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ANTI CARDIOLIPIN (aCL) AND ANTI BETA 2 GLYCOPROTEIN I ELISAS (a-B2GPI): THE STATE OF THE ART IN 2002
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Background: The difficulty to perform reproducible aCL tests are well known. On the other hand, a-2GPI ELISA has not been completely standardized, rising questions about its diagnostic value. Objective: to analyze the performance of aCL and a-2GPI ELISA on European scale; to verify the possible use of human monoclonal IgG (HCAL) and IgM (EY2C9) a-2GPI antibodies as standards of the tests. Material and Methods: 4 sera from pts with APS and 1 from a normal subject were distributed to 36 laboratories, to be tested by both aCL and a-2GPI ELISA; in addition, 31 Centers were asked to perform dilution curves of Mos by both assays, starting from 100 ng/ml for IgG (HCAL) and 1200 ng/ml for IgM (EY2C9). Results: aCL ELISA from 34 Centers were available for evaluation; 18 Centers used home made test, 14 commercial kits and 2 both. Results from 29 Centers were available for a-2GPI; 17 Centers used home made and 12 commercial assays. Mean values and standard deviations (sd) of the 5 tested samples were determined. The total of the values not included in the mean +/- 2sd are: a) 4 for IgG and 13 for IgM aCL ELISA; b) 3 for IgG aCL determined as HCAL equivalent and 4 for IgM aCL as EY2C9 equivalent ; c) 6 for IgG and 5 for IgM a-2GPI expressed in OD; d) 7 for IgG a-2GPI determined as HCAL equivalent and 4 for IgG a-2GPI as EY2C9 equivalent. Comments: aCL ELISA performance seems still to be difficult; the use of Mos may help to normalize the results.

