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Event Angioplasty (n = 256)
Cardiac 3(1.2%)
Subacute occlusion «
Arrest O
Myocardial 1f
Infarction
Sudden death 1

Stent (n = 256)
7(2.7%)
1 {within 30 days)«
1 (acute pulmonary edema)
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Balloon angioplasty

>

Restenosis

BENESTENT | RCT 5 year Follow-up. N 520; JACC 2001
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CENTRAL ILLUSTRATION: Very-Late Stent-Related Cardiovascular Events
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BMS 1830 1725 1636 1462 1395 1335 1,267 479
DEST 459 4384 A9 408 196 JA65 2,850 1470
DES2 1357 1702 12653 12287 NS89 0028 S6M 446

Bare-Metal Stent (BMS)
First-Generation Drug-Eluting Stent (DEST)
Second -Generation Drug-Eluting Stent (D£52)

Madhavan, M.V. et al. J Am Coll Cardiol. 2020;75(6):590-604.
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Catheterization
&Cardiovascular
Interventions

Coronary Artery Disease (E-only Article)

Long-term efficacy of drug coated balloons compared with new
generation drug-eluting stents for the treatment of de novo
coronary artery lesions

Dimitrios Venetsanos MD, PhD %, Sofia Sederholm Lawesson MD, PhD, Georgios Panayi MD, Tim Todt
MD, PhD, UIf Berglund MD, Eva Swahn MD, PhD, Joakim Alfredsson MD, PhD

First published: 26 February 2018 | https://doi.org/10.1002/ccd.27548 | Citations: 21
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| - === DCB-only

Lesion preparation 125 patients o
Acceptable angiographic result: No dissection or only type Aor B, — No acceptable angiographic result, q>;
TIMI 11, residual stenosis < 30 % inclusion in DES registry L
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| e B
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Acceptable angiographic result, 1:1 randomization v
>
| =
| 8
382 patients DCB g
(SeQuent® Please NEO) S
| Qo

[ | 0

376 patients DES . 5
_ 3 “ 362 patients 20 patients
=4 patients toatsh Elmants, DCB-only Additional stent (DCB+stent) A 0 60 120 180 240 300
n = 246 patients Xience)

Follow-up in days



MARSEILLE
EBC MEETING 2021

Percutaneous treatment of unprotected left main
stenosis in de novo coronary arteries by DCB:
A feasibility and safety study

* 42 consecutive patients with a de novo
unprotected left main disease treated with PCI
between May 2018 and December 2020.

» 23 patients were treated with DCB and 19 patients
were treated with drug-eluting stent (DES)

Patient characteristics

DCB DES
N = 23 patients N = 19 patients

Age, years 634 +109 674+88
Male 17 (73.9) 15 (78.9)
Body mass index 242424 229+28
Hypertension 15 (65.2) 8(42.1)
Hypercholesterolemia 22 (95.7) 14 (73.7)
Diabetes 5(21.7) 8(42.1)
Left ventricular EF, % 589+98 56.3+11.5
Clinical presentation

Stable angina 6(26.1) 4 (21.0)

Unstable angina 17 (73.9) 12 (63.2)

AMI 0 3(15.8)
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Angiographic follow-up after DCB
Baseline ~ N=23patients

Reference vessel diameter, mm 3104 : ¢ year outcomes

Minimal lumen diameter, mm 09+04

Diameter stenosis, % 724 %132

el R PY... S0
PostDCB treatment ~ N=23patients

Minimal lumen diameter, mm 22403 m\c: IE “:::" e . ‘:‘7’ 21‘::;’

Diameter stenosis, % 301+84 My jial infarcti 0 1(53)
Acute lumen gain, mm 1.3+05 Clinically driven TLR 2(8.7) 0

— Clinically driven TVR 2(8.7) 0

Minimal lumen diameter, mm 22+05 Target vessel thrombosis 0 0

Diameter stenosis, % 31.4+137 Stroke 0 1(5.3)
Late lumen loss, mm 01%05 BARC Type 3,4, bleeding 0 1(5.3)
Net lumen gain, mm 12207

Binary restenosis, % 1(4.3%)




25-27-28
JANVIER
2022

= | ECH

iy

MARSEILLE
INDEX 6 MOIS




CENTRAL ILLUSTRATION: DCB-Only Strategy for PCl in Coronary
Artery Disease

Optimal Lesion Preparation
Acceptable Predilation ¥ Suboptimal

. . Standard semi-compliant balloon i . .
Angiogra phlc ‘ Specialty ba?loons ' Anglographlc
Result (scoring, cutting, noncompliant) Result
Balloon-to-vessel ratio 1:1 L e - :
No flow-limiting dissections i Flow-limiting dissection
Residual stenosis < 30% Optlons Residual stenosis > 30%
FFR > 0.80 Rotablation, lithotripsy £ER=. 80
Functional measurement (FFR)*
Intravascular imaging (IVUS, OCT) for ISR

DCB
Short delivery time
Sufficient inflation time

Jeger, R.V. et al. J Am Coll Cardiol Intv. 2020;13(12):1391-402.




Cell Adherent Technology (CAT™) is a proprietary amphipathic lipid technolegy which binds
the MicroReservoirs to the balloon surface, protecting them during balloon insertion and inflation;
» Enhancing drug retention and bioavailability, allowing for a lower drug dose concentration on the
balloon surface (1pg/mm?®) | ]
* Optimizing transfer of MicroReservoirs to the tissue and maximizing the cellular uptake of sirolimus.

MicroReservoirs form millions of precision-engineered drug delivery systems, combining
sirolimus with a biodegradable polymer, achleving consistent and predictable drug release;

* Optimizing MicroReservoir size to achieve a pharmaco-kinetic release profile comparable
to the |atest generation DES technology.

ELUTION DeNovo
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