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Embolisation of thrombotic material from the LAA has been 
witnessed and is the likely underlying mechanism for many (but 
not all) strokes. Stasis, changes in the atrial geometry, and 
specific LAA morphologies, including the inner surface on a 
macroscopic and microscopic level, and an unfavourable 
haemostatic milieu potentially caused by inflammation, growth 
factors, diminution of nitric oxide, or activation of the renin-
angiotensin-aldosterone system are all likely to contribute to 
thrombus formation and thereby stroke risk

Glikson M, et al. ESC Scientific Document Group. EHRA/EAPCI expert consensus statement on catheter-based left atrial 
appendage occlusion - an update. Europace. 2020 Feb 1;22(2):184. 

LAA Occlusion: Why? Unfavorable Anatomy



Clinical Evidence

Among patients with atrial fibrillation at high risk for stroke and 
bleeding, left atrial appendage closure was not noninferior to 
physician-directed best medical care with regard to a composite end 
point of stroke, systemic embolism, major bleeding, or cardiovascular 
or unexplained death. 



Clinical Evidence

➢ International randomized trial involving 1600 patients with AF and 
elevated CHA2 DS2-VASc score (≥2 in men and ≥3 in women) and who 
underwent catheter ablation.

Among patients who underwent catheter-based atrial fibrillation ablation, left 
atrial appendage closure was associated with a lower risk of non–procedure-
related major or clinically relevant nonmajor bleeding than oral anticoagulation 
and was noninferior to oral anticoagulation with respect to a composite of death 
from any cause, stroke, or systemic embolism at 36 months.



Combining CA and LAAO in a “one-step” 
approach is safe and brings additional 
patients benefits in relieving symptoms. 

Observational studies and meta-analysis 
found no significant difference in MACE 
and all-cause 30-day readmission rates 
among LAAO + CA patients compared with 
matched LAAO-only or CA-only patients.

Clinical EvidenceClinical EvidenceClinical Rationale

Why Concomitant LAAC plus AF catheter ablation?



Concomitant or Sequential Subgroups Primary End-Points 

Saliba W, et al. Comparison of Left Atrial Appendage Closure and Oral Anticoagulation after Catheter Ablation for Atrial Fibrillation: 
Concomitant and Sequential Cohorts of the OPTION Randomized Controlled Trial. Late Breaking Clinical Trial, AF Symposium 2025

Same outcomes regardless the approach

Concomitant & Sequential Cohort Sub-analysis



Concomitant & Sequential Cohort Sub-analysis
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Concomitant LAAC with WATCHMAN FLX demonstrated similar long-term 
stroke protection to anticoagulation, including a 1.6% ischemic stroke rate 
at 3 years. 

Concomitant Cohort 3-Year Outcomes 
Kaplan Meier % (n)

Concomitant cohort



Concomitant & Sequential Cohort Sub-analysis

Sequential LAAC with WATCHMAN FLX demonstrated similar long-term stroke 
protection to anticoagulation, including a 

0.9% ischemic stroke rate at 3 years. 

Sequential Cohort 3-Year Outcomes 
Kaplan Meier % (n)
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Sequential cohort

Saliba W, et al. Comparison of Left Atrial Appendage Closure and Oral Anticoagulation after Catheter Ablation for Atrial Fibrillation: Concomitant and Sequential 
Cohorts of the OPTION Randomized Controlled Trial. Late Breaking Clinical Trial, AF Symposium 2025.



OPTION AF Type Sub-analysis 
Primary Endpoints by AF Type

Pattern of primary 
endpoint results seen 
for overall OPTION 
population were 

consistent by AF type

Control Device Hazard 
Ratio 
[95% CI]

P value Interactio
n P 
value

Primary Efficacy 0.98

Paroxysmal 4.0% (19) 3.5% (16) 0.69

Persistent 9.1% (25) 8.0% (25) 0.65

Primary Safety 0.45

Paroxysmal 18.8% (90) 8.1% (37) <0.0001

Persistent 16.9% (47) 8.9% (28) 0.0038

0,1 
Ablation 

+ WM FLX better

1
10 

Ablation 
+ OAC better

Similar efficacy and superior safety outcomes demonstrated by WATCHMAN FLX at 36 months in the 
primary OPTION trial results are consistent within AF type subgroups.

Tondo C, et al. Randomized Comparison of Left Atrial Appendage Closure and Oral Anticoagulation after Catheter Ablation for Atrial Fibrillation: Subanalysis of AF Type, Oral Abstract EHRA 2025.

10©2025 Boston Scientific Corporation or its affiliates. All rights reserved. All trademarks are property of their respective owners. SH-2038005-AG

Tondo C, et al. Randomized Comparison of Left Atrial Appendage Closure and Oral Anticoagulation after Catheter Ablation for Atrial Fibrillation: 
Subanalysis of AF Type, Oral Abstract EHRA 2025



OPTION AF Type Sub-analysis 
Conclusions & Key Takeaways
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03

02

Tondo C, et al. Randomized Comparison of Left Atrial Appendage Closure and Oral Anticoagulation after Catheter Ablation for Atrial Fibrillation: Subanalysis of AF Type, Oral Abstract EHRA 2025. 
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The OPTION AF type sub-analysis reaffirms the primary efficacy and safety outcomes within paroxysmal and persistent subgroups. 
Irrespective of paroxysmal or persistent AF, the WATCHMAN FLX Device demonstrated similar thromboembolic protection, with 
significantly reduced bleeding events at 36 months vs. OAC.

WATCHMAN FLX demonstrated low ischemic stroke rates in both paroxysmal and persistent AF patients (1.3% and 1.0%, respectively), 
despite fewer patients in sinus rhythm at baseline in persistent AF patients compared to OAC (52.8% vs. 66.3%; p<0.05).

AF type was not randomized, and therefore subgroup characteristics are not matched or directly comparable.



Why concomitant LAAC plus catheter ablation?

MA published in Feb 2025: Eight studies comprising 51,802 patients, of 
whom 1375 (2.6 %) underwent combined LAAO and CA.

In this meta-analysis of observational studies, combined LAAO and CA 
for AF was similar to isolated LAAO in terms of efficacy and safety. 

Current Clinical Evidence



Fassini G,…Tondo C, Heart Rhytm 2019 Fassini G,…Tondo C, Heart Rhytm 2019

Radiofrequency or CB ablation + LAAC

Both radiofrequency ablation and CB ablation have demonstrated 
feasibility in a combined approach, significantly reducing ischemic and 
bleeding risks.

                                                      Fassini G,…Tondo C, Heart Rhytm 2019



In LSPAF patients, LAA isolation may mitigate recurrence risk

OBJECTIVE 
We evaluated outcomes of extensive PFA combined 
with LAAO, compared with radiofrequency ablation 
plus  LAAO in patients with long-standing persistent 
AF. 

METHODS  
In this observational, multicenter, propensity-matched study, 90 consecutive patients with drug-refractory, long 
standing persistent AF underwent combined ablation (pulmonary veins, posterior wall, and LAA electrical isolation) plus LAAO 
(45 PFA, 45 RF). Matching was 1:1 based on age, CHA 2 DS 2 -VASc score, HAS-BLED score, and LAAO device. Follow-up 
was censored at 12 months.

PFA plus LAA occlusion 



In LSPAF patients, LAA isolation may mitigate recurrence risk

Schiavone … Tondo et al, Heart Rhythm 2026



In LSPAF patients, LAA isolation may mitigate recurrence risk

In patients with LSPAF, extensive PFA combined with LAAO resulted in shorter procedures and similar 
safety compared with RF ablation.  
Overall PDL incidence was lower with PFA, that might be preferable for extensive LA ablations.



OPTION subanalysis – Do not forget bleeding risk!

Phillips et al., Europace 2026

A significant reduction in primary safety 
bleeding events was noted in favor of 
LAAC across HAS-BLED subgroups, 
with more striking reductions noted for 
lower HAS-BLED scores of 0 and 1.



This present analysis uses the complete, 
5-year pooled analysis of PROTECT AF 
and PREVAIL randomized controlled 
trial data to explore the cost-effectiveness 
of left atrial appendage closure relative 
to warfarin and nonwarfarin oral 
anticoagulants, whereas previously 
published US economic analyses have 
used interim data from the individual 
trials. 
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Practical guide on left atrial appendage closure for the non-
implanting physician: an international consensus paper 



Clinical populations where LAAC may be considered for patients with AF at-risk of 

stroke but refractory to or contraindicated for anticoagulation and when no otherwise 

satisfactory  management is available 



Left atrial appendage closure (LAAC) appears to be cost-effective in the long term compared to oral anticoagulation 
(OAC), particularly in patients with contraindications to chronic OAC therapy.  

However, confirmation from large-scale, long-term registry data is still needed to validate these findings.  

PFA has the potential to overcome traditional challenges associated with other AF ablation techniques combined with 
LAAC, such as procedural efficiency, energy-related complications, and post-procedural leaks. 

Adoption of a combined dedicated DRG (diagnosis-related group) for LAAC and AF ablation could support more efficient 
resource allocation while potentially reducing complication rates through streamlined care. 

Policymakers worldwide should reevaluate reimbursement policies to facilitate broader access to combined procedures, 
thereby expanding LAAC indications after LAAEI.

Final Remarks




