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¢ SARS-CoV-2 IgM antibodies appear early and
are generally detectable in blood several days
after onset of illness then decrease, while
the SARS-CoV-2 IgG antibodies become
detectable later following infection.

e Negative results do not rule out SARS-CoV-2
infection, particularly in those who have been
in contact with the virus. Follow-up testing
with a molecular diagnostic assay should be
considered to rule out infection in these
individuals.

e Results from antibody testing should not be
used as the sole basis to diagnose or exclude
SARS-CoV-2 infection or to inform infection
status.

e Not for the screening of donated blood.

e This test was developed and its performance
characteristics have been determined by
Labtech Diagnostics. It has not been cleared
or approved by the US Food and Drug
Administration.
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SARS-CoV-2 IgM antibodies appears early and
are mostly positive after 3-5 days of onset.
SARS-CoV-2 IgM titers then decrease while the
SARS-CoV-2 IgG antibody potency starts to rise
During the recovery phase, the titer of the
SARS-CoV-2 IgG antibody may increase four
times or more compared to the acute phase.

e Negative results do not rule out SARS-CoV-2
infection, particularly in those who have been
in contact with the virus. Follow-up testing
with a molecular diagnostic assay should be
considered to rule out infection in these
individuals.

ePositive results may be due to past or
present infection with non-SARS-CoV-2
coronavirus strains, such as coronavirus HKUL,
NL63, 0C43, or 229E.

Results from antibody testing should not be
used as the sole basis to diagnose or exclude
SARS-CoV-2 infection or to inform infection
status.

Not for the screening of donated blood

When using both the SARS-CoV-2 IgM kit and
the SARS-CoV-2 IgG kit, the clinical
sensitivity was estimated at 89.89% with a 95%
confidence interval of 83.62% to 96.15%.
Clinical specificity was estimated at 96.50%
with a 95% confidence interval of 93.95% to
99.05%.

This test was developed and its performance
characteristics determined by Labtech
Diagnostics Laboratories. This test has not
been FDA cleared or approved. This test has
been authorized by FDA under an Emergency Use
Authorization (EUA).
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