April 30, 2020
Last month, as a result of the pandemic, the FDA changed its regulations to make it easier for companies
to sell novel coronavirus antibody tests.
Any company that notifies the FDA can distribute novel coronavirus antibody tests, according to Section
IV.D of the FDA’s Policy for Diagnostic Testing for Coronavirus Disease. This does not mean that the test
has been reviewed or approved by the FDA. In fact, through this mechanism, companies do not have to
supply validation data that indicate that the test provides accurate results. Although many of these
manufacturers are seeking validation from the FDA, they have not yet been granted approval.
To date, only a few companies have sought and received FDA Emergency Use Authorization for their
antibody tests. A complete listing of serology tests with Emergency Use Authorization can be found on the
FDA’s website.
Q. We are getting many offers for rapid COVID-19 tests that give results in minutes. Are these tests
accurate and reliable?
A. Not necessarily. Unfortunately, for most of these tests (submitted as part of Section IV.D) there is no
way to know how they will perform because the FDA has not reviewed or recommended the test. Only
tests with Emergency Use Authorization have met the FDA criteria.
Q. Will ISDH Laboratory offer antibody tests for COVID-19?
A. Our laboratory has no plans to offer this testing any time soon.
Q. If a COVID-19 antibody (IgG/IgM) test with proven performance is used, what clinical information
does it provide?
A. A positive result indicates that the person was likely infected with SARS-COV-2. This may not have
clinical relevance for that individual.
Q. Does the presence of antibodies to COVID-19 mean the patient is infected?
A. Not necessarily. It may indicate a past infection that has been cleared or a current infection which
began within the past week or two.
Q. Does the presence of antibodies to COVID-19 mean the patient is no longer contagious?
A. No, patients can still be shedding infectious virus even though they have an antibody response. It also
doesn’t mean that they are immune because we don’t know if this antibody response is enough to protect
someone from re-infection or for how long.

Q. Does the presence of antibodies to COVID-19 mean the patient is immune to reinfection?
A. We don’t know that yet. The antibody tests do not indicate whether the antibodies are neutralizing
and protective or not.
Q. Are there any disadvantages or concerns with using the antibody tests, even the authorized tests?
A. Patients who are told their antibody test is negative may decrease social distancing efforts, thinking
they are not infectious. This could be dangerous, as a patient can be infected and shedding virus to other
people but not have developed antibodies yet. Patients who are told their antibody test is positive may
also decrease social distancing efforts, thinking that they are not at risk for infection any longer. This could
be dangerous, as even the approve3d tests may produce false-positive results; a person can also carry the
virus without showing symptoms, which can increase spread to vulnerable individuals.
Q. So even the authorized tests can produce false-positive results?
A. Yes. Serology tests can produce false-positive results. This has to do with the positive predictive value
of the test or the likelihood that a positive test result represents a true positive. There are two things that
impact the positive predictive value of a test, first, the specificity of the test. Most of the tests that have
received authorization have demonstrated that they have specificity for COVID-19. The second thing,
however that helps determine the positive predictive value of a test, is how common a disease is in the
community. The more common a disease is, the less false positives are observed by serology testing.
Because COVID-19 is still relatively rare in the population (ex. 1-5%), the likelihood that a positive serology
result is a true positive, and not a false positive, is higher than if COVID-19 were more prevalent in our
communities (ex. 40-50%).
Q: Can we use antibody test to determine if an employee can go back to work?
A. Because the antibody test does not give information on the infectious status, it is not useful for this
purpose. Refer to the Centers for Disease Control and Prevention (CDC) guidance for when infected
employees may return to work.

