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Background:

A - Stent implantation

B —initial POT ﬂ
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4 - Large registry : CABRIOLET

._ — 3 - Clinical validation
D — 58 inflation ﬂ, Dérimay F et al. Eurointervention 2018

2 - Experimental proofs of concept
Finet G et al. JACC Interv 2015
ﬂ Dérimay F et al. JACC Interv 2016

"F — Final POT

/& Dérimay F et al. Eurolntervention 2017
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G - Final result ﬁ
1 - Concept
EBC 2014

=> Re-POT, a step by step validation



The CABRIOLET Registry

Multi center registry
Aim: 500 complete re-POT

All provisional stenting strategies

Retrospective and prospective inclusions
(end of inclusion in May 2019)

Clinical FU 1 year minimum, up to 5
years.

=>Preliminary data:

» Core lab analysis (416/500)
» FU at 1 year (305/500)
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* CHU Marie Curie, Charleroi (Dr Aminian)

Spain:
Punta de Europa University Hospital, Algecirias
(Pr Gutierrez-Chico)



CABRIOLET:

Baseline characteristics

N=416

Age 66.4113.0
Male gender 305(73.3)
oM 276268 Bifurcation location
Diabetes mellitus 109(26.2)
Tobacco (history or active) 220(52.3) Left Main @
Dyslipidemia 262(63.0) LAD/diagonal 221(53.1)
CAD history 198(47.6) Circonflexe/marginal 39(9.4)
Kidney clearance (ml/min) 81.6%£39.5 RCA/PLB 20(4.8)
LVEF (%) 55+11
NYHA >II 237(57.0)
CCS angina 2l 256(61.5)
Clinical state

STEMI/NSTEMI/unstable angina 134(32.2)

Stable angina 128(30.8)

Silent ischemia

156(37.5)




CABRIOLET:
Procedure characteristics-1

Total LM No LM
(n=416) (n=136) (n=280)
5F access 71(17.0) 15(11.0) 56(20.0)
Radial access 341(82.0) 99(72.8) 242(86.4)
Fluoroscopy time (min) 15.8+17.3 15.7+7.1 15.8+20.8
Contrast product (ml) 162+67 162+67 162+67
Medina classification
1.1.1 127(30.5) 30(22.1) 97(34.7)
1.1.0 99(23.8) 40(29.4) 59(21.1)
1.0.1 26(6.3) 4(2.9) 22(7.9)
0.1.1 27(6.5) 5(3.7) 22(7.9)
1.0.0 50(12.0) 25(18.4) 25(8.9)
0.1.0 87(20.9) 32(23.5) 54(19.6)
True bifurcation 180(43.3) 39(28.7) 141(50.3)
Bifurcation angle 67126 91+17 56122
TIMI flow < Il main axis 67(16.1) 19(13.9) 48(17.1)
Endovascular imaging (IVUS/OCT) 95(22.8) 54(39.7) 41(14.6)




CABRIOLET:

Procedure characteristics-2
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Total LM No LM
(n=416) (n=136) (n=280)
Bifurcation lesion +0.95mm +0.60mm
Dges MoV (mm) 3.61+0.61 4.22+0.50 3.31+0.41
Dges MB (mm) 2.88+0.45 3.27+0.40 2.70+0.35
Dges SB (Mmm) 2.48+0.45 2.86+0.40 2.30+0.35
Fractal ratio 0.673+0.056 0.691+0.061 0.665+0.052
Length (mm) 17+7 16+7 18+8
Maximum stenosis (%) 76%15 73£15 77114
Pre-dilatation SB 46(11.1) 11(8.0) 35(12.5)
Jailing wire 213(51.2) 67(49.3) 146(52.1)
Bifurcation stent
Diameter (mm) 3.00+0.47 3.38+0.42 2.81+0.36
Length (mm) 24.4+8.1 23.3+7.3 24.9+8.5
DES 415(99.8) 136(100) 279(99.6)
POTs balloon diameter 3.62+0.65 4.25%0.60 3.33+0.41
Compliant POTs balloon 257(61.8) 75(55.1) 182(65.0)
SB balloon diameter 2.53+0.47 2.92+0.42 2.34+0.36




CABRIOLET:

final angiographic results (preliminary)

Total LM No LM
(n=416) (n=136) (n=280)
Stent implanted in bifurcation 1.140.3 1.140.3 1.09+0.28
Stent implanted in patient 1.62£0.9 1.75£1.08 1.54+0.76
Main axis
Final TIMI flow Il 408(98.1) 133(97.8) 275(98.2)
Side branch
Final TIMI flow |1l 404(97.1) 134(98.5) 270(96.4)
Dissection > grad A 22(5.3) 3(2.2) 19(6.8)
Stenosis >70% 26(6.3) 4(2.9) 22(7.9)
Additional stent 22(5.3) 5(3.7) 17(6.1)
FKB (bail-out SB stenting) 18(4.3) 4(2.9) 14(5.0)
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CABRIOLET: clinical FU at 1 year (preliminary)

Total LM No LM

(n=305) (n=93) (n=212)
Target Vessels Failure 6(2.0) 4(4.3) 2(0.9)
(myocardial death/ST/MI/TVR)
All death 10(3.3) 3(3.2) 7(3.3)
Myocardial death 4(1.3) 2(2.2) 2(0.9)
Stent thrombosis 0(0) 0(0) 0(0)
Myocardial infarction 2(0.7) 0(0) 2(0.9)
All revascularizations 6(2.0) 4(4.3) 2(0.9)
TVR 5(1.6) 4(4.3) 1(0.5)

All MACE (myocardial death+ST+Ml+revascularization) = 3.9% (12/305)



Conclusion:

Preliminary datas of CABRIOLET registry but:

* Re-POT technique is safe and easy, available in a large range

of bifurcations

Pure sequential provisional technique respecting perfectly

the physiological fractal geometry

Perfect initial angiographic results

Excellent clinical results at 1 year (2% of TVF)

Final analysis in mid 2020 (see you in the next EBC)



Next step: the CABRIOLET TRIAL
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* Which design of RCT ?

re-POT vs. ??? + FKB + ???

e Which criteria ?

Non inferiority +/- superiority

* Financial support ?

Industrial or academic

* Discussion is open...

Thank you for your attention



