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COVID-19 antibody testing

Do you suspect

that your patient

previously had
COVID-19?

Ampath would like to inform you of the availability of a
new SARS-CoV-2 anfibody test. This test may be used fto
determine whether a patient has previously been exposed
to SARS-CoV-2, the virus causing COVID-19.

What are the symptoms of COVID-19?

Many patients with confirmed COVID-19 have developed
fever, flu-like symptoms or symptoms of acute respiratory
ilness (e.g. a cough or difficulty breathing). However,
some patients may only have had mild symptoms or may
have been asymptomatic. Based on what is known about
the SARS-COV-2 virus that causes COVID-19, signs and
symptoms may appear any fime from two to 14 days after
exposure to the virus, with the median incubation period
being approximately five days.

What do we know about the antibody response to
SARS-CoV-2?

The SARS-CoV-2 is a novel virus that has only been studied
since December 2019. Therefore, there is a paucity of
information on the immune response to this virus, as well
as long-term and protfective immunity. We do know that
the antibody response fo SARS-CoV-2 seems to follow a

typical pattern seen in most viral infections. After infection,
pafients enter info an incubation period before becoming
symptomatic or shedding virus. During this time, the
immune system encounters the virus and starfs mounting an
antibody response. Initially, no circulating antibodies would
be present. This is called the diagnostic window period.

The first antibody class to develop is usually IgM, followed
by IgG a few days later. It is estimated that IgM or IgG is
detfectable in 0% of infected individuals by Day 14 to Day 16
after the onset of symptoms. The graph overleaf helps to
explain the diagnostic window period and the development
of antibodies to SARS-CoV-2.

What are the current indications for SARS-CoV-2
antibody tests??

e Epidemiological research or community surveillance in the
public or private sector, especially in the following settings:
- Healthcare setfting
- Care homes
- Institutions
- Workplace

* QOutbreak investigation and prevention

¢ Limited clinical use more than14 days after symptom onset
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for the following clinical scenarios:

- To diagnose COVID-19 in patients who are admitted
with suspected SARS-CoV2 infection, but who test
negative for RT-PCR as an ancillary investigation.
This will include children with suspected paediatric
inflammatory multisystem inflammatory syndrome
(PIMS), who may test negative by RT-PCR.

- To diagnose COVID-19 retrospectively in patients who
have recovered from a COVID-19 compatible illness.

Who should NOT be tested?

Patients who are symptomatic or suspect that they may have
a current COVID-19 infection. This test is not recommended to
diagnose or rule out active COVID-19 infection.

Please note: Suspected current COVID-19 infection should be
diagnosed by PCR on a respiratory swab or lower respiratory
fract specimen.

What specimen should be used for SARS-CoV-2
antibody testing?

A single blood specimen is collected in a clofted tube (red
or yellow top). There are no special specimen handling
requirements and specimens can be collected at any routine
Ampath lab or depot that does not reside within a hospital
facility.

What does it mean if the specimen tests negative for
SARS-CoV-2 antibodies?

A negative test result means that SARSCoV-2 IgG antibodies
couldnotbe detectedinthe specimen.However, anegative
result does not rule out previous exposure to COVID-19, as
IgG anfibodies to SARS-CoV-2 can only be detected reliably
14 days after symptom onset. The test result may therefore
be negative if the specimen was collected too soon
after infection. The rate at which anfibodies develop and
anfibody levels are highly variable, depending on an
individual patient’s immune system. It may also be possible
that some patients with SARS-CoV-2 infection may not
develop antibodies at all, particularly in patients with mild
or no symptoms. Recent literature has also indicated that
antibodies may already start to wane by approximately
three months after the infection.

What does it mean if the specimen tests positive for
SARS-CoV-2 antibodies?

A positive test result means that it is very likely that the patient
has or had COVID-19 and has developed an anfibody
response to the virus. Depending on the clinical history, an
active COVID19 infection should be ruled out by SARS-CoV-2
PCR testing, as patients with recent illness may sometimes still
be infectious, despite starting to develop antibodies fo SARS-
CoV-2. There is also a very small chance that this fest can
give a false positive result, e.g. a cross-reaction with another
viral antibody. From our own infernal investigation and the
literature, the estimated specificity of this test is approximately
99% or more. As SARS-CoV-2 is a new virus, we do not know for
certain that the presence of IgG antibodies will be indicative
of protective immunity or what the duration of immunity will
be. Please note that laboratory test results should always
be considered in the context of patient history, clinical
observations and epidemiological data.

Should there be any doubt regarding the inferpretation of
this test result, please phone your local pathologist or the
Immunology Department at the Ampath National Reference
Laboratory on 012 678 0614/3 for advice.
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