
AMULET IDE STUDY  
3 YEAR OUTCOMES1

In the largest LAAO randomized controlled trial, the Amplatzer™ Amulet™ 
LAA Occluder compared to Watchman‡ device demonstrated at 3 years follow up: 
 
1.  Superior closure and less peri-device leaks (PDL) by TEE
2. � �Significantly higher freedom from oral anticoagulants (OAC) and less device related  

thrombus (DRT)
3. � �Fewer device factors (DRT and PDL) preceding ischemic strokes and cardiovascular deaths 
	� • �Despite a higher usage rate of OACs in the Watchman‡ group, device factors were more  

frequent in the Watchman‡ device, which led to more ischemic strokes and cardiovascular 
deaths in these patients 

4.  A positive trend toward overall survival 

2. � �Amulet occluder demonstrates continued 
safety and effectiveness with over 96% 
free of oral anticoagulation (OAC) usage 
through 3 years in a high-risk population
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1.  �Amulet occluder patients had a significantly 
higher complete LAA closure rate by TEE 
compared to Watchman‡ device

AMULET OCCLUDER HAD HIGHER COMPLETE  
LAA CLOSURE ON CORE LAB ANALYZED TEES
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Amulet: 6.6%
Watchman‡: 8.5%
HR [95%CI] 0.77 [0.54-1.02]
(p= 0.14)
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CARDIOVASCULAR DEATH

BOTH CARDIOVASCULAR DEATH AND ALL-CAUSE DEATH TRENDED LOWER  
AT 3 YEARS WITH AMULET™ OCCLUDER THAN WATCHMAN‡ DEVICE*

Amulet: 14.6%
Watchman‡: 17.9%
HR [95%CI] 0.81 [0.64-1.02]
(p= 0.07)
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ALL-CAUSE DEATH

4.  �Trend toward longer survival for the  
Amulet device group 3 years post 
implantation

DEVICE-RELATED FACTORS 3.  �Device factors (DRTs and PDLs) 
corresponded to more ischemic strokes 
and cardiovascular deaths for the 
Watchman‡ group after 3 years
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CAUTION: Products intended for use by or under the direction of a physician. Prior to use, reference the Instructions for Use, inside the 
product carton (when available) or at vascular.eifu.abbott or at medical.abbott/manuals for more detailed information on Indications, 
Contraindications, Warnings, Precautions and Adverse Events. This material is intended for use with healthcare professionals only. 

Illustrations are artist’s representations only and should not be considered as engineering drawings or photographs. Photo(s) on file at 
Abbott. Information contained herein for DISTRIBUTION in Europe, Middle East and Africa ONLY. Check the regulatory status of 
the device in areas where CE marking is not the regulation in force. Not intended for physicians from France.
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WHAT DO WE ALSO KNOW?  
Amulet IDE study1 demonstrates that dual seal technology, the disc and a lobe, provides a superior  
closure rate. Superior closure leads to significantly more patients being free from OACs and suggests  
a trend toward improved overall survival compared to Watchman‡, a single lobe device.

Due to the different protocols and study designs, including the definition and reporting 
of pericardial effusions and peri-device leaks, results from Watchman‡ studies cannot 
be compared in a straightforward manner with Amulet’s data. 

• � �Amulet has also demonstrated superior closure compared 
to Watchman FLX‡ in the randomized SWISS-APERO 
trial2. In this study, closure rates by TEE at 45 days 
were 86.3% vs 72.5% for Amulet and Watchman FLX 
respectively (p=0.04). 

• �All Watchman‡ devices (WM 2.5, WM FLX, and WM FLX 
PRO) have the same single lobe closure mechanism. A 
single lobe device cannot seal the appendage at the ostium 
and leaves the patient at higher risk of peri-device leak, 
device related thrombus, and continued use of OACs.

There were no pericardial effusion (PE) related deaths in 
either group at 3 years
• � �The greater number of PEs in the Amulet group were 

linked to the operator’s learning curve (82% of PEs in the 
Amulet arm occurred in the first 9 cases of the implanter).

• �After the initial learning curve, the rate of PEs requiring 
intervention in the IDE Study was 1.6%. Watchman’s‡  
PE intervention rate for the entire study was comparable  
at 1.2%.

• �PINNACLE FLX trial3 shows 0% rate of PEs with the 
Watchman FLX‡ device. It is important to notice that this 
reporting includes only PEs that required open cardiac 
surgery (not accounting those that need drainage or care).

• � �Considering all the adverse events in the supplement 
section of the publication, PE rates were 2.2% across the 
PINNACLE FLX study. This is even higher than the PE 
rate for the Watchman‡ 2.5 in the Amulet IDE Trial (1.2%).


