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The inter-laboratory variability of anti-beta2-glycoprotein I (b2GPI) antibody assays has been evaluated during the two previous rounds. Three main points were observed. First, the pattern of the calibration curves showed great variability. Second, the rate of positivity for the 30 samples tested varied widely between centres. Third, the concordance in sample classification was good for high but bad for low positive samples. In the third round, two main questions were addressed. First, the influence of the method used to purify b2GPI on assay results. A common b2GPI preparation, obtained by affinity chromatography, was compared to the local b2GPI preparation, either home-made or commercial, using the local protocol of the assay. The same calibrators used in the previous rounds were tested with the local and the common b2GPI, as well as a dilution curve made with humanized monoclonal antibodies and 14 samples. The second question addressed was the way to determine the cut-off for positivity. In the previous rounds, wide differences in cut-off values were observed between centres, which may have induced the variability observed in sample classification. Therefore, centres were asked to calculate the 97.5th percentile of the distribution of the normal population with the same data they used to calculate their actual cut-off. This round is presently ongoing and the results will be presented in this meeting.

