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The HEAL-LAA post-market clinical study is the first report on the use of the fluoropolymer-coated

WATCHMAN FLX Pro device in the US, where the primary safety and efficacy endpoints were met,
having demonstrated consistent complete closure and proven safety outcomes in a real-world clinical setting.

Study Design
. . Primary Efficacy Endpoint
* The objective of the HEAL-LAA clllnlcal study was The rate of leak >5 mm at 45-day post-implant TEE
to evaluate the safety and effectiveness of _ for the WATCHMAN FLX Pro device is less than the 5%
WATCHMAN FLX Pro in a commercial clinical setting. performance goal.

e Prospective, multicenter, post-market clinical study.

. ) Primary Safety Endpoint
e 32 centers in United States.

The composite rate of all-cause mortality, all stroke,

» Primary Analysis Set = first 500 patients enrolled. systemic embolism, and major bleeding at 6 months
e WATCHMAN TruSteer™ Access System Set =200 HEAL-LAA for the WATCHMAN FLX Pro device is less than the 21%
patients implanted with WATCHMAN FLX Pro using the performance goal.

WATCHMAN TruSteer steerable sheath.

Consistent Complete Closure

The primary efficacy endpoint was achieved as the rate of leak >5 mm was 0% at 45-days, significantly less than
5% performance goal (p<0.001), including 82.7% complete seal and only 0.2% >3 mm.
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Proven Safety Outcomes
The primary safety endpoint was achieved with a composite event rate of 10.9% at 6 months.*
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NOTE: Results of these trials are not directly comparable.

* All cause death, stroke, systemic embolism, and major bleeding at 6-months.
** The occurrence of one of the following events between the time of implant and within 7 days following the procedure or by hospital discharge,
whichever is later: all-cause death, ischemic stroke, systemic embolism, device- or procedure-related events requiring intervention.
*** Post-hoc/not CEC adjudicated.



Patient Demographics and Discharge Medications

HEAL-LAA patients were generally older and at higher bleeding risk compared to prior WATCHMAN FLX studies, which may
reflect the higher prevalence of DAPT usage observed at discharge and continuing through 6 months follow-up.
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Results of these trials are not directly comparable.

Controlled Healing

All seven (7) (N = 448; 1.6%) thrombus detected at 45-day follow-up were asymptomatic, including 6 being characterized as
laminar (TEE) or protruding sessile (CT), suggesting device healing.*

¢ No patients experienced related adverse events through 6 months.

e One (1) patient with core lab-identified DRT was discharged on DOAC; Six (6) patients were discharged on DAPT.

¢ Three (3) of the 7 DRT identified by the core lab were not characterized as DRT according to site analysis.

Laminar (TEE) E Using CT imaging, a JACC State of the Art Review

' states low-grade HAT (hypoatteniated thickening)
i was not associated with an increased risk for
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Protruding .
thromboembolic events.*

Sessile (CT)

Pedunculated
(TEE)

Advancing outcomes and expanding the treatable population

Controlled healing

0.22%

Pedunculated Thrombus

Only 1 (N =448; 0.22%) pedunculated
thrombus formation (TEE) at 45 days
characterized as having a high likelihood
of DRT per JACC State-of-the-Art review.*

Procedural performance

99.5%

Procedural success

Broader range of anatomies*

6.0%

More patients treated

6% of enrolled patients (N = 500)
in HEAL-LAA were implanted
with the new 40 mm diameter
WATCHMAN FLX Pro device.

99.5% procedural success with the
WATCHMAN TruSteer Access System
with an 86% reduction in abort rate
compared to other access systems.®

Boston Scientific Employees.
Measured maximum LAA ostium width and/or deployed closure device diameter must be =14.0 mm and = 36.0 mmto accommodate available closure device sizes.
LAA depth should be approximately half the labeled implant diameter or longer.
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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. 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.
SH-2023204-AA © 2025 Boston Scientific Corporation or its affiliates. All rights reserved.



