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@ E S C European Heart Journal (2020) 00, 179 ESC GU |DEL|NES
European Society doi:10.1093/eurheartj/ehaa575
of Cardiology

2020 ESC Guidelines for the management of
acute coronary syndromes in patients
presenting without persistent ST-segment
elevation

The Task Force for the management of acute coronary syndromes
in patients presenting without persistent ST-segment elevation of
the European Society of Cardiology (ESC)

Authors/Task Force Members: Jean-Philippe Collet ® * (Chairperson) (France),
Holger Thiele ® * (Chairperson) (Germany), Emanuele Barbato (Italy),

Olivier Barthélémy (France), Johann Bauersachs (Germany), Deepak L. Bhatt
(United States of America), Paul Dendale (Belgium), Maria Dorobantu (Romania),
Thor Edvardsen (Norway), Thierry Folliguet (France), Chris P. Gale

(United Kingdom), Martine Gilard (France), Alexander Jobs (Germany),

Peter )iini (Canada), Ekaterini Lambrinou (Cyprus), Basil S. Lewis (Israel),

Julinda Mehilli (Germany), Emanuele Meliga (Italy), Béla Merkely (Hungary),
Christian Mueller (Switzerland), Marco Roffi (Switzerland), Frans H. Rutten
(Netherlands), Dirk Sibbing (Germany), George C.M. Siontis (Switzerland)
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Patients with suspected Ml
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Vitals Stable patients Shock or CPR
o No ST-segment elevations UL
ECG elevations
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Messages clés concernant la DAPT

e 1°" choix : Aspirine + puissant bloqueur P2Y12 (Prasu ou Tica) (IB)
* Maintien d’'une durée de 12 mois de la DAPT en post SCA non ST (lA)
* Prasugrel > Ticagrelor pour les patients traités par ACT

* Pas de prétraitement avec les bloqueurs P2Y12 en cas de stratégie
invasive précoce < 24h

* Prétraitement seulement en cas de stratégie initiale non invasive et un
risque hémorragique faible
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Cas des patients sous anticoagulants
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Time from AF patients undergoing PCI for NSTE-ACS
treatment
initiation
R o s
up to 1 week :
(in hospital) O e e
fmonth =r- B Double Therapy T
| (N)OAC + SAPT
3months -L-
6months -1 - IRRERASERRRSEREIN - Double Therapy

(N)OAC + SAPT
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Place grandissante de I'imagerie en coupe’

INITIAL ASSESSMENT OF PATIENTS WITH ACUTE CHEST PAIN/SUSPECTED ACUTE CORONARY SYNDROMES

N

Philippe Commeau European Heart Journal (2020) 00, 127 ESC GUIDELINES dor10 109:6urheartyshaat /5
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COURAGE - Primary report

"As on initiol manogement
strategy in patients with stoble
CAD, PCI did not reduce the risk
of death, MI, or ather MACE
when added to optimai M

FAME-2 - Primary report

“In patients with stable CAD ond functionally
significont stencses, FFR-guided PCI plus the
best avoilable MT, os compared with the best
available MT alone, decreased the need for
wrgent revascuwlorization. in potients without
ischemio, the outcome appeored to be
Sovoroble wath the best oveiloble MT alone™

OREBITA

“In patients with medically treated ongina
and severe coronary stenosis, PCI did not
increase exercise time by more than the
effect of @ placeba pracedure. The efficacy
of invosive procedures can be assessed
with a placebo control, os is stondard for
pharmocotheropy.”

uid
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BARI-2D - Primary report

“Overall, there wos no significant
difference in the rotes of death and
MACE between patients undergaoing
prompt revascularization and those

undergoing MT or betveesn
strategies of insulin sensitizetion and
inswlin provision™

COURAGE — 15 Years

“Ouring an extended-follow-up of up
(o 15 yrors, we did not find o
difference in survivol between an
initial strategy of PCI pius MT and
MT clone in potients with stable
ischermic hear! disease”

FAME-2 - 5 Years

"In patients with stadle CAD, an initial FFR-
guided PCl strategy was associoted with o
significantly lower rote of the primory
composite end point of death, M), or
urgent revascularization at 5 years than
MT alone.
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Initial Invasive or Conservative Strategy for Stable CAD

INVESTIGATOR-INITIATED, OPEN LABEL, MULTICENTER, RANDOMIZED TRIAL

Initial invasive Initial conservative

(ICA ang reyasculanizaton when feasitie) LICA If medical therapy faiied)
‘\ Ao
T N=2588 2 A

Ischemic cardiovascular J/ 18.2%

events at 5 years

N=2591

Hazard ratio, 0.93; 95% CI, 0.80 to 1.08; P=0.34
14.2% 16.5%

death 1roi NITH an Invasive

Maron D], et al. N Engl ] Med. 2020,382:1395-1407
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Validite interne: limitation des biais -
30 9% =
HR ajusté (IC 95 %) = 0,93 (0,80-1,08)
25 % ~ p = 0;34
3 Différence absolue intervention vs contrdle
3 20%-
= ; Controle
o 6 mois 15,5 %
g 15%9 A=1,9%/(0,8%-3,0 %) Intervention
Q
£ t
5% - 4 ans
A =-2,2 % (-4,4 %-0,0 %)
0 % T T 1 L} Ll
0 1 2 3 4 5
Sujets 3 risque Suivi (ans)
Contrdle 2591 2431 1907 1300 733 293
Intervention 2588 2364 1908 1291 730 m
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Validité externe: applicabilité a la vie reelle =~

How applicable are these results?

NO BENEFIT OF THE INVASIVE STRATEGY

These results apply to patients with:
> Relatively mild symptoms
> Moderate to severe ischemia

These results do not apply to patients with:

> Recent acute coronary syndromes

> Unprotected left main
> LVEF <35%
> NYHA class Ill or IV

> Unacceptable angina despite medical therapy at maximal acceptable
doses

Philippe Commeau
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Valldlté EXte rne Hopitaux

e Réalisation d’un CT scan avant l'inclusion
* Population de patients indiens
* Pas la méme prise en charge ni le méme profil de patients
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5,070 consecutive patients with stable CAD

enrolled in the START registry
I
I 1
338% 84.7% without inclusion criteria 11.5% with 2] exclusion critenon
ISCHEMIA-Like ISCHEMIA-Not Included/Unclassifiabl ISCHEMIA-Excluded

on o000 00
| 00006 000
OO O0NN
000006

1 YOBF MACE —: — i = i i o i o o o o o e o i, o . -----------------

Visual summary. Proportion of patients with stable CAD enrolled in the START registry with or without ISCHEMIA criteria and their rate
of MACE at 1 year:
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N > 54 000 pts entre 1992 et 2012 avec SPECT@E@E@E“E”EQ

Associations with All-Cause Mortality in Matched Cohorts Associations with All-Cause Mortality Adjusted HR Number

Unadjusted HR

Number

(95% ClI)

No Revasc/ Revasc

(95% CI) No Revasc/ Revasc

<5% Ischemia <5 % Ischemia

Early PCI — 1.17(0.970- 1.41) 615/ 398 Early PCI —_— 1.33(1.10- 1.60) 615/ 398

Early CABG —_—— 1.00(0.73- 1.35) 168/ 120 Early CABG —_— 1.06(0.77- 1.44) 168/ 120
5 - <10% Ischemia 5 - <10%Ischemia

Early PCI . T 0.85(0.73- 0.99) 520/ 685 Early PCI —— 0.99(0.85- 1.16) 520/ 685

Early CABG . 0.86(0.66- 1.10) 183/ 192 Early CABG —a— 0.87 (0.67-1.12) 183/ 192
10 - <15% Ischemia 10 - <15% Ischemia

Early PCI —— 0.74 (0.63- 0.86) 507/ 604 Early PCI —a— 0.90(0.77- 1.05) 507/604

Early CABG 0.90(0.70- 1.15) 171/ 241 Early CABG 0.92(0.72- 1.19) 171/ 241
15 - <20% Ischemia 15- EZO%pI(s:chemia

Eavly 2! - 0.63(0.52-0.76) 421/ 471 G —— 0.70(0.59- 0.84) 421/47

Early CABG — 0.63(0.50- 0.79) 205/ 212 Early CABG —— 0.73(0.57-0.93) 205/ 212
>20% Ischemia >20% Ischemia

Early PCI —— 0.68(0.58- 0.79) 617/ 522 Early PCI ~—— 0.84(0.72-0.97) 617/ 522

Early CABG —a— 0.68(0.58- 0.79) 494/ 456 Early CABG —a— 0.77 (0.66- 0.91) 494/ 456

0 0.2 0.4 0.6 0.8 1 1.2 1.4 1.6 1.8 22 24 26 28 3 0 02 04 06 08 1 12 14 16 18 22 24 26 28 3 32 34
LowerRisk . - Higher Risk LowerRisk HigherRisk
Unadjusted Hazard Ratio Adjusted Hezard Ratio

European Association of
Cardiovascular Imaging
@ European Society of Cardiolagy

N

Eur Heart J Cardiovasc Imaging, Volume 21, Issue 9, September 2020, Pages 961-970, https://doi.org/10.1093/ehjci/jeaa083

Unadjusted associations between PCl and CABG with all-cause mortality compared to medical therapy after propensity score matching

Philippe Commeau
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N = 19000 pts

MALE -Froe Sery

A. Patients avec déficit de
perfusion < 5%

oy - Association Between Ischemia, Early Revascularization,
8 8 2 and Major Adverse Cardiovascular Event(s)
]
-4
\“—\ . — -,% ) Ischemic Total Perfusion Deficit 10.2%
\\_—— 2 E /
T
TE o
3 S
. cps s A 23
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0 10 20 30
Ischemic Perfusion Defect (Total Perfusion Deficit)
-

interaction p = 0.012

C. Patients avec déficit de
perfusion > 10%

Azadani, P.N. et al. J Am Coll Cardiol Img. 2020;m(m):H-N.

Multivariable analysis of the association between early revascularization and major adverse cardiovascular event(s) (MACE). Ischemic total
perfusion deficit (TPD) is treated as a continuous variable.

JACC

Cardiovascular Imaging

I
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| ong-Term Clinical Outcomes Following
Revascularization in High-Risk Coronary
Anatomy Patients With Stable Ischemic
Heart Disease

Kevin R. Bainey ‘D, MD, MSc; Wendimag&;n Alemayehu '3, PhD; Robert C. Welsh, MD; Armmav Kumar, MD, MSCR;
Spencer B. King lll, MD; Ajay J. Kirtane =/, MD, SM

BACKGROUND: The ISCHEMIA (International Study of Comparative Health Effectiveness with Medical and Invasive Approaches)
trial failed to show a reduction in hard clinical end points with an early invasive strategy in stable ischemic heart disease (SIHD).
However, the influence of left main disease and high-risk coronary anatomy was left unaddressed. In a large angiographic

disease-based registry, we examined the modulating effect of revascularization on long-term outcomes in anatomically high-
risk SIHD.

METHODS AND RESULTS: 9016 patients with SIHD with high-risk coronary anatomy (3 vessel disease with =/0% stenosisinall 3
epicardial vessels or left main disease =50% stenosis [isolated or in combination with other disease]) were selected for study
from April 1, 2002 to March 31, 2016. The primary composite of all-cause death or myocardial infarction (MI) was compared
between revasculanzation versus conservative management. A fotal of 5487 (61.0%) patients received revascularization with
either coronary artery bypass graft surgery (n=3312) or percutaneous coronary intervention (n=2175), while 3529 (39.0%) pa-
tients were managed conservatively. Selection for coronary revascularization was associated with improved all-cause death/
MI as well as longer survival compared with selection for conservative management (Inverse Probability Weighted hazard ratio
[IPW-HR] 0.62; 95% CI 0.58 to 0.66; P<0.001; IPW-HR 0.57; 95% Cl 0.53-0.61; P<0.001, respectively). Similar risk reduction
was noted with percutaneous coronary intervention (IPW-HR 0.64, 95% Cl 0.58-0.70, P<0.001) and coronary artery bypass
graft surgery (IPW-HR 0.61; 95% C1 0.57-0.66; P<0.001).

CONCLUSIONS: Revascularization in patients with SIHD with high-risk coronary anatomy was associated with improved long-
term outcome compared with conservative therapy. As such, coronary anatomical profile should be considered when con-
templating treatment for SIHD.
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Cumulative event rate at 1-year
Revascularization Conservatively

(%)

28

4.4
13
14
1.7

0.2

managed (%)

5.7

45.9

a7

439

0s

Conservative management better —

1 1.25

# @ Cause-specific Cox-PH model @ Standard Cox-PH model

Figure 1. Long-term all-cause death or myocardial infarction free survival for patients with stable

ischemic heart disease.

{A) Kaplan-Meier Curves Comparing Revascularization and Conservative Management; (B) Kaplan Meier
Curves Comparing Meode of Revascularization (CABG or PCl) and Conservative Management. CABG
indicates coronary artery bypass grafting; CM, conservative management; PCI, percutaneous coronary

intes i
Philippe Commeau
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Figure 2. Adjusted hazard ratios for clinical end points in high risk anatomy patients with stable ischemic heart disease

undergoing revascularization and conservative management.

Cox-PH indicates Cox—proportional hazard; CV, cardiovascular; IPW-HR, inverse probability weighted—hazard ratio; and MI,

myocardial infarction.
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Conservative strategy

‘ 115 11 VA like characrenstics

ISCHEMIA-like?
* Exclude ACS, NYHA 11I1/1V
* Exclude LMCA (CCTA)
* Exclude LVEF <35% (Echo)
* If no apparent CAD (CCTA, SPECT),
consider ANOCA/INOCA (CMR/PET/IMR)
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Monitor rasponse to
trestment. In cace of fallure

of the consarvative
strategy, move to the
invasive strategy
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Ischemia dans notre vie courante

e S'intéresser aux patients symptomatiques et ischémiques
* Traiter les lésions des troncs principaux (TC...)
* Ne pas s’acharner sur les bifurcations ni sur les branches secondaires

» Redéfinir la prise en charge de I'angor chronique avec I'avenement prochain du
coroscanner en 1¢ ligne , 'anatomie lésionnelle guidant la poursuite du bilan

Philippe Commeau
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SCAPIS: Swedish Study Suggests Personalized

Screening Questionnaire Can Identify Patients at . Hopitaux
High Risk For CVD
30 000 patients screenés
Nov 13, 2020
(Suspicion maladie coronaire)
LScanner coronaiug

y Maladi : Maladi : Atteintedy tronc commun

C oup/ age [Pasd athérosclér@ [ nao?\ ;i:s:z'?c':ia\:ﬂ [ a:blsiril‘)cl;?:ea 'rﬂ [ +d;“b;':;r33cE‘::la<ll;0% ]

Mesure de l'ischémie
Prédiction du risque cardiovasculaire

L Risque modéré Risque moyen a haut Risque haut J

Mesure charge coronarienne athérosclérotique
Coroscanner IA

Intelligence articielle
OMT®

et revascularisation

OMT* Si échec

Regle hygiéno-
diététique

Traitement préventif
cardiovasculaire®

Traitement préventif
cardiovasculaire® ,

revascularisation

a. Par exemple : antiagrégant, statine
b. Par exemple : intensification traitements antithrombotiques et hypolipémiants + anti-inflammatoires
c. Par exemple : ** + traitements anti-ischémiques, IEC

D’apres G. Barone-Rochette
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Allégement et simplification du traitemen@ﬁmﬁfw"
antiplaquettaire

* Pour les stents
 Pour les SCA
* Pour les molécules

Philippe Commeau
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ONYX ONE

Windecker S, et al.
N Engl ) Med 2020

HOST-
REDUCE-ACS

Kim HS, et al.
Lancet 2020

TICO

Byecng-Keuk K, et al
JAMA 2020

ALPHEUS

Silvain et al.

Lancet 2020

Philippe Commeau
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1996 patients at HBR
CV death, Ml or ST

3429 patients with ACS

NACE

Reduction in NACE with a prasugrel-based dose de-escalation strategy

3056 patients with ACS

NACE

Mi & Major MI HR, 0.97 ; 95% CI, 0.80to 1.17, p=0.75

Polymer-based stent

Polymer-free stent

ARD, 0.2%; 97.5% UCL 3.5% (A=4.1%); P,,=0.01

De-escalation

Ticagrelor SAPT

Reduction in NACE with a strategy of ticagrelor monotherapy at 3 months

Ticagrelor

Hazard ratio, 0.70; 95% Cl, 0.52 to 0.92

Hazard ratio, 0.66; 95% Cl, 0.48 to 0.92, P=0.01

Noninferiority on MACE of a polymer-based zotarolimus-eluting stent

Conventional DAPT

Ticagrelor-based DAPT

Clopidogrel

No difference between Ticagrelor and Clopidogrel at 30 days

en Cardiologie Interventionnelle et Structurelle "
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TWILIGHT TICO
3 Mo DAPT ASA + Tica Followed by Tica 90 BID monotherapy
Significant reduction of bleeding

No difference for MACE

Double-blind, vs Placebo Open-label
Randomization at M3 Randomization at MO
2/3 ACS, 1/3 CCS 100% ACS
STEMI excluded 1/3 STEMI
Any type of modern DES 100% Orsiro stent
High-risk patients (clinical/angio) All comers ACS with PCI
Most of HBR included Most of HBR excluded

Suggesting benefit of TICA monotherapy post ACS after initial DAPT

Philippe Commeau
" Best of 2020
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TWILIGHT: Primary Endpoint

107 BARC 2, 3 or 5 Bleeding

8 Monotherapy vs. DAPT
X HR 0.56 (95% Cl 0.45-0.68) p<0.001 Ticagrelor DAPT 7.1%
8
=
3 6-
o
£
2
£ Ticagrelor Monotherapy 4.0%
R
£
=5
o

2

ARD = -3.08% (-4.15% to -2.01%)
NNT = 333
0 T I T 1
0 3 6 9 12
Number at risk Months Since Randomization
Ticagrelor DAPT 3564 3454 3357 3277 3213
Ticagrelor Monotherapy 3555 3474 3424 3366 3321 e

1. Mehran R et al. N Fngl | Med. 2019; 381:2032-2042
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TICO: Primary Endpoint Net Adverse Clinical Events

12-month Clinical Outcome

7 -
Ticagrelor-based
6 12-month DAPT 5.9%
X
‘E; 5 4 HR=0.66(95% Cl =0.48 —0.92)
e p=0.01
s 4 | 3.9%
(=]
£
]
2 3 4
©
= Ticagrelor monotherapy
E 2 after 3-month DAPT
S
1 -
S e e N R R B B R R R E—
0 30 60 90 120 150 180 210 240 270 300 330 360
Days After PCI
DAPT 1529 1481 1455 1430 1407
Monotherapy 1527 1471 1452 1437 1424

Cumulative incidence (%)

3-month Pre-specified Landmark Analysis

HR = 0.41 (95% Cl = 0.25— 0.68)
p = 0.001

3.5%

Ticagrelor-based
12-month DAPT

1.4%

Ticagrelor monotherapy
after 3-month DAPT

I
0

30 60 90 120 150 180 210 240 270 300 330 360
Days After PCI

en Cardiologie Interventionnelle et Structurelle "



College

National des
Cardiologues des
Hopitaux

Stratégie de « de-escalation » dansle S

* Réduire I'inhibition antiplaguettaire sans en perdre |'efficacité

Ticagrelor monotherapy (TWILIGHT, TICO)

Decrease P2Y12 inhibition
Switch P2Y12 blockers (TOPIC, TROPICAL ACS, POPULAR GENETIC)
Reduce P2Y12 blocker dose (Prasugrel 5 mg in HOST-REDUCE-POLYTECH-ACS)

Philippe Commeau
" Best of 2020
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Stratégie de reduction de la duréee Cardiaogues des
de |la DAPT dans le SCA et le stenting du CCS

e Réduire la durée de |la DAPT de 12 mois a 1-3 mois sans majoration
des complications ischémiques et thrombotiques

HR [95%Cll  p Vesem P py b
0,
P2Y | 0.63 [0.45,0.86] 0.004 886  0.074 61.8 0.033 0654
Major Bleeding Aspirin _—o— 0.61 [0.30,1.26] 0.180 114 0 0 0.409 ’
Short DAPT IR 0.63 [0.48, 0.83] <0.001 0.054 46.6 0.081
P2Y -l +O— 1.19 [0.86, 1.65] 0.302 786 0 0 0495 o785
Stent Thrombosis Aspirin — — 1.32 [0.65,2.69] 0.437 214  0.059 12.8 0.318
Short DAPT o 1.21 [0.91,1.62] 0.196 0 0 0570
* GLOBAL LEADERS
P2Y -l 0.85 [0.70,1.03] 0.091 75.7 0 0 058
° 0.649
SMART CHOICE e E

Aspirin 1.03 [0.46,2.29] 0.944 243 0.307 61.8 0.073
0.90 [0.73,1.11] 0.317 0.018 20.3 0.269

e STOP DAPT 2 i
P2Y,,-| (3 1.05 [0.89,1.23] 0.567 824 0 0 0.424

° ; 0.658
TWI I—IG HT Myocardlal Aspirin —po— 1.14 [0.81,1.62] 0.452 176 0 0 0656
Infarction
Short DAPT 1.06 [0.92,1.23] 0.403 0 0 0671
* TICO
P2Y -l D 1.08 [0.68, 1.74] 0.738 839 0.133 47.8 0.105 le
Stroke Aspirin E—s 0.87 [0.40,1.88] 0.721 16.1 0 0 0941
Short DAPT —— 1.04 [0.75,1.43] 0.825 0.029 12.8 0.330
[ I [ |
0.2 0.5 1 2 5
<—— SAPT DAPT —»

Philippe Commeau
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DAPT strategy after ACS DAPT after DES for CCS with OAC
Very High Bleeding Risk No « Very High Risk » I Very High |Slchemic Risk
T II (>80 y.0) Diabetes
ery Elderly y.0 Prior ST ? ?
_ OAC ‘ Bt ACS When to do « less »? Standard post PCI ‘ When to do « more » ? ‘
Prior or active bleedings MVD
P i
Plannzzr;ﬁgery R Pl ‘ High ischemic risk ‘
High Bleeding risk
4—‘ Side Effects b R ‘ ‘ Triple therapy 1 week ? ‘
Longer triple therapy up to 1 Mo (lla)
Shorter Triple therapy (lla) ‘ Full dose NOAC (|) |
or
Shorter DAT (6 Mo) ASA + Clopidogrel (I) | DAT with OAC + Tica / Prasu (llb) |

v

« Guidelines Strategy »
12 Mo potent DAPT
No Early De-escalation

DAT up to 12 Mo
Reduced Dose of NOAC (lla) (N)OAC + Clopidogrel
Dabigatran, Rivaroxaban

Start w/ Clopidogrel De-escalation strategy
No de-escalation

With courtesy of T.Cuisset

Philippe Commeau
" Best of 2020
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TAVI et Traitement antiplaguettaire

* Pas d’indication au traitement anticoagulant:
 SAPT ou DAPT ?
* OAC?

* Indication au traitement anticoagulant

 OAD ou AVK ?
* Intérét a I'ajout d’'un Antiplaquettaire ? Clopidogrel ou Aspirine ?

Philippe Commeau
" Best of 2020
en Cardiologie Interventionnelle et Structurelle "



POPULAR TAVI ncro2247128

[ 1010 patients undergoing TAVR }

[ No OAC (cohort A) J [ OAC (cohort B) J

Primary end-point is freedom of non-procedure related bleeding and all bleeding.
Secondary end-point is net-clinical benefit defined as freedom of the composite of
cardiovascular mortality, non-procedure related bleeding, stroke, and Ml at one year

Nijenhuis et al AHJ 2016

Philippe Commeau
" Best of 2020
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POPULAR TAVI Cohort B

RANDOMIZATION 1:1

1 PRIOR TO TAVI 1
N=326
OAC ALONE OAC + 3m CLOPIDOGREL
N=164 N=162

7 EXCLUDED 6 EXCLUDED

4 withdrew consent 1 withdrew consent

2 TAVI not initiated/completed 3 TAVI not initiated/complete

1 screen failure 2 screen failure

Modified ITT ANALYSIS Modified ITT ANALYSIS
N=157 N=156

. All bleeding (VARC-2)
. Non-procedural bleeding (BARC)

CO-PRIMARY OUTCOMES:

CO-SECONDARY OUTCOMES: 1. CV mortality, non-procedural bleeding, all-cause stroke, and Ml

1
2
1
2. CV mortality, ischemic stroke, and Ml

Philippe Commeau
" Best of 2020
en Cardiologie Interventionnelle et Structurelle "
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All Bleeding

0.5
= QAC + clopidogrel
== QAC alone
04 34.6%
]
]
® 0.3 .
2 21.7%
© g
=502
E
3
4y RR 0.63
95% Cl 0.43 to 0.90
P=0.011
0.0
0 45 920 135 180 225 270 315 360

Days since TAVI

CV Mortality, Non-Procedural Bleeding, Stroke, Ml CV Mortality, Ischemic Stroke, M|

0.5 0,
= OAC + clopidogrel 45.5% 0s
= OAC + clopidogrel
== QAC alone — OAC slone
0.4
5 31.2% £
3 202 17.3%
o 03 @
2 2
S 8
5 0.2 S 13.49%
£ RR 0.69 g 0.1 3.4%
3 95% CI0.51 to 0.92 o RR 0.77
01 -14.3% (-25.0 to -3.6) 95% C10.46 to 1.31
Non-inferiority margin +7.5% -3.9% (-11.9104.0)
0.0 Non-inferiority margin +7.5%
0.0
- - . 0 45 90 135 180 225 270 315 360
0 45 90 135 180 225 270 315 360
Days since TAVI

Days since TAVI

Philippe Commeau
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* Chez les patients avec une indication établie de traitement AC et devant
bénéficier d’'un TAVI, le traitement AC seul comparé a I'lassociation AC-
Clopidogrel:

* Réduit le taux de complications hémorragiques graves, mortelles et invalidantes
e Sans augmenter le taux d’événements thrombotiques

Conclusions POPULAR TAVI Cohort B

Philippe Commeau
" Best of 2020
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PLANNED TAVI (COHORT A)

RANDOMIZATION 1:1

PRIOR TO TAVI
l N=690 l
ASPIRIN ALONE ASPIRIN + 3m CLOPIDOGREL
N=343 N=347
12 EXCLUDED 13 EXCLUDED

5 Screen failure 6 TAVI not initiated/complete
4 Died before TAVI procedure 4 Screen failure

2 TAVI not initiated/completed 3 Withdrew consent

1 Withdrew consent

Modified ITT ANALYSIS Modified ITT ANALYSIS
N=331 N=334

FOLLOW-UP: 1 YEAR

CO-PRIMARY OUTCOMES: 1. All bleeding (VARC-2)
2. Non-procedural bleeding (BARC)

CO-SECONDARY OUTCOMES: 1. CV mortality, non-procedural bleeding, stroke, or MI
2. CV mortality, ischemic stroke, or Ml

en Cardiologie Interventionnelle et Structurelle "
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All Bleeding

0.41

0.3 Aspirin + clopidogrel

26.6%
0.21
15.1%
0.11 Aspirin RR 0.57
95% C10.42 to 0.77
0.0 P =0.001
0 45 90 135 180 225 270 315 360
Days since TAVI-procedure
CV Mortality, Non-Procedural Bleeding, Stroke, Ml CV Mortality, Ischemic Stroke, Ml
0.20-
0.51 0.15
0.44 Aspirin + clopidogrel
) . RR 0.74 Aspirin + clopidogrel g9.9%,
0.3 34 j’ 95% C1 0.57 to 0.95 0.10; RR 0.98
024 / 28.0% :-2“"7 (;":-9 Itt‘; -1.5) R N 95% C10.62 to 1.55
. on-inferiority margin +7.5% spirin 9.7% -0.2% (-4. .
0.1 ' Aspiin P = <0.001 (noninferiority) 0.05; l:;rfin(;:r?otr?t: 2amin +7.5%
o044 O P = 0.04 (superiority) P = 0.04 (noninferiority)
0 45 90 135 180 225 270 315 360 0.001 P = 0.93 (superiority)
Days since TAVI-procedure 0 45 90 135 180 225 270 315 360

Days since TAVI-procedure

Philippe Commeau
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* Chez les patients sans indication de traitement AC au long cours et devant
bénéficier d’un TAVI, le traitement par Aspirine seule comparé a |'association
Aspirine- 3mClopidogrel :

* Réduit le taux de complications hémorragiques graves, mortelles et invalidantes
e Sans augmenter le taux d’événements thrombotiques

Conclusions POPULAR TAVI Cohort A

Philippe Commeau
" Best of 2020
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'AV| et Traitement anticoagulant ?
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8 MEDECINE
. o C?mWWJ

A rare complication

4 266 Pts 0.61%

* Révélée par une majoration de la dyspnée chez 2/3
Aucune complication thrombo-embolique

* Diagnostic échographique dans 1/3 des cas devant une
ELEVATION DU GRADIENT >20 mm Hg

* Qu par CT ou analyse histo-pathologique

Circ Cardiovasc Interv. 2015 Apr;8(4).

en Cardiologie Interventionnelle et Structurelle "
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Thromboses infra-cliniques

COREVALVE || PORTICO

SAPIEN XT

PERIMOUNT

4

]

*Méta-analyse Rashid et al Eurointerv 2017
Chakravarty et al-Lancet 2017

Philippe Commeau
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Group

Rencontrées avec les
bioprothéses percutanées mais
aussi chirurgicales (3,6%*)

Risque accru d’AIT* (OR = 3,8)
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ATLANTIS (Anti-Thrombotic Strategy to Lower All cardiovascular and Neurologic Natlonal des
o - = - — Caﬁrdmlogues des
Ischemic and Hemorrhagic Events after Trans-Aortic Valve Implantation for Aortic Stenosis) > Hopitaux

1509 patients after successful TAVI procedure J

! v
[ Stratum 1 J { Stratum 2 }
Indication for OAT No indication for OAT
S e S i o
v

Primary end-point is a composite of death, MI, stroke, systemic emboli,
intracardiac or bioprosthesis thrombus, episode of deep vein thrombosis or
pulmonary embolism,major bleedings over one year follow-up.

*2.5mg bid if creatinine clearance 15-29mL/min or if two of the following criteria: agez80 years, weights60kg or
creatininez1,5mg/dL (133uMol).

Philippe Commeau
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SCA chez le patient non COVID Cardaogues ces

Ou sont passés les SCA....?

1. Diminution drastique des admissions pour SCA, dont une partie a été vue tres
tardivement

” Feb20 ~— Study period (Feb 20 - Mar 31, 2020)
~— Intra-year control period (Jan 1 - Feb 19, 2020) Total number of
304 — Inter-year control period (Feb 20 - Mar 31, 2019) STEMI per month

204
SEVET B 2019
101 STEMI<24h >24h L)

0 20 40 60 80 100
Days (from Jan 1)

@ France-PCI Centers

Daily ACS-related
hospitalizations

High volume of critical
CQOVID-19 cases area

Low volume of critical
COVID-19 cases area

239

Italie du Nord

.. mean
=224

Hospitalization for Actite MI or Covid 13
{rate per 10,000 person-weeks)

20
Acute
2000
z A
YN o P ﬁ‘\g"no"q & .\"‘ Jan Feb wdMar s Afpdﬁezws»Mﬁf)ﬁnBNa/:i‘Um Jul A g S P et Nov Dec
AR g'ys‘\f‘i
&
Californie du Nord B
aliforniedu Nord | s e e s France PCI

UE W1 1S 127 126 105 129 106 1M 1 B
© o 0o 0o 0o o 0 0 0o &

7B 6 6
® s 156 195 207

Kayse r Figure 1. Incidence of Hospitalization for Acute MI before and during the Covid-19 Pandemic in 2020 and during the
Same Period in 2019, Relative i id 19,
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GACl MODIF Registry

_ Hopitaux
S
S = March 17 May 11 -~
2 - o 1
N L. 2 2
& 5
R — 8=
= & . -
- .S
= s
e - TR 2
5 o 2
a4 S = 2
—
i o
MODIF registry centers - £ RPERRTRNIER =
- ° Rate of STEMI in 2020 - 8 _g
—— Hospitalization for Covid-19 o =
ST ey - o Z
| | | [ I | I | I | | | |
X X X X
6\\@ \b‘\@) ’L\\@ 'ﬁb\@ S . a® " @® . 5° i Q’L\Q"s QQ\QSS \5\0"6 ﬁb\gsk 30\63
7 @ L & 1 2 £ 2 % 2 ‘ 5
N=6306 UM M A PG Y S SNSRI
Comparison between
re-lockdown -
2019 and 2020 Lockdown Post-lockdown
N=1147 N=3711 N=1448
STEMI admissions * +7,5% ; -13.9%* f +6.6%
Time between onset of symptoms * -17 mn * +25 mn* f +16 mn
and primary PCI
Death from all causes ‘ -0.88% ? +1.16% ; -0.43%
Primary composite outcome (death f +0.13% f +1.97%* ‘ +0.32%
Philippe Commeau + mechanical complications) *p<0.05
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Conséquences

1. Patients plus graves car hors délais

2. Complications mécaniques (CIV, rupture pariétale, rupture de
cordage, choc cardiogénique avec besoin d’assistance..)

3. Augmentation des arréts cardiaques non hospitaliers

o
H " |
L1 |, 2
|3 '
i o 8
ls 3
111 | | | l | H—H—H i
= Rl ¢
..............
g [ &
| b § b §
loye ] "
2 if
ké‘g his §3
2 2
0 0% | 28 wof foQE
! 2 Y MMWW ¥
3 ol i lo 8
e Febru Dars sine Februay 20
'E Mantua
¥ |zal o
i3 [, 3%
34 | §F wf hs 34
54|38 w Lo %
08% | 3 o H o 84
H 3= 004 S 1
M ol s ©
ince Oas sine February 20
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Q‘QP*NCE A

4’(}; Registre France PCI 2020
Activité Coronarographies et Angioplasties coronaires par semaine

Analyses tssues de 13 cemtres ouverrs depuis janvier 2020 - Région Centre, n=t; Région Normandie, n= 6: Région AURA, n=2; Region Pays de Lowre, n=1

MNbre procedures®
9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 35 26 27 28 XM 30 31 32 33 34 35 36 37 3B 39 40 41 42 43 44 A5 46 47 48 49 50 51

MNon urgent®* 655
Urgent =** 262| 267| 225) 264| 243|241 | 266 248|219
Total 928|922| 843) B42| 915|878 | 877| 837|831
— N confinement couvre-feu

“hors ACR et hors choccordiogénique

**Non Urgent =Angor stable,ischémie silencieuse,angioplostie programmée, Asymptomatigue test positif, bilans,coro d'evolution, Insuffisance cardiogue, Trouble du rythme (hors 5T+)
***Urgent = IDM Semi-récent, Angor instable {sons modif ECG ni tropo+),5CA

Activité Coronarographies et Angioplasties coronaires sur 2020

800
700

&00

200

100

2 3 4 5 & 7 & 9 10 11 1 13 14 15 16 17 1& 19 M 21 2 23 24 25 26 27 & 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43 44 45 46 47 43 49 50 51 52

2020

Non urgent

Urgent
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* Arrét quasi-complet de |'activité lors du 1¢" confinement avec néanmoins un
gradient Est-Ouest

Et le TAVI dans la péeriode COVID?

* Faible baisse de I'activité lors du 2¢™¢ confinement

* Baisse plus marquée dans les CHU

* Choix RVA vs TAVI dans les cas limites en faveur du TAVI pendant la crise

e Extension des indications au bas risque entérinée en 2020 et effective en 2021
e Evolution vers une simplification accrue : TAVI sous AL avec NA en salle de coro
* Présence du Cl obligatoire pour toutes les procédures de TAVI

Philippe Commeau
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Et le TAVI dans la péeriode COVID?
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* 1¢"¢ vague :

* Liste d’attente en expansion dans les zones touchées avec déces sur liste
d’attente rapportés de « bouche a oreille »...

* Proposition pendant la pandémie a qgs ARS d’appliquer un article 51
dérogatoire pour le déploiement du TAVI dans certains centres a haut
volume éloignés de leur centre de référence

* Proposition du CNPCV en vue du décret HAS de mettre sur pied une
étude pilote dans les centres sans CEC sous le controle et en
association avec les Heart teams locales

* Statu quo pour 4 ans...

Philippe Commeau
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