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Anticardiolipin antibody (aCL) tests are important to aid the physician in diagnosis of Antiphospholipid syndrome (APS). The first aCL test was developed in 1983 and subsequently modified and standardized. Although a sensitive test, the aCL ELISA may be positive in a variety of disorders, including connective tissue diseases, infectious diseases such as syphilis, Q fever, lyme disease, AIDS, hepatitis C, etc and in some drug-induced disorders. It generally is believed that aCl antibodies are clinically significant only when present in APS. Thus there has been many efforts to modify the aCL ELISA to make it more specific for APS. Recently, new assays that utilized phosphatidylserine alone, a mixture of negatively charged phospholipids (the APhL ELISA kit) or B2glycoprotein I (B2GPI) and others have been proposed for a more specific measurement of antibodies present in APS. Ideally, these tests using more specific antigens should also be sensitive. Reports from different laboratories indicate that the sensitivity of the b2GPI ELISA assays may vary from 40-90%. It remains uncertain however whether the anti-B2GPI ELISA test is truly specific for APS in that it is positive in some infections. Furthermore, the test needs to be standardized and validated. The APhL“ELISA kit utilizes a phospholipid mixture that was determined on the basis of testing of aCL-positive sera from a large number of patients with and without APS. Negatively charged phospholipids were tested singly and as mixtures to determine which would best distinguish APS sera from aCL-positive non-APS samples. Four published studies and several unpublished studies have examined this antigen. Data indicate in all cases that the specificity of the APhL“ELISA kit is wel ll over 90% and it has a sensitivity is comparable to the aCL ELISA. Finally, there has been an increasing number of reports from various centers suggesting that patients with APS have antibodies that bind proteins such as prothrombin, protein C, protein S, annexin V,etc. Reports showing the diagnostic value of these assays remain controversial. These tests need to be validated and standardized utilizing a large number of samples from APS as well as other disorders, to determine their diagnostic and predictive values.

