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Left Atrial Appendage Closure vs Warfarin in AF 
A Patient-Level Meta-Analysis  

J Am Coll Cardiol 2015;65:2614–23  

Combination of PROTECT AF and PREVAIL patients receiving the Watchman device, vs warfarin  
for overall stroke, ischemic stroke, and all-cause death.  

  

  

  



Left Atrial Appendage Closure vs Warfarin in AF 
A Patient-Level Meta-Analysis  

J Am Coll Cardiol 2015;65:2614–23  

Watchman performance consistent across all 4 data sets. The duration of follow-up varied 
by trial enrollment periods, being shortest for the Continued Access to PREVAIL registry 
(CAP2), overall freedom from event was similar in all 4 groups treated with Watchman.  



Warfarin Cessation after WATCHMAN 
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February 8, 2016 

• Eligible patients must have a CHADS2 score ≥2 or a CHA2DS2-VASc score ≥3. 

• Documented evidence of a formal shared decision interaction between the 

patient and an independent, non-interventional physician. 

• evidence-based decision tool used in shared decision making  

• Patients must be suitable for short-term warfarin, but deemed unable to 

take long-term oral anticoagulation. 

• Established structural heart disease or electrophysiology program. 

• Procedure must be performed by an interventional cardiologist or 

electrophysiologist meeting the following criteria: 

– Trained by the manufacturer 

– ≥25 interventional cardiac procedures involving transseptal punctures through 

an intact septum 

– Continues to perform ≥25 transseptal punctures through an intact septum, with 

at least 12 being LAAC over a two year period  

• Patients must be enrolled in a prospective national registry. 

February 8, 2016 



Oral Anticoagulants 
DISCONTINUATION RATES 
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NEJM 2011;365:883-91 

Apixaban 

NEJM 2011;365:981-92 

Dabigatran 

NEJM 2009;361:1139-51 

AJC 110:453, 2012 

Edoxaban 

NEJM 2013;369:22 



CHADS2 CHA2DS2VASc 

European Heart Journal (2010) 31, 2369–2429 

Eligible patients must have a CHADS2 score ≥2 

 or a CHA2DS2-VASc score ≥3. 



The value of the CHA2DS2-VASc score for refining stroke risk  
stratification in AF with CHADS2 score 0–1 

CHADS2 score 0 CHADS2 score 1 

CHA2DS2-VASc  CHA2DS2-VASc  

Thromb Haemost 2012; 107: 1172–1179  

Patients with a CHADS2 score=0 were not all ‘low risk’, with 1-year event rates ranging from 0.84 (CHA2DS2-
VASc score=0) to 3.2 (CHA2DS2-VASc score=3). 
 
Even in CHADS2 score=0, the CHA2DS2-VASc score significantly improved the predictive value of the CHADS2 
score alone and a CHA2DS2-VASc score=0 could clearly identify ‘truly low risk’ subjects. 
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WATCHMAN FLX™ LAA Closure Device 
Next Gen Design Goals 



WATCHMAN FLX™ LAA Closure Device 
Next Gen Design Goals 
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Left atrial appendage closure monitoring without sedation:  
intracardiac echocardiography by the oesophageal route 

TOE                                     ICE • the cost per probe is 
prohibitive 

• 3D and biplane capability are 
lost  

• TEE probe is required anyway 
earlier to rule out thrombus 

• Patient comfort – probe is 
often in for 30 minutes for a 
full LAA case 

EuroIntervention 2015;11:936-941 


