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Qu’ est ce qui a changé ?

- Franchissement des Iésions optimiseé

—> Portfolio élargi intégrant désormais les longueurs 35 et 40 mm et le
diametre 2.25 mm

Qu’ est ce qui ne change pas ? / \
@ = Yy

> La technologie Paccocath (Paclitaxel/lopromide) o Sé
validée par de nombreuses études cliniques
- la nécessité de bien préparer les lésions




PALAIS >
| Biakir APPAC

ACTUALISATIONS
ET PERSPECTIVES

~wn Recommandations ESC 2014

Page 44 of 100 ESC/EACTS Guidelines
Repeat revascularization
Recommendations JClass" [ LoE* |  Ref®

Early post-operative ischaemia and graft failure
Coronary angiography is recommended for patients with:
« symptoms of ischaemia and/or abnormal biomarkers suggestive of perioperative myocardial infarction
 ischaemic ECG changes indicating large area of risk
* new sgnificant wall motion abnormalkities
o haemodynamic instability.
It is recommended to make the decision on redo CABG or PCl by od hoc consultation in the Heart Team
and based on feasibility of revascularization, area at risk, comorbidities and diinical status.

PCl should be considered over re-operation in patients with early T :

T PCl iz performed, revascularization of the native vesselz or IMA "
dizeased SVGs zhould be considered. Restenosis

Disease progression and late graft failure

s Repeat PCl is recommended, if tachnically feasible.

PCl should be considered as a first choice if technically feasible, rat 50| Scuw
POl of che bypassed native artery should be the preferred spproac) | DS are recommended for the treatment of in-stent re-stenosis (within BMS or DES). Si 1524

TMA. & available. 1= the conduit of choice for re.do CABG.
Re-do CABG should be considered for patients without a patent Il

Ri-do CABG may b= considered in patients with Iios andamio] | Drug-coated balloons are recommended for the treatment of in-stent restencsis (within BMS or DES). 507-511,524
PCL

POl oy be comsidored i paticnts with patont A gl i tocke I .

—_ IVUS andlor OCT should be considered to detect stent.related mechanical problems. lla

Ds; ces are recommended for PCl of SVG lesions

Restenosis

Repeat POl i recommended, if techscally feasible.

DES are recommended for the treatment of in-stent re-stenosis (within BMS or DES).

'Drug-coared-ballaans are recommended for the of in-stent iz (within BMS or DES).
IVUS andlor OCT should be considered to detect stent-related mechanical problems.

Stent thr i

Emergency PCl is recommended to restore stent and vessel patency and myoardal reperfuson.
DAPT with use of potent P2Y ; inhibitors (prasugrel or ticagrelor) & recommended over clopidogrel

524
507-511.524

Adjunctive thrombuz aspiration and high-pressure balloon diation should be conzidered. lla
IVUS andlor OCT should be considered to detect stent-related mechanical problems. | wa |
Hybrid procedures

Hybrid procedure, defned 2z o combined surgcal and percumneous revascularizmton may be o
considered in specific patient subsets at experienced centres.
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# Les utilisations les plus fréquentes

 Resténose intrastent nu et actif,

* Branche fille dans les dilatations de bifurcations,
* Les petits vaisseaux,

e Le vasculaire périphérique.
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* Beaucoup de registres, quelques essais
randomises,

» Effectifs faibles, données disparates,
* Mais beaucoup de convictions,
* Florilege des plus récentes.
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ACTUALISATIONS
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Aicss sténose intrastent DES e

e JACC 2015

A Prospective Randomized Trial ()}

of Drug-Eluting Balloons Versus @ e Etude multicentrique randomisée

Everolimus-Eluting Stents in Patients With

In-Stent Restenosis of Drug-Eluting Stents ttt de |SR par DEB (Sequent) 154

The RIBS IV Randomized Clinical Trial

. . .
Femando Alfonso, MD,” Mara Jose Pérez-Vizcayno, MD,: Alberto Cardenas, MD, Bruno Garda del Blanco, MD,
Arturo Garcia-Touchard, MD,: José Ramén Lépez-Minguéz, MD,|| Amparo Benedicto, MD,* Ménica Masotti, MD.9§
Javier Zueco, MD,# Andrés [higuez, MD,** Maite Velizquez, MD, i Raill Moreno, MD,:: Vicente Mainar, MD,

Antonio Dominguez, MD, Francisco Pomar, MD 99 Rafael Melgares, MD,## Fermando Rivero, MD,*
Pilar Jiménez-Quevedo, MD, | Nieves Gonzalo, MD,: Cristina Femandez, MD,; Carlos Macaya, MD,

. . . . \ . \
for the RIBS IV Study Investigators (under the auspices of the Interventional Cardiology Working Group of the Y .
e ot oo napoint primaire : diametre min a
BACKGROUND Treatment of patients with drug-eluting stent (DES) in-stent restencsis (ISR) remains 3 major O I s > p< )

challenge.

OBJECTIVES This study evaluated the comparative efficacy of drug-eluting balloons (DEB) and everobmus-eluting V4 0
= * Resténose 11 vs 19% p=0,06
)

METHODS The study design of this multicenter randomized clinical trial assumed superiority of EES for the primary
endpoint, in-segment minimal lumen diameter at the 6- to 9-manth angilographic follow-up.

RESULTS A total of 309 patients with DES-ISR from 23 Spanish university hospitals were randomly allocated to DES [ MAC E 100/ 180/ —O 04
(n= 154) or EES (n— 155). At late angilography (median 247 days; 90% of eligible patients), patients inthe EES arm had a OVS (0] p_ )
significantly larger minimal lumen diameter (203 + 0.7 mm vs. 1.80 + 0.6 mm; p < 0.07) (absolute mean difference:

©0.23 mm; 95% Cl: 00.7 to 0.38), net lumen gain (1.28 + 0.7 mm vs. 1.01 + 0.7 mm; p < 0.01), and lower percent

diameter stenosis (23 + 22% vs. 30 + 22%:; p < 0.01) and binary restenosis rate (T1% vs. 19%:; p — 0.06). compared with

patients in the DEB arm. Consistant results were cbserved in the in-lesion analysis. At the 1-year clinical follow-up (100%

of patients), the main clinical outcome measure (composite of cardiac death, myocardial infarction, and target vessel

revascularization) was significantly reduced in the EES arm (10% vs. 18%; p — 0.04; hazard ratio: 0.58; 95% Cl: 035 to

©0.98), mainly driven by a lower need for target vessel revascularization (8% vs. 16%; p — 0.035).

CONCLUSIONS In patients with DES-ISR, EES provided superior long-term clinical and anglog raphic results compared
with DEB. (Restenosis Intra-Stent of Drug-Eluting Stents: Drug-Eluting Balloon vs Everolimus-Eluting Stent [RIBS V1
NCTO1239940) (J Am Coll Cardiol 2015:66:23-33) © 2015 by the American College of Cardiology Foundation
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W% Resténose intrastent DES

e |JC 2015

EEE e e , * Registre prospectif francais : ttt ISR
o - . DES par DEB (Sequent), 206 patients,
Trealtmcnto rug-eluting stelnt51n-st'err11t5iresttsen;)osrlrsl :Vlet - p— , . . .
it st 210 lésions (diametre moyen des vx

V. Auffret *><!, . Berland %", P. Barragan ', M. Waliszewski ‘', L. Bonello *', N. Delarche ™', A. Furber !,

r:mbe;}z“ D"%fini-kull;z'f-*l'!fi:d’"":ufr—lj' .r:liv.‘tmvmcn"“. M. Schneeberger ™', C. Piot ', 2’ 77 m m )
* Endpoint primaire TLR 9 mois =2»7%

* Endpoint secondaire a 9 mois
- MACE=>10,4% , IDM=>4,8% et déces
) ‘ . cardiovasculaires =22,1%

* Succes primaire ACT 98,6%, stent
complémentaire 2,9%

e Donc de bons résultats a court et
moyen terme .
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ﬁ/@fi‘% Resténose intrastent DES

Catheterization and Cardiovascular Interventions 00:00-00 2016)

 Randomisé multicentrique DEB vs
Original Studies PES 220 patients

"PEPGAD Ghina In-Stont Restenosis Trak A * Endpoint primaire LL a 9 mois : pas de

Prospective, Multicenter, Randomized Trial for the . / .
Treatment of Drug-Eluting Stent In-Stent Restenosis d Iffe rence ( non i nf. comme d ans

Bo Xu,” mess, Jie Qian,” mo, Junbo Ge,”> mo, Jian'an Wang,” mp, Fang Chen
Jiyan Chen,” me, Meng Wei,” Mo, Yundai Chen,” mpo, Yuejin Yang,” mo, an

Runlin i‘:ao,"mn, on l;:ha" of PEPCAD C—hina ISR invesﬁga;lols o ‘ = I SA R E DeSi re 3 )

B B e e e A ek o A Prospective, Multicenter, Randomized

. . 7 \
e P b T oo ey Trial o Pachtael Coated Ballon Verss * End point secondaires, évenements
[e;msssn _w«eﬂu‘vamm POB angloplasty or with pecktaet ekting s:f Paclitaxel-Eluting Stent for the Treatment

Iation used S-month in-segment late lumen oss (LLL) as the primary endpoint. Secondsry  of Drug-Eluting Stent In-Stent Restenosis I HE I D M d 4 N, 3 7 1 1 S(y
endpoints included the 24-month clinical event rat. Results: Both treatment
wer:om& in terms of pms,:t. lesion, or ﬂommm’mmisuw After the |2::;$ Results From the PEPCAD China ISR Trial C I n I q u e S, et e C e S ) VS ) O
follow-up evaluation, additional clinical events only occurred in the PES study group. The

b rada ofall mortalty and myocardial infarction (M) in the PCB group was B0 X MBBS," Runlin Gao, MD; Jarsn Wang, MD Yacjin Yang, MD.*
significantly lower than that in the PES group 8.7% va. 11.8%, P = 0.03). Addtional sub-  Shaliang Chen, MD; Bin Liu, MD;; Fang Chen, MD, | Zhanguan Li, MD,§

7 \
e e it e s KN o e e, | 8 SR B IR Bt s =0.03)(pas de déces dans le sroupe
with disbetes, small vessels, diffuse ISR, and stent margin restenosis did not show more for the PEPCAD China ISR Trial Inve tors. ’

favorable results for one specific treament group. Conclusions: The 2-year follow-up i = S

d rated sustained long-term il P-4 s both | s PCB angioplasty  Beiing Hangehuu Navjing, Changun, Shenyang,and Shangha, China

T = DEB vs 4 dans le groupe stent
e oy e D ] group

release (ClinicafTrials.gov identifier: NCT 01622075).  ©20% Wiy Pariodicat, inc. Pacltael-Coated versus Paditaxel-Eiuting Stent for the Treatment of Drug-Eluting Stent In-Stent
Restenosis) was to demonstate the efficacy of pacitaxel<cated balloon (PCE) angioplasty in
a non-£uropean patient population with cororry drugrekting tent i-stet restenasis (DESHSR.

.
Backgmnd IR beststrategy. Moreover, °
there is no study on the effect of PCB in the treatment of ISR in the Chinese population.

Methods PEPCAD China 58 vas a 20-patient andomized (11, single bind prospective mulicerter
il conducted in Chira. Patients with coronary DESHSR received ether PCB (SeQuent Plase, B Braun
Melsungen AG, Melsungen, Germary) or padiaxel eluting stent (Taxus Libeté, Boston Scintifc,

Natick Massachusetts) treatment. The primary endpoint was in-segment late lumen loss at 9 months.

Key words: paciitaxel-coated balloon; paciitaxel-eluting stents; drug-eluting stent;
in-stent restenosis

Rests There were no signifcant buseline differences between both treatment groups in terms of
patient lesion, or procedural characteisics. At 9 months, in-segment ate kumen loss in the PCB group
‘was noninferior o that of the paditarel-eluting stent group 0.46 = 0.51 mm vs. 055 = 061 mmy
difference: ~0.06 mm with 95% confdence intervat: ~0.23 o 0.10;p for noninferiority = 00005). The
9-month rate of binary restenosis and 12:month compasie cinical evert rates were not signifcantly
different between groups.

Conchisions In a randomized tral of 220 patients, angiopiasty with a PCB was noninferior to
pacitaxelluting stent implantation when used to treat DESSR On the bass of these, s well as
previous randomized tialdata, PCB angioplasty offers a effective treatment for DES SR without the
necessiy of implanting addtional metal layersfor drug release. (A Safety and Efficacy Study of
Pacitarebluting Balloon to Paitae}Ehting Stent [PEPCAD: NCTO1é (1Am Coll Cardiol ntv
20147204-11) © 2014 by the American Callege of Cardiokogy Foundation




\|
\\\
\

\

|
\

\

|| PALAIS

7z
C

BIARR
8/9/10

AW

IN 2

REQ

ONGRES

2

pa

APPAHGC

ACTUALISATIONS
ET PERSPECTIVES
ATHOLOGIE

Resténose intrastent nu =

A Randomized Comparison of Drug-Eluting Balloon @v "
Versus Everolimus-Eluting Stent in Patients With

Bare-Metal Stent—In-Stent Restenosis
The RIBS V Clinical Trial (Restenosis Intra-stent of Bare Metal
Stents: Paclitaxel-eluting Balloon vs. Everolimus-eluting Stent)

Fernando Alfonso, MD,*t Maria Jose Pérez-Vizcayno, MD,T Alberto Cirdenas, MD, 7

Bruno Garcia del Blanco, MD,! Bemhard Seidelberger, MD,* Andrés Iiiguez, MDD’

Manuel Gémez-Recio, MD,|| Ménica Masotti, MD,§ M. Teresa Velizquez, MD,# Juan Sanchis, MD,*
Arturo Garcia-Touchard, MD,i1 Javier Zueco, MD,i{ Armando Bethencourt, MD,;

Rafael Melgares, MD, | | Angel Cequier, MD,§9 Antonio Dominguez, MD,## Vicente Mainar, MD,**
José R. Lopez-Minguez, MD, 11 José Moreu, MD,11f Vicens Marti, MD,555 Radl Moreno, MD,
Pilar Jiménez-Quevedo, MD, i Nieves Gonzalo, MD,f Cristina Ferndndez, MDD, Carlos Macaya, MD,?
for the RIBS V Study Investigators, under the auspices of the Working Group on

Interventional Cardiology of the Spanish Society of Cardiology

Madrid, Barcelona, Vigo, Almeria, Valencia, Santander, Palma de Mallorca, Granada, Mlaga, Alicante,
Badajoz, and Toledo, Spain

Objectives

Background
Methods

Results

Conclusions

Conclusions

‘This study sought to compare the efficacy of drug-eluting balloons (DEB) with that of evemlimus-eluting stents.
(EES) in patients with bare-metal stents (BMS) in-stent restenosis (ISR).

Treatment of patients with ISR remains  challenge.

This was & prospective, multicenter, randomized trial compering DEB with EES in patients with bare-metsl stents
(BMS) instent restenosis (ISR). The primary endpoint was the minimal lumen Gameter at 9 months’ follow-up.

A total of 189 patients with BMS-ISR from 25 Spanish sites wer included (95 were allocated to DEB and 94 to EES).
Proceduml success was achieved in all patients. At late angagraphy (median 249 days; 92% of eligible patients),
patients in the EES arm had a significantly larger minimal lumen diameter 2.36 + 0.6 mm va. 2.01 + 06 mm,
p < 0.001: absolute mean difference: 0.35 mm; 95% confidence interval [CI]: 0.16 to 0.53) and a lower percent of
diameter stenosis (13 + 17% vs. 25 + 20%, p < 0.001) However, late 10ss (0.04 +0.5 mm vs. 0.14 + 0.5 mm,
P = 0.14) and binary restenosis rate (4.7% vs. 9.5%, p = 0.22) were very low and similar in both groups. Clinical
follow-up (median 365 days) was obtained in all (100%) patients. Occurrences of the combined clinical oucome

measure (cardiac death, myocardial infarction, and target vessel revas cularizaion; 6% vs. 8%: hazard rato [HR]:

0.76;95% Ct 0.26 10 2.18, p = 0.6) and the need for target vessel revas cularization (2% vs. 6% HR: 0.32: 95% Ct
0.07 to 159, p = 0.17) wee similar in the 2 groups.

In patients with BUSISR. both DEB and EES provided excellent clinical results with a very low rate of clinical
and ic mcurences. However, compared with DEB, EES provide superior late angographic findings.

In patients with BMUSISR, both DEB and EES provided excellent clinical results with a very low rate of clinical
and angiographic mcurrences. However, compared with DEB, EES provide superior late angographic findings.

* Prospectif multicentrique DEB
(sequent)vs DES(xience) dans ISR
de BMS

* Diametre minimal a 9 mois:
EES>DEB (2, 36 vs 2,01 p<0,001)
( pas de diff. pour le late loss)

e A1 ancritére combiné : décés,
IDM, TLR 6 % vs 8% NS

 Evénement dans groupe EES

surtout IDM en phase hospitaliere
pertes de branches

(Restencsis Intra-stent of Bare Meta Stents: Paclitaxel-aluting Balloon vs. Everdimus-eluting Stent [RIBS V|:
NCT01239953) () Am Coll Cardiol 2014;63:1378-86) © 2014 by the American College of Cardidlogy Foundation
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Comparison Among Drug-Eluting
Balloon, Drug-Eluting Stent, and

Plain Balloon Angioplasty for the
Treatment of In-Stent Restenosis

A Network Meta-Analysis of 11 Randomized, Controlled Trials

Joo Myung Lee, MD, MPH,* Jonghanne Park, MD,* Jeehoon Kang, MD,* Ki-Hyun Jeon, MD,* K-hyun Jung, MD,*

Sang Eun Lee, MD, PxD,* Jung-Kyu Han, MD, PD,* Hack-Lyoung Kim, MD, PxD,: Han-Mo Yang, MD, PxD,*
Kyung Woo Park, MD, PxD,* Hyun-Jae Kang, MD, PxD,* Bon-Kwon Koo, MD, PxD,* Hyo-Soo Kim, MD, PrD*:

ABSTRACT

OB JECTIVES A Bayesian network meta-analysis was performed comparing the efficacy and safety of drug-eluting bal-
Loons (DEB), drug-eluting stents (DES), or plain old balloon angioplasty (POBA) for treatment of in-stent restenosis (ISR).

BACKGROUND Optimal treatment options for ISR have not been well established.

METHODS Randomized, controlled trials comparing DEB, DES, and POBA for the treatment of ISR after percutaneocus
coronary intervention with bare metal stent or DES were included. The primary outcome was target lesion revasculari-
zation (TLR). The pairwise posterior median odds ratio (OR) with 95% credible intenval (Crl) was the effect measure.

RESULTS Thisanalysisincluded 2,059 patients from Tl RCTs. The risk of TLR was mar kedly lower in patients treated with
DEB (OR: 022, 95% Cri: 0.70 t00.42) or DES (OR: 024, 95% Crl: 0.T1 t00.47) than inthose treated with POBA in a random-
effectsmodel. In a comparison of DEB and DES, the risk of TLR (OR: 0.92, 95% Cri: 0.43 to 1.90) wassimilar. The risk of M
or all-cause mortality was lowest in the DEB group compared with the DES and POBA groups, which did not meet statistical
significance. The risk of major adverse cardiac events, which was mainly driven by TLR, was akso significantly lower in the
DEB orand DES group (OR: 0.28, 95% Cri: 0.4 to 0.53) than inthe POBA group, but it was similar between the DEB and DES
groups (OR: 0.84, 95% Cri: 0.45 10 1.50). The probability of being ranked as the best treatment was 59 9% (DEB), 40.1%
(DES), and 0.1% (POBA) in terms of TLR, whereas it was 63.0% (DEB), 35.3% (POBA), and 1.7% (DES) in terms of ML

CONCLUSIONS Local drug delivery by DEB or DES for ISR lesions was markedly better than POBA in preventing TLR,
but not for Mi or mortality. Among the 2 different strategles of drug delivery for ISR lesions, treatment wath DEB showed
a trend of less development of MI than did treatment with DES. (J Am Coll Cardidl Intv 2015;8:382-94) © 2015 by the
American College of Cardiology Foundation.

Meéta-analyse traitement resténose 1
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JACC 2015

DES/DEB/B conventionnel dans ISR
1¢" endpoint TLR

2059 patients dans 11 études
randomisées

DEB,DES> B conventionnel

IDM et déces toute cause DES < DEB
mais ns

Rang ttt pour TLR DEB>DES>B conv.

Rang ttt pour IDM DEB>B conv.>DES
pertes de branches, durée DAPT )
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Meta-analyse trai

Treatment strategies for coronary in-stent restenosis: systematic
review and hierarchical Bayesian network meta-analysis of 24
randomised trials and 4880 patients

Daniele Giacoppo,' Giuseppe Gargiulo,' Patrizia Aruta,' Piera Capranzano,? Corado Tamburino,'?

Davide Capodanno'~?

ABSTRACT

STUDY QUESTION
What is the most safe and effective interventional
treatment for coronary in-stent restenosis?

METHODS

In a hierarchical Bayesian network meta-analysis,
PubMed, Embase, Scopus, Cochrane Library, Web of
Science, ScienceDirect, and major scientific websites
were screened up to 10 August 2015. Randomised
controlled trials of patients with any type of coronary
in-stent restenosis (either of bare metal stents or drug
eluting stents; and either first or recurrent instances)
were included. Trials including multiple treatments at
the same time in the same group or comparing variants
of the same intervention were excluded. Primary
endpoints were target lesion revascularisation and late
lumen loss, both at sixto 12 months. The main analysis
was complemented by network subanalyses, standard
pairwise comparisons, and subgroup and sensitivity
analyses.

STUDYANSWER AND LIMITATIONS

Twenty fourtrials (6880 patients), including seven
interventional treatments, were identified. Compared
with plain balloons, bare metal stents, brachytherapy,
rotational atherectomy, and cutting balloons, drug
coated balloons and drug eluting stents were
associated with a reduced risk of target lesion
revascularisation and major adverse cardiac events,
and with reduced late lumen loss. Treatment ranking
indicated that drug eluting stents had the highest

probability (61.4%) of being the most effective for
target lesion vascularisation; drug coated balloons
were similarly indicated as the most effective
treatment for late lumen loss (probability 70.3%). The
comparative efficacy of drug coated balloons and drug
eluting stents was similar for target lesion
revascularisation (summary odds ratio 1.10, 95%
credible interval 0.59 to 2.01) and late lumen loss
reduction (mean difference in minimum lumen
diameter 0.0& mm, 95% credible interval -0.20 to
0.10). Risks of death, myocardial infarction, and stent
thrombosis were comparable across all treatments,
but these analyses were limited by a low number of
events. Trials had heterogeneity regarding
investigation periods, baseline characteristics, and
endpoint reporting, with a lack of information at long
term follow-up. Direct and indirect evidence was also
inconsistent for the comparison between drug eluting
stents and drug coated balloons.

WHAT THIS STUDY ADDS

Compared with other currently available interventional
treatments for coronary in-stent restenosis, drug
coated balloons and drug eluting stents are associated
with superior clinical and angiographic outcomes, with
a similar comparative efficacy.

FUNDING, COMPETING INTERESTS, DATA SHARING
This study received no external funding. The authors
declare no competing interests. No additional data
available.
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CARDIOVASCULAIRE

* BMJ 2015
» 4880 patients 24 études

e 1°"endpoint TLR et LLL DEB et
DES> B conv. BMS, brachythérapie

 Enterme de rang DES en 1° pour
TLR

* Pour lereste risque déces et IDM
identique.
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JACC March 17, 2015
Volume 65, Issue 10S

PACLITAXEL ELUTING BALLOON AFTER BARE METAL STENT IN ST ELEVATION MYOCARDIAL
INFARCTION (THE PEBSI STUDY)

gm\ Contributions

oom
Sunday, March 15,2015, 9:15 am-9:27 am.

Session Tite: Highlighted Original Reszarch: TCT@ACC-i2/interventional Cardiology and the Year in Review
Abstract Category: 28. TCT@ACC-2: ACS/AMIHemodynamics and Pharmacology
Presentaton Number: 955-12

Authors: Arutro Garcia Touchard, Javier Goicolea, Manel Sabate, Fernando Alfonso, Rafael Ruiz-Safmeron, Armando Bethencourt, Nieves
Gonzalo, Fausti Miranda, Bruno Garcia del Bianco, Jesus Jiménez Mazuecos, Rafael Melgares-Moreno, Pedro Martinez-Romero, Jose
Maria Hemandez-Garcia, Roman Lezaun, Juan Antonio Bullones, Javier Fernandez-Portales, José Rumoroso, Rosario Ortas, Mariano
Valdes Chavarri, Ramiro Trillo, Puerta de Hierro University Hospital, Madrid, Spain

Background: Drug eluting stents decrease the rate of restenosis, however, concems still remains about their safety, especially in ST-
segment elevation myocardial infasction (STEMI). The quest for new devices and procedures, aiming for an improved safetylefficacy
balance, in STEMI is siill warranted. The aim of this study was to evaluate the safety and efficacy of a pacitaxe! eluting balioon (PTX-B)
treatment after bare metal stent (BMS) implantation (PTX group) as compared to BMS only implantation (BMS group) in patients
undergoing primary angiopiasty for STEMI within 12 hours of onset of symptoms.

Methods: The PEBSI study was a randomized, multicenter, prospective, single blind, open study. After artery re-permeabilization and
successful BMS implantation, patients were randomized in a 1:1 ratio to one of the following groups: PTX group: post-dilatation with a
PTX-B (Pantera Lux 8) for 45 seconds. BMS group: no post-dilatation. Late Luminal Loss (LLL) at 9 months was the primary endpoint.
Resuilts: 223 patients were aleatorized (BMS group:112, PTX group:111). The primary endpomnt, in-stent late-luminal loss at 9 months
folow up angiography, was met: 0.85+0.67 mm in the BMS group vs. 0.32+0.49 mm in PTX group, p<0.0001. Bnary restenosis was also
significantly lower in the PTX group (29.8% vs 2.2, p<0.0001). Cinical 12 months follow up was complete in 212 patients: BMS group:
105(95,5%), Pm?rma'luil95 4¢¢). MACE and isqueméa driven TVF and TVR were significantly lower in the PTX-B group (12.5% vs
3.6%, p:0.0156, 11.6% vs 3.6%, p: 0.0256 and 8.9% vs 1.8%, p: 0.0192, respectively). There was a tendency o a lower TLR in the PTX
group: 7.1% vs 1.8%, p: 0.05. There was only one late stent thrombosis in the PTX group in a patient who stopped taking all medications.
Conclusion: PTX lesion impregnation, released from a balloon after implantation of a BMS shows angiographic superiority compared with

BMS only strategy. Differences n favor the PTX-B over BMS in this study were not limited to angiographic efficacy but also driven by a
reduction in clinical ischemic endpoints with very low rates of adverse safety outcomes. PEBSI trial (NCT01839890)
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Abstract ACC 2015

Etude randomisée multicentrique
(pebsi) 220 patients, en phase
aigue idm , BMS vs BMS+DEB
(pantera lux)

1¢" endpoints a 9 mois: LLL 0,87 vs
0,29 p<0,0001, resténose binaire
29,6 vs 2,4% p=0,0003

2¢me andpoints a 12 mois : mace
12,5% vs 3,6% p=0,0156, TVF
p=0,0256, TLR=0,0558, AVC et
saignements NS
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2. Traitement de la branche file =

CLINICAL RESEARCH
coonARY TESVENTIONS

* Eurointervention 2015

DANUBIO - a new drug-eluting balloon for the treatment of

side branches in bifurcation lesions: six-month angiographic X y i
follow-up results of the DEBSIDE trial Table 3. Side branch late lumen loss at six months in DEBSIDE

hu‘ue Berlmi MD; Thierry Lefévre’ ID FESC, FSCA I "].uhppe Bre"(v( M D JemF'mx.e\‘ MD: m D'Wiws "ials R eg I St re m u Ih C e n t rl q u e

S mﬂnmm frangais 52 patients de ttt bif

DEBSIDE | DANUBX) | Predilatation: coveational -0.04:0.34

) lon 14615 avec NILE PAX (DES) avec DEB

S8: DEB

e e syt 2 s eiencs R v | waw (Danubio) dans la branche fille

loon, after placement of 2 drug-eluting stent in the main branch in parients with bifurcation lesions. 2011y Plase MB-BNS

Methods and results: Fifry-two patients with bifurcation lesions suitable for stenting were enrolled in = = N
the DEBSIDE tial at eight French centres beween May 2012 and July 2013. Two patients were excluded DEBILT DIOR | Predilatation: DEB i 6 0.19:066

from e il bcause of sgufian proocl derianens. Sysemaic Nie PAX st placementwas 9| ()1 1)1 MB+S3

lowed by final dmg-sluzng ballooa iafation, using the DANUBIO balloon, according 1o the size of the il !

side branch. Clinical follow-up was scheduled at one, six, and fwelve months and 2 angiographic control ME.BNS
at six months. The primary endpoint was six-month late humen loss (LLL) a the ostium o the side branch.

Secondary endpoias were main branch (MB) LLL, binary restenosis of the SB and MB, and climcally Hermader | SeQuent Predilatation: comventicnal 12 0.0920.40

e e e A e 1 end P oint LLL 2 6 mois ostia

cal eveats refused the sagiographic control. At six-month follow-up the prizary endpoint of side branch —
LLL was-0040.3 mm d thesecondry endpoat of MB LLL was 050,60 . Thre was cuy cne | (2OAS) S8: DEB
‘myocardial infarction (2%) and no reported cardiac deaths. Only one patient (2%) had a non-clinically MB DES N Vs .
driven target lesion revascularisation (TLR) at the level of the side branch combined with 2 main branch - d S B — O O 4 t b I

scular - = - = -
G oo BABILON | SeQuent | Predilatation: comvestional 9 -0.042064 e ) r e S a S e S I 0 n S
Conclusions: Sysesusic Gsl aation of a DANUBIO balloa i th side brach st placement of | (7)1 412 Pleass baloon in MB+SB

2 Nile PAX stent in the main branch for the treatment of a bifurcation lesion is safe and effective and results

i very low LLL and a low restenosis rate at the side branch ostium. The DEBSIDE clinical wial was reg- MB-+38: DEB
istered at the United States National Institute of Health website (NCTO1485081) MB-BNS S

e 2¢me endpoint LLL MB =0,54
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* Possible remboursement au titre V de |la LPPR paru
fin décembre 2015 au titre des DM implantables de
moins de 30 jours dits « consommables, onéreux »
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~wn Recommandations ESC 2014

Page 44 of 100 ESC/EACTS Guidelines
Repeat revascularization
Recommendations JClass" [ LoE* |  Ref®

Early post-operative ischaemia and graft failure
Coronary angiography is recommended for patients with:
« symptoms of ischaemia and/or abnormal biomarkers suggestive of perioperative myocardial infarction
 ischaemic ECG changes indicating large area of risk
* new sgnificant wall motion abnormalkities
o haemodynamic instability.
It is recommended to make the decision on redo CABG or PCl by od hoc consultation in the Heart Team
and based on feasibility of revascularization, area at risk, comorbidities and diinical status.

PCl should be considered over re-operation in patients with early T :

T PCl iz performed, revascularization of the native vesselz or IMA "
dizeased SVGs zhould be considered. Restenosis

Disease progression and late graft failure

s Repeat PCl is recommended, if tachnically feasible.

PCl should be considered as a first choice if technically feasible, rat 50| Scuw
POl of che bypassed native artery should be the preferred spproac) | DS are recommended for the treatment of in-stent re-stenosis (within BMS or DES). Si 1524

TMA. & available. 1= the conduit of choice for re.do CABG.
Re-do CABG should be considered for patients without a patent Il

Ri-do CABG may b= considered in patients with Iios andamio] | Drug-coated balloons are recommended for the treatment of in-stent restencsis (within BMS or DES). 507-511,524
PCL

POl oy be comsidored i paticnts with patont A gl i tocke I .

—_ IVUS andlor OCT should be considered to detect stent.related mechanical problems. lla

Ds; ces are recommended for PCl of SVG lesions

Restenosis

Repeat POl i recommended, if techscally feasible.

DES are recommended for the treatment of in-stent re-stenosis (within BMS or DES).

'Drug-coared-ballaans are recommended for the of in-stent iz (within BMS or DES).
IVUS andlor OCT should be considered to detect stent-related mechanical problems.

Stent thr i

Emergency PCl is recommended to restore stent and vessel patency and myoardal reperfuson.
DAPT with use of potent P2Y ; inhibitors (prasugrel or ticagrelor) & recommended over clopidogrel

524
507-511.524

Adjunctive thrombuz aspiration and high-pressure balloon diation should be conzidered. lla
IVUS andlor OCT should be considered to detect stent-related mechanical problems. | wa |
Hybrid procedures

Hybrid procedure, defned 2z o combined surgcal and percumneous revascularizmton may be o
considered in specific patient subsets at experienced centres.




