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Learning Objectives:

 Current selection criteria for left atrial appendage 
occlusion (LAAO) device implantation

 Future indications
- Patients with absolute contraindications to the anti-coagulants
- DOAC eligible patients
- Concomitant LAAO and other procedures
- LAAO in specific group of patients
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Current Selection Criteria:
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ACC/AHA/HRS 2023 Guidelines:

Circulation. 2024;149. e1413 
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Expanding Indications:

 Patients with absolute contraindications to anti-coagulants: 
Where the current data stands?
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Expanding Indications:

 ASAP TOO trial

Am Heart J. 2017 Jul;189:68-74
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ASAP TOO:

 Not recruiting at this time, about 481 patients enrolled as 
opposed to planned 888

 Results of the recruited patients are not published as of yet
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STROKE CLOSE trial:

• Two arms, one arm LAAO with an amulet device with no initiation of oral anti-
coagulants and other arm on medical therapy

• All patients enrolled must have a history of intracranial hemorrhage
• This study is also not recruiting currently 
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LAAO and DOACs:

 PRAGUE-17 trial
 Randomized trial comparing LAAO with DOACs in patients 

with clinically relevant bleeding and prior cardioembolic 
events or at risk of stroke

 Primary end-point was a composite of safety and efficacy 
events (cardioembolic events, cardiovascular death, 
clinically relevant bleeding or procedure/device related 
complications)

J Am Coll Cardiol. 2020;75:3122
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PRAGUE-17 trial:

Risk of procedure-related 
complication was 5%
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LAAO and DOACs:
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LAAO and DOACs:

 Both of these trials will compare safety and efficacy of LAAO with 
DOACs in patients with no apparent contraindications to the 
DOACs (patients are enrolled based on stroke risk and not by 
long-term DOAC ineligibility)

 These trials have distinct safety and efficacy end-points (unlike the 
PRAGUE-17 trial)

 Additionally, the safety outcomes will be adjudicated with a 
superiority design framework and not by non-inferiority 

 The results of these trials and earlier trials (ASAP TOO and STROKE 
CLOSE) will inform the applicability of LAAO devices to a wider 
population with atrial fibrillation
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Concomitant Procedures:

 LAAO and atrial fibrillation ablation:

Europace. 2023;25:390-399
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LAAO and AF ablation:



15 2024 Northern California Structural Heart Summit 

Option trial:

Am Heart J. 2022:35-42
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LAAO and TAVR (WATCH TAVR trial):

Circulation. 2024;149:734-743
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LAAO and TAVR (WATCH TAVR trial):
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LAAO and TAVR:
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LAAO and TAVR:
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LAAO and mitral valve interventions:

 Limited data on safety and effectiveness

Cardiovasc Revasc Med. 2024;63:23-30



21 2024 Northern California Structural Heart Summit 

LAAO and mitral valve interventions:
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LAAO in special patient populations:

• 89,300 LAAO implantations from year 2016-2020
• Only 565 (0.6%) of implantations occurred in patients with a history of intracranial bleeding and 

contraindications to anti-thrombotics

Heart Rhythm O2. 2023 Jun 8;4(7):433-439
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LAAO and ICH:
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LAAO in special patient populations:

 Patients with chronic kidney disease and end-stage renal disease on dialysis

Heart Rhythm: Article in Press
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Short-term outcomes:
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Long-term outcomes:
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THANK YOU


	Current FDA approved and upcoming expanding indications for LAAO. What does the data show us?
	Learning Objectives:
	Current Selection Criteria:
	ACC/AHA/HRS 2023 Guidelines:
	Expanding Indications:
	Expanding Indications:
	ASAP TOO:
	STROKE CLOSE trial:
	LAAO and DOACs:
	PRAGUE-17 trial:
	LAAO and DOACs:
	LAAO and DOACs:
	Concomitant Procedures:
	LAAO and AF ablation:
	Option trial:
	LAAO and TAVR (WATCH TAVR trial):
	LAAO and TAVR (WATCH TAVR trial):
	LAAO and TAVR:
	LAAO and TAVR:
	LAAO and mitral valve interventions:
	LAAO and mitral valve interventions:
	LAAO in special patient populations:
	LAAO and ICH:
	LAAO in special patient populations:
	Slide Number 25
	Short-term outcomes:
	Long-term outcomes:
	THANK YOU

