepts 

from coronary into BTK-vascular field 
• Relevant clinically-driven and patient-

oriented rather than marketing-pushed 
endpoints 

• Comparisons between different devices 
to rule-out a supposed “class effect” in 
terms of benefit or harm 



Kutrou PM, LINC 2014, Leipzig - Germany  



Conclusions 
Drug-based technologies represent a revolution in the field of 
revascularization of peripheral artery disease involving BTK-
segments 
 
The safety and the biological efficacy of new technologies are 
prerequisite to further investigate their clinical superiority in 
comparison with established treatment options 
 
Small-population trials should test how to plan subsequent trials 
with strong clinical endpoints beyond amputation, quality of life and 
wound healing 
 

Small single-center trials should  
not influence standard practice 
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