Cierre de Orejuela Auricular Izquierda 2025:
Cambiara la nueva evidencia nuestra practica?

Dr. Anibal Damonte (damontea@icronline.com) Q ICR y
InsTiTUTO by

Jefe del Servicio de Hemodinamia y Cardiologia Intervencionista, Instituto Cardiovascular de Rosario s
Ex Presidente del CACI; Ex Presidente de la Sociedad Latino Americana de Cardiologia Intervencionista (SOLACI) N i



Declaracion de potenciales conflictos de interés:

Proctor y consultor Abbott (Cierre de orejuela izquierda)
Proctor y consultor Medtronic (TAVI)



Agenda

Introduccidn

Cierre de OAIl vs DOACs

Comparacion entre dispositivos

Rol de la TAC multicorte en la planificacion
Indicaciones actuales

Rol de los simuladores



Introduccion

Left atrial appendage occlusion
Significant milestones

008 2014 2015
CE mark AMPLATZER' CE mark FDA approval of first LAA
AMPLATZER™ transcatheter device
Amulet™ LAA device (Watchman™ device)®

Amulet device

DA Approved 14/08/2021
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Stroke prevention in patients from Latin American countries
with non-valvular atrial fibrillation: Insights from the
GARFIELD-AF registry

Carlos Jerjes-Sanchez! | Ramon Corbalan? | Antonio C. P. Barretto® | Hector L. Luciardi® |
Jagan Allu® | Laura lllingworth® | Karen S. Pieper®® | Gloria Kayani® | for the GARFIELD-AF

Investigators’
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Problemas de la ACO crdnica

Eficacia incompleta

Sangrado intracerebral

Otros sangrados mayores que amenazan la vida
Interacciones medicamentosas y alimentarias
Dosis inadecuadas

Pobre adherencia y persistencia en la terapia

Agentes de reversidon costosos y poco disponibles



Resultados de los Estudios Clinicos:

Cierre de OAIl vs DOACs



Percutaneous left atrial appendage
closure versus novel anticoagulation
agents in high-risk atrial fibrillation
patients (PRAGUE-17 study)

Pavel Osmancik, Dalibor Herman, Petr Neuzil, Pavel Hala, Milos Taborsky, Petr Kala, Martin
Poloczek, Josef Stasek, Ludek Haman, Marian Branny, Jan Chovancik, Pavel Cervinka, Jiri
Holy, Tomas Kovarnik, David Zemanek, Stepan Havranek, Vlastimil Vancura, Richard Rokyta,
Petr Peichl, Petr Tousek, Veronika Lekesova, Jiri Jarkovsky, Martina Novackova, Klara
Benesova, Petr Widimsky & Vivek Y. Reddy

860 patients screened

Not willing to participate (n=445)

ENROLLED
n=415

!
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Osmancik P, et al;JACC2020;75:3122-35



PRAGUE - 17 Study

Cumulative incidence function (CIF) for primary study
endpoint in intention-to-treat populations

Gray's test: p=0.44
— LAAC Subdistribution HR: 0.84 (0.53 — 1.31), p = 0.44
— NOAC Non-inferiority: p = 0.004

0%

181 (0)

Osmancik P, et al;JACC2020;75:3122-35



PRAGUE - 17 Study

all stroke/TIA CV death

] LAAC an| ——— LAAC
NOAC
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PRAGUE-17 Trial: Long-Term (4-Year) Follow-Up

+ 402 High-risk AF pts = Randomized

-CHADS -VASc=4.7 15
-HAS-BLED=31%09

» Median Follow-up: 3.5 years (IQR 2.6-4.3), 1,354 pt-year

Stroke or TIA

Primary Endpoint
Stroke, TIA, SE, CV Death, Bleeding or Complications
50%

SHR = 0.81 (95% C1, 0.56-118)
Gray's test: P =0.27
40%+ P Value for noninferiority = 0.006
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Osmancik, P. et al. J Am Coll Cardiol. 2022;79(1):1-14.



Clinical Outcomes Associated With

Left Atrial Appendage Occlusion

Versus Direct Oral Anticoagulation in

Atrial Fibrillation

Jens Erik Nielsen-Kudsk, MD, DMSc,* Kasper Korsholm, MD, PuD,* Dorte Damgaard, MD, PuD,”
Jan Brink Valentin, MSc,” Hans-Christoph Diener, MD, PuD," Alan John Camm, MD, PuD,*

Soren Paaske Johnsen, MD, PeD"

Patient characteristics LAAO (n=1071) NOAC (n=1184)
Age, mean (SD) 75.1(8.5) 75.1(10.5)
Gender (male) n (%) 64.2 614
Congestive heart failure (%) 16.6 189
Hypertension (%) 837 86.5
Diabetes mellitus (%) EH 35.8
Stroke (%) 311 318
Vascular disease (%) 372 376
Abnormal renal function (%) 139 143
Abnormal liver function (%) 48 6.5

lBIeeding (%) 74.1 75.0 '
Drugs (%) 300 311
Alcohol (%)

EHAZD?-VAS‘ mean lEDi

47 5.1
4.2 (1.6§ 4.3:1.7 I

Clinical outcome LAAO vs. NOAC Relative HR reduction

0.57 (0.49-0.67) 43%

Ischemic stroke/major bleeding/mortality.

(95% CI)

Ischemic stroke (95% c1)
Major bleeding (95% c1)

Mortality (95% )

1.11 (0.71-1.75) -
0.62 (0.49-0.79) 38%

0.53 (0.43-0.64) 47%

Outcome Incidence

Kaplan-Meier failure estimate - primary outcome

T T T
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Analysis time (days)
NOAC 95% CI
LAAOD ————- 95% CI

FIGURE 2 DOAC Discontinuation

DOAC discontinuation

Cumulative Incidence (%)

a 200

400 600
Days since DOAC initiation
No. at risk
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4.1+ 1.4, and 41% had paroxysmal AF. In OAC group, 65% received warfarin and 35% NOAC

LAAC vs Oral Anticoagulants

A Meta_-AnaIysis of Randomized Trials

1516 patients from PROTECT-AF, PREVAIL and PRAGUE-17: (LAAC:933, OAC:583), age was 73.3 7.7 years, CHA2DS2-VASc

Summary Plot of Clinical Outcomes

All Stroke or SE 6.1% (57/933)
Ischemic Stroke or SE o:—.—- 5.6% (52/933)
Ischemic Stroke or SE >7 days -1-.—: 4.7% (44/933)
Hemorrhagic Stroke : 0.5% (5/933)
Cardiovascular Mortality 54% (50/9313)
All-Cause Mortality 14.3% (133/933)
Major Bleeding 10.5% (98/933)
Nonprocedure-Related Major Bleeding @ 6.2% (58/933)
oo1 m ek TV 1:)

Turagam MK, et ol. JACC 2020,76:2795-97

Risk Ratio 95% C1

5.8% (34/583)
3.6% (21/583)
3.6% (21/583)
2.4% (14/583)
8.2% (48/583)
17.8% (104/583)
11% (64/583)
11.1% (65/583)

Risk Ratio  95%Cl

098
148
127
0.22
065
0.78
0.89

053

0.65-148

0.89-246
0.76-2.14

0.08-058
044095
0.62-0.99
0.66-1.20
0.38-074

p Value

0.92
0.13
0.37
0.002
003
0.04
0.46

00002



COl en pacientes con ACV/ES bajo ACO

433 patients: LAAC after thromboembolic events despite OAC
(propensity score-matched comparison)

A | Ischemic stroke B | STR-OAC LAAO cohort
12 12 I Predicted [ Observed
Log-rank P<.001 OAT
1 101 10
2 RRR
E 84 54%
2 6 *
= STR-OAC LAAO o
= e
.9_ 44 e \
S o
g = = RRR
< ' 73%
0 }
0 90 180 270 360 450 540 630 720
Follow-up, d .
No. at risk A '
OAT 433 414 191 180 165 153 147 140 78 '“"::‘““ ::3'“:';‘ - “"?’
STR-OACLAAO 433 407 369 327 299 239 214 197 185 stroke stroke/TIA/ bieeding

[Maarse M et al,, JAMA Neurology 2024]




Cierre de orejuela izquierda vs DOAC’s

OPTION trial

#AHA 2024
%sigh @Sticchi_Alex Source: PCRonline.com

"Q‘.“ 600 patients at high risk for stroke undergoing

ablation for atrial fibrillation (AF) randomized to Left Atrial
Appendage Closure (LAAC) vs Oral Anticoagulation (OAC).

Primary Efficacy Endpoint: composite of death from any cause, stroke or systemic
embolism at 36 months.

Primary Safety Endpoint: non-procedural bleeding (ISTH major bleeding and clinically
relevant non-major bleeding).

__ LAAC
NCLTL Y SATanaNRL deie t\ OAC

(Boston Scientific)

Efflcacy 5.3% Efficacy 5.8%
Safety 8.5% Safety 18.1%

HR 0.91; P<0.001 for noninferiority ; HR 0.44; P<0.001 for superiority

The OPTION trial affirms that LAAC is a strong, safe alternative
to long-term OAC for post-ablation AF patients, particularly

those at high risk of bleeding, providing comparable stroke
prevention with a significantly reduced bleeding risk. Further
studies with longer follow-up are needed to confirm its benefits.




Left Atrial Appendage Closure after Ablation
for Atrial Fibrillation

O.M. Wazni, W.I. Saliba, D.G. Nair, E. Marijon, B. Schmidt, T. Hounshell,
H. Ebelt, C. Skurk, S. Oza, C. Patel, A. Kanagasundram, A. Sadhu, S. Sundaram,
J. Osorio, G. Mark, M. Gupta, D.B. Delurgio, J. Olson, J.E. Nielsen-Kudsk,
LV.A. Boersma, ).S. Healey, K.P. Phillips, F.M. Asch, K. Wolski, K. Roy,

T. Christen, B.S. Sutton, K.M. Stein, and V.Y. Reddy,
for the OPTION Trial Investigators*

A Non-Procedure-Related Major Bleeding or Clinically Relevant Monmajor Bleeding (primary safety end point)
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Anticoagulation

| Hazard ratio, 0.44 (95% CI, 0.33-0.59)
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100

Percentage of Patients
=
il

10

T 1
4 L

Hazard ratio, 0.91 (955 Cl, 0.59-1.39; one-sided 9755 upper confidence limit, 1.8)

20+ P<0.031 for noninferiority
10+
—
o - f T T
[ 3 12 24 36
Manths since Randomization
Mo, at Risk
Anticoagulation v s 754 i 701
Deviee 203 782 irz 757 ¥z

NEJM; Nov 2024



Estudios clinicos en curso: Cierre de OAIl vs DOAC’s

!
Percutaneous LAAC s
| L
1 '
Published Randomized Ongoing Randomized Published Randomized Ongoing Randomized
Studies Studies Studies Studies
(BMC vs LAAC)
PROTECT-AF: n=707 (2:1)  LAAOS-4: n=5000 (1:1) | LAACS: n=187 (1:1) ‘ LAACS-2: n=1500
(1:1)
PREVAIL: n=307 (2:1) CLOSURE-AF: n ~1000 (1:1) | ATLAS: n=562 (2:1) |
PRAGUE-7: n=402 (2:1) | LAAOS Ill: n=4770 (1:1) |

STROKECLOSE: n=750 (2:1)
OPTION: n=1600 (1:1)
CLEARANCE: n=500 (1:1)

LAA- KIDNEY: n=500 (1:1)

CATALYST: n=2650 (1:1)
CHAMPION-AF; n=3000 (1:1

COMPARE-LAAQ: n=650 (1:1)




Resultados de los Estudios Clinicos:

Comparacion entre dispositivos

// \ A




Dhanunjaya Lakkireddy, MD - David Thaler, MD, PhD - Christopher Ellis, MD - Vijendra Swarup, MD
Lars Sondergaard, MD - John Carroll, MD - Michael R. Gold, MD, PhD - James Hermiller, MD
Hans-Christoph Diener, MD, PhD - Boris Schmidt, MD - Lee MacDonald, MD - Moussa Mansour, MD

Brijeshwar Maini, MD - Stephan Windecker, MD

on behalf of the Amulet IDE investigators

AMULET IDE TRIAL: PATIENT FLOW

1878 Randomized
1598 at 78 US centers
and 280 at 30 centers outside the US
between August 2016 to March 2019

17 excluded
10 withdrew consent
1 died before procedure
1 lost to follow-up
1 no implant attempt but
continued to be followed
4 other reasons

917 Implant Attempt

934 Amulet 944 Watchman

916 Implant Attempt

45 Day FU: 98.7%
12-month FU: 96.0%
18-month FU: 93.8%

28 excluded
18 withdrew consent

1 died before procedure
2 lost to follow-up

3 no implant attempt but
continued to be followed

4 other reasons

45 Day FU: 98.5%
12-month FU: 93.4%
18-month FU: 80.3%

ESC CONGRESS 2021

THE DIGITAL EXPERIENCE 9

[TT= Intention-to-Treat; OAC = oral anticoagulation

Circulation. 2021;144:1543-1552.
®



PRIMARY SAFETY ENDPOINT

COMPOSITE OF PROCEDURE-RELATED COMPLICATIONS, ALL-CAUSE DEATH, OR MAJOR BLEEDING AT 12 MONTHS

50% Non-inferiority

Amulet LAA occluder was non-inferior to margin: 5.8%
= o Watchman device for the primary safety Diffkrence 0.14% ;
g 4 composite endpoint at 12 months @ | ;
g |
% 30% One-sided 97.5% UCB = 3.13%
S |
& |
£ 2 | N N O O N I
"z" 14.5% 4 o 1 2 3 a4 5 & 17
-
£ o 14.7% Difference in Primary Safety Endpoint Event Rates
« p (non-inferiority) = 0.0002
Primary Safety Endpoint | Amulet | Watchman |
0% <
0 o1 183 274 265 Composite 14.5% 14.7%
Time After Index Procedure (Days) Procedure-Related Complications 4.5% 2.5%
All-Cause Death 3.9% 5.1%
Amulet 903 813 790 778 763
Watchman 896 810 787 757 728 Major Bleeding (Type 3 or greater) 10.6% 10.0%
Non-Procedure Related 7.9% 8.0%
ESC CONGRESS 2021 ° °

THE DIGITAL EXPERIENCE



PRIMARY EFFECTIVENESS ENDPOINT

ISCHEMIC STROKE OR SYSTEMIC EMBOLISM AT 18 MONTHS

50% ) . Non-inferiority
Amulet LAA occluder was non-inferior to margin: 3.2%
z Watchman device for the primary effectiveness — !
Ly E . - n
g composite endpoint at 18 months © !
£ .—I 1
<
£ 30%- One-sided 97.5% UCB = 1.55% :
w
H |
s
z 20% | L L
'é 0 1 2 3 a
‘g . Difference in Primary Effectiveness Endpoint Event Rates
n’:E. p (non-inferiority) = <0.0001

2.8%

s
—
. - - ; = Prlmary Eﬁe'cﬂveness mm e e
0 91 183 274 365 456 548 Endpoint
Composite 2.8% 2.8% 0.0%

Time After Randomization (Days)

Amulet 934 900 882 867 854 837 204 Ischemic Stroke 2.5% 2.7% -0.2%
Watchman 944 903 881 850 818 797 743 S B e R T
ESC CONGRESS 2021 o °

THE DIGITAL EXPERIENCE



AMULET-IDE: Seguimiento a 5 anos

IDE Trial for U.S. Approval of the Amulet Occluder 5-Year Clinical Outcomes
1,878 Patients g '00%
Amulet Watchman g 80% -
Occluder ” 2.5 Device ! 60% -
T T = 40% 87"
O faredat ;j‘x‘* ot Img npt 3 i I % 203 M3
o% L ... ...

IS/SE erokoISEICV Major CVDeath  All-Cause
Bleeding Death

W Amulet = Watchman

Clinical Factors Through 5 Years




Rol de la TAC multicorte en la
planificacion de COI



Limitaciones del ETE

TEE-based sizing
0
‘ _ a5
e ) -
\‘ N ’,’
St T
A S 90°
' ‘\
4 \
! \
‘\
‘\
135°

Measured maximal LAA diameter
<< Actual maximal LAA diameter

CT-based sizing

Sy

Accurate measurement of:

Perimeter-derived
Maximal diameter

mean diameter

Chow D, De Backer O, Open Heart 2017
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COIl: Planificacion ETE - TAC

openheart A comparative study of
different imaging modalities for
successful percutaneous left atrial
appendage closure

(A) Successful LAA closure with Amulet™ device (n = 38)

Danny HF Chow, Gintautas Bieliauskas, Fadi J Sawaya, Oscar Millan-Iturbe,

Klaus F Kofoed, Lars Sendergaard, Ole De Backer

TEE: max diameter

6 &
E
E 3 E 3
£ 10 15 20 P ) 35 40 E
T o | | | | | 1 | € o
G LTI S 4 3 T
g =3 ' 2 t I
- ‘ Y #  RECOMMENDED -
2 . . sonG 3
T +% . 3 N : 6
5 UNDERSIZED * -
uf . [
E H
T C =
<
-15 -15
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(B) Successful LAA closure with Watchman™ device (n = 10)
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Correct sizing: 9/10 (90%)
Limits of Agreement: [-4.3; 0.9]: A5.2mm

OpenHeart 2017



Study Design and Population

PRE-PROCEDURAL

| 200 Patients underwent randomization

Standard planning CT-Simulation planning
(CT: 100/TEE: 29) (CT: 100/TEE: 31)

N =100

N =100

POST-PROCEDURAL
+ 3 months

Cardiac CT (+90d) that could be Cardiac CT (+90d) that could be
evaluated for primary endpoint evaluated for primary endpoint
N=91 N=390

N
No LAAC p
N

Died < 90 days B,

. o MN=6
Cardiac CT (+30d): missing
N=3

Cardiac CT (+90d): poor quality

The PREDICT-LAA trial sought to assess whether use of
artificial intelligence (Al)-enabled computational modelling
when planning for LAA closure may impact procedural
efficiency and outcomes.

Patient-Specific CT-Simulation Planning

Cardiac CT

Patient-specific
computational modelling

X =

AMULET28-distal AMULET31-distal
AMULET28-proximal AMULET31-proximal

JACC C:Interventions 2023;16:655-66



Impact of Computational Modeling on
Transcatheter Left Atrial Appendage
Closure Efficiency and Outcomes

Ole De Backer, MD, PuD,* Xavier Iriart, MD,"” Joelle Kefer, MD, PuD," Jens Erik Nielsen-Kudsk, MD, DMSc,*
Adel Aminian, MD," Liesbeth Rosseel, MD," Klaus Fuglsang Kofoed, MD, PuD,” Jacob Odenstedt, MD, PuD,*
Sergio Berti, MD," Jacqueline Saw, MD,' Lars Sendergaard, MD, DMSc,* Philippe Garot, MDY

Assessment of CT-Based Computational Modeling for Planning of Transcatheter LAA Closure

o 2 %
Cardiac CT ? *
. : AMULET28-distal AMULET31-distal
y 3 - — R

Patient-specific

computational modeling AMULET28-proximal  AMULET31-proximal
Procedural Efficiency
100 1 100 7 —
Total number of
P < 0.001*
80 1 80 1 =00y ’ closure devices used
q -15%
€ 60/ 604 58.0% —
c Total number of
£ 401 401 299% @ device repositionings
& -50%
20 1 20 A M—
()] Useofradiation &
0 4 - 0 - - - contrast medium
Standard CT+Simulation Standard CT+Simulation ‘\ -25%
Planning Planning Planning Planning ot

JACC C:Interventions 2023;16:655-66
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Cierre percutaneo de la orejuela
auricular izquierda para prevencion del
ACV cardioembodlico en pacientes con

fibrilacion auricular:

“Indicaciones”
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CLINICAL PRACTICE GUIDELINE

2023 ACC/AHA/ACCP/HRS Guideline
for the Diagnosis and Management of
Atrial Fibrillation

A Report of the American College of Cardiology/American Heart Association
Joint Committee on Clinical Practice Guidelines

Developed in Collaboration With and Endorsed by the American College of Clinical Pharmacy
and the Heart Rhythm Society

Recommendations for Percutaneous Approaches to Occlude the LAA

Referenced studies that support the recommendations are summarized in the

CoR LOE RECOMMEMDATIONS

1. In patients with AF, a moderate to high risk of stroke (CHA;DS5;-VASc score =2), and a contraindication
(Table 14) to long-term oral anticoagulation due to a nonreversible cause, percutaneous LAAD (pLAAQ) is
reasonable.’

2. In patients with AF and a moderate to high risk of stroke and a high risk of major bleeding on oral
b anticoagulation, pLAAD may be a reasonable alternative to oral anticoagulation based on patient pref-

erence, with careful consideration of procedural risk and with the understanding that the evidence for
oral anticoagulation is more extensive,’3.5.¢




EHRA/EAPCI expert consensus statement on catheter-based
left atrial appendage occlusion — an update

Suitable for DAC

(NOACs/Vit-K-
antagonists)

Patients with an indication for stroke prevention due to atrial fibrillation

Patient unwilling or
Patients with individual and specific unable to take OAC
risk constellation for stroke i

Elevated bleeding risk

Patients with

1. HAS-BLED =3

2. Elevated bleeding risk autside
HAS-BLED-Score, e.g., tumour,
thrombocytopasnia

1. Inefficient OAC: “stroke on warfarin”
2. Electrically isolated LAA post ablation

3. Meed for profonged ar repetitive L . .
wipletherapy (indication for LAA occlusion Advise NOAC
€.g., severe CAD and stenting controversial)

4. Renal failure (severe) as
contraindication to NOAC

NOAC

Individual risk-benefit analysis of OAC vs LAA occlusion

oG e e

(may require antiplatelet

Contraindication to oral
anticoagulation

Y
LAA occlusion*
therapy)

*Mote: In case of strict contraindication to antiplatelet therapy, patient may not be eligible for LAA occluder implantation but for epicardial LAA occlusion
or thoracoscopic LAA clipping.

Eurointervention 2020
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Indications for Left Atrial Appendage Occlusion
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Figure 2. Percentage of patients with each site-reported procedural indication in the National Cardiovascular Data Registry Left
Atrial Appendage Occlusion Registry, by year between 2016 and 2018 (categories are not mutually exclusive, and patients may
contribute to multiple categories).
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Surpass Watchman FLX - Seguridad

US NCDR LAAO registry (n=97.185)
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Flgure 1. Clinical outcomes at 45 days.
Outcomes at 45 days (time-to-event rates) in patients implanted with WATCHMAN FLX

Kapadia SR et al., Circ. Cardiovasc Interv 2024;17(9):e013750
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Rol de simuladores en el inicio de un
programa de COlI






Entrenamiento en puncion trans-septal

Posicionamiento y liberacién del dispositivo

|




Simulacion de posicionamiento y tamano del dispositivo




Conclusiones 1@ $SAC

e El cierre percutaneo de la orejuela auricular izquierda, se ha consolidado como una alternativa
valida para la prevencion de la cardioembolia relacionada a la FA.

e Diferentes registros contemporaneos de manejo de ACO muestran la necesidad de una alternativa
no farmacoldgica para la prevencion del stroke y la embolia sistémica en estos pacientes.

e Existe evidencia creciente y consistente de estudios randomizados con seguimiento a largo plazoy
registros multicéntricos que apoyan fuertemente el cierre de la orejuela auricular izquierda como
alternativa a la ACO, aun ante la disponibilidad de DOAC”s

e Las técnicas de imagenes con capacidad de reconstruccion multiplanar constituyen una
herramienta fundamental para la planificaciéon del procedimiento y optimizacién de resultados.

e El entrenamiento en simuladores, desempefia un rol fundamental en el proceso de adquisicion de
habilidades en todos los campos del intervencionismo estructural






ELAACC — Clasificacion

ELAAC classification.
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Cierre de orejuela izquierda: Expansion de indicaciones

> OAC Intolerant > > OAC Tolerant > > OAC Tolerant >
(Long Term) (Short/Long Term) (Long Term)

BLEEDING RISK

STROKE RISK



POST-LAAC ANTITHROMBOTIC REGIMEN

[ v

SAPT/low dose DOAC DAPT/OAC OAC+SAPT
Bleeding risk Very high/prohibitive High Low
Indication to Thromboembolic events under OAC,
LAAC Contraindication to OAC reduced OAC compliance/tolerance
Previous Intracranial bleeding Huatory of major/minor bleeding Very high stroke risk (CHA2DS2Vesc>39,>24)
Patient Diffuse intracranial amyloid angiopathy HASBLED Score » 3 Vascular disease

High risk of falls, high risk occupation * Hypercosgulable state

characteristics  + Bowel angiodysplasia
. Severe renal imsufficlency/hemodialysis + LAA thrombus on adequate OAC therapy

Blood coll dyscrasia

m.ﬂd * Procedural complications (major * C nt inter requiring : m‘m >SM £, deop A
procedural bleeding, pericardial effusion, CVE, DAPT (PC1, Stent implantation, PFO : reduosd &5, ok

implantation, LAA smoke/throembus
characteristics vascular access complications, ete.) Occlusion, etc.) « Concomitant Af-catheter ablation




Terapia antitrombotica post COl — ADALA Trial

Primary composite endpoint

100 254 HR:0.19 (95% CI: 0.04-0.88)
o0 log-rank, p =0.018

Cumviative percentage (%)

60

D
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0 L)) 40
No. at Risk Days since Randomization
w— DAPT 44 45 4)
w— L d-DOAC 44 44 43
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Freixa et al. JAMA Cardiology. 2024



worldwide

1.5-2% of

orld

AF prevalence
increases with age,
UP TO 18% OF
THE POPULATION
over the age of 85
experience AF.”
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