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Recent data on DCB in
non-complex lesions



CageFree 1 trial of DCB in non-complex

| Inclusion and Key exclusion
. ACS or CCS
- De novo lesion, regardless of treated vessel diameter

Non-CompIex PCI, which is defined as —»

One or two target lesions or vessels, one or two pIanned
DES or DCB devices, planned total DES or DCB length of

: 60 mm or shorter

.« bifurcations not requiring treatment in both main and

: side branch

.« Non-left main lesion

.« Non-venous or arterial graft lesion

.« Non-chronic total occlusion lesion

. » Do not require the use of atherectomy device

Exclude: cardiogenic shock and in-stent restenosis

; Successful pre-dilatation
. » No type D, E, F dissections

. o TIMI flow = 3

.« Visual residual stenoses < 30%

Patients undergoing non-complex PCI for de novo
CAD

PCI

A

:

Successful pre-dilation
(with/without a POBA, a finial dilation with NCB, cutting/scoring
balloon at 0.8-1.0 balloon/vessel size ratio is mandatory)

Unsuccessful pre-dilation
(TIMI flow <2, dissections type D, E, and F, or
visual residual stenoses >30%)

JY

Y

Randomization 1:1

Nested cohort study

Sirolimus-eluting stent Paclitaxel coated balloon
(DES) (DCB)

<

DES bailout

(TIMI flow <2, dissections type D, E, and F, or
visual residual stenosis >30%)

A4 A4

Primary endpoint: Device-oriented Composite Endpoint at 2 years (non-inferiority)
(cardiac death, target-vessel myocardial infraction, clinically and physiologically indicated target lesion revascularization)

Gao et al. Lancet. 2024 Sep 14;404(10457):1040-1050.




Cardiovascular death
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Target-vessel myocardial infarction
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Clinically and physiologically indicated target lesion

revascularization
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One-year results of the SELUTION DeNovo
trial comparing a strategy of PCl with a
sirolimus-eluting balloon and prowsmnal |
stenting versus systematic DES
implantation to treat de novo coronary L

ﬁlﬁﬂﬁl DeNovo Clinical Trial e

ClinicalTrials.gov ID NCT04859985 i

Christian Spaulding MD PhD, Simon Eccleshall MD, |
Florian Krackhardt MD, Kris Bogaerts PhD, Philip Urban MD PhD, ¥
for the SELUTION DeNovo Investigators
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Cumulative Incidence: TVF
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Components of Primary Endpoint (TVF)

2 70% 3.30%
. 0
° 2.60% 2.10%
0.70% g 1.00%
Cardiac Death Target Vessel Ml Clinically Driven TVR

I SELUTION DEB Strategy (N = 1,661) B DEs strategy (N = 1,662)




Secondary Safety Endpoints

3.2% 3.2%
. 2.1%
1.89 1.8% v
0.3% 0 1% 0.3%
All Cause Death Stroke Any MI Peri- Acute / Subacute Late BARC 3-5
Procedural Lesion Lesion Bleed
Mi Thrombosis Thrombosis

I SELUTION DEB Strategy (N = 1,661) B DEs strategy (N = 1,662)




Updated meta-analysis of DCB vs DES in de novo lesions

Rate Ratio Rate Ratio
Study or Subgroup  log[Rate Ratio] SE Weight IV, Random, 95% CI Year IV, Random, 95% CI
BELLO -0.84779401 0.3356148 11.8% 0.43[0.22,0.83] 2015
BASKET-SAMLL 2 -0.01985881 019425717 17.1% 0.98 [0.67,1.43] 2020 .
RESTORE SVD 0.39653648 0.64549722 5.2% 1.49[0.42, 5.27] 2020
Hao et al. -0.1291146 0.67082039 4 9% 0.88 [0.24, 3.27] 2021
Yuetal -0.97381458 0.83666003 3.4% 0.38 [0.07,1.95] 2021
PICCOLETOII -0.65584382 0.37219368 10.6% 0.52[0.25,1.08] 2023 o —
Dissolve SVD 0.53512477 0.50751922 7.3% 1.71[0.63, 4.62] 2024
REVELATION 0.40546511 0.91287093 2.9% 1.50[0.25,8.98] 2024
REC-CAGEFREE | 051553127 0.16948955 181% 1.67[1.20, 2.33] 2025 N
SELUTION DeMovo 01906356 0.15831066 18.6% 1.21 [0.89, 1.65] 2025 B eali)
Total (95% Cl) 100.0% 0.99 [0.71, 1.37] ?
Heterogeneity: Tau*=0.13; Chi*= 2162, df=9 (P=0.01); F=58% * 5 1 5 5
Test for overall effect: Z=0.07 (P = 0.94) 02 0] . e 2
Favors DCB Favors DES
BELLO (2012, 2015) MACE: Death, MI, TVR
BASKET-SMALL 2 (2018,2020) MACE: Cardiac death, non-fatal MI, TVR
RESTORE SVD* (2018, 2020) TLF: defined as cardiac death, target vessel myocardial infarction, or ischaemia driven target lesion revascularization.
REVELATION (2019, 2022, A cE Definition: Cardiac death, non-fatal myocardial infarction, ischaemia driven target lesion revascularization
E’(I)('zjz)OLETOII(ZOZO, 2023) MACE:Cardiac death, all MI, TVR Byrne R
:jc; te;a(l.2(()22(:2)1) mgi ::Z:v::::::;a;’t: i:"ﬁ, :Ilow up, re-infarction or revascularization of target lesion TCT 2025
Dissolve SVD (2024) TLF: cardiac death, target vessel myocardial infarction, or target lesion revascularization

REC-CAGEFREE | (2024, 2025)* TLF: defined as cardiac death, target vessel myocardial infarction (TV-MI), and clinically indicated target lesion revascularization (CPI-TLR)
SELUTION DeNovo (2025)* TVF: defined as cardiac death, target vessel related MI, or clinically driven TVR




The sweet spot of DCB is where DES performs suboptimally

High risk patients High risk coronary anatomies

i — e ——————
Diabetics - - - — ] 3mm
" Small vessels
Multivessel

disease Optimal lesion preperation

Intravascular imaging
Management of dissections

% Drug-coated balloon therapy

In-stent restenosis

High bleeding risk X

DCB alone or the hybrid/blended ) e ¢

-

-’/\ Acute coronary approach with DES Long lesions and
T syndromes diffuse disease

e —_——
#: Kidney failure Young patients = iy ,
Systole ﬂ

with long life- = ;
Calcified lesions and

; expectancy Myocardial bridge nodules

Rissanen TT and Bossard M. New Perspectives on DCB For Treatment of Acute and Chronic Coronary Artery Disease
Frontiers of Cardiovascular Medicine 2026




Diffuse calcified LAD-D1-D2 Medina 1:1:1 and DCB-only in DM2 patient

3 months later
IVL 3.5mm, cutting, full paclitaxel (Agent) DCB in LAD, D1 and D2 Asymptomatic

DCB-only after IVL: Rasanen et al., Frontiers of Cardiovascular Medicine 2026



The use of DCB is growing I
Types of devices used, Maleysian NCVD-PCI Registry, 2007-2022; (%)
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' Q 9 EURO CLUB
LIVE-CASES
FROM AMSTERDAM
AMSTERDAM & CTO SYMPOSIUM

ROTTERDAM

17" Experts Live CTO « The annual EURO CTO meeting « September11-12, 2025 . Rotterdam, The Netherlands

DCB use in CTO PCI in Europe

8.8%

6.2% 6.1%
4.2%

3.4%  34% 3.7%

2016 2017 2018 2019 2020 2021 2022 2023

’OC RT Ciardetti et al JACC Int

2025




There are data, aren’t there?



Meta-analysis DCB vs DES after rotational atherectomy

DEB DES

Events

Y Iwasaki et al. 2021

N Funayama et al. 2023
K Mitsui et al. 2023

K Ueno et al. 2019

H Dong et al. 2023

69
88
43
54
57
Total (95% Cl) n

Total events 5

Heterogeneity: Chi* = 1.13, df =2 (P = 0.57); F = 0%
Test for overall effect: Z = 1.08 (P = 0.28)

DES

Total Events Total
0 88

5 312

2 92

1 69

3 26

DEB
Events
Y lwasaki et al. 2021
N Funayama et al. 2023
K Mitsui et al. 2023
K Ueno et al. 2019
H Dong et al. 2023

Total (95% Cl) 822 1

Total events 2 1"
Heterogeneity: Tau* = 0.00; Chi* =153, df =3 (P =0.67); #
Test for overall effect Z=0.17 (P = 0.87)

DEB DE
Events Total Events Total
6 69 4 88
13 88 4 312
2 43 1 92
6 68 6 98
4 57 36 261

Y Iwasaki et al. 2021

N Funayama et al. 2023
K Mitsui et al. 2023

K Ueno et al. 2019

H Dong et al. 2023

325

Total (95% ClI) 851

Total events 3 91

Heterogeneity: Tau? = 0.04; Chi* = 4,62, df =4 (P = 0.33), P = 13%

Test for overall effect: Z = 0.39 (P = 0.70)

Total Events Total Weight

Risk Ratio
IV, Fixed, 95% CI

Risk Ratio
IV, Fixed, 95% CI
Not estimable
0.79[0.17, 3.58)
Not estimable
0.32[0.07, 1.44]
1.14[0.13, 10.05]

40.1%

40.4%
19.5%

Cardiac death

100.0% 0.59 [0.23, 1.53]

01 1 10
Favours [DEB] Favours [DES)

Risk Ratio
IV, Random, 95% CI

Risk Ratio
IV, Random, 95% CI
Not estimable
0.32[0.02, 5.73)
2.14[0.31, 14.68)
042[0.02, 10.21]
0.65[0.03, 12.32)

44.7%
16.4%
19.1%

Myocardial infarction

00.0%  0.89 [0.25, 3.24]

o
L 0.1 1 10

Favours [DEB] Favours [DES]

S
Weight
13.6%
46.0%
3.9%
16.8%
19.7%

Risk Ratio
IV, Random, 95% CI

Risk Ratio
IV, Random, 95% CI
1.91[0.56, 6.51)
1.05 [0.59, 1.86]
4.28 [0.40, 45.91]
1.44 [0.49, 4.28)
0.51[0.19, 1.37]

Target lesion revascularization

100.0% 1.10 [0.68, 1.77)

0.01 0.1 1 100

Favours [DEB] Favours [DES])

Rivero S, et al. J Clin Med 2024
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131 IVLPCls
(3 % of total PCls)

—

21ISRPCls 110 de novo PCls

B coocelr vt Safety and feasibility of the
opeN Access treatment of calcified de novo | [

- - I
coronary artery lesions with : : .

Attikon University Hospital, Greece 69 IVL+DES PCls 39 IVL+DCB PCls
(63 % of de novo IVL (35 % of de novo IVL 11VL failure, 1 POBA

drug-coated balloon angioplasty

Krishna Prasad Kurpad, . . §

University of Texas Medical Branch at after Intrava Scula r llthOtn psy l_L—l
Galveston, United States

Tiankun Wu, 34 IVL+DCB-only PCls 5 Bail-out stenting

Seventh People’s Hospital of Zh hou, . s s . ) .1 ) ) 1 87 % of IVL+DCB PCl! (13%of IVL+DCB PCls)
Ci““” G5 Rl dpcaeallal ot iy Alma Rasanen’, Antti Eranti' and Tuomas T. Rissanen*** ks o
nina

*CORRESPONDENCE 3nd

Tuomas T. Rissanen
Tuomas Rissanen@siunsote fi

Results: There were no acute vessel closures or perioperative myocardial
infarctions. During 12-month follow-up, the primary end point occurred in
15% (n=5) of the patients, primarily driven by CV death (9%, n=3) and one
type-2 Ml (3%). There was only one ischemia driven TLR within 12 months
(3%). The rate of Bleeding Academic Research Consortium (BARC) 2-5 and
BARC 3-5 bleeding events was 24% and 6% at twelve months, respectively.

At six months: TLR 3%, Ml 3%, MACE 15%
N=34

Rasanen A., Rissanen TT, Frontiers of Cardiovascular Medicine 2026




Subgroup Analysis of Selution de novo trial

SELUTION Interactlon
Subgroup DEB Strategy Strategy Absolute Risk Difference (95% cl)

Overall 5.3% 4.4% 0.91 (-0.55, 2.38)
No (N = 2,525) 5.4% 3.9% '—0—5—' 1.58 (-0.06, 3.23)
Age 275 yrs | 0.13
Yes (N = 798) 5.0% 6.1% = ® : -1.15 (-4.33, 2.03)
s Female (N = 842) 7.4% 3.7% —® | 3.65 (0.54, 6.75) 0.04
ex | .
Male (N = 2,481) 4.7% 4.7% —— ! 0.00 (-1.66, 1.67)
_ No (N = 2,464) 4.6% 4.1% —re— 0.56 (-1.06, 2.18)
Diabetes : 0.45
Yes (N = 859) 7.3% 5 3% t 0: 196 (-1.30 _523)
_ . No (N = 2,542) 5.7% 4.0% '—0-:—' 1.79 (0.12, 3.47)
High bleeding risk ! 0.04
Yes (N = 522) 4.9% 7.9% = ® : -3.05 (-7.27,1.17)
_ _ No (N = 897) 4.2% 3.5% —T— 0.64 (-1.90, 3.19)
Any device size 2 3.0mm . 0.74
Yes (N =2,403) 5.6% 4.4% '__._?_' 1.17 (-0.58, 2.91)
_ _ _ No (N = 2,064) 4.5% 3.4% '——'—i-‘ 1.16 (-0.53, 2.86)
Any bifurcation lesions | 0.57
Yes (N = 1,246) 6.5% 6.2% L 0.23 (-2.49, 2.94)
_ No (N = 2,542) 5.0% 3.5% —— 1.50 (-0.07, 3.06)
Any long lesion (= 25mm) | 0.21
Yes (N = 759) 6.0% 6.9% y i ! -0.97 (-4.47, 2.53)
o No (N = 2,454) 5.3% 3.1% —— 2.14 (0.54, 3.73)
Any severe or moderate calcification . . : 0.01
Yes (N = 865) 5.5% 8.4% : ® - ! -2.87 (-6.29, 0.54)
_ No (N = 2,776) 5.1% 3.5% '—‘—E—* 1.60 (0.09, 3.12)
Multivessel procedure . . \Non-inferiority 0.10
Yes (N = 547) 6.5% 8.8% . - i '\ margin . -2.31(-6.76, 2.14)
I 1 1
9 0 244 9
P>

FAVORS SELUTION DEB  FAVORS DES
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DENOVO-CTO Study De5|gn

» Retrospective international multicentre
registry study

* 42 sites (40 in Europe, 1 in Korea and
1 in Canada)

CTO lesion DC

Khs

e

Baseline angio (¥IVUS) 3 months

- - ek, - [ ]

Baseline Follow-up
n=312 n=157
Invasive coronary Invasive coronary Clinical
angiography angiography follow-up
+/-1IVUS +/-IVUS n=312 /

» 309 consecutive patients with successful CTO PCI
using DCB-only strategy in de novo coronary artery disease

* Exclusion criteria:
* In-stent CTO

* De novo CTO lesion treated with DES at the occlusion site
* Follow-up: Clinical FU at 6 months and subgroup of control angio at 3

months

Opolski M. et al., Am J cardiol

VCRT

2026



Primary and secondary outcomes

* Primary outcome:

« 6-month Target Lesion Failure (cardiac death, TV-MI, clinically-driven
TLR)

* Secondary outcomes at 3 months control angio:
* QCA (LLL, binary restenosis, re-occlusion) and
* [VUS metrics (MLA, plaque burden, remodelling)

OC RT Opolski M. et al., Am J cardiol

2026



Angio & Procedural Characteristics

 Target vessel: LAD 38%, RCA 36%, LCX 26%
« J-CTO 1.5%1.1 (intermediate)

« CTO lesion crossing:

* Antegrade/retrograde wiring 93%
 ADR/RDR 7%

* IVUS used in 32%

 Lesion modification:
* NC77%
» Cutting/scoring 18%
» Atherectomy 4%

» Paclitaxel-coated balloon 92%, sirolimus-coated balloon 8%
« DCB diameter 2.7£0.4 mm and length 29.7+7.7 mm

« Any angiographic dissection: 53%

» Device success 82%

OC RT Opolski M. et al., Am J cardiol

2026



Clinical Outcomes at 6 months

10.0%

8.0% -

6.0% -

%

4.5%

4.0% A

2.0%

0.0% -

Opolski M. et al., Am J cardiol

2026



Conclusions

* The treatment of CTO with a DCB-only approach is safe with a very
low number of TV-MI (0.3%) or vessel thrombosis (0.3%)

* 91% were antegrade wiring cases
* Clinical TLF at 6-month follow-up was low (3.5%)

* In selected population with angiographic follow-up, binary restenosis
was 24%

« Control angios led to repeat PCIl in 14% of cases

* Bias: control angios done at the discretion of the operator (e.g. suboptimal
initial result)

* RCT comparing DCB vs DES in CTO PCI (after intraplaque wiring) is
warranted preferably the net-clinical outcome as the primary endpoint

Opolski M. et al., Am J cardiol

2026



63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation




63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation

DCBs after careful lesion prep using scoring and NC balloons
1:1




63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation




63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation

DCBs after careful lesion prep using cutting and NC balloons
1:1




63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation




63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation

Befor 3 months control angio after "leaving nothing
e behind”



63yr male, BMZ2, smoker, EF 40%, CCS2

HBR: OAC, previous ulcus perforation

3 months control angio after "leaving nothing
e behind”



DCB+DES hybrid PClin CTO

HDR+AWE with Fielder XTA




DCB+DES hybrid PCl in CTO

DES 35x8mm DCB3.0x30 mm DCB 2.5 x 20 mm
proximal to bifurcation to avoid complex for distal small vessel
due to recoil > 30% bifurcation PCI disease



DCB+DES hybrid PClin CTO

T

" TR
L :
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Final
Overall DES lenght 8 mm
TIMI3 flow

Diagonal open



We need RCTs!



REVERSE trial of DCB for large vessel disease

The primary endpoint of
net adverse clinical
event (NACE) 12
months:

a composite of all-cause
death, non-fatal
myocardial infarction,
clinically driven target
vessel revascularization,
or major bleeding (BARC
type 3 to 5).

38 B. Braun Group

Patient with significant de novo large vessel CAD,
with clinical indication for PCI treatment
(reference vessel diameter 23.0mm by visual estimation)

|

Pre-Screening Fulfill general patient eligibility criteria?

No

l Yes

Screenin Obtain patient informed consent of participation
g (before catheterization procedure)

|

Balloon Angioplasty
(Lesion preparation)

|

Meet angiographic lesion-related eligibility criteria? No
(TIMI =3, residual stenosis < 30%)

l Yes - successful lesion preparation

Randomisation 1:1
Enroliment (N= 1436 patients)

SeQuent® Please NEO Current-generation DES

(N= 718 patients) (N= 718 patients)

’ (no randomisation)

N=1436
enrollent completed

treated as per hospital routine practice,
(will not be screened/ enrolled into the study)

treated as per hospital routine practice

|

Included in the REVERSE Registry

|

Telephone follow-up at 1-year only

In-hospital,
Follow-up Clinical follow-up (telephone/ clinic visit) at 30 days, 6

months, 12 months*, 24 months and 36 months

* A subgroup of 120 patients from selected
study centers will undergo an angiographic
follow-up at 9 -12 months after PCI




All inclusion criteria
No exclusion criteria

EBC DCB STUDY

| The European Bifurcation Club randomized trial of stepwise provisional stenting
versus Drug Coated Balloon Therapy
for non-left main true coronary bifurcations

RANDOMISATION 1:1

STEPWISE PROVISIONAL
STENT STRATEGY

Main vessel preparation (balloon,
cutting, debulking etc)
Stent main vessel
POT and rewire side vessel
Kissing NC-balloon inflations.
Further treatment if TIMI <3 or
dissection

N=750

DRUG COATED BALLOON
STRATEGY

Main vessel preparation (balloon,
cutting, debulking etc)

POOR RESULT
Residual stenosis 230%
Dissection with staining or
propagation, or flow <TIMI3

GOOD RESULT
Residual stenosis <30%
Dissection without staining or
propagation, and with TIMI3
flow

Stent main vessel (as per distal
main vessel diameter)
POT and rewire side vessel
Kissing NC balloon inflations
Further treatment if TIMI <3 or
significant dissection

Preparation of side vessel
(balloon, cutting, debulking etc)
DCB to side vessel (1:1)
DCB to main vessel (1:1)
Further treatment if TIMI <3 or
dissection with staining or
propagation, or flow <TIMI3




Stents versus PAclitaxel Coated Balloons for Revascularization
of CompleX and Small Coronary Vessels (SPARX) Trial

Main exclusion criteria

: ) Main inclusion criteria - STEMI, CS ; : : ;
The fl rst patlent NI S, s Patient oriented composite endpoint (POCE)

ithin 2 years.
. - Long lesion - Suboptimalilesion s
randomized - Calcified lesion | preparation * All-cause death

22 1l - Bifurcation | (DS230%,; TIMI<3, * Any Stroke
2L nd Aprll s - CTO flow limiting e Allnew MI (TV and non-TV related)

- ISR | dissection) e Ischemia-driven repeat revascularization

1

Agent DCB (FDA)

at least noninferiority l

noninferiority

Pl: Florim Cuculi, Chairman: A Kastrati



Patient Population n = 2184

Inclusion Criteria:

Coronary Artery Disease with Indication for PCI and

High Clinical Risk (Diabetes, 275 Years, eGFR <60 ml/min/1.73m?, ACS, HBR) or

High Anatomical Risk (Multivessel, True Bifurcation, Long Lesions, Calcium Modification)

Sequent Please SCB® : Current DES

—
-

Clinical Follow-up at 30 Days and 1, 2 and 3 Years

Primary Endpoints:
Composite endpoint of target-vessel failure (TVF) and bleeding BARC 3-5 at 12 and 36 months

Prinicipal Investigator: Raban Jeger, Switzerland
Sponsor: B. Braun Melsungen AG, Germany

Specifics:

Randomized, multicenter,
international, open-label
non-inferiority trial

Up to 60 centers in up to 15
countries

Strategy trial of sirolimus-coated
balloon vs. conventional DES in
high-risk de-novo lesions
Primary endpoint "net clinical
benefit" (ischemic + bleeding)
Angiographic follow-up in 6% of
patients

Study Management & Core Laboratory: CERC (Cardiovascular European Research Center), France



The DEBATE trial for DCB in HBR

Patients with stable CAD or ACS with de novo lesion(s) in native coronary arteries or bypass grafts
AND high bleeding risk (ARC criteria)

Exclusion criteria: Predilation 1:1 (SC, NC, cutting, scoring, rota, IVL etc.)
ISR, CTO, STEMI,

Yes
unsuccessful Recoil = 30% or TIMI flow < 3 Excluded (DES)
predilation

Paclitaxel-coated DCB (SeQuent Please Neo) DES (Any with CE mark for 1 mo DAPT)
n=250 n=250

Stable CAD: ACS: Stable CAD: ACS:
SAPT-only 1 month DAPT 1 month DAPT 3 months DAPT
(OAC: periop. SAPT) (OAC: 1 mo SAPT) (OAC: 6 mo SAPT) (OAC: 6 mo SAPT)

Non-inveriority in the net clinical outcome:
MACE (CV death, nonfatal-MI and ischemia driven-TVR) AND BARC 2-5 bleeding at 12 months

Pl: Tuomas Rissanen, Finland. Study centers from Finland, France, Spain and Australia pending



Conclusions

*There are good evidence of DCB-use in some complex subsets:
* Small vessels and diffuse disease
* Bifurcations (especially in SB)
* High-bleeding risk patients
* ISR

* DCB-only or the hybrid DES+DCB approach to reduce stent burden in
complex PCl appears rational and is supported by observational data

* RCTs are ongoing in complex patients and complex anatomies
* Data is needed on the use of intravascular imaging in DCB PCi

* DCB and DES are not competing but complimentary tools in the cathlab
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ABSTRACT

There is a growing trend of patients with significant comorbidities among those referred for percutaneous coronary intervention
(PCI). Consequently, the number of patients undergoing complex high risk indicated PCI (CHIP) is rising. CHIP patients
frequently present with factors predisposing to extensive drug-eluting stent (DES) implantation, such as bifurcation and/or
heavily calcified coronary lesions, which exposes them to the risks associated with an increased stent burden. The drug-coated
balloon (DCB) may overcome some of the limitations of DES, either through a hybrid strategy (DCB and DES combined) or as a
leave-nothing-behind strategy (DCB-only). As such, there is a growing interest in extending the application of DCB to the CHIP
population. The present review provides an outline of the available evidence on DCB use in CHIP patients, which comprise the
elderly, comorbid, and patients with complex coronary anatomy. Although the majority of available data are observational,
most studies support a lower threshold for the use of DCBs, particularly when multiple CHIP factors coexist within a single
patient. In patients with comorbidities which predispose to bleeding events (such as increasing age, diabetes mellitus, and
hemodialysis) DCBs may encourage shorter dual antiplatelet therapy duration—although randomized trials are currently
lacking. Further, DCBs may simplify PCI in bifurcation lesions and chronic total coronary occlusions by reducing total stent
length, and allow for late lumen enlargement when used in a hybrid fashion. In conclusion, DCBs pose a viable therapeutic
option in CHIP patients, either as a complement to DES or as stand-alone therapy in selected cases.
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