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LEFT ATRIAL APPENDAGE OCCLUSION TO PREVENT STROKE IN SUB-OPTIMAL WARFARIN CANDIDATES: INTERIM RESULTS OF THE EUROPEAN MULTICENTER REGISTRY TRIAL
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Background: The PLAATO™ (Percutaneous Left Atrial Appendage Transcatheter Occlusion) Feasibility Study finished in January 2003 proved the safety and feasibility of left atrial appendage occlusion by catheter techniue. The European PLAATO registry trial with a main focus on stroke risk reduction is still ongoing. Methods: 172 patients will be enrolled in the study. Inclusion criteria are atrial fibrillation (AF) with inability to take warfarin, prior cerebral ischemia and at least one clinical risk factor for stroke. Patients with an existing thrombus in the left atrial appendage or with significant carotid disease are excluded. After implantation of the occluder, the patients are followed with X-ray, TEE and NIH stroke scale after one, six, twelve and 24 months. The stroke risk reduction was calculated with the CHADS2 Score. Results: 110 patients (67% male) with a mean age of 70±9 years were implanted so far. Implantation of the PLAATO occluder was successful in all patients. The mean procedure time was 76± 36 minutes. In one a patient, the device size chosen did not meet the oversizing criteria of at least 20% and embolized into the aorta after its release. It was snared and removed without sequalae for the patient. Another device was successfully implanted in the same procedure. In three patients, a thrombus on the occluder was found prior to hospital discharge (2) and one month after the procedure (1). All thrombi were resolved without complications. 

During a follow up time of 67 implant years, one patient died of a bronchial carcinoma diagnosed 9 months after the procedure. One patient sustained a stroke six months after implantation. The incidence of stroke was 1.9%. According to the CHADS2 score, the mean expected annual risk of stroke for the patients enrolled was 4.2%. Therefore, the estimated risk reduction by PLAATO was 55%.Conclusion: Catheter closure of the left atrial appendage with the PLAATO device continues to be a safe procedure. In comparison to the CHADS2 study control group, the incidence of stroke in high risk patients unable to take warfarin seems to be reduced during short term follow-up. 

