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DEB for Lower Extremity Intervention 

• SFA 

 

 

 

• Infrapopliteal  ??? 



DCB in SFA : 22 Trials presented, 3 metanalysis 

7  Proof-of-Concept [1-2-3-4-5-6-7] 

1  Registry with 2-year functional outcome [8] 

3  Explorative studies (DCB, Atherectomy, Ca++) [9-10-11] 

1  Pivotal RCT DCB vs. PTA [12] 

3  Meta-analysis [13-14-15] 

 

4  DCB in long lesions [16-17-18-19]                                                                   
includes 1 retrospective DEB vs. DES and 1 RCT DEB+BMS vs. BMS 

5  DCB for in-Stent-Restenosis [20-21-22-23-24]                                                                

includes 3 Registries and 2 RCTs 

[1] G.Tepe et al. THUNDER, NEJM 2008;  [2] M.Werk et al. FEMPAC, Circulation 2008;  [3] D.Scheinert et al. LEVANT I, JACC CI 2014;  [4] M.Werk et al. PACIFIER 

Circulation CI 2012;  [5] D.Scheinert BIOLUX,  EuroPCR 2012;  [6] D.Scheinert  ADVANCE PTX, LINC 2013;  [7] S.Duda ILLUMENATE, EuroPCR 2013; [8] A.Micari 

et al. DEB SFA IT Registry, JACC CI 2013; [9] A.Cioppa et al. Card. Rev. Med. 2012;  [10] S.Sixt et al. J Vasc Surg 2013 (in press); [11] F.Fanelli, LINC 2013; [12] 

IN.PACT SFA; [13] S.Cassese et al. Circulation CI 2012; [14] M.Fusaro et al. Int J Cardiol 2013; [15] Kaerns  British Journal of Surgery 2013  

[16] F.Fanelli et al. DEBELLUM, JEVT 2012;  [17] A.Schmidt LINC 2013; [18] T.Zeller Charing Cross 2013; [19] F.Liistro et al. JACC CI 2013  

[20] E.Stabile et al. IN.PACT ISR JACC 2012;  [21] F.Liistro DEBATE ISR JEVT 2014; [22] JC Van Den Berg J Cardiovasc Surg 2012; [23] J.Lammer PACUBA 

preliminary results LINC 2012; [24] H.Krankenberg FAIR LINC 2014 
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DCB Proof-of-Concept 

LUTONIX 
PTX 2µgr/mm2 

+ Polysorbate 
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PACCOCATH 
PTX 3µgr/mm2 + Ultravist 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

IN.PACT 
PTX 3µgr/mm2 
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PASSEO 18 

LUX 
PTX 3µgr/mm2 

+ BTHC 

 

 

 

 

 

 

 

 

 

 

 

 

ADVANCE 

PTX 
PTX 3µgr/mm2 

NO Excipient 
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[1] G.Tepe et al. - NEJM 2008;   [2] M.Werk et al. - Circulation 2008;   [3] D.Scheinert - TCT 2012 oral presentation;   

[4] M.Werk et al. - Circulation CI 2012;   [5] D.Scheinert – EuroPCR 2012 oral presentation;   [6] D.Scheinert – LINC 

2013 oral presentation;   [7] S.Duda – EuroPCR 2013 oral presentation  

 

7 Trials / 6 DCB Technologies; 6-month LLL (Primary Endpoint)  



DCB vs. PTA: Meta - analysis 

• 4 proof of concept RCTs,  433 Patients 

• (median follow up: 10.3 months) 
• DCB: superior angiographic and clinical restenosis with 

comparable safety profile 

– DCB vs. PTA: Significantly reduces TLR, restenosis, and LLL 

– Comparable all cause mortality 

Cassese S et al.  Paclitaxel-coated versus uncoated balloon angioplasty reduces target lesion revascularization in patients with 

femoropopliteal arterial disease: a meta-analysis of randomized trials. Circ Cardiovasc Interv. 2012 Aug 1;5(4):582-9. 



IN.PACT SFA 

        (G. Tepe, Charing Cross 2014) 

Randomized,  331 Patients,  DEB  vs.  PTA 

 DCB significantly improves Primary 

Patency rate at 1 year  

 DCB significantly reduces CD-TLR 
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DEB for BTK Intervention 



DEB for BTK : 5 Studies  

(2 published, 3 presented) 

1  Single-center Registry DEB [1] 

1  Single-center RCT DEB vs. PTA – Two years data [2] 

2  Multi-center RCT DEB vs. PTA[3,4] 

1  Single-center RCT DEB vs. DES [5] 

 

[1] Schmidt A, JACC 2011;  [2] Liistro F, DEBATE-BTK Circulation 2013;  [3] Brodmann M, BIOLUX-PII LINK 2014;  [4] Zeller T, IN.PACT DEEP LINK 2014; [5]  

Kitrov PM, IDEAS-I LINK 2014  
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. 104 diabetic patients with CLI (Rutherford class>3) 

. Prospective registry 

. Primary end-point: binary restenosis at 3 months 
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. 156 diabetic patients with CLI (Rutherford class>4) 

. RCT DEB vs. POBA 

. Randomization 1:1 

. Primary end-point: binary restenosis at 12 months 

. Secondary end-point: CD TLR, major amputation,TV occlusion 



DEBATE BTK: 2-year follow-up 

Listro F, LINK 2014 

Clinical outcome 



DEBATE BTK: 2-year follow-up 

Listro F, LINK 2014 

Patency 



 Adequate and Robust Trial Design are Essential 

Rocha-Singh K, LINK 2014 

DEB for BTK Intervention 



Zeller T, LINK 2014 



   Trial Design   

Zeller T, LINK 2014 



Primary IN.PACT DEEP Outcomes 

Zeller T, LINK 2014 



Conclusions 

Zeller T, LINK 2014 


