
Restoring rhythm.
Redefining AF care.
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About FARAPULSE PFA

FARAPULSE is a non-thermal Pulsed Field Ablation (PFA) system designed for 
the treatment of Atrial Fibrillation (AF). Using ultra-rapid electrical fields rather 
than thermal energy, it enables selective myocardial ablation while minimising 
impact on surrounding tissues.

How does it work?

A new way forward

Energy

The multi-electrode catheter 
delivers pulsed electrical 
fields to create controlled 

myocardial electroporation.

Tissue selectivity

The non-thermal mechanism 
targets cardiac myocytes 
while limiting impact to 
surrounding structures.

Outcome

The FARAPULSE system 
delivers consistent outcomes 
and reliable circumferential 
pulmonary vein isolation.
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Provides access to a non-thermal ablation option supported by growing 
clinical evidence.

Demonstrates consistent procedural performance across a variety 
of clinical settings.

Supports efficient workflows that can facilitate smoother scheduling 
and care coordination.

Integrates well into modern AF treatment pathways for appropriately 
selected patients.

Clinical relevance
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•	 Real-world registry

•	 Total of 59,610 patients

•	 Major adverse event rate: <1%

•	 Stroke rate: 0.1%

•	 AF type: PAF and persistent

•	 Randomised controlled trial

•	 706 patients

•	 30 centres with 65 operators

•	 AF type: Paroxysmal

•	 Randomised controlled trial

•	 210 patients across two  
Swiss centres

•	 Randomised controlled  
IDE trial

•	 310 patients across  
58 global centres

•	 AF type: Persistent

MANIFEST-17K 
Multicenter Registry

MANIFEST-US Multicenter Registry

Multicenter study on the safety of pulsed field ablation in over 40,000 
patients (MANIFEST-US)1

OBJECTIVE
	X To evaluate the real-world use and safety profile of the FARAPULSE™ Pulsed Field Ablation System across clinical practices in the 

United States.

MANIFEST-US REGISTRY DESIGN
	X Retrospective observational study of the real-world commercial use of the FARAPULSE™Pulsed Field Ablation System (PFA) 

in the US.

	X Center level data was collected on patient demographics, procedural details and adverse events from 102 centers and more 
than 500 operators with an average time in practice of 8.1 years (range 4-32).

	X This registry included 41,968 patients. Each center treated a median of 412 patients (range 26-1961).

	X The results from MANIFEST-US reflect FARAWAVE™ PFA Catheter use from February 2024 – July 2025.

	X This was an independent investigator sponsored study, not funded by Boston Scientific.

PROCEDURE CHARACTERISTICS

Data from 41,968 patients treated with FARAWAVE from February 2024 - July 2025

	X PVI was performed in 93.0% of patients with additional lesion sets 
shown below.

	X Electroanatomical mapping was utilized in 88.0% of cases. ICE was also used in 88.2% of cases. General anesthesia with 
endotracheal intubation was administered in 97.2% patients and 72.0% of patients were discharged the same day. Adjunctive use 
of thermal ablation was only done in 2.3% of patients. 

	X Most patients were de novo AF patients, under-
going ablation for PAF (54.0%) or persAF (37.0%).

SAFETY
	X Definition: Major complications were categorized as atrio-esophageal fistula, pulmonary vein stenosis, persistent phrenic nerve injury, 

pericardial tamponade, stroke within 7 days, vascular complications requiring intervention, coronary artery spasm, acute renal failure 
requiring dialysis, myocardial infarction within 30 days, or death within 30 days.

MAJOR ADVERSE EVENTS*
	X The major adverse event rate was 0.63%, with the majority of events being vascular access complications or pericardial tamponade. 

	X There were no reports of esophageal fistula, pulmonary vein stenosis or persistent phrenic nerve injury.

	X Other major complications were rare and included stroke (0.1%), TIA (0.08%), hemolysis requiring hemodialysis (0.02%), coronary spasm 
(0.1%) and vascular access complications requiring intervention (0.18%).

	X Safety event rates were consistent with the prior MANIFEST-17K2 cohort with a slight improvement in major and minor adverse event 
rates in MANIFEST-US. Importantly, the registry included over twice the patient population and reinforced the favorable safety profile. 

3%
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FARAPULSE is indicated for ablation of PV in patients with paroxysmal or persistent AF (Including PW). Safety and effectiveness has not been established outside of PV and PW.

Recurrent Atrial 
Arrhythmia Burden

CLINICAL DATA SUMMARY

SINGLE SHOT CHAMPION

Clinical evidence at a glance

FARAPULSE is the most clinically evaluated PFA system to date, supported by 
multiple randomised trials and extensive real-world data. As of 2025, more than 
500,000 patients have been treated with the FARAPULSE PFA System.

The most clinically evaluated PFA system
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MANIFEST US and 17K1,2

ADVENT3,4

SINGLE SHOT CHAMPION5

AVANT GUARD6

No oesophageal fistula,  
PV stenosis, or persistent  
phrenic-nerve injury.

FARAPULSE PFA demonstrated 
superiority over anti-arrhythmic 
drug therapy as a first-line 
treatment, with significantly 
higher treatment success at  
12 months (56.0% vs 30.1%)  
and a good safety profile.

FARAPULSE PFA met  
non-inferiority for safety  
and effectiveness and  
showed procedural  
efficiency advantages.

At 12 months, FARAPULSE  
showed a higher arrhythmia- 
free rate (≈62.9%) compared  
to cryoballoon (≈49.3%),  
with overall low major  
adverse event rates.

STUDY OBJECTIVE
AVANT GUARD is a randomised controlled IDE trial comparing FARAPULSE™ PFA (with the FARAWAVE™ Pulsed Field Ablation (PFA) 
Catheter) to antiarrhythmic drug (AAD) therapy to assess the safety and effectiveness of first-line treatment for patients with 
persistent atrial fibrillation (persAF).

STUDY DESIGN
	X 310 first-line persAF patients were randomised 2:1, PFA: AAD  

in 58 global centres

	X Continuous rhythm monitoring was performed with the LUX-Dx™ 
Insertable Cardiac Monitoring (ICM) System in all patients

	X 207 patients underwent pulmonary vein isolation (PVI) and posterior 
wall ablation (PWA) using the FARAWAVE catheter

AVANT GUARD IDE clinical trial
Wazni, OM et al., 2026. Pulsed Field Ablation as Initial Therapy for Persistent 
Atrial Fibrillation. N Engl J Med. doi:10.1056/NEJMoa2600929

310 1st Line Persistent AF Patients

Randomised 2:1

12-Month Follow-Up

FARAPULSE
(n=207)

AADs
n=103

Continuous LUX-Dx ICM Monitoring

CONCLUSIONS
AVANT GUARD met its primary endpoints and demonstrated superior efficacy over AAD therapy, adding to the extensive  
and rigorous clinical evidence supporting FARAPULSE PFA. 

Wazni OM, Chun JKR, Nair DG, et al. (2026) Pulsed Field Ablation as Initial Therapy for Persistent Atrial Fibrillation. N Engl J Med. Published online April 25, 2026. doi:10.1056/NEJMoa2600929

Products shown for informational purposes only – not meant as a promotion or offer for sale. The FARAWAVE Pulsed Field Ablation catheter is not CE Marked as a first line treatment  
for Persistent Atrial Fibrillation.

CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings, and instructions for use can be found in the product  
labelling supplied with each device or at www.IFU-BSCI.com. Products shown for INFORMATION purposes only and may not be approved or for sale in certain countries.  
This material not intended for use in France. © 2026 Boston Scientific Corporation or its affiliates. All rights reserved. EP-2490704-AA 

Endpoint definitions. Composite Primary Effectiveness Endpoints
PFA: Acute procedural success defined as acute isolation of all PVs assessed ≥20 min after last PV lesion and acute isolation of LAPW and chronic ablation 
success through 12 months defined as freedom from the use of amiodarone between randomisation through 12 months and freedom from the following  
after the 3-month blanking period: (1)symptomatic AF, AFL, or AT recurrence ≥ 30s, (2) asymptomatic recurrence of AF, AFL, or AT ≥ 1 hour, (3) any electrical 
cardioversion or reablation for AF, AFL, or AT, and (4) any use of Class I or III AAD. 
AADs: Acute success is defined as no ablation performed during the blanking period. Chronic success is defined as freedom from the use of amiodarone 
between randomisation through 12 months and freedom from any of the following after the 3-month blanking period: (1) symptomatic AF, AFL, or AT  
recurrence ≥ 30s, (2) asymptomatic recurrence of AF,AFL, or AT ≥ 1 hour, and (3) any electrical cardioversion or ablation for AF, AFL, or AT. 
Composite Primary Safety Endpoint: A composite endpoint defined as: 1) serious adverse event related to either the use of an ablation catheter or the 
ablation procedure with onset within 7 days of the primary procedure, 2) death, cardiac tamponade/perforation, pericarditis, cardiovascular or pulmonary 
adverse event related to either the use of the ablation system or procedure out to 30 days and 3) pulmonary vein stenosis or atrio-oesophageal fistula out  
to 12 months. 

Significantly more patients had no recurrence†  
when treated with the FARAWAVE PFA Catheter

† CI (7.3%, 31.6%)    p-value <0.001††

vs51.7%
FARAWAVE catheter

32.2%
AADs

Zero recurrence at 12 months

FARAWAVE PFA Catheter demonstrated superiority* over AADs  
with significantly higher primary effectiveness. 
*One-sided log-rank p-value <0.001

vs56.0%
FARAWAVE catheter**

30.1%
AADs

Primary effectiveness at 12 months Novel effectiveness endpoint: more comprehensive  
recurrence analysis 
Consistent with prior pivotal AF trials, a component of the primary 
effectiveness endpoint measures symptomatic episodes of ≥30 seconds. 
AVANT GUARD goes further by using continuous rhythm monitoring via 
the LUX-Dx ICM to capture ≥1-hour asymptomatic episodes. This novel 
endpoint provides a more comprehensive assessment of the true clinical 
burden of AF.

RESULTS
	X EFFICACY

The major adverse event rate§ was significantly lower than the pre-defined safety performance goal.

	X SAFETY

0459

Primary Endpoints Met

* *Hazard Ratio: 0.46    95% CI, 0.33 to 0.65  

†† Exploratory endpoint comparing distribution of post-blanking AA burden in patients randomised to PFA vs AADs.

§  The major device or procedure related adverse event rate was 5.1% [8.6% one-sided 97.5% UCL] at 12-months which was significantly lower than the pre-defined safety performance goal of 12%. 
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*Based on current clinical practice and contemporary AF management guidelines.

Why it matters

•	 Shorter procedures across PFA studies

•	 Strong safety and efficacy outcomes

•	 Consistent performance across centres

What the EP centre needs from you

•	 AF history, symptom profile and comorbidities

•	 ECG/Holter or other arrhythmia detection methodologies

•	 Any imaging or additional study performed on the patient

•	 Pharmacological or more invasive treatment strategies, such as ablation or CV

Possible talking points with patient

•	 FARAPULSE PFA works with non-thermal electrical impulses 

•	 EP team will assess suitability and determine treatment plan

•	 Follow-up and rhythm monitoring remain integral parts of AF management

Patients to be considered*7,8

•	 Patients with paroxysmal AF

•	 Selected patients with persistent AF 

•	 Patients who benefit from a non-thermal ablation approach

•	 Those not responding to AF drug management

Key considerations

FARAPULSE has been evaluated across randomised trials, prospective 
studies, and large real-world registries, reflecting outcomes from controlled 
environments to broad clinical practice.

Referral guidance
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Scan the QR code  
or click here to  
visit our website

https://www.treatingatrialfibrillation.com/hcp/home.html?utm_medium=offline&utm_source=brochure&utm_campaign=rm-ep-emea-gb-farapulse-dtr-main-en-dtr-26q1&utm_content=qr-qr&_branch_match_id=1356528057169322744&_branch_referrer=H4sIAAAAAAAAA8soKSkottLXT8ovLsnPK07O1EvO188Jdi2zDM7zMotKsq8rSk1LLSrKzEuPTyrKLy9OLbJ1zijKz00FAF1GbHc6AAAA
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