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Two proven procedures.
One patient recovery.

AFib treatment and stroke protection with the
FARAPULSE™ Pulsed Field Ablation Platform
and the WATCHMAN FLX™ Pro Implant



AFib presents a growing clinical challenge Earlier intervention is shown to be key in
I o | slowing AFib progression and minimizing
Atrial fibrillation (AFib) is an increasingly prevalent condition associated with significant mortality,

and a leading cause of stroke. More than 10 million people in the United States are affected by AFib, StI'O ke rIS k
a number that is projected to reach more than 12 million by 2030

The longer AFib goes untreated, the more advanced the disease is likely to become, leading to more
frequent and severe episodes and increasing risk of stroke and heart failure.? AFib management
requires treatment strategies that balance heart rhythm and symptom control with stroke risk
reduction.

A systematic review of progression studies found that paroxysmal AFib progresses to persistent AFib
in 10-20% of patients after one year, and up to 50-77% of patients after 12 years.® However, clinical
trials have shown cardiac ablation is effective at slowing AFib progression, demonstrating that less
than 3% of patients experienced AFib progression five years post-ablation.®

Similarly, clinical trials show that cardiac ablation is more effective than medication in restoring and
maintaining a normal rhythm. According to published studies, when compared to drug therapy,
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While direct-acting oral anticoagulants (DOACs) can reduce stroke risk, long-term use can also cause
serious bleeding risks.

People who take DOACs
for 10 years may be at
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Combined procedure options for
comprehensive AFib management

While AFib management typically begins with antiarrhythmic medications (AADs) and oral
anticoagulants (OACs), some patients benefit from both rhythm control with an AFib ablation and
freedom from OACs with a left atrial appendage closure (LAAC) device.

2 proven procedures.
1 patient recovery.

Performing an AFib ablation with the FARAPULSE Pulsed Field
Ablation (PFA) Platform and implanting a WATCHMAN LAAC
Device concomitantly — known as the FARAWATCH™ approach
— can effectively treat AFib and provide stroke protection in one
streamlined case-and-recovery process.

Strong clinical evidence for a streamlined
approach to AFib treatment

Clinical trials continue to demonstrate the patient benefits and and overall success with
post-ablation LAAC implantation.

The OPTION Clinical Trial, the first randomized, head-to-head study comparing the WATCHMAN
device to OAC (95% DOACs) after cardiac ablation, demonstrated that concomitant LAAC with

WATCHMAN FLX™ at the time of ablation resulted in similar procedural risk with the addition of the

WATCHMAN FLX procedure following an ablation™:

2.1% v 2.1

Ablation (Only) + OAC
Procedural event rate (within 7 days)

Ablation + WATCHMAN FLX
Procedural event rate (within 7 days)

Performing an AFib ablation and implanting a WATCHMAN LAAC Device in a single procedural
setting can reduce procedural risks, improve patient outcomes and enhance patient satisfaction.

*The OPTION Clinical Trial studied thermal ablation only.
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Two industry-leading solutions

FARAPULSE"

PFA Platform

FARAPULSE PFA Platform is the next
generation of cardiac ablation technology.
FARAPULSE PFA delivers quick pulses of
electrical energy targeting cardiac tissue for
irreversible electroporation (IRE), inducing cell
death and durable lesions to block signals
causing irreqular heartbeats. Unlike traditional
thermal ablation methods that use extreme
heat or cold, FARAPULSE PFA uses a non-
thermal approach that minimizes the risk of
damage to collateral structures, providing
peace of mind for both you and your patients.

e 500,000+ patients treated

e <0.63% Real-World Major Adverse Event
Rate™®

¢ No reports of esophageal fistula, pulmonary
vein stenosis, or persistent phrenic nerve
injury®™

e 15+ BSC-sponsored clinical studies

e 250+ clinical trials and publications

*Due to the retrospective nature of the registry, the adverse event rate was
not reported at a pre-specified time-point.

WATCHMAN

LEFT ATRIAL APPENDAGE CLOSURE IMPLANT

More than 90% of stroke-causing clots that
come from the left atrium are formed in the
left atrial appendage (LAA). The WATCHMAN
Left Atrial Appendage Closure (LAAC) Implant
is a one-time, minimally invasive procedure
intended to reduce the risk of stroke in patients
with non-valvular AFib. WATCHMAN is intended
for patients who are at increased risk of stroke
and recommended for anticoagulation therapy,
deemed by their physicians to be suitable for
short-term OACs and have an appropriate
rationale to seek a non-pharmacologic
alternative to long-term OACs' (due to history
of bleeding, risk of bleeding or increased risk of
stroke).

e 600,000+ patients treated
¢ 0.2% major adverse event rate’®
e 20+ years clinical experience

¢ Non-inferior efficacy, superior safety to OACs
post ablation (95% DOAcs)"”

e 15+ BSC-sponsored clinical studies

¢ 1,000+ total clinical studies and publications

TAn appropriate rationale to seek a non-pharmacologic alternative to
anticoagulants does not apply to patients who recieve the WATCHMAN
Implant concomitantly or sequentially with an AF ablation.



FARAWATCH procedure overview
2023 ACC/AHA/ACCP/HRS Guidelines

for the Diagnosis and Management of
Atrial Fibrillation

Using a standard percutaneous technique, a guidewire and vessel dilator
1 Access are inserted into the femoral vein. The interatrial setum 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,
2 Ablate if appropriate The uniquely flexible catheter design adapts to variable

patient anatomy, delivering durable lesions across the pulmonary vein

. Catheter Ablation 8.4 AF Catheter Ablation
antrum and ostium.

For the WATCHMAN Implant, the access sheath is advanced over the
3 Implant guidewire into the left atrium and then navigated into the distal portion
P of the LAA over a pigtail catheter. The WATCHMAN Implant is deployed

and released in the LAA.

Following the concomitant procedure, most patients experience a brief
4 Yz ] hospital stay before returning home. Patients will then follow the post-
= implant drug regimen as prescribed by their physician. Heart tissue grows
over the implant and the LAA is permanently sealed.

Your patients deserve options

Based on findings from the OPTION Clinical Trial and SURPASS study, physicians have the flexibility to
select the ideal post-implant drug regimen for standalone, sequential and concomitant procedures.

Post-implant drug regimen options

Standalone LAAC

NOAC* alonef

OAC+ASA
(81100 mg)

DAPT

Implant 45 days (TEE) 6 months

Post-catheter ablation with LAAC

OAC + ASA (75-100 mg)

Implant 3 months (TEE or CT)

*Excludes Warfarin.

tPre-procedure ASA is per physician discretion if the physician intends to prescribe NOAC alone for the patient post-procedure.

+Continued indefinitely.
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\
12 months (TEE)

\
12 months (TEE or (T)

Catheter ablation is now an established
therapy for AFib and continues to advance
with new technologies. While earlier
guidelines distinguished between persistent
and paroxysmal AFib, recent evidence shows
catheter ablation is more effective than
antiarrhythmic drugs for both.” Early rhythm
control improves outcomes, and patient-
centered goals, such as reducing AF burden
and enhancing quality of life.

Left Atrial Appendage Occlusion

Left Atrial Appendage (LAA) Occlusion
Devices were upgraded to a 2a Class of
Recommendation for patients with a
contraindication to long-term OACs. This
upgrade in recommended indication is
based on additional safety and efficacy data
for left atrial appendage occlusion devices,
which includes the WATCHMAN™ Left Atrial
Appendage Closure (LAAC) Implant.

A 2b Class of Recommendation was added
for patients with a high risk of major
bleeding.

Scan QR code for
the 2023 AFib guidelines.

Recommendations for AF Catheter Ablation

Referenced studies that support the recommendations are summa-
rized in the Online Data Supplement.

COR LOE RECOMMENDATIONS

-

.In patients with symptomatic AF in whom
antiarrhythmic drugs have been ineffective,
contraindicated, not tolerated or not preferred,
and continued rhythm control is desired, catheter
ablation is useful to improve symptoms.™©

N

.In selected patients (generally younger with few
comorbidities) with symptomatic paroxysmal AF in
whom rhythm control is desired, catheter ablation
is useful as first-line therapy to improve symptoms
and reduce progression to persistent AF."®

w

In patients with symptomatic or clinically
significant AFL, catheter ablation is useful for
improving symptoms.”®

IN

.In patients who are undergoing ablation for
AF, ablation of additional clinically significant

E ER supraventricular arrhythmias can be useful to
reduce the likelihood of future arrhythmia."”'820-27
5. In patients (other than younger with few
comorbidities) with symptomatic paroxysmal
2a B-R or persistent AF who are being managed with

a rhythm-control strategy, catheter ablation
as first-line therapy can be useful to improve
symptoms.'13:28

6.5.1. Percutaneous Approaches to Occlude the LAA

Recommendations for Percutaneous Approaches to Occlude

the LAA Referenced studies that support the recommendations
are summarized in the Online Data Supplement.

COR LOE RECOMMENDATIONS

1. In patients with AF, a moderate to high risk
of stroke (CHA2DS2-VASc score $2), and a
2a B-NR contraindication (Table 14) to long-term oral
anticoagulation due to a nonreversible cause,
percutaneous LAAO (pLAAQ) is reasonable.

N

. 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 preference, with careful consideration of
procedural risk and with the understanding that
the evidence for oral anticoagulation is more
extensive.35¢

2b B-N



https://www.ahajournals.org/doi/10.1161/CIR.0000000000001193#d1e9715
https://www.ahajournals.org/doi/10.1161/CIR.0000000000001193#d1e9715
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