To our clients about COVID-19 IgM/IgG antibody testing

Per our experience, false positive IgM can happen but can be largely eliminated if the procedure is done
properly. FDA has emphasized that all quick lateral flow testing cannot be used as sole diagnosis of
COVID-19. FDA recommends a confirmation with PCR. Therefore, at MVL, each IgM positive result,
especially those with IgG negative results, must be repeated and confirmed by a different lateral flow Kit.

Most FDA approved products have 2-3% false positive IgM because FDA asked for high sensitivity in
their template for EUA. All false positive we have seen are IgM single positive without IgG positive. In
real positive samples, 2-3% samples will be IgM single positive without IgG positive. If we assume 2%
positive rate, the real IgM single positive would be around 0.05%. With 2.5% false IgM single positive
rate, we could conclude that only 1/50 IgM positive is real. If we do see a single IgM positive, 98%
chance we are seeing a false positive signal, although the specificity of the test is as high as 97.5%. To put
this in real numbers, if we have 10,000 people tested, 250 will have IgM single positive, and 5 of the 250
may be truly positive.
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