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2902 eligible patients WithIde novo, non-complexl In the coronary arteries, calcium is less seen in:
lesions underwent pre-dilatation ACS

- Absence of CKD

630 had unsuccessful pre-dilatation and _ Non_bifu rcationS
included in nested registry
- Small vessel segments
" Fommmbab i i (W) MmN R Wibarw lo
2272 had successful pre-dilatation and were PR g B i
randomly assigned to treatment Al g gl f i
(I 1 AT T AT AR ; e e AR T AN URLCLAR] |
([ [ AR (i) A TR R — W AR i) Wi
(R R T ' 1
¢ ¢ LAl Y] LA LD [T ) I l - L R A L
i I | - R [
1133 assigned to DCB group 1139 assigned to DES group AN a0 , (111
1118 received DCB 1136 received DES i S T VT AR, | - NN TV VRIEY] U
1012 had DCB Only ) l’ecelved DES and DCB m (M LT UL (RN "U'“ l l - : T' — AL R WA I
106 had DCB with rescue stenting* 1received DCB and rescue stenting NEnem ';”"" WGLAY PRTNINA
12 received DCB and DEST WV VYW W
3 received DES | i . \ by
. . . " LN L P ln [N R | i
Clll‘llcal Presentatlon 1 [ WL (LN ! ~ R T
| | | | | | | [ |
ST-elevation myocardial infarction 181 (16-0%) 185 (16-2%) N MRasaABROIRER BAENIEH
i Ny . L e L
Non-ST-elevation myocardial infarction 214 (18-9%) 201 (17-6%) . ‘
Journal of the Amerl?an College of Ca.rdu.:ology
Unstable angina 235 (20:7%) 241 (212%)  Puiished by Fiooror Seenee T rdlowy

Chronic coronary syndrome 503 (44-4%) 512 (45-0%)
EDITORIAL COMMENT

Lancet 2024, 404: 1040-50 .
Stenting for Small Coronary
3 | ISAResearch Vessels: A Contestable Winner*
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Lessons from RCTs: SELUTION DeNovo trial

3,323 Candidates for PCIl who satisfied trial
inclusion / exclusion criteria

i

Randomized 1:1 BEFORE PROCEDURE

SELUTION DEB Strategy DES Strategy

DES according to local practice

Lesion preparation & SELUTION DEB
Other devices only if failure to deliver DES

Provisional DES if needed

; . |
Y O

In the coronary arteries, calcium is less seen in: o (0 NI W " e
. 2 itk | AR i AN WM " l LR 40

- Younger patients T TULNRACY, o T TV ] 100 U, )
- Non-bifurcations ‘ J TV TR I ' I W0 (U, W)
- Short lesions MY I (AR (& 0N [ r'l:':l;:' "",'.I:“';:' ::::l “ ‘: . " ——.-:“‘ I?,"':j‘(‘:“,r,'"’.‘.|,H.,',
- Mild or no calcification ” oo NIV RAR) T Il N | REERUEERA
dondagasivholonsibiiasssnt! K7 h W THE ' . | o {1 (ol 10, 00 )

2 i »
FAVORS SELUTION DED FAVORS DS it
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Identification of plaque type prior to cath lab

Coronary Computed Tomography Angiography Photon-Counting Computed Tomography
(CCTA) (PCCT)

* Hounsfield units (HU, lower for soft plaques)
« Pericoronary adipose tissue attenuation
(PCAT, stronger for soft plaques)
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J. Cardiovasc. Dev. Dis. 2024, 11, 360 Diagnostics 2024, 14, 1065
6 | ISAResearch
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Identification of plaque type in the cath lab |
(Coronary angiography is not an accurate option for this)

Plaque burden = 74%

4

Nl

Calcified plaque

— -

Soft plaque Calcified plaqué Plaque rupture Plaque erosion

Cardiovasc Diagn Ther 2020;10(5):1389-14 Nature Reviews Cardiology 2022; 684—-703
7 | ISAResearch
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RCTs of DCB vs. DES in STEMI/NSTEMI

Tl PiNo | ¥Am 2 Am 3 Am 1 Endpoint

DEB AMI (2012) Dior + BMS Late lumen loss
Gobic et al. (2017) 75 SeQuent DES - MACE
REVELATION (2019) 120 Pantera Lux DES - FFR

Hao et al. (2021) 80 Yinyi PCB DES - MACE
PEPCAD NSTEMI (2020) 210 SeQuent DES BMS TLF

9 | ISAResearch Rev Esp Cardiol. 2026;79(2):100—105
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DEBuUT-LRP Study: DCB for stabilization of

vulnerable lipid-rich plaques

Patients with NSTE-ACS intended to
undergo early invasive treatment

.

Informed consent

!

'

PE-DCB treatment of target LRP**

l

Immediate post-PE-DCB repeat
3-vessel IVUS-NIRS

|
v

9 month imaging follow-up with CAG
and repeat 3-vessel IVUS-NIRS

|
y

1 year clinical follow-up

10 | ISAResearch

Invasive CAG T
I | No significant CAD or CAD not
v | amenable for conventional PCI
PCI of culprit lesion and remaining
significant stenosis
# - Procedural complications
3-vessel IVUS-NIRS
I No lipid-rich plaque identified with
y | IVUS-NIRS
21 Lipid-rich plaque is identified
using IVUS-NIRS*

1° EP:
change in maximum lipid core burden in a
4 mm segment (maxLCBImm4) after 9

—months
20 pts enrolled

J. Clin. Med. 2023, 12, 5807

PASSIVATE-CAP Study

ACS patients exhibit non-culprit vessel with both FFR <0.8
@ vessel narrowing 50%-90%
@® FFR >0.80

Treated according to standard
clinical practice

OCT examination suggests vulnerable plaques (n=140)
fibrous cap thickness <75um

with at least two of the other three OCT criteria Did not meet criteria

@ minimum lumen area <3.5mm? Conservative treatment
@ lipid core angle >180°
@ presence of macrophages

Randomization (1:1)
STEMI or NST-ACS

140 patients

Control group

Experimental group
GDMT + DCB GDMT

Follow-up

| month 3 months 6 months 9 months 12 months

* Primary endpoint:
Minimum lumen area of the target lesion one year after randomization.

Clinical Cardiology, 2026; 49:€70243
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COPERNICAN trial

1,272 It will not be easy for the drug to find the way to the vessel wall

Patients presenting
with STEMI

Exclusion criteria
- Cardiogenic shcck

- Left main disease
=0 | - Stentthrombosis

- Bypass graft lesions

- Chronic total occlusions

Successful culprit lesion guidewire
crossing and flow restoration

Randomized 1:1

!
‘ l

Reduced stent strategy | Conventional revascularization
. |
1) Predilation (ratio 1:1) ; g P
2) |If residual stenosis < 30%, lack of DES implantation (sirolimus)

dissections > type B and TIMI 3 flow:
DCB-PCI

3) |If type C dissection or TIMI flow <3
after DCB: DES implantation

[ 12-month follow-up ]

Rev Esp Cardiol. 2026;79(2):100-105
11 | ISAResearch
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Fairness is required by future DCB vs. DES trials |
(avoid the example of SELUTION DeNovo

Procedural Characteristics

Characteristic SELUTION DEB Strategy DES Strategy

Number of procedures 1783 1776
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Lesion preparation should be as accurate for DES as it is for DCB,

exactly as Florim Cuculi decided to do for the SPARX trial

12 | ISAResearch
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If DCB has to choose between soft and hard (calcified) plaques,

| believe its choice will not be soft plaques.

13 | ISAResearch



Tu'“ Universitatsklinikum
Deutsches Herzzentrum

14 | ISAResearch



TI.I." I Universitatsklinikum
Deutsches Herzzentrum

40 -
% %
% 30- /,
A BESMART ¢ ,*
A 5 ' .
2 201 v
» ) ’
d‘% ) ,/
Stent b ]
Sl I T B
8 CORDIS-MICA, #~ ¢SISA
& o] ISAR-SMART §
O p /
Balloon better 5’5 Z ’Q‘i?ark etal.
+ drug BT P
0 10 20 30 40 %

Final Diameter Stenosis in PTCA Arm

15 | ISAResearch



