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APLASA STUDY: PRIMARY THROMBOSIS PREVENTION IN ASYMPTOMATIC ANTIPHOSPHOLIPID ANTIBODY (APL) PATIENTS WITH LOW-DOSE ASPIRIN (ASA)

D. Erkan, Y. Yazici, M.J. Harrison, M. Peterson, L. Sammaritano, 
M.D. Lockshin

Hospital for Special Surgery, Weill Medical College of Cornell University, New York, USA

Background: Despite data that aPL is a risk factor for thrombosis, primary prevention is not universally recommended. Furthermore, no published randomized clinical trial has addressed the safest and most effective means for primary prevention in the antiphospholipid syndrome (APS). Our retrospective and cross-sectional studies demonstrated that ASA may have a beneficial role. Objective: Primary: To determine the efficacy of daily low dose aspirin (81 mg) in the primary prevention of thrombosis in asymptomatic aPL positive individuals during the 3-year study period. Secondary: To determine: a) the overall incidence of thrombotic events in aspirin-treated and untreated patients; b) the incidence of probable APS-related manifestations (transient ischemic attack, thrombocytopenia, hemolytic anemia, livedo reticularis, and migraine); c) clinical and demographic characteristics of those who develop vascular events compared to those who do not. Methods: This is a multi-center prospective ongoing study in which subjects have been enrolled since June 2001. All asymptomatic (no history of vascular or pregnancy events) aPL-positive individuals with or without connective tissue disorders are randomized in a double blind fashion to receive ASA 81 mg daily or placebo. The hypothesis is that compared to no treatment ASA is protective against non-gravid vascular thrombosis in asymptomatic aPL positive individuals. Exclusion criteria include history of vascular and pregnancy events as per Sapporo criteria and transient ischemic attack. 220 subjects will be followed for a period of 3 years and patients will be evaluated every 6 months with phone interviews every 3 months. Results: As this is a blinded ongoing study, the clinical and demographic characteristics of patients enrolled by the time of the meeting and preliminary overall event rate will be presented. Intended accomplishments: The findings from this study will help physicians manage asymptomatic aPL positive patients with or without connective tissue disorders. In addition, determining the annual thrombosis rate in a large cohort of asymptomatic aPL positive patients will provide necessary pilot data for larger scale studies. This study may elucidate who will likely develop a clot, allowing physicians to more precisely target preventative treatment to those who require it.
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