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The results of the use of left atrial appendage occlusion devices 
in patients with atrial fibrillation have recently been report-
ed. In the randomized controlled study Amulet IDE, 1,878 

patients in 108 hospital centers were compared using two types of 
occluders. Although the 3-year results are quite encouraging from 
the point of view of freedom from the use of warfarin [Amulet 
(96.2%) vs Watchman (92.5%] [1], it is worth highlighting the rate 
of systemic embolism and/or stroke after the application of such 
devices (5.0% vs 4.6%, respectively). Of note, the peri-device leak 
(PDL) ≥3 mm is related to and can lead to ischemic events and/or 
stroke, as well as cardiovascular deaths [1].

The FDA has accepted a PDL≤5 mm as an adequate “closure” 
after application of the occluder, and allows the interruption of the 
use of warfarin, being replaced by dual antiplatelet therapy [2]. 
However, the clinical consequences of these PDLs may be dev-
astating. A PDL≤5 at 1-year increases the 5-year risk of stroke or 
systemic embolism (HR: 1.94; 95% CI: 1.15-3.29; P = 0.014) [2]. 

To bear in mind the frequency of PDL after occlude devices. At 
1-year, PDL was present in 32% of the series. Out of them, 36.8% 
were >3mm. In such cases, with any flow present, discontinued 
warfarin was related to stroke or embolism with a HR of 0.74 (CI: 
0.31–1.79) versus 0.63 (0.14–2.71) with continued warfarin [3]. 
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In such a way that incomplete closure of the left atrial appendage 
(LAA) seems to be an independent predictor of stroke or systemic 
embolism. 

That goes without saying the results coming from surgical ex-
perience in LAA closure [4]. In a study by Aryana et al. demon-
strated that the annualized stroke and systemic embolization risk 
was 6.5%; however, it can be increased up to 14.4% when not us-
ing warfarin, and up to 19.0% when a PDL ≤5.0 mm was present. 
Stroke risk was 5-fold higher than expected [5]. 

To sum up, PDL ≤5 mm can be seen up to one in three after 
LAA occluder devices. PDL ≤5 mm is associated with an increas-
ing stroke and/or systemic embolism rates. In turn, it can be even 
worse when oral anticoagulants are interrupted after procedure. 
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