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Background:
The Amulet IDE Trial is an ongoing, prospective, global, multi-center trial with 1:1 randomization

comparing the safety and effectiveness of the Amplatzer™ Amulet™ Left Atrial Appendage
(LAA) Occluder (Abbott, Plymouth, MN) to the Watchman™ LAA closure device (Boston

Scientific, St. Paul, MN) in patients with non-valvular atrial fibrillation.

Objective:
The objective of this trial is to demonstrate the Amulet occluder is non-inferior to the

commercially available Watchman device in terms of safety and effectiveness.

Methods:

Eligible patients had non-valvular atrial fibrillation and were at a high risk of stroke or systemic
embolism defined as CHADS; score > 2 or a CHA;DS,-VASc score of > 3. Patients also had an
appropriate rationale to seek an alternative to long-term anticoagulant medication but were
suitable for short-term warfarin.

The primary mechanism of action endpoint is device closure (residual jet around the device <
5 mm) as assessed by an independent core laboratory on transesophageal echocardiography
(TEE/TOE) at the 45-day visit (non-inferiority margin of -3%). The primary safety endpointis a
composite of procedure-related complications, all-cause death, or major bleeding (Type 3 or
greater per Bleeding Academic Research Consortium (BARC) definition) at 12 months (non-
inferiority margin of 5.8%). The primary effectiveness endpoint is a composite of ischemic

stroke or systemic embolism at 18 months (non-inferiority margin of 3.2%). Pre-specified
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secondary endpoints include 1) a composite of all stroke, systemic embolism, or
cardiovascular/unexplained death at 18 months 2) major bleeding at 18 months 3) superiority
test of the primary mechanism of action endpoint 4) superiority test of the primary safety
endpoint 5) superiority test of the effectiveness endpoint. Descriptive endpoints related to
procedural outcomes, device performance, and mortality are also assessed. An independent
echocardiographic core laboratory was used to analyze TEE/TOE images and adverse events

are adjudicated by an independent clinical events committee.

Results:

Between September 8, 2016 and March 8, 2019, a total of 1878 subjects at 108 sites were
randomized to receive either an Amulet occluder (N=934) or a Watchman device (N=944).
Baseline characteristics and medical history were well-matched between the Amulet and

Watchman groups. Endpoint results will be available at the time of the presentation.

Conclusions:

The three primary endpoints of the trial will evaluate the safety and effectiveness of the
Amplatzer™ Amulet™ Left Atrial Appendage Occluder compared to the Watchman™ LAA closure
device.holographic imaging of cardiac structures and devices, which may ultimately improve

outcomes in structural heart interventions.

CSI FOCUS LAA&PFO 2022 | 2
WWW.CSI-CONGRESS.ORG



