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ks Single Center Registry
First Experience With Drug-Eluting Balloons i 104 Patlents (CLI 826
in Infrapopliteal Arteries ° Dlabetes 73%
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Circulation fmerican

Drug-Eluting Balloon in peripherAl inTErvention fo- -t <
(DEBATE-BTK): AR
Francesco Lustro, ltalo Po
Falsini, Giorgio Vel

Circulation is published t
Copyrigh

18,0%
p=0.002

prenosis 12m Occlusion 12m TLR

istro F et al. Ciculation. 2013 Aug 6;128(6):615-21




Late Lumen Loss (mm)




POBA (%)
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p-value
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0.0%

28%

[0.4-18.1]
1.000

5.6%
[1.4-20.7]
0.493

BIOLUX P-Il |

p-value : 0.239

(Fisher's Exact)
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Primary i

12-month LLL PTA
12-month C[‘ 6% (4/111)

1% (9/111)
Primary Safet | D% (28/111)

6-month Death, 1% (26/111)
Major Amputation

9.2% (99/111
or CDTIR ol i

73.8% (121/164) 76.9% (70/91)
2. Clinically driven TLR of the target lesid

TLR" defined as any TLR of the target 1. Death of any Cause, Major or Minor Amputation of target limb (MAE per protocol)
existing wounds and / or c) occurrence

1. Angio Cohort, Corelab adjudicated. A

2. Death of any Cause, target limb Major Amputation and clinically driven TLR
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12-month LLL (mm) 0.61+0.78 0.62+0.78  0.950

Coating  Manually-coated Automatically-

method on folded balloon coated on semi-
Inflated balloon

FMRP 2015 |




12m death m 12m Major Amp

20,0% 19,0%
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IN.PACT DEEP  IN.PACT DEEP Lejay 2010 Romiti (PTA) BASIL (PTA) ACHILLES (PTA)
(DEB) (PTA) (1] (21 3] (51

al. Acta Chir Belg. 2009; [2] Romiti M et al. J Vasc Surg. 2008; [3] Adam DJ et al. Lancet. 2005; [4] Rocha-Singh KJ et al. CathCardiovasc Interv. 2012; [5] eIt BRL




LUTONIX Trial Summary
BTK Clinical Trial

Safety at 30 days
PRI MARY ENDPOI NT
o s Limb salvage & primary patency at 12 months

g:‘l'}‘i:EN"I’S.I’OFSI TES 220 randomized patients at 55 global sites

Clinical: 1, &, 12, 24, and 36 Months

N Duplex Ultrasound (DUS): 1, 6,12, 24, & 36 months
e Angiography - 12 months
Telephone: 48 and 60 Months
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