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Left Atrial Appendage Closure (LAAC):
Evidence and patient selection

Age

Prevalence of atrial fibrillation

CHA2DS2-VASc Score CHA2DS2-VASc Score

Oral anti-coagulation indicated if
CHA2DS2-VASc Score 2

Risk of serious bleeding

Risk factors Points

H - Hypertension 1

A - Abnormal renal or/and liver function 1 or 2

S - Stroke 1

B - Bleeding 1

L - Labile INR 1

E - Elderly (age >65 years) 1

D - Drugs or alcohol abuse 1 or 2

Max score 9 points

Oral anti-coagulation

Prevent thrombosis – avoid bleeding
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Thrombus in left atrial appendage

Cause of 90% of strokes in AFib

Amplatzer Amulet Device

Disc
• Seals the 

orifice

Waist
• Maintains tension 

between lobe & disc
• Allows disc to self-

orient

Lobe
• Conforms to the 

LAA neck anatomy

Stabilizing Wires
• Engage the LAA wall
• Hold the device in place

Amplatzer Amulet device (Abbott)

Case example

2016 ESC Guidelines for management of AFib

Europe:
Patients with absolute contra-indications for OAC
• severe bleeding episode

Candidates for LAAC
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What are the essential results?

Subjects Enrolled (Implant Attempted)
(N = 1088)

Implanted (N = 1078)

1-3 Month (N = 1018)

1 Year (N = 950)

Subjects Consented
(N = 1116)

Study Population

Deceased: n = 1
Unable to receive LAAO device: n = 3, 
Subject withdrew  themselves: n = 1
Withdrawn by investigator (suicidal): n = 1
Received device outside study: n = 2
Study termination before procedure: n = 17
Unknown: n = 3

Deceased: n = 161
Withdrawn: n = 36

Visit not completed: n = 172 Year (N = 864)

Follow-up rate
at 2-year visit: 94.2%

Global Amulet observational registry Demographics

Baseline Characteristic
All enrolled

(N = 1,088)

Age (years) 75.2 ± 8.5

Gender - Male 64.5%

CHA2DS2-VASc Score 4.2 ± 1.6

HAS-BLED Score 3.3 ± 1.1

Prior Stroke 27.5%

Prior TIA 10.6%

Previous Major Bleed 71.7%

Contraindication to OAC 82.8%

Demographics

Primary Endpoints

Early SAEs (0-7 days)
Pericardial effusion or tamponade
Major vascular complication
Ischemic stroke
Death
Device embolization

1.5%
0.9%
0.4%
0.3%
0.2%

Late SAEs (related to procedure/device; >7 days) 
Device-related thrombus (DRT)
Major bleeding event

1.6%
0.5%

What are the essential results?Safety end-points What are the essential results?

Primary Endpoints

Ischaemic Stroke rate at 2 years
-Ischemic stroke
-Systemic embolism

2.2%/year
0.0%/year
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2.2%/yr

Ischaemic Stroke Rate

68% reduction

Efficacy end-points

Europe:
Patients with absolute contra-indications for OAC
• severe bleeding episode

US:
Patients with relative contra-indication for OAC
• high bleeding risk

Candidates for LAAC PROTECT-AF @ 4Y
WATCHMAN

Observed Rate per 100 pt-yrs
Warfarin

Observed Rate per 100 pt-yrs
% Reduction 
(vs Warfarin)

Primary Endpoint 2.3 3.8 40% SUPERIOR

CV Death 1.0 2.4 60% SUPERIOR

All-Stroke 1.5 2.2 32% NON-INFERIOR

Hemorrhagic Stroke 0.2 1.1 85% SUPERIOR

Fatal/Disabling Stroke 0.5 1.2 63% SUPERIOR
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WATCHMAN Group

Warfarin Group
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Pre-procedural planning

LAAC procedure

What are the essential results?

Antithrombotic Medication Use to 2yrs
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OAC +/- APT Dual APT only Single APT only No therapy

6.7%/y

Post-procedural anti-thrombotic therapy Summary and Conclusion

• The observed rate of ischaemic stroke was 2.2%/yr, a 68% reduction 
compared to the CHA2DS2-VASc predicted rate.

• For patients unable to take anticoagulants, the Amplatzer™ Amulet™ 
device offers high levels of protection from ischaemic stroke. 

• 84% of patients were on single APT or no antithrombotic medications 
2 years post-LAAO.

LAAO with the Amplatzer™ Amulet™ occluder is a safe and effective 
means to reduce the risk of ischaemic stroke without the need for 

long-term anticoagulation.

LAAC with the Amulet device
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