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Background: ESCAT-I (Early Self Controlled Anticoagulation Trial) showed that anticoagulation self-management decreased complication rates by maintaining INR levels closer to the target range than INR managment by the home doctor. The therapeutic range in ESCAT-I was between INR 2.5 and 4.5 for all valve positions. ESCAT II should find out whether lowering the target range for INR self-management would further reduce complication rates.Methods: ESCAT–II is a prospective controlled randomized (valves: St. Jude Medical Standard or Medtronic Hall, treatment: conventional/ low dose) multicenter study with 3300 patients. We present interim results of 1818 patients. 908 were categorized as having a low-dose target range, which was INR 1.8-2.8 for prostheses in aortic position and  2.5-3.5 for prostheses in mitral position or in combined valve replacement. The control group (conventional group) with 910 patients aimed at an INR of 2.5-4.5 for all valve positions.Results: In the conventional group 74% of INR values measured were within the therapeutic range. In the low-dose group 72% of the values were within that range. The linearized thromboembolism rate (% per patient year) was 0.21 % for both groups. The bleeding complication rate was 0.56% in the low-dose regimen group vs. 0.91% in the conventional group.Conclusions: Early onset INR self-management under oral anticoagulation after mechanical heart valve replacement enables patients to keep within a lower and smaller INR target range. The reduced anticoagulation level resulted in fewer grade III bleeding complications without increasing thromboembolic event rates.

