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USE OF MONOCLONAL ANTIBODIES AS STANDARD MATERIAL FOR ANTI-BETA 2GP1, ANTI-PROTHROMBIN AND ANTI-PHOSPHOLIPIDS IMMUNOASSAYS
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Persistently elevated levels of anti-Phospholipids (APA), anti-B2GP1 and anti-Prothrombin antibodies are associated with an increased risk of thrombosis and foetal loss. Standardisation of these assays is based on the use of pooled positive patient plasma. The quantity of these is limited and the specificity and affinity of the standard changes when the pool changes. This has complicated standardisation between assay types and laboratories. For Lupus anticoagulant tests, monoclonal antibodies against B2GP1 and Prothrombin, have been used as reference material to improve intra and inter laboratory precision (1,2). We propose to use a similar monoclonal antibodies system as standard in APA, anti-B2GP1 and anti-Prothrombin immunoassays (using clones 22A11, 27G7 and 28F4 respectively). Using these antibodies we are able to produce batches of lyophilised calibrators with the same activity. Each batch (for either anti APA, anti-B2GP1 or anti-Prothrombin) can be adjusted to have 100 arbitrary units&#8217; activity with the same affinity and specificity. As demonstrated with Lupus Anticoagulant tests, monoclonal antibodies are also a valuable tool for the standardisation of immunological assays. Their universal acceptance will result in reduced interlaboratory variation. (1) Arnout, J. et al Thromb Haemost 1998 ; 79 : 955-958. (2) LeQuerrec, A. et al Thromb Haemost 2001 ; 86 : 584-589.

