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2024 LAAC INDICATIONS: NEWS

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 LAAC

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

RECOMMENDATIONS

1. In patients with AF, a moderate to high risk of str (CHA,DS,-VASc score 22), an ontraindication

(Table 14) to long-term oral anticoagulation due to a nonreversible cause, percutaneous LAAO (pLAAO) is
reasonable.”*

2. In patients with AF and a moderate to high risk of stroke and a high risk of major bleeding on oral
anticoagulation, pLAAO 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.'>>-®

2023 ACC/AHA Guidelines for AF. Joglar JA et al. JACC 2024



@ E S C European Heart Journal (2024) 45, 3314-3414 ESC GUIDELINES

European Society https:/doi.org/10.1093/eurheartj/ehae176
of Cardiology

2024 ESC Guidelines for the management

of atrial fibrillation developed in collaboration
with the European Association

for Cardio-Thoracic Surgery (EACTYS)

Developed by the task force for the management of atrial fibrillation of the
European Society of Cardiology (ESC), with the special contribution of the
European Heart Rhythm Association (EHRA) of the ESC.

Endorsed by the European Stroke Organisation (ESO)

2024 ESC Atrial Fibrillation Guidelines



2024 LAAC INDICATIONS: NEWS

@ ESC European Heart Journal (2024) 45, 3314-3414 ESC GUIDELINES

European Society https://doi.org/10.1093/curhcartj/chac176
of Cardiology

2024 ESC Guidelines for the management

of atrial fibrillation developed in collaboration
with the European Association

for Cardio-Thoracic Surgery (EACTS)

Developed by the task force for the management of atrial fibrillation of the
European Society of Cardiology (ESC), with the special contribution of the
European Heart Rhythm Association (EHRA) of the ESC.

Endorsed by the European Stroke Organisation (ESO)
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Real World: international data
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The NCDR Left Atrial Appendage
Occlusion Registry

Jamnes V. Freeman, MD, MPH, M5, Paul varosy, M, Matthew J, Price, MD,” David Slotwiner, w0,

TA,MOO15, 200

| m

Fred M. Kusumoto, MD,” Chidambaram Rammaohan, MDLF Clifford 1. Kawinsky, MD, PeD." Zoltan G. Turi, MDD,

Toseph Akar, MDD, PxD,*" Cristina Koutras, RN, Jeptha F, Curtis, MD,*" Fredetick A. Masoudi, MD, MSPH

Cumulative Number of Procedures

38.618 procedure in 3 anni
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GISE 2023

Chiusura Auricola Sinistra (LAAC)
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PROTECT AF 4 years follow up: Ischemic Stroke, Mortality
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JAMA. 2014:312(19):19B8-1998. doi:10.1001/jama 2014.15192




PROTECT-AF / PREVAIL Meta-Analysis

Efficacy —— 0.79 0.22

‘ All stroke or SE —— 1.02 0.94

Ischemic stroke or SE —e—— 195 0.05
Hemorrhagic stroke = O ! ; 0.22 0.004
Ischemic stroke or SE >7 days = : O = 1.56 0.21
‘ CV/unexplained death —@— i 0.48 0.006
All-cause death '—.—é' 0.73 0.07
Major bleed, all + 1.00 0.98
Major bleeding, non procedure-related —@— E 0.51 0.002

Holmes D. R. et al. JACC 2015 LAAC OAT
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LAAO vs DOACs

Amulet Observational Study Incident AF cases in Denmark
(2015-2016) (2013-2015)
n=1088 n=26725
v
Technically successful LAAO
n=1078
4 Prior ischemic stroke and
Prior ischemic stroke initiating DOAC treatment
n=299 n=3518

'

Propensity-score matching 1:2
Greedy 5:1 with replacement
CHA,DS,-VASc and HAS-BLED score

v v

LAAO cohort DOAC cohort
n=286 n=301

Primary composite outcome of ischemic stroke, major bleeding, or
all-cause death at 2-years follow-up

Korsholm K et al. Int J Cardiol 2022; 363: 56 - 63



Primary Outcome: Stroke, Major Bleeding, Mortality
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Secondary Outcome Analysis

Cumulative Incidence (%)

Ischemic Stroke
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@ E S C Europace (2024) 26, euae035 POSITION PAPER

European Society https:/doi.org/10.1093/europace/euae035
of Cardiology

Practical guide on left atrial appendage
closure for the non-implanting physician:
an international consensus paper

Tatjana Potpara ® "%, Marek Grygier ® 3, Karl Georg Hiusler ® 4,
7,8

Jens Erik Nielsen-Kudsk o Sergio Berti ¢ Simonetta Genovesi ;
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Clinical population where LAAC may be considered
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Recurrent Interventional
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irremediable P

major bleeding
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non-adherence /o

to anticoagulants Q
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Ischaemic stroke intervention
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anti-coagulation Intracranial /intracerebral therapy

bleeding

Potpara T et al. Europace 2024



International Journal of Cardiology 328 (2021) 75-80

Contents lists available at ScienceDirect .
CARDIOLOGY
International Journal of Cardiology
journal homepage: www.elsevier.com/locate/ijcard
Left atrial appendage occlusion in atrial fibrillation patients with previous R)
intracranial bleeding: A national multicenter study ST

Gavino Casu *°, Giuseppe D'Angelo €, Fabrizio Ugo ¢, Federico Ronco ¢, Federico Simonetto ¢, Marco Barbierato ©,
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Matteo Montorfano ", Pierluigi Merella **

* Department of Cardiology, San Francesco Hospital, ATS Sardegna, Nuoro, Italy

b Ph.D Course, University of Sassari, Sassari, Italy

¢ Department of Cardiac Electrophysiology and Arrhythmology, IRCCS San Raffaele Hospital and Vita-Salute University, Milan, Italy
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Casu G etal. Int Journal Cardiol 2021



Expected vs Observed thromboembolic and bleeding rate

8,00%
_ TE Events Reduction Major Bleedings Reduction
5,00%
4,00%
-86%
3,00%
5,45%

2,00%
1,00%

* Excluding procedural and DAPT related tromboembolic

events/major bleedings
0,00%

Expected Observed Observed* Expected Observed Observed*

Casu G etal. Int Journal Cardiol 2021
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N\
E&Q) The LAAC-PCI Registry.

Left Atrial Appendage Closure in long-DAPT PCI patients study

Obiettivi dello studio

Valutare gli outcomes clinici dei pazienti sottoposto a procedura di chiusura
percutanea dell’auricola sinistra e candidati a long-DAPT per intervento di
rivascolarizzazione miocardica percutanea con angioplastica ed impianto di stent
coronarico.

Criteri di inclusione

Pazienti con recente angioplastica/stent e che necessitano di doppia terapia
antiaggregante a lungo termine.

Pazienti che necessitano di terapia con anticoagulante orale a lungo termine
sottoposti a LAAC nello stesso ricovero.
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Bleeding reduction compared to expected rates according to AUGUSTUS trial

Effectiveness in bleeding reduction

16%

6%

Augustus Observed
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OPTION Trial Overview

Prospective, randomized, multi-center, global investigation to determine if left atrial appendage closure with the WATCHMAN FLX
Device is a reasonable alternative to oral anticoagulation in patients after AF ablation.

1,600 Patients

Randomized1:1

AF Ablation* +
WATCHMAN FLX + Short

AF Ablation + OAC
Term OAC + ASA

*Ablation concomitant or 3-6 months prior

Patients did not need to have an appropriate rationale to seek a non-
pharmacologic alternative to OAC to participate in this study.

@ Stroke, all-cause mortality and systemic embolism
(NON-INFERIORITY)

@ Non-procedural bleeding (ISTH major bleeding and

clinically relevant non-major bleeding)
(SUPERIORITY)

@ ISTH major bleeding (including procedural bleeding)
(NON-INFERIORITY)

25



OPTION Trial: Primary Endpoint

Primary Efficacy Endpoint: Non-inferiority Met Primary Safety Endpoint: Superiority Met
Primary Efficacy: Stroke, Mortality, Systemic Embolism Primary Safety: Non-procedural Bleeding
- 10 Pnaninferiurity'ﬁo.ouo‘l o 20 Psuperinritv':u-oo 01
° HR 0.91[95% Cl 0.59, 1.39] o HR 0.44 [95% CI 0.33, 0.59] 18.1%
& e
g 5.8% 3
56%
J )
£ 5 5.3% £ 10 ﬂ 0
@ W T
= 2 8.5%
E S g5 1
£ ) E
3 3
U L)
0 0
0 90 365 730 1095 0 90 365 730 1095
No. at Risk Days Since Randomization No. at Risk Days Since Randomization
Ablation + 803 172 157 122 Ablation + 803 749 728 681
WATCHMAN FLX WATCHMAN FLX
Ablation+ QAC 797 754 740 701 Ablation+QAC 797 701 657 598

first randomized, head-to-head study comparing WATCHMAN to OAC (95% DOACs) after cardiac ablation.

The primary endpoints showed the WATCHMAN FLX™ device was equally effective to OAC at 36 months, with a superior safety profile, which allowed patients to eliminate continuous
medication use, and significantly reduce bleeding risk while maintaining stroke protection.
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Documento di
consenso aziendale

A

i 5 ASL\VC
AdA O AAR  ionda Sanitaria Locale
Add (S ARD g vercell

fadal YT

INDICAZIONI ALLA CHIUSURA
DELL" AURICOLA SINISTRA

Pz con FA ed indicazione ad Pz con FA IN TAO/NAO che
avvio TAO/NAO presentino

CONTROINDICAZIONE I SANGUINAMENTI IN TAO/NAO I
ALLA TERAPIA
ANTICOAGULANTE ORALE
I STROKE/TIA IN TAO/NAO I
SCARSA COMPLIANCE

INDICAZIONE ALLA CHIUSURA DELL’AURICOLA SINISTRA

CONTATTARE DISCUSSIONE CHIUSURA
AMBULATORIO CARDIOPATIA MULTIDISCIPLINARE AURICOLA SINISTRA
STRUTTURALE 0161593358

CONTROINDICAZIONI A TAO/NAO PAZIENTE FRAGILE

-DIATESI EMORRAGICA -GRANDE ANZIANO

-EMORRAGIA CEREBRALE PREGRESSA

-PATOLOGIE GASTROINTESTINALI (ULCERA "PEMENZA

PEPTICA ATTIVA, ANGIDISPLASIE , -ALCOLISMO

EPATOPATIA)

-RECENTE SANGUINAMENTO “DISTURBI PSICHIATRICI
GASTRONTESTINALE/GENITO-URINARIO -TENDENZA A FREQUENTI CADUTE A
-DIALISI TERRA

Documento di consenso ANMCO/AIA/SICI-GISE/SICCH G ITAL CARDIOL 2016;17(7-8)-597-613
EHRA/EAPCI expert consensus stetement on catheter based left atrial appendage occlusion Europace 2014;16:1397-416
2012 Focus update of the ESC Guidelines for the menngment of atrial fibrillation Eur Heart J 2012;33:2719-47




Pazienti con
CHADVASC2 22
HASBLEED =2 3

che devono iniziare TAO/NAO

<

CONTROINDICAZIONE
ALLA TERAPIA

ANTICOAGULANTE
S
NON VOGLIONO =
ASSUMERE LA <
TERAPIA E
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ar
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Pazienti con Pazienti con CHADVASC2 >2
CHADVASC2 22 HASBLEED =2 3
HASBLEED =2 3 che hanno avuto una failure con

che devono iniziare TAO/NAO TAO/NAO
CONTROINDICAZIONE SANGUINAMENTI
ALLA TERAPIA RICORRENTI
ANTICOAGULANTE (CEREBRALI O G.E)
<
NON VOGLIONO 2 STROKE/TIA IN TERAPIA
ASSUMERE LA G CON TAO/NAO
TERAPIA E
ANTICOAGULANTE II.I_J
- SCARSA COMPLIANCE
“TROPPO MALATI” E

CHIUSURA AURICOLA
SINISTRA
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