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CORONARY DISEASE: Intervention in coronary artery disease



Metallic Backbone -
Material selection (PtCr or CoCr instead
of SS)
Strut thickness and cell design
Radiopacity, deliverability, radial strength
Bioactive surface (e.g. nanotextured
surface, peptide linkers, antibodies) /

Biocompatibility, abluminal drug delivery
Reduced polymer thickness
Biodegradable polymers

Polymer free solutions (e.g. micropores,
nanocarriers, abluminal reservoir)
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Novel combinations (e.g. amphilimus,
anticoagulants)

Optimized concentrations and kinetics

p

Figure 1

First human coronary stent implantation in March 1986. (a) Restenosis post balloon angioplasty (b) Self-expanding WALLSTENT (c) Immediate

results post stent (d) Angiographic results at 11-year follow-up.




In-stent restenosis

Stent factors \

Underexpansion
Undersizing

Fracture/Gap
Stent type
Edge restenosis

Even with the latest generation of DES,

device-associated annual event rates of 2 to 3

Intra-stent factors

Neointimal hyperplasia
Neoatherosclerosis
Calcification/Thrombus

Hetero/Homogenous tissue
Focal/Diffuse pattern
Obstruction severity

Extra-stent factors

Multiple stent layers
Vessel calcification
Calcified nodules
Vessel size
Residual plaque burden

% are seen beyond the first year




Biomechanical stresses acting on the arterial
wall.The normal stress component is the blood
pressure (red arrow), and the tangential stress
component is the shear stress (green arrow).

Biomechanical Fundamentals

Blood flow induced shear stresses at the vessel wall.The shear
stress is defined by the product of blood viscosity and shear rate
and for Poiseuille flow it can be directly computed from viscosity
(n), flow rate (Q) and diameter (D).




SHEAR STRESS IN STENTED SEGMENTS
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De novo lesions in small vessels

* The interventional treatment of coronary small-vessel disease, usually
defined as lesions 1n vessels <2.75 or <3.0 mm, remains challenging

* Although DES are as effective in small as 1n large vessels, the resulting late
lumen loss occupies a hltgher percentage of the respective vessel diameter -
leading to higher rates of ISR and clinical events.

* DCB angioplasty for small-vessel disease (SVD) represents a compelling
treatment option that may potentially reduce both restenosis and target
lesion thrombosis by circumventing the implantation of a permanent
metallic layer.



Drug-Coated Balloons

De Novo
Small Vessel Lesions

De Novo Large Vessel

> Diabetes
Lesions

In-Stent Restenosis Bifurcations

High Bleeding Risk

More uniform drug

Additional option in

Leave nothing behind

Avoid major changes

delivery than initial vessels where stent and avoid drawbacks to bifurcation anatomy
stent not feasible of stents and biomechanics
Avoidance of Avoidance of DES in Ease of treating longer Management of SB
additional layer of vessels < 3mm where lesions and complex disease without two
metal outcomes are worse anatomies stent strategy
Non-inferior to a Theoretical benefit in Avoidance of DES in
second DES in BMS- high inflammatory both MB and SB for
ISR states (ACS) complex bifurcations
Acceptable primary Decreased need for
option for DES-ISR antiplatelets
(e Serge Korjian. Circulation: Cardiovascular Interventions. Drug-Coated

t’ Balloons in the Management of Coronary Artery Disease, Volume: 17,

Issue: 5, Pages: e013302, DOI:

(10.1161/CIRCINTERVENTIONS.123.013302)

Faster
reendothelialization
and vessel recovery

Decreased DAPT

duration and thus
lower risk of bleeding

o000

Potential area for
SAPT regimen

Ability to treat more
diffuse lesions without
long stents

oo

Reduced local
inflammation essential
in this population
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They are composed of :

Semicompliant polyurethane and nylon
balloons

poated with antiproliferative drugs often
encapsulated within a biocompatible,
lipophilic polymer matrix.

Balloons are coated using micropipetting,
dipping, spraying, or imprinting techniques
Commonly coated with paclitaxel, due to its
hydrophobic and lipophilic properties which
enable delivery and drug retention in tissue
after short balloon inflation.
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PEPCAD | paclitaxel-coated balloon

Inclusion criteria: 010 12 months 12 to 36 months

= et T stable or unsta ' € angina, or an ' DCBonly ~ DCBBMS ~ DCBonly ~ DCB4BMS
Male gender | 87(725%) anom’all functional S:‘,ldy and a single Count [N BOORTW] | S2(67%) [ WITERTE)  32(26.7%)
e ' o esion in a native corona —— fr—po—
Hypertersico | 105 (87.5%) € novo . e Y Missng N o || o | s ameey
Hyperlipidaemia 97 (80.8%) artery with a reference diameter . : ol BB bsoidial (B
P TR R e b Iy 128 Ders e om% || 0w | oaio% | 18212
' | 12000%) etween 2.25 mm and 2.5 mm. Gt 0B2100% | | 0G2(0% | 082000%| 0520
Coronary artery | Single-vessel disease 46 (38.3%) . o Lesioryrelated (/B2 (0.0%) | | 032 (0%) 082(0.0%) || 0732 (0%)
i gt oL Exclusion criteria : o Nonesion elaed OB200% | | 032(0% | 0B2(00%)| 0320%)
e T - 46 (383%) * acute myocardlgl infarction within Unkomn OB2(0.0%) | | 0B2(00% | OB2(0.0%)| 0732 (0%)
’Lg\ g? ?}‘;g:; 48 hours preceding the procedure Nonvcardiac (o MACE) OB2(0% || O@2(0% | 12{L2%)| 032(0%)
| 8 . . ) . \ } I
Lesiontyps | Type A 7% *  severe renal insufficiency (GFR Wowdal | Tl B2 (2] |32 [ om0 || k20w
Yol 2 Bo2% <30 ml/min), ofacton | Cheleation >3 times uppsoomal it [1B2(13 %) | [“132031%) | 082000%)| 03200%)
Type C 1 (0.8%) * known hypersensitivity or Stant thromboses OB2{0.0%) | | ‘232063% | 082(0.0%) | 062(0%)
Bl o | &) contraindication to the required Pramatuse disoonbnuation of chpickgre OB2(00% | | 32(00% | 0B2(00% | 052(0%)
:""_"‘":“ <:::m@‘°' = | ]jjzg;: P medication, Per prtocl ant-aggregatn OB (0.0%) | | 232(63%) | OB2(00%)| 052(0%)
esion leng Ab24.72 mm R . . . . : ‘ ) ; . v } gy | 'r'. | r.
Mimimad |smen drametar before Intervention 0,7120.25 mm mahgnanmes with a life expectancy M 0' NBG w mf.“.‘_inf? r_'l stennss >5D% 4',8 ‘l M.??'.' } 932(28 _”"' ! U‘J.Z m) ! U‘Q ‘07",
Wil v damelr s tevenian | 1895030 ofless than three years. P 1 B o s 0% A% || RIS | 00N | 0%
Acute lumen gain | 1.18¢0.37 mm ’ Anglogmphl; ICXFI“SIOH Crlt;“a - PCVCABG for barget v tenosls »50%*** 1B2(12%) | | 3G2(04%) | 28224%)| 1B32031%)
Deployment pressure ' 11,923.0 mmbg encompassea Iesions more than DI IIL TR 7TV ] BV ROSINYT | VTR | v s
Balloon inflation time | 57.3:1735c mm long, stenoses below 70% of I 0G5 e s g '8‘82,‘9'45.%" , -6?_2(18.8%1 . 1f8‘2f1.2$‘h) | %% (9":’"
8alloon tangth | 16:625.2 mm the luminal diameter, unprotected Total events ] B2AIT I . 21732 (68 8% | 4182 {4.9%) | 1132 (3.1
GP I1bltla antagonists 2{1.7%) - - - - ¢ MACE: TLR. feglonetl | , , ,
@ antagonis left maI.n StCnOSlS, lesions with a !hf@HW MACE: TLR, beslon-related myocardial mfarction, and G 61% | | 1230754 [ om200%) 032 (0%!
major side branch (>2 mm), caoa: dodl ,

* restenoses.
Primary endpoint -after six months in_segment late lumen loss Target lesion was dilated once for at least 30 seconds with the paclitaxel-coated

C : balloon catheter

ints :stent thrombosi :
Secondal.'y endpoints .Ste . t thrombos S,’ ) ) The compliance of the balloon allowed for a diameter range from 2.3 mm (5 atm)
target lesion revascularisation, myocardial infarction t0 2.8 mm (15 atm).
death up to three years

In the case of severe elastic recoil or dissection, bare metal stents were deployed.
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Third International DCB Consensus Group Report
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Randomized Controlled trials on DCB Only in
De Novo Lesions of Small Coronary Vessels

12, 2020
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TABLE 3 Randomized Controlled Trials of DCB Only in De Novo Lesions of Small Coronary Vessels

0.34 mm)

Study Name Angiographic
(Ref. #) Comparators n Follow-Up Duration Follow-Up p Value MACE (%) p Value TLR (%) p Value
PICCOLETO Dior PCB vs. TAXUS 57 6 months (angio) MLD 1.11 &= 0.65 mm 0.0002 35.7 vs. 13.8 0.054 32.1vs. 10.3 0.15
(58) Liberté PES 9 months (clinical) vs. 1.94 + 0.72 mm
BELLO (59,66) IN.PACT Falcon PCB 182 6 months (angio) LLL 0.08 = 0.38 mm 0.001 10 vs. 16.3 0.21 4.4 vs. 7.6 0.37
vs. TAXUS Liberté 12 months (clinical) vs. 0.29 + 0.44 mm
PES 3 yrs (clinical) 14.4 vs. 30.4 0.015
RESTORE SVD Restore PCB vs. 230 S-12 months (angio) LLL 0.26 + 0.42 mm 0.41, <0.001 9.6 vs. 9.6 1.0 4.4 vs. 2.6 0.72
(61) Resolute Integrity 12 months (clinical) wvs. 0.30 = 0.35 mm,
ZES diameter stenosis
29.6 + 2.0% vs. 24.1
+= 2.0%
BASKET- Sequent Please PCB 758 6 months (angio)* LLL 0.13 mm (—0.14 0.72 8vs. 8 0.918, 3.4 vs. 45 0.438
SMALL 2 vs. TAXUS Element 12 months (clinical) to 0.57 mm) vs. 0.01521
(60) PES and Xience EES 0.10 mm (—-0.16 to

Only randomized controlled trials in patients with lesions in native coronary vessels =2.75 or 3.0 mm are included. *Only clinically indicated angiography. tNoninferiority.
ZES = zotarolimus-eluting stent; other abbreviations as in Tables T and 2.




Dior PCB (Eurocor, Bonn, Germany) VS Taxus Liberte DES
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ional cardiology, due to the
estenosis and adverse outcome.'
ting stent {DES) use, thanks to
therapeutic agents to reduce
lasia, has changed this scenario.”
increased risk of stent throm-
at any time after stent implan-
matter of concemn in all vessel
ecific scientific data are lacking,

a standard, uncoated balloon,
balloon (PCB) has been shown
hal proliferation and the need for
kularisation (TLR} in an in-stent
and recently DES.” Investigators

-occurrence of major adverse cardiac events (MACE: death,
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Interventional cardiology

Paclitaxel-coated balloon versus drug-eluting stent
during PCI of small coronary vessels, a prospective
randomised clinical trial. The PICCOLETO Study

se,' Andrea Micheli," Andrea Picchi,' Amelia Coppolaro,’
' Silva Severi,? Ugo Limbruno'

of these two taals concluded that this new method
of local drug delivery would not require stent
implantation to fight restenosis.

The purpose of this study was to evaluate the
impact of a PCB during PCI of small native coro-
nary vessels compared to standard treatment with
DES

METHODS

The PICCOLETO study was a prospective, single
centre, randomised trial comparing the efficacy of
the Dior PCB (Eurocor, Bonn, Germany) with Taxus
Libertd DES {Boston Scientific Corporation, Natick,
MA, USA) in small coronary arteries (diameter
.75 mm). The study was entirely conducted at
the interventional cardiology unit of Ospedale della
Misesicordia in Grosseto, Italy.

Between August 2007 and August 2008, after
obtaining informed written consent, all consecutive
patients of at least 18 years of age with stable or
unstable angina and a clinical indication for PCI of
at least one small coronary artery were randomised
to treatment with PCB or Taxus stent

Fatients were excluded from the study if they
met at least one of the following criteria: acute
myocardial infarction within the previous 48h,
unstable haemodynamics, chronic renal insuffi-
ciency with a serum creatinine level of more than
2.0 mg/dl, known hypersensitivity or contraindi-
cation to aspirin, heparin, clopidogrel or paclitaxel,
sensitivity to contrast media that could not be
controlled with premedication and life expectancy
of less than 2 years.

Randomisation was performed in a 1:1 ratio by
comp d, open-label assig: in consecutive
blinded envelopes. A randomly permuted blocks
method was used to generate the randomisation
plan. Although operators were not blinded to the
device used, the clinical end points were adjudi-
cated by two investigators blinded with regard to
patients’ treatment allocation. A local ethics
committee approved the study. This clinical trial
obtained an EudraCT code (2009-012268-15),

The Dior PCB is a coronary dilatation catheter
with a nanoporous balloon surface coated with
paclitaxel microcrystals. Paclitaxel coating concen-
tration is 3pg/mm’ of balloon surface area,
homogeneously distributed. During inflation, the
drug is released onto the vessel wall

Patients randomised to the control group were
treated with the Taxus Libertd DES described else-
where.” PCB were available in diameters of 2.25, 2.5
and 2.75 mm, and in lengths of 1525 mm. Taxus

il

new ST elevation myocardial infarction.and TLR) at 9 months
clinical follow-up (non-inferiority).




DCB (paclitaxel with dextran) VS everolimus-eluting stent (EES)

CONCLUSIONS

The PICCOLETO I tnal for the hrst time shows the
angiographic supenonty in terms of LLL, and the
equivalence in terms of MLD and percent diameter
stenosls, of & novel DCE over 1 of the best-In-class DES
for the treatment of de nova coranary lesions in small
vessels, This trial alsashows the clinical noninfersority
of the DCB strategy after 12 months.

noninferiority between the 2 arms hypothesized

JACC: CARRICYWASCULAR INTERVENTIONS VeL. 15, NG. 3¢, 3038
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Drug-Coated Balloon Versus )
Drug-Eluting Stent for o
Small Coronary Vessel Disease

PICCOLETO Il Randomized Clinical Trial

Bernardo Cortese, MD,* Gaetano Di Palma, MD,” Marcos Garcla Gulmaraes, MD,” Davide Piraino, MD,"
Pedro Silva Orrego, MD,” Dario Buccheri, MD,” Fernando Rivero, MD," Anna Perotto, RN,” Glulia Zambelli, MD,*
Fernando Alfonso, MD”

AI$TRACT

OBJECTIVES This study sought to compare the performance of 2 novel drug-coated baltoon (DC8) (Elutax SV, Aachen
G ), with an eluting stent (EES) (Abbott Vascular, Santa Clara, Californial in patients with
de novo tesions.

BACKGROUND Small vessel coronary artery disease (SVD) represents ooe of the mest attractive fields of application
for DCB, To date, several devices have been compared with drug-eluting stents in this setting, with different cutcomes.

METHODS The PICCOLETO Il {Drug Eluting Balloon Efficacy for Small Coronary Vessel Disease Treatment) trial was an
ional ) driven, cpen-label, P i d tral where patierts with

de nova SVD lesions were randomized to DCB or EES. Primary study endpoint was in-lesion late lumen loss (LLL) at

& months. care kb ), with the y b the 2 arms hypoth % y endp:

waere minimal lumen percent d stenasis at angiographic follow-up, and the ocowrence of major adverse

cardiac events at 12 months.

RESULTS Between May 2015 and May 2018, 2 total of 232 patients were enrolled at 5 centers. After 3 median of 189
(interquartile range: 360 to 202) days, n-lesion LLL was significantly lower in the BCB group (0.04 vs. 0.7 mm;

P = Q.001 far noni ity; p = 0.03 far superiority). Percent di stenosis and minimal fumen dameter were not
significantly different. At 12-month clinical follow-up, major adverse cardiac events occurred in 7.5% of the DES group
and in 5.6% of the DCB group (p ~ 0.55). There was a higher mcid of myocardial inf;

(4,7% vs. 1.9%; p = 0.23) and vessel thrombasis {1.8% vs. 0%; p = 0.15) in the DES arm.

CONCLUSIONS In this multicenter randomized clinical trial in patients with de nova SVD lesians, 3 new-
generation DCE was found supenor to EES in terms of LLL as the = pattern and P o terms of
clirecal cutcome. (Drug Eluting Balloon Efficacy for Small Coronary Vessel Disease Treatment [PICCOLETO NE
NCTO3ES58149) (J Am Colt Cardiol Inty 2020:13:2840-9) ® 2020 Published by Elsevier on behalf of the
American College of Cardiology Foundation.

FProm the *Caeduviocular Research Team, San Caelo Ginie, Milano, Naly; "Cardinlogy Dupestment, Heapital de & Princes, Madrad,
Spain; ‘Interversonal Cardiokegy, Gocone Hospital, University of Palerme, Palesmo, Raly; “Intervensional Cardiobogy. ASST
Fatebenefratelli-Saccn, Milans, Naly; sud the “lsterventional Cardinlogy, San Giovanss di Dio Hopital, Teapan, aly.

The authors atrest they are in compliance with beman studies committess and animal welfare repulations of the authors'
iratitutinns and Pood and Drug Adminiviraton guidelnes, indudeg patsent consent where appropriate. Foe mone nformatice,
vish the Authoe Center

Mazuscript recerved May 30, 2000; revised masuscript recerved July 28, 3020, scorped August 19, 2020,

ISSN 1936-872E/$35 00 htps://dolorg/10.1016/) 10n 2020 .08 035
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enter Study Comparing
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ent in Small Coronary Vessels

tion and Late Loss Optimization) Study

mbo, MD,* Fausto Castriota, MD,} Antonio Micari, MD,#

co De Felice, MD),|| Alfredo Marchese, MD,{ Maurizio Tespili, MD #
A. Sgueglia, MD, 1+ Francesca Buffoli, MD 4+

ando Varbella, MD,|[| Alberto Menozzi, MDY

¢, Bari, Bergamo, Latina, Mantova, Catania, Torino, and Parma, Italy

ldy was to evaluate the efficacy of drug-eluting balloons (DEB) compared with paclitaxel-
) for the reduction of restenosis in small vessels.

wn to be effective in the treatment of coronary in-stent restenosis, but data are limited re-
icy in de novo disease.

tion and Late Loss isa trial that 182 pa-
located in small vessels (reference diameter <2.8 mm) to treatment with paclitaxel DEB and
ptal stenting (n = 90) or PES implantation (n = 92). The primary endpoint was noninferiority
tent (in-balloon) late loss with a delta of 0.25 mm. Secondary endpoints were angiographic
esion revascularization, and major adverse cardiac events (MACE; death, myocardial infarc-
fevascularization) at 6 months.

stics were well matched, except for a smaller vessel size in the DEB group (2.15 + 0.27 mm
In; p = 0.003). The majority (89%) of lesions involved vessels with a diameter <2.5 mm. Bail-
quired in 20% of lesions in the DEB group. The primary endpoint of in-stent (in-balloon) late
ly less with DEB compared with PES (0.08 = 0.38 mm vs. 0.29 + 0.44 mm; difference

.34 £0 —0.09; Puginerionty < 0-00L; Peyperony = 0:001). At 6 months, DEB and PES were as-

tients with small vessel (<2.8mm)
kse Randomized in a 1:1 fashion

I

PES Group (n=92)
[Dalloon and

B4 lasions Pacizaxel-eluting stent implamtation i 98 lesions

1; Lost at follow up

Jow-up at 6- | | 91 (98 9%) patients with clinical follow-up at 6-
months
i Angio 14: Refused Anglo
1 Died
tollow-up of 76 |82 6%) patients with angographic follow-up of
hary analysis 82 (83.7%) lesions included in the primary analysis

Corelab and CEC Adjudication
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Drug-Coated Balloon Versus @
Drug-Eluting Stent for

Small-Vessel Disease

The RESTORE SVD China Randomized Trial

Yida Tang, MD,"* Shubin Qiao, MD,"* Xi Su, MD,” Yundai Chen, MD," Zening Jin, MD," Hui Chen, MD," Biao Xu, MD,’
Xiangqing Kong, MD,* Wenyue Pang, MD," Yong Liu, MD,’ Zaixin Yu, MD,’ Xue Li, MD," Hui Li, MD,’

Yanyan Zhao, BS,” Yang Wang, MSc,” Wei Li, PuD,” Jian Tian, MD," Changdong Guan, MSc,” Bo Xu, MBBS,"
Runlin Gao, MD,’ for the RESTORE SVD China Investigators

ABSTRACT

OBJECTIVES The aim of this study was to evaluate the angiographic efficacy and clinical outcomes of the Restore
paclitaxel-coated balloon in a randomized trial designed to enable its approval with an indication for small-vessel disease
(SVD).

BACKGROUND Higher rates of restenosis and stent thrombosis limit the effectiveness of drug-eluting stent (DES)
treatment of SVD. Whether a drug-coated balloon (DCB)-only strategy is effective in de novo SVD is not yet established.

METHODS In the noninferiority RESTORE SVD China trial, eligible patients with reference vessel diameter =2.25

and =2.75 mm were randomized to the Restore DCB or the RESOLUTE Integrity DES in a 1:1 ratio stratified by diabetes
and number of lesions treated. Patients with RVD =2.00 and <2.25 mm were enrolled in a nested very small vessel
registry. Angiographic and clinical follow-up were planned at 9 months and 1 year, respectively, in all patients. The study
was powered for the primary endpoint of 9-month in-segment percentage diameter stenosis.

RESULTS Between August 2016 and June 2017, a total of 230 subjects at 12 sites were randomized to the DCB group
(n =116) or DES group (n = 114); 32 patients were treated with the DCB in the very small vessel cohort. Nine-month in-
segment percentage diameter stenosis was 29.6 + 2.0% with the DCB versus 24.1 + 2.0% with the DES; the 1-sided 97.5%
upper confidence limit of the difference was 10.9%, achieving noninferiority of the DCB compared with the DES (p for
noninferiority < 0.001). The DCB and DES had comparable 1-year rates of target lesion failure (4.4% vs. 2.6%, p = 0.72).

CONCLUSIONS In this multicenter randomized trial, the Restore DCB was noninferior to the RESOLUTE DES
for 9-month in-segment percentage diameter stenosis. (Assess the Efficacy and Safety of RESTORE Paclitaxel
Eluting Balloon Versus RESOLUTE Zotarolimus Eluting Stent for the Treatment of Small Coronary Vessel Disease;
NCT02946307) (J Am Coll Cardiol Intv 2018;11:2381-92) © 2018 by the American College of Cardiology
Foundation.
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Beijing, China; *Department of Cardiology, Beijing Friendship Hospital, Capital Medical University, Beijing, China; ‘Department of
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Cardiology, Jiangsu Province Hospital, the First Affliated Hospital of Nanjing Medical University, Nanjing, China; "Department of
Cardiology, Shengjing Hospital of China Medical University, Shenyang, China; 'Department of Cardiology, the Fourth Central
Hospital of Tianjin, Tianjin, China; 'Department of Cardiology, Xiangya Hospital of Central South University, Changsha, China;
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Diseases of China, Beijing, China; and the "Catheterization Laboratories, Fu Wai Hospital, National Center for Cardiovascular
Diseases, Chinese Academy of Medical Sciences, Beijing, China. This study was sponsored by Cardionovum through an institu-
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eligible for enrolment

e acute coronary
syndrome,

* chronic angina
pectoris,

* orsilent ischemia,
angiographic lesions
in native coronary
arteries with a
diameter of 2 mm to
less than 3 mm.

randomisation was possible

predilatation of the lesion
with an angioplasty
balloon was successful—
ie, if an acceptable
angiographic result was
obtained (no higher-grade
dissections National Heart,
Lung, and Blood Institute
grade C to F, no decreased
blood flow (thrombolysis
in myocardial infarction
score <2), or no residual
stenosis >30%)

BASKET-SMALL 2

In summary, BASKET-SMALL 2 - first large
randomised controlled trial testined the efficacy of
a paclitaxel-iopromide-coated DCB versus second-
generation DES in a large all-comer population
regarding clinical endpoints. Study showed that DCB
are non-inferior to DES in lesions of small native
coronary arteries regarding MACE up to 12 months,
with similar event rates for both groups.

ted balloons for small coronary artery disease
SMALL 2): an open-label randomised
iority trial
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coated balloons {DCB) are a novel therapeutic strategy for small native coronary artery disease.
sty and efficacy is poorly defined in comparison with drug-eluting stents (DES).

um in diameter) in coronary vessels and an indication for coronary i ion were
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after 12 months. The non-inferiority margin was an absolute difference of 4% in MACE. Thu trial is
nicalTrials.gov, number NCT01574534.

April 10, 2012, and February 1, 2017, 382 patients were randomly assigned to the DCB group and

Nonvinferiority of DCB versus DES was shown because the 95% CI of the absolute difference in
rotocol population was below the predefined margin (-3 83 to 3.93%, pe0.0217). After 12 months,
MACE were similar in both groups of the fullanalysis population (MACE was 7.5% for the DCB
the DES group; hazard ratio [HR] 0.97 [95% CI 0.58-1.64], p=0:9180). There were five (1.35%)
ths in the DES group and 12 (3.1%) in the DCB group (full analysis population). Probable or definite
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vents,

mall native coronary artery disease, DCB was nonvinferior to DES regarding MACE up to 12 months,
rates for both treatment groups.
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Conclusion

The Nature of The Problem
o Life is short,art is long,opportunity fleeting,experience treacherous,judgment difficult..
- Hippocrates (460-400 B.C)
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