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EVOLUTION trial

A Prospective, non-randomized, multi center study investigating the
Efficacy of the Self-Expanding iVolution nitinol stent for treatment of 4
femoropopliteal lesions ; mll 8,9cm |
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With the courtesy of M Bosiers, presented @LINC2019, Leipzig, Germany
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EVOLUTION trial

A Prospective, non-randomized, multi center study investigating the

Efficacy of the Self-Expanding iVolution nitinol stent for treatment of &

femoropopliteal lesions ; mll 8,9cm
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Durability seems to be an issue for BMS

With the courtesy of M Bosiers, presented @LINC2019, Leipzig, Germany
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EFFPAC trial

Multicenter Randomized Controlled Trial to Assess the Effectiveness of
Paclitaxel-coated Luminor® Balloon Catheter (85) versus Uncoated
Balloon Catheter (86) in the Superficial Femoral and Popliteal Arteries
to PreventVessel Restenosis or Reocclusion; mll 5,9cm
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T.I.N.T.I.N.

*OUTSTANDING DCB
*PROVEN SCAFFOLD
*NEED FOR REAL LIFE LESIONS
*IMPROVEMENT LONGER TERM DATA

Physician-initiated trial investigating the safety and efficacy of the Treatment with the
LumINor DCB (0,018/0,035) & The IvolutioN stent of iVascular in TASC C and D

femoropopliteal lesions
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T.I.LN.T.I.N.

Informed consent

Primary Endpoint Medicalhistory
* Freedom from CD-TLR @ 12 months Rutherford & ABI
D:Z::r::raysound - - -
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T.I.LN.T.I.N.

PATIENT DEMOGRAPHICS LESION CHARACTERISTICS
Rutherford Category ;
Male (%) 67 (67%) Serestiing Lesion length (min-max  SD) 242,65mm  (150mm - 450mm +
Age (min-max + D) 73,47 (53-92+937) " 73.72mm
Reference vessel diameter (min-max t 5D) 5,50mm  (Smm - 6mm + 0.48mm)
Nicotine (%) 48 (18%) ~ Degree of stenosis (min-max  SD) 93.93% (70%- 100% + 8.83%)
Hypertension (%) 73 (713%) Occlusion (%) 60% (60%)
Diabetes (%) 37 (37%) Calcified lesion (moderate - severe) (%) 73% (73%)
Renal insufficiency (%) 13 (13%)
Hypercholesterolemia (%) 63 (63%) TASC II C lesion (%) 62% (62%)
Obesity (%) 32 (32%) TASC 11 D lesion (%) 38% (38%)
Previous PAD (%) 40 (40%)
62
Claudicant (%) 72 (712%)
CLI patient (%) 28 (28%) e o
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T.I.LN.T.I.N.

Procedure time (min-max + SD)
Scopy time (min-max + SD)

Contrast (min-max + SD)

Femoral access (%)

Cross-over performed (%)

Inflow lesion (%)

Outflow lesion (%)

PROCEDURAL CHARACTERISTICS

69.3min (25min — 170min + 27.4min) Mean # Luminors used per

procedure
Luminor 18 - 35

17.5min (5min—51min + 11.1min)

92,6ml (20ml - 200ml + 36.2%)

100% (100%)

77% (77%)
Diameter Luminor (min-max + SD)

| vD 5.50mm

14% (14%)

Predilatation performed (%)

21% (21%) Mean # iVolutions used per
procedure
88 (38%) Diameter iVolution (min-max  SD)

Diameter predilatation balloon (min-max + D)

Length predilatation balloon (min-max + SD)

4.62mm (3mm—6mm + 0.68mm)

156.53mm (40mm - 220mm + 42.95mm) Post-dilatation done

1.82 (1-40.73)

Luminor-18 106 (58%)
76 (42%)

4mm - 6mm + 0.46mm)

Luminor-35

1.84 (1-410.69)

5mm —7mm * 0.45mm)

85
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T.I.LN.T.I.N.
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T.I.LN.T.I.N.

FREEDOM FROM TLR @12M - 100 PT
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T.I.LN.T.I.N.

SURVIVAL @12M - 100 PT
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T.I.LN.T.I.N.

SAFETY PROFILE - 100 PT

Primary safety endpoint (100 patients) 30 days

Device or procedure related death (N) 0
CD-TLR (N) 0
Target limb major amputation (N) 0

S Y Yy e

Death (N)

CD-TLR (N) 1 2 5 5
Target limb major amputation (N) O 0 0 0
Thrombosis (N) 1 1 1 1
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T.I.LN.T.I.N.

CLINICAL OUTCOMES @12 M -100 PT

Rutherford
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Summary

* iVolution BMS (iVascular) shows 76,7% primary patency rate and 77,2% freedom from
TLR @2 year (Evolution trial) in TASC A/B lesions

e Luminor DCB (iVascular) shows 90,2% primary patency rate and 97,2% freedom from
TLR @2year (Effpac trial) in TASC A/B lesions

* Itis clear out of the literature that neither BMS nor DCB alone are winners in long,
complex lesions & on the longer run

* The combination of both is one of the keys to success in real life lesion treatment

* Belgian T.I.N.T.I.N. trial shows impressive 12 months results in lesions of 24 cm and
30% CLI patients : primary patency of 90,5% and freedom from TLR of 94,4%. The
safety profile up to 1 year is excellent

* Benchmarking of this combination with DES shows equivalent results, but in much
longer lesions
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