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(Dhcmon Reconnaitre le HBR



HBR PCI (one factor or more) (Hicron

@ OAC planned after PCI

* risque = 4% de saignement important (BARC 3 ou 5)
ou
* risque = 1% de saignement intracranien




Risk of ICH (drug) (Drcron

ASA+clopi=>
HR 1.87 (0.98-3.48) - PLATO

ASA+prasu->

ASA+clopi=>
HR 1.12 (0.58-2.15) - TRITON ASA+tica~>

ASA+clopi=>
HR 0.67 (0.28-1.65)- TRILOGY ISAR-REACT5




Risk of ICH (patient) (Dicron

Intracranial-B2LEED3S

BMI (<25 = 1 point; 225 = 0 point) Blood Pressure (high) (Yes = 2 points; No = 0 point)
Lacune / small disease (Yes = 1 point; No = 0 point)

Elderly (=75 = 1 point; <75 = 0 point)

Ethnicity (Asian = 2 point; Non-Asian = 0 point)

Disease Cardiovascular (Yes = 2 points; No = point)

Disease Cerebrovascular (Yes = 2 points; No = point)

DAPT or anticoagulant (Yes = 1 point; No = point)

Sex (Male = 1 point; Female = 0 point)

IC B2LEEDS3 score of 25 predicts a 21% annual risk of ICH

Amarenco P et al. Cerebrovasc Dis2017;43:145-151



(Dicron Avant et au Cath Lab
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01

02

Sous A/C
Peu d’héparine

— Low HBR ou urgence Pas d’'antiplaq IV

Radiale

— High HBR programmé Sous A/C

— Urgence

Fémorale

— Programmeé

Peu ou pas d’héparine
Pas de pré-traitement

Ponction sous echo
Peu d’héparine

Pas d’antiplaq IV
Systéme de fermeture

Discuter arrét A/C sans relais
Ponction sous echo

Pas de pré-traitement
Systeme de fermeture



(Hcnon Apres le Cath Lab



Le modele FA et stent

( ~ACTION
S Group

AHA 16 ESC 17 ACC 19 ESC 19
2016 2017 2018 2019 2020
PAN
. ® > O S—

PIONEER RE-DUAL AUGUSTUS ENTRUST
AF - PCl 1 PCI 2 ACS/PCI 3 AF-PCl 4,5

Rivaroxaban Dabigatran Apixaban Edoxaban
N 2,124 N 2,725 2 x 2 factorial Parallel assignment

None of these trials were powered for efficacy




ESC Guidelines 2017 = 2020 “Dcron

Group

Patients with an n for oral anticoagulation Patients with an indication for oral anticoagulation undergoing PCI
undergoing PCI
e
c Muttiple stenting
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Severe Bleeding and Ischemic Outcomes in AUGUSTUS

Randomization to 30 Days
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J. Alexander. ACC 2020



Severe Bleeding and Ischemic Outcomes in AUGUSTUS

30 Days to 6 Months
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J. Alexander. ACC 2020




Journal of
Clinical Medicine

Review
Early Aspirin Discontinuation Following Acute
Coronary Syndrome or Percutaneous Coronary

—~-ACTION
o

Group

Intervention: A Systematic Review and

Meta-Analysis of Randomized Controlled Trials

Paul Guedeney ', Jules Mesnier !, Sabato Sorrentino 2, Farouk Abcha ', Michel Zeitouni !,
Benoit Lattuca !, Johanne Silvain 1, Salvatore De Rosa 2(, Ciro Indolfi 209, Jean-Philippe Collet 1
Mathieu Kerneis ! and Gilles Montalescot *

Myocardial
Infarction

Stent
Thrombosis

Experimental Control

Sudy group (nN) _group (n/N)

Risk Ratlo, 95% CI

prolonged DAPT

1- With oral anticoagulation

AUGUSTUS, 2019 84/2307 66/2307 1.24 (0.90, 1.69]
ENTRUST-AF PCI, 2019 29/751 23/755 1.27[0.74, 217
PIONEER AF-PCI, 2016 19/694 38/1399 1.01[0.59, 1.74)
REDUAL-PCI, 2017 70/1744 29/981 1.36 [0.89, 2.08)
WOEST, 2013 9/279 13/284 0.70[0.31, 162)
Subtotal 2115775 17115726 1.19 [0.97, 1.46)]
Heterogeneity  Tau? = 0.00; Chi® =2 35 df = 4 (p = 067), ¥ = 0%

Overall effect : Z = 1.67, p = 0.09

Experimental Control

Study group (n/N) group (n/N) early aspirin prolonged DAPT Risk Ratlo, 95% CI
1- With oral anticoagulation discontinuation better better
AUGUSTUS, 2019 NR NR -
ENTRUST-AF PCI, 2019 8/751 6/755 1.34[0.47, 3.84)
PIONEER AF-PCI, 2016 5/694 10/1399 1.01[0.35, 2.94]
REDUAL-PCI, 2017 2211744 8/981 R 1.55[0.69, 3.46)
WOEST, 2013 1279 3284 4 0.34[0.04,3.24)
Subtotal 36/3468 2713419 i 1.23[0.72, 2.10)

Heterogeneity : Tau® = 0.00; Chi = 1.72, df = 3 (p = 0.63), ¥ = 0%
Overall effect : Z = 0.76. p = 0.44

When shall we drop the antiplatelet agent?

PIONEER
REDUAL
AUGUSTUS
ENTRUST

Rx up to 72 hrs after PCI
Rx up to 120 hrs after PCI
Rx up to 15 days after ACS or PCI (average 6,6 days)

Rx up to 5 days after PCI (average 45hrs)




High ischemic risk...lots of patients ~ (Ficron

Group

Patients with an indication for oral anticoagulation undergoing PCl .
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Hammoudi N, Montalescot G. Eur Heart J 2018



MASTER-DAPT

~-ACTION

S Group

Patients
eligible
following

1 month
mandatory
DAPT
after PCI with
Ultimaster®

Abbreviated DAPT
regimen

Prolonged DAPT
regimen

Is the
patient on
OAC?

Is the
patient on
OAC?

DAPT — stop
(1 month after index PCI)

SAPT — 211 months

(12 months afterindex PCI)
DAPT — stop

(1 month after index PCI)

SAPT — until 5 months
(6 months afterindex PCI)

OAC — 211 months
(12 months afterindex PCI)

ASA — =11 months
(12 months afterindex PCI)

P2Y12i — =5 months up to 11 months
(6—12 months after index PCI)

ASA + clopidogrel — =22—11 months
(23—-12 months afterindex PCI)

SAPT — up to 11 months
(12 months afterindex PCI)

OAC — 211 months
(=12 months after index PCI)

V2: 2 months post randomisation
follow-up visit
(60+14 days, 3 months post index PCI)
Visit or phone

V3: 5 months post randomisation
follow-up visit
(120£14 days, 6 months post index PCI)
Visit or phone

V4: 11 months post randomisation
follow-up visit _
(335414 days, 12 months gggggt
post index PCI)
Visit

V3: 14 months post randomisation
follow-up visit
(420114 days, 15 months post index
PCl), study termination
Phone



Apres la periode APT

(E:M\CTION _ _ .
obligatoire (6mois-1an)



Durée de I'aspirine s

2200 patients with AF (CHADS,>1)
and stable CAD

more than 1 year earlier

@ Angiographically confirmed CAD (with

stenosis of >50%) not requiring -
revascularization

Key exclusion criteria
@ Ahistory of stent thrombosis

@ Coexisting active tumor

@ Poorly controlled hypertension

mMN—-—00Z>=™

Rivaroxaban Monotherapy

— € Rivaroxaban 10 or 15 mg/day 2"

*The level of rivaroxaban in blood samples obtained from Japanese patients
who were taking rivaroxaban at the 15-mg dose was similar to the level in
white patients who were taking the 20-mg dose.

Combination Therapy
€ Rivaroxaban 10 or 15 mg/day
@ Single antiplatelet
Aspirin 81 or 100 mg/day,
Clopidogrel 50 or 75 mg/day, Prasugrel 2.5 or 3.75 mg/day

Cumulative Incidence of Event (%)

No. at Risk
Rivaroxaban monotherapy
Combination therapy

20
Combination therapy
5.75% per patient-year
Monotherapy
o 4.14% per patient-year
HR, 0.72 (0.55 to 0.95)
P<0.001 (noninf.)
*In the assessment for superiority
for the primary efficacy end
0 I I I | I | point (that was not prespecified),
0 6 12 18 24 30 36 the P value was 0.02.
Time to Event (Months)
1107 1071 984 774 518 309 89
1108 1057 962 754 499 292 80

Kaplan-Meier Estimates of
First Occurrence of Primary Safety Events

10

Combination therapy
2.76% per patient-year
Monotherapy

1.62% per patient-year

HR, 0.59 (0.39 t0 0.89)
3 P=0.01 (sup.)

I I [ J
0 6 12 18 24 30 36

. Time to Event (Months)
No. at Risk

Rivaroxaban monotherapy 1099 1074 994 786 526 312 89
Combination therapy 1099 1055 92 750 506 294 80

All-cause death: HR 0.55 (0.38-0.81)

Yasuda et al. AFIRE - NEJM 2019



AQUATIC study

History of stent implantation > 12 months
High |schem|c risk-Low bleeding risk

* stratification

Aspirin100mg Placebo  Aspirin100mg | Placebo

E’rimary ischemic endpoint : CV death, MlI, Stroke, any coronary revasc, systemic embolism, Aﬂ

{ AF patients on OAC therapy (+/- SAPT) }

Primary safety endpoint: Major bleeding events (ISTH)
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Conclusions

Avant et au KT: réduire les risques (hémorragiques)

Reconnaitre le haut risque hémorragique

Dans l'urgence ischémique: garder le bénéfice attendu en téte

Apres le KT: arrét rapide de 'aspirine

Stratégies individuelles possibles au cas par cas

Arrét du dernier antiplaquettaire - randomiser



Autres possiblilites
CHcron
" au cas par cas



Other options may allow safe DAPT for 1Month

~-ACTION

S Group

Stent thrombosis

\ Btroke
N\

g

Hammoudi N, Montalescot G. Eur Heart J 2018

30-day NNTB

10

equipoise DAT vs ASA+Ticagrelor
(for low-complexity PCI)

equipoise DAT vs ASA+Prasugrel
(low-complexity PCI)

-
e ecccmeccam
----------

1 2 3 4 5 6 7 8 9

CHA,DS,VASC score

Death/MI: ASA+Ticavs DAT

Death/MI: ASA+Pravs DAT
Stroke: DATvs DAPT

Death/MI: ASA+Ticavs DAT (high-complexity PCl)

Death/MI: ASA+Pravs DAT (high-complexity PCl)

Limbruno U et al. J

Clin Med. 2020 Aug; 9(8): 2673.




Reduced DOA dose r—— ~ACTION

Group

= 100+ 149 Hazard ratio, 0.34 (95% Cl, 0.19-0.61)
€ 909 12 P<0.001 R
E 20 104 — Placebo
98 4 abar Placebo 3‘5 70+
(15 mg daily) g 60
Patients >80 years of age with ‘ _§ 50
nonvalvular AF who were not k_}\/ g a0
candidates for standard-dose E 304
anticoagulation (N=492) (N=492) = 20
=
E 10 R
(9] et
0 T T T T T T T T 1

0 4 8 12 16 20 24 28 32 36

Months since Randomization

No. at Risk
Edoxaban, 15 mg 492 451 394 323 238 163 116 71 30 i
Placebo 492 439 388 314 237 170 120 74 32 6

B Major Bleeding (ISTH criteria)

100 129 Hazard ratio, 1.87 (95% Cl, 0.90-3.89)
90+ 104 P=0.09
80 g Edoxaban, 15 mg
70+
601 &

504 4+ —~ Placebo

Cumulative Incidence of Event (%)

40 24 =

304 0 T 7 T T T T T T T 1

20 0 4 8 12 16 20 24 28 32 36

10  —
0 T T T T |k |F_; T T 1

0 4 8 12 16 20 24 28 32 36

Months since Randomization

Okumura K et al. N Engl J Med 2020; 383:1735-1745 M. BuRisk

Edoxaban, 15 mg 492 452 391 314 231 158 107 64 28 7
Placebo 490 451 398 322 243 173 122 74 33 7




Anticoagulation
for PCI

3 months-
Treatment

duration & months.

12 months-

Enoxaparin OR
|

Bleeding Risk

@ESC

European Society

Ischaemic Risk

BESC —

www.escardio.org/guidelines

of Cardiology
Ongoing bleeding
Medical Angio only

PCI if uncontrolled
ischemic situation

P =ciass 1 = Class la = class s o

0

©

Very HBR is defined as recent bleeding in the past
month and/or not deferrable planned surgery.

2020 ESC Guidelines for the management of acute coronary syndromes in patients presenting without
persistent ST-segment elevation (European Heart Journal 2020 - doi/10.1093/eurheartj/ehaa575)



