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Estrategia hibrida DCB-DES

First Author, Date, Study Design Study Population DCB-Based Group DCB Used Main Results
Reference,
v The incidence of MACE was
56%: DCB-only PCI {Bgil{ﬁ_'mm'P?CT Faleom comparable between
Costopoulos, Observational, 186 coronary lesions 36.6%: hybrid PCI Cafi fo m; s DCB-based PCI and DES-only
2013 [52] matched-based study  >25mm 7.4%: DCB with u SR PCI (20.8% vs. 22.7%; p = 0.74),
. 12.9%: Pantera Lux .
bailout DES (Bictonil, Cemians) as were TLR rates (9.6% vs.
Y Y 9.3%; p = 0.84)
58.3% SeQuent Please
. ; PCB (B. Braun,
Ob tional 109 pts (114 lesions) %]g]';d .DJ[E?-meJmal’ Germany) 40% Bingo At 19 months, MACE occurred
Xu, 2023 [54] FEIVRUIIA Rt > 25 mm, RVD e . PCB (Yinyi, China) 1.7% in 6.4% of patients (TLR 2.8%;
series study 19.3%: DCB-Proximal, =
2-2.75 mm A Restore PCB spontaneous MI 2.8%)
DES-distal .
(Cardionovum,
Germany)
. ; 79%: DCB-only PCI At 1-year follow-up, the rates of
Leone, 2023 [55] s e o ;291;?}0‘;1 g"}eiﬂfng(h 14%: hybrid PCI SCB: 87% PCB: 13% TLF and TLR were 13.2% and
y et CORR 6%: DES-only PCI 8.7%, respectively
At 12 months, TLF was 5.1%,
: 100 de novo large = numerically lower in the
Leone, 2023 [56] s 5k A lesions (RVD > 3 mm), ggo’/'“; E%BTE%PCI SCB: 77% PCB: 23% DCB-only group (1.5%) than in
QUESTA R AMeY 92.5% long lesions gl the hybrid group (10.7%;
p=0.073)
. Retrospective, 139 matched pairs, with 70.8%: hybrid PCI SCB: 84% PCB: 14% D.CB-I:‘DaSP:d PCI was associated
Gitto, 2023 [57] observational, long de novo LAD 29.2%: DCB-only PCI Both: 29 with significantly lower 2-year
matched-based study  lesions (>23 mm) A y e TLF (3.5% vs. 18.2%, p = 0.003).
Retrospective, 363 patients with long At 1 year, TLF was 1.9%, with
Teo, 2024 [58] single-center lesions (81.0%) and 100% hybrid PCI 99% PCB 1% SCB 0.6% cardiac death and 1.4%
observational study bifurcations (19.0%) TLR
At 2-year, DCB-based PCI was
: 1246 patients with de 5 associated with a lower
Shin, 2025 [59] RET:SP;::;J ey st novo CAD lesions Zggo::o E%Bﬁné%f CI %eQuerE Please I;CB (B. incidence of MACE compared
Richecbascesiiey  >alimm e L AT ey to DES-only PCI (4.6% vs.
14.6%, p < 0.001).
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Gurgoglione J. Clin. Med. 2025, 14, 7576
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Estrategia

LoNG DE Novo LAD DISEASE

DCB-based PCI
(N=147)

DES-only PCI
(N=701)

= Hybrid PCl in 70.8% of pts

= DCB length > DES length
in 55.1% of patients

= Short (<23 mm) DES
excluded

1:1 Propensity score matching to account for imbalance in baseline
clinical and angiographic covariates = 139 matched pairs

DCB ]33 P value

More diffuse treatment Treated length (mm) 65(40-82) 56 (46-66) <0.001
with lower DES length Treated length 260 mm (%) 61.2 412 <0.001
in the DCB group DES length (mm) 38(24-62)  56(46-66)  <0.001
Large vessel (23 mm) (%) 76.2 83.5 0.036

Dissection
(%)

More dissections with DCB p<0.001

(non flow-limiting in 69.8%)

Higher risk of side branch closure

with DES Side branch

closure (%)
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hibrida DCB-DES

Circulation: Cardiovascular Interventions

DRIGINAL ARTICLE

Drug-Coated Balloon Angioplasty for De Novo
Lesions on the Left Anterior Descending Artery

Mauro Gitto™, MD"; Alessandro Sticchi, MD*; Mauro Chiarito, MD; Laura Novelli, MD; Pier Pasquale Leone®®, MD, MSc;
Gianluca Mincione, MD; Angelo Oliva®®, MD; Francesco Condello®, MD; Marco Luciano Rossi, MD; Damiano Regazzoli, MD;
Gabriele Gasparini®, MD; Ottavia Cozzi®®, MD; Giulio G. Stefanini®, MD; Gianluigi Condorelli®, MD; Bernhard Reimers(®, MD;
Antonio Mangieri®, MD; Antonio Colombo®, MD

2-YEAR FOLLOW-UP

Lower risk of TLF, TLR and TVF with DCB
after propensity score matching

Similar TLF rate
in the overall cohort

TARGET LESION FAILURE N
2 ps N HR 0.2 (95% Cl: 0.07-0.58)
ﬁ 4
_ HR 0.51 (95% CI: 0.20-1.27), TARGET LESION
£ & p=0.148 REVASCULARIZATION }_.—i HR 0.24 (95% CI 0.08-0.72)
e
g e Tancervesse | BN HR 0.39 (95% CI: 0.19-0.83)
/—/_’__ FAILURE ’ T
e
T T T T T TARGET VESSEL
0 180 ES 545 730 pevsconeaanon. ——JF———1—1  HRO53 (85% c1:0.25-1.1)
ays
Number at risk
DES 623 556 506 459 424 0 1 2
DCB 143 124 85 48 26 Favors DCB Favors DES

Circ Cardiovasc Interv. 2023:16:e013232
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Balon SC 2.5 mm
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Balon NC
3.0 mm
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Paclitaxel

> Trade Name: PACLITAXEL (PTX),
chemotherapeutic agent group of Taxan

» Dosage: 3 ug/mm?




5,6y 7 NOVIEMBRE
g gé&RgUQCOQW Rg R HOTEL RIU PLAZA DE ESPANA
CONGRESO CORONARIO Y ESTRUCTURAL e S t O re
MADRID

The excipient

O
)-k 1\+I(CH )3 X
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Formulation matrix based of Ammonium Shelloic Salt
which prevents the paclitaxel crystallization on the
balloon surface.

Benefits for the DCB:
» Balanced lipophilicity for a minimal wash off rate
> Improved drug delivery to the vessel wall

> Elastic and smooth surface.
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SAFEPAX® coating
technolo g

Crystalline coating s e

Lfe des thbt

> Reduced risk of slow coronary flow or risk of distal
embolization

> Low drug wash-off rates or flaking effect thanks to
the stable coating

» Smooth, homogenous and elastic balloon surface
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Restore PCB

ANDROMEDA
Individual patient-level metanalysis of RCTs comparing PCB vs DES for SY-CAD

PCB

IPD

BELLO N =90vs 92 N = 1154

BASKET SMALL?2 N =382 vs 376 36 Incee
clinical

PICCOLETO Il N =118 vs 114 follow-up

Mixed-effects Multivariable mixed-effects P~ 0022
HR [95% CI] HR [95% CI]
251 0.67 [0.47-0.96] P = 0.027 0.75 [0.58-0.95] P = 0.022 24.5%
20

Cumulative 15
incidence
(%) 104

5_
—=PCB =DES

0 90 180 270 360 450 540 630 720 810 900 990 1080
Time (days)

— 579 555 544 521 503 485 475 471 463 451 446 440 332

— 571 531 519 486 478 462 459 457 445 427 416 408 281

SV-CAD (<3.00 @)

IPD

BELLO N =90 vs 92 N = 1475

BASKET SMALL2 N =382vs376 - | bl
clinical

PICCOLETO Il N =118 vs 114 follow-up

rIPD

RESTORE SVD China N =116 vs 114

251
201

Cumulative 15 4

incidence

(%) 101
5_

01

Mixed-effects
HR [95% CI]
0.87 [0.63-1.20] P = 0.401
P,=0.292
15.5%
13.2%
=PCB =DES

0 90 180 270 360 450 540 630 720 810 900 990 1080
Time (days)

695 671 662 641 620 602 593 589 583 571 566 561 449

685 647 637 613 604 589 585 582 570 550 541 532 400
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Restore PCB 2.5 x 30 mm
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Restore PCB 3.0 x 30 mm




gcsc 2025 5, 6y7NOVIEMBRE

HOTEL RIU PLAZA DE ESPANA
CORONARY AND STRUCTURAL CONGRESS
CONGRESO CORONARIO Y ESTRUCTURAL

MADRID

DES3.5x12 mm
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v" Presencia de flujo TIMI Il es mas relevante que la diseccidn
v’ Esperar 5 minutos para comprobar si hay recoil
v" Cines largos para comprobar si hay retencidn de contraste
v’ 2 proyecciones ortogonales para:

v'evaluar correctamente la estenosis residual

v'valorar bien las disecciones

v" Angiografia final sin guia
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CRITERIOS ANGIOGRAFICOS : CRITERIOS CLiNICOS :
v" No retencidn de contraste v" No dolor toracico %

v’ Flujo TIMI 111 ‘

> >
—> > >

v" No retroceso elastico v No cambios ECG

La estrategia consiste en reducir el metal implantado, no evitar stentar a
cualquier precio
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B Seguimiento 15 meses

Asintomatico
Monta en bici, va al huerto
Clopidogrel retirado a los 12 meses

Sin eventos cardiovasculares ni de sangrado
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El abordaje hibrido tiene como objetivo minimizar el metal implantado
Se puede plantear como estrategia inicial o bien como “rescate”
Estrategia prometedora en lesiones largas, vasos pequenos, enfermedad difusa

A la espera de mas evidencia en enfermedad de novo, es una buena alternativa en escenarios en los

qgue el resultado con DES es suboptimo
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Muchas gracias
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