
FARAPULSE Pulsed Field Ablation (PFA) is the next 
generation of cardiac ablation that safely and effectively 
treats the source of AFib symptoms.

Help your AFib  
patients get back  
to the beat they  
were born with.

PFA Platform

TM



Cardiac ablation has been 
shown to significantly reduce 
AFib progression.4,5 

In a systematic review, fewer than 
3% of patients had experienced AFib 
progression 5 years post-ablation.3

Conversely, evidence shows that the 
risk of progression rises the longer AFib 
remains uncontrolled by antiarrhythmic 
drugs (AADs).6 In studies, the efficacy of 
individual AADs in maintaining rhythm 
control has ranged from 40%–70%.7-9 

CLINICAL ADVANTAGES OF CARDIAC ABLATION

In studies comparing ablation with AADs, ablation is 
associated with:10-15 

Fewer AFib recurrences

Lower mortality rates

Fewer heart failure-related hospitalizations

Reduced need for cardioversion

Reduction in AFib symptoms (palpitations, fatigue,  
and effort intolerance)

5 YEARS 
POST-DIAGNOSIS

1 YEAR 
POST-DIAGNOSIS

19.5%  
mortality risk

48.8%  
mortality risk

AFib’s progressive nature contributes to  
health risks.

As AFib progresses, recurrent episodes increase the risk of stroke, 
clots, and heart failure.2  

AFib is associated with  
significant mortality risk.1* 

*	 Medicare beneficiary study 

†	�In a clinical trial the major adverse event rate was 0.98% (n=17,642). Due to the retrospective nature of the registry, the adverse event rate was not reported at a 
prespecified time point. Serious adverse events seen in thermal ablation include atrioesophageal fistula, pulmonary vein stenosis, or persistent phrenic nerve injury. 

‡	In a clinical trial 81.6% of people with paroxysmal AFib had no atrial fibrillation, atrial flutter, or atrial tachycardia after a single ablation procedure at 12 months. 
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AFIB PROGRESSION FROM PAROXYSMAL TO PERSISTENT3

The clinical challenge of 
atrial fibrillation (AFib).
AFib prevalence is increasing worldwide, with US cases 
expected to reach over 12 million by 2030.1

10%–20%  
of cases  
become  
persistent

50%–77% 
of cases  
become  
persistent

FARAPULSE™ Pulsed Field 
Ablation (PFA) is transforming 
AFib treatment.
FARAPULSE Pulsed Field Ablation, the world’s clinical leader in PFA, 
delivers quick pulses of electrical energy targeting cardiac tissue for 
irreversible electroporation (IRE), inducing cell death and durable 
lesions to block signals causing irregular heartbeats.

FARAPULSE PFA is the most studied  
PFA in the world,16 with the largest  
PFA safety registry.17

PROVEN16

500K+
PATIENTS TREATED  
WORLDWIDE

55+
CLINICAL TRIALS
AND 150+ PUBLICATIONS

SAFE17

<1%
REAL-WORLD MAJOR ADVERSE 
EVENT RATE (N=17,642)†

0
REPORTS OF SERIOUS  
ADVERSE EVENTS SEEN IN 
THERMAL ABLATION
including esophageal fistula or  
dysmotility, pulmonary vein stenosis,  
or persistent phrenic nerve injury

EFFECTIVE

81.6%
SHOWED NO RECURRENCE OF  
AFIB SYMPTOMS AT 1 YEAR18‡

73%
REMAINED FREE OF 
ANTIARRHYTHMIC  
MEDICATIONS AT  
1 YEAR19
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FARAPULSE™ PFA is the next 
generation of cardiac ablation. 

How FARAPULSE PFA differs from thermal ablation. 

The FARAPULSE PFA procedure is optimized 
for both patient safety and procedural ease. 

TRADITIONAL CARDIAC ABLATION
Hot or cold thermal energy may cause  
collateral damage to adjacent structures  
like the esophagus and phrenic nerve.

FARAPULSE PULSED FIELD ABLATION 
Nonthermal electrical energy that is selective 
for cardiomyocytes avoids damage to 
adjacent tissue. None of the serious adverse 
events associated with thermal ablation were  
reported with FARAPULSE PFA.17

94%
REPORTED IMPROVED 
ABILITY TO PARTICIPATE  
IN SPORTS, HOBBIES,  
AND RECREATION 

93%
WERE VERY SATISFIED  
WITH AFIB CONTROL  
AND SYMPTOM RELIEF 

85%
WERE HARDLY  
BOTHERED BY  
AFIB SYMPTOMS  
(palpitations, irregular  
beats, light-headedness)

88%
REPORTED AFIB  
NO LONGER LIMITED 
THEIR LIVES

 1	�� Standard Vascular Access

	� Using a standard percutaneous technique, a guidewire  
and vessel dilator are inserted into the femoral vein.

2	�Transseptal Crossing

	� The interatrial septum is crossed using a standard  
transseptal access system. The FARAWAVE™ Pulsed Field 
Ablation Catheter is guided through a sheath into the left 
atrium to treat the pulmonary veins and posterior wall.

3	�Lesion Delivery

	� The uniquely flexible catheter design adapts to  
variable patient anatomy, delivering durable lesions  
across the pulmonary vein antrum and ostium.

4	�Minimal Recovery

	� Most people experience little to no pain during or after the 
procedure and return home the same or next day.

At 1 year post-procedure, patients reported enhanced quality of life.16,19While cardiomyocytes are highly 
susceptible to the PFA energy field, other 
cell types are not, and remain unaffected. 

This minimizes the risk of collateral injury 
to adjacent structures including the 
esophagus and phrenic nerve.

PFA preferentially electroporates cardiomyocytes.

Cardiomyocytes

ABLATED
Nerve cell

PRESERVED

Esophageal 
smooth muscle

PRESERVED

Vascular  
smooth muscle

PRESERVED
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ADVENT Pivotal Trial
FARAPULSE PFA vs. Standard Thermal Ablation (N=607)19

ADVANTAGE AF IDE Pivotal Trial (Phase II)
First PFA Study in Persistent AFib Patients (N=255)20

OUTCOMES AT 1 YEAR POST-ABLATION19 OUTCOMES AT 3 MONTHS AND 1 YEAR POST-ABLATION20

§	�Adverse events included cardiac tamponade or perforation (n=1), pulmonary edema (n=1), death (n=1), PFA system- or procedure-related cardiovascular or 
pulmonary event (n=2), stroke (n=3), and vascular access complication (n=1).

||	�Most common chronic treatment failure event was documented recurrence of a sustained atrial arrhythmia (atrial fibrillation, atrial flutter, atrial tachycardia).

PAROXYSMAL AFIB PERSISTENT AFIB

At 29 US sites, 49 operators conducted 1-year continuous ECG monitoring with insertable cardiac 
monitors (ICMs) to provide detailed analysis of atrial arrhythmia burden reduction.

At 30 US centers, 65 operators conducted 1:1 randomization to FARAPULSE PFA or thermal ablation, using 
either radiofrequency ablation (RFA) or cryoballoon ablation (CBA) at each site.

FARAPULSE™ PFA delivered excellent 
outcomes comparable to thermal ablation.

FARAPULSE PFA proved to be effective in a  
hard-to-treat population.

STUDY DESIGN
Multicenter, prospective,  
single-blind, randomized 
controlled study 

PATIENT POPULATION
Drug-refractory  
paroxysmal AFib

REPORTED OUTCOMES
Safety, efficacy,  
non-inferiority to  
thermal ablation 

STUDY DESIGN
Multicenter, prospective,  
single-arm, IDE study

PATIENT POPULATION
Drug-refractory  
persistent AFib

REPORTED OUTCOMES
Safety, efficacy, atrial 
arrhythmia (AA) burden

SAFETY EFFICACY SAFETY PRIMARY EFFICACY RECURRENCE 

ADVENT met the primary safety 
endpoint for non-inferiority vs. 
thermal ablation at 12 months

2.1%
FARAPULSE PFA

2.4%
safety event rate  

at 3 months§

0
reported cases of pulmonary  

vein stenosis, atrioesophageal 
fistula, or phrenic nerve palsy

1.5%
THERMAL ABLATION

VS

ADVENT met the primary efficacy 
endpoint for non-inferiority vs.  
thermal ablation at 12 months

73.3%
FARAPULSE PFA

71.3%
THERMAL ABLATION VS 73.4%

event-free rate  
at 12 months||

81.0%
remained free from  

symptomatic recurrence  
at 12 months

52%
had no recurrence  

over 12 months

OF THOSE WHO HAD  
RECURRENCE:

70%
had no episodes >1 hr 

94%
had no episodes >24 hrs
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No recurrence
(n=130)

<10 min
(n=19)

10 to <60 min
(n=26)

1 to <6 hrs
(n=25)

6 to <24 hrs
(n=35)

24+ hrs
(n=15)

LONGEST EPISODE DURATION

7.6%

52%

10.4% 10.0%
14.0%

6.0%
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LONGEST EPISODE FROM DAY 91–360

ALL-CAUSE HOSPITALIZATION

RE-ABLATION

NEW/ESCALATED AAD

AA BURDEN AND HCU AT 1 YEAR20

AA burden <0.1% linked to lower HCU
 vs. AA burden >0.1% (p<0.0125)

71.6% of patients had ≤0.1% AA burden
FARAPULSE PFA-treated patients were significantly  
 more likely to have AA burden <0.1%

52% of patients had no AA recurrence
70% experienced AA episodes < 1 hour

No AA recurrence linked to lower HCU
vs. episodes >1 hour (p<0.01)

HCU WAS OVER TENFOLD HIGHER IN PATIENTS WITH  
AA BURDEN >0.1% OR EPISODES LASTING >1 HOUR2010X

PERSISTENT AFIB

AA BURDEN POST-ABLATION AA BURDEN THRESHOLD  
OF 0.1% BY MODALITY 

HCU BY LONGEST AA EPISODELONGEST AA EPISODE 

HCU BY AA BURDEN
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<0.1% 0.1%–9.9% ≥10%

FARAPULSE

THERMAL

The impact of AA burden:  
a clinically meaningful endpoint.

The traditional definition for recurrence  
in trials—episodes ≥30 seconds—may  
not reflect clinically meaningful AFib.21

AA burden, by contrast, is a sensitive,  
patient-centric measure of AFib 
control and treatment success across 
healthcare utilization (HCU) and quality 
of life.20

AA BURDEN AT 1 YEAR19

PAROXYSMAL AFIB

RATE OF HEALTHCARE UTILIZATION

AA Burden <0.1% 0.1%–9.9% ≥10%

Redo Ablations 0.86% 11.1% 38.3%

Cardioversions 0.65% 9.9% 17.0%

Hospitalizations 1.72% 14.8% 42.6%

HCU IS  
SIGNIFICANTLY 
LOWER
with AA burden <0.1% vs. ≥10%19

Significantly more patients achieved minimal 
atrial arrhythmia (AA) burden with FARAPULSE™.

QUALITY OF LIFE IS  
SIGNIFICANTLY HIGHER
with AA burden <0.1% vs. ≥10%19

Fewer symptoms

More participation in activities

Fewer treatment concerns

Greater treatment satisfaction

ALL-CAUSE HOSPITALIZATION

RE-ABLATION

NEW/ESCALATED AAD

>0% to 0.1%
(n=49)

0%
(n=130)
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5%
(n=16)

*

*

>1% to 5%
(n=20)

*

*

>0.1% to 1%
(n=35)

*

*

AA BURDEN AA BURDEN FROM DAY 91–360

0.1-1
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0.8% 0.8% 0.8% 0.4% 0.4% 0.4%1.6%

7.2%

14%

71.6%

1.6% 0.4%

Low AA burden resulted in low healthcare 
utilization (HCU) in advanced AFib patients.

*0.0125 compared to no recurrence group

*p<0.01 compared to no recurrence group
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SINGLE SHOT CHAMPION Trial
FARAPULSE PFA vs. Arctic Front Advance™ Cryoballoon (N=210)22

At 2 Swiss centers, operators conducted a 1:1 randomization to FARAPULSE PFA or  
Arctic Front Advance™ CBA; all patients received insertable cardiac monitors (ICMs). 

STUDY DESIGN
Investigator-initiated,  
patient-blinded, non-
inferiority, randomized 
controlled trial

PATIENT POPULATION
Drug-refractory  
paroxysmal AFib

REPORTED OUTCOMES
Efficacy 

†	�In a clinical trial the major adverse event rate was 0.98% (n=17,642). Due to the retrospective nature of the registry, the adverse event rate was not reported 
at a prespecified time point. Serious adverse events seen in thermal ablation include atrioesophageal fistula, pulmonary vein stenosis, or persistent 
phrenic nerve injury. 

DEMONSTRATED REAL-WORLD SAFETY17

MANIFEST-17K
Largest Real-World Patient Registry (N=17,642)17 
Center-level data was collected across 106 EU sites and 413 operators spanning a 2-year period  
(3/2021–3/2023); 91.4% of commercial centers reported. 

0
REPORTS OF SERIOUS 
ADVERSE EVENTS SEEN 
IN THERMAL ABLATION
including esophageal fistula 
or dysmotility, pulmonary vein 
stenosis, or persistent phrenic 
nerve injury

<1%
MAJOR ADVERSE  
EVENT RATE
with the most common 
complication being  
pericardial tamponade  
(0.36%)†

LOW RATES OF PULSED  
FIELD ENERGY-SPECIFIC 
ADVERSE EVENTS
• �0.06% transient phrenic  

nerve paresis

• �0.14% coronary spasm

• �0.03% hemolysis/renal failure

STUDY DESIGN
Multicenter, retrospective, 
observational study

PATIENT POPULATION
Drug-refractory  
paroxysmal AFib

REPORTED OUTCOMES
Safety

SUPERIOR EFFICACY22

FARAPULSE-treated patients demonstrated 
superior recurrence-free rates at 1 year 
vs. Arctic Front Advance (62.9% vs. 49.3% 
respectively; p = 0.046)

Clinicians worldwide  
have confirmed the safety  
of FARAPULSE PFA.

The FARAPULSE™ PFA delivered 
clinical strength 
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Learn more about  
FARAPULSE™ Pulsed Field Ablation.   
Visit FARAPULSE.com/hcp

Cardiology 
300 Boston Scientific Way 
Marlborough, MA 01752-1234 
www.bostonscientific.com

©2025 Boston Scientific Corporation 
or its affiliates. All rights reserved. 
All trademarks are property of their 
respective owners.
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FARAPULSE Pulsed  
Field Ablation System  
Indications, Safety and 
Warnings
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SAFETY

<1%
MAJOR ADVERSE EVENT  
RATE ACROSS 2 YEARS OF PFA 
SAFETY REGISTRY REPORTING17†

EFFICACY

7/10
REMAINED ARRHYTHMIA FREE 
AND OFF ANTIARRHYTHMIC 
MEDICATIONS AT 1 YEAR19

QUALITY OF LIFE

93%
OF PATIENTS REPORTED  
THEY WORRIED LESS ABOUT  
AFIB ONSET OR SYMPTOMS  
AT 1 YEAR16

AFib doesn’t just disrupt the rhythm of  
the heart. It disrupts the rhythm of life.
Yet even when patients are symptomatic on antiarrhythmic medications, they may be reluctant to consider 
cardiac ablation due to concerns about the procedure or lack of awareness about its advantages.

FARAPULSE™ PFA provides your patients with proven benefits.
The positive outcomes that FARAPULSE PFA delivers help patients worry less about symptoms and live with 
more freedom and greater peace of mind.

http://farapulse.com/hcp
http://www.bostonscientific.com
https://qrco.de/bfsrJX
https://qrco.de/bfsrJX
https://qrco.de/bfsrJX
https://qrco.de/bfsrJX

