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Background

* 5-8% of patients who undergo percutaneous
coronary intervention (PCl) have atrial fibrillation

e 20-30% of patients with AF and an indication for
continuous OAC have coexisting CAD
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Stroke Reduction in Atrial Fibrillation
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Major bleeding was associated with a significant increase
In
in-hospital mortality, regardless of bleeding site

In the CathPClI registry, analysing data from
3.3 million PCI procedures (2004-11):

5.26%

0 risk difference = 3.39% e : _
1.87% (95% Cl: 3.20-3.59) e or bleeding

in-hospital P<0.001

mortality rate:
non-bleeding

Bleeding is the most common non-cardiac complication of PCI

Antithrombotic therapy that minimizes the risk of bleeding complications therefore
might be expected to result in better short- and long-term clinical outcomes after PCI

PCl, percutaneous coronary intervention; Chhatriwalla et al. JAMA 2013 o
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WOEST trial
Total number of TIMI bleeding events Death, MI, TVR, Stroke, ST
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PIONEER AF-PCI (rivaroxaban)
2,100 NVAF patients with PCI

Rivaroxaban 15 mg OD*
+ P2Y12 inhibitor

Rivaroxaban 2.5 Rivaroxaban
mg BD + DAPT 15 mg OD
(P2Y12 inh. + ASA) + ASA
(for 1,6 or 12
mionths)
VEA + DAPT VKA
(for 1, 6 or 12 + ASA
months)
«— 12-month open-label —

treatment period
*Rivaroxaban 10 mg OD in patients with Crcl 30-50

miy/min
Primary objective: To assess the safety of
two rivaroxaban treatment strategies vs the
combination of VKA with DAPT
Primary endpoint: TIMI major, minor
bleeding or bleeding requiring medical
attention (through 12 months)

RE-DUAL PCI (dabigatran)
2,500 NVAF patients with ACS or PCI

Dabigatran 150 mg BD +
clopidogrel/ticagrelor

Dabigatran 110 mg BD +
® clopidogrel fticagrelor

VKA + VEA +
clopidogrelftic  clopidogrel/
agrelor + ASA ticagrelor
< Opendabel treatment period for ==
up to 30m

FASA Wil re guwen Jov 4 TIAILT PRUS-DRID W 3
maonths post-DES
Primary objective: To show non-
inferiority of two different doses of
dabigatran (150mg BD and 110 mg BD) +
single antiplatelet therapy (clopidogrel or
ticagrelor) vs the combination of warfann
+ DAPT
Primary endpoint: ISTH major bleeding
(even-driven)




Ongoing Trials of Dropping Aspirin with NOACs
(Apixaban and Edoxaban) in AF+PCI

AUGUSTUS (NCT02415400) ENTRUST-AF PCI (NCT02866175)

4,600 AF pts with ACS and/or PCI,
planned P2Y,, inhibitor for 6 mo.

1,500 AF pts undergoing PCI

Apixaban 5 mg BID 1 2-3) Edoxaban 60 mg (or
+ASA 81 mg +ASA 81 mg 30 mg) OD

6-mo follow-up (Expected Q1 2019)  1-year follow-up (Expected Q2 2018)

Primary endpoint: ISTH major or clinically relevant Primary endpoint: ISTH major or clinically relevant
non-major bleeding non-major bleeding




@omposite of bleeding events

Warfarin
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apy

Dabigatran 110 mg
dual therapy

40 -
35 |
307
= ;\3 30 .
T“S roup 3 g
2 25 26.7% £ 25 |
= X S
[S Q
© ,E&O— Group2 5 70 |
§ § =18.0% Z
a 1 roup1 =
S ?5 16.8% S B
S w® o
.GEJ :::I_O— a 10 -
5§ 5
5 N
2”5
S
Ot—T— T T T 1 N
0 30 60 90 180 270 360 0
Days
n=2123
Gibson NEJM 2016

T
90

I T T T T m m
180 270 360 450 540 630 720

Time to first event (days)

RE-DUAL-PCI
n=2725

Cannon NEJM 2017


Présentateur
Commentaires de présentation
Reference
Gibson CM et al. N Engl J Med 2016;375:2423–34



Composite of ischaemic events

PIONEER AF-PCI
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Thrombose

stent

AF Patients presenting with Elective PCl or ACS undergoing PCI*

Concerns about

thrombotic risk? Concerns about high bleeding risk?

i revailin
prevailing P 6
Time from :
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initiation (0] u E 0 n E EIEI
1 mo. Triple Therapy 1 mo. Triple Therapy [Patient at very high bleeding risk]
Imo. e .
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amo. Ml o[
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(271 [ JRREE § S ——
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Beyond
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E Oral anticoagulant with
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IEI Clopidogrel
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Trend in stent thrombosis (1)

Underexpansion

Sh= 1.6mm?

LA= 6.8mm® *©

Residual PB

Edge dissection

Intramural hematoma

Stent thrombosis

Study Year OR (95% CI) Weight %
P Roy [14] 2008 —_— 0.59 (0.39, 0.89) 70.62
SJ Park [15] 2009 L * 3.00(0.12,75.91) 1.15
BE Claessen [18] 2011 :v 0.60 (0.10, 3.51) 3.85
JS Kim [17] 2011 + : 0.33(0.04,2.96) 2.50
KW ParK [20] 2012 5 1.00 (0.06, 16.32) 1.54
SL Chen [21] 2012 + E; 0.20 (0.03, 1.34) 3.33
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XF Gao [28] 2014 + 5 0.14 (0.01, 1.98) 1.71
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Trend in stent thrombosis (2)
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Percutaneous Coronary Intervention

[A] = asgirn  [€] = Cepisepret [ =Prasugret  [l]= Tieagrelor

A0

Valgimigli Eur Heart J 2018



AF Patients presenting with Elective PCl or ACS undergoing PCI*

Concerns about
thrombotic risk?
prevailing

Concerns about high bleeding risk?

prevailing
o4

[Patient at very high bleeding risk]
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Conclusions: Anticoagulation orale et PCI

- Diminution du risque hémorragique avec une bithérapie Anticoagulant+Thienopyridine
- Etudes favorisant AOD vs AVK

- Dosage rivaroxaban non formellement évalué pour les AVC

- Puissance insuffisante pour évaluer formellement la thrombose de stent

- Puissance insuffisante pour évaluer formellement les AVC

... Demain uniquement Bithérapie AOD + Thienopyridine ??
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