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RECOMMENDATIONS FOR USE OF ANTIBODY TESTING 

  

Problem Statement 

With the potential imminent registration of serological tests (antibody testing), there is a need 

to adequately outline the role for the use of antibody testing for SARS-CoV-2. 

 

Evidence review 

As evidence is continuously evolving in this field, there will be a need to regularly update 

recommendations around antibody testing as new scientific findings emerge and development 

and licensure of serological tests progresses. 

 

Most SARS-CoV-2 infected patients who recover clinically will seroconvert. Specific antibodies 

become detectable between 7 - 21 days after onset of illness. Antibodies can be detected in 

the majority of patients beyond day 14 and in virtually all patients beyond 21 days after onset 

of illness.  Serology tests can thus NOT replace nucleic acid detection (mostly by PCR) for the 

diagnosis of acute COVID-19. Antibody serology can be useful in other scenarios, provided 

tests approved by South African Health Products Regulatory Authority (SAHPRA) with good 

performance are used. The issuing of an "immunity passport" or "immunity certificate" is NOT 

recommended by the World Health Organisation (WHO) or by the MAC on COVID-19. 1-5 

 

To date, no laboratory-based (formal) or point-of-care (rapid) antibody test has been registered 

by SAHPRA. Only tests approved by SAHPRA should be used in a manner as stipulated in the 

license. 
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Recommendations 

Refer to the Role of Antibody Testing document 

 

Testing for specific SARS-CoV-2 IgG and IgM and/or IgA antibodies in blood (serum or plasma) 

samples by means of serological assays should NOT replace nucleic acid detection (mostly by 

PCR) for the diagnosis of acute COVID-19.  

 

However, it is recommended that serology assays (laboratory or rapid kits) registered by 

SAHPRA be used for the following purposes: 

 

1. To identify recent or remote past SARS-CoV-2 infections where this may be relevant. 

This includes testing of asymptomatic patients prior to admission to health care facilities; 

the evaluation of "hotspots" of SARS-CoV-2 transmission; and outbreak investigations to 

reconstruct chains of transmission. It is important to note that individuals identified as 

antibody-positive would have been acutely infected two or more weeks ago and are likely 

no longer infectious. 

2. Targeted cohort surveillance e.g. for staff, patients, visitors and residents of facilities such 

as healthcare and frail care institutions, prisons and workplaces, or for targeted 

community antibody surveillance. Repeat antibody testing over time can allow more 

comprehensive epidemiological assessments.  

3. To supplement nucleic acid (e.g. PCR) testing for the diagnosis of suspected COVID-

19: If a high index of clinical suspicion persists despite a negative PCR result, a serum 

sample should be sent for antibody testing no sooner than 14 days after onset of symptoms, 

and preferably between 14 – 21 days after onset of illness. Antibody detection is also 

indicated in suspected COVID-19 associated multisystem inflammatory syndrome in 

children.  

4. Identification of convalescent plasma donors.  

5. As part of scientific research studies, e.g. antibody reactivity as a prognostic marker, for 

SARS-CoV-2 vaccine trials, population-level epidemiologic studies, etc. 

 

It is recommended that the National Guidelines on the Clinical Management of Suspected or 

Confirmed COVID-19 Disease should be updated to include the above recommendation.  

 

Thank you for consideration of this request. 

 

Kind regards, 

 

 
PROFESSOR SALIM S. ABDOOL KARIM 

OVERARCHING CHAIRPERSON: MINISTERIAL ADVISORY COMMITTEE ON COVID-19 

DATE: 24 June 2020 
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CC:  

» Dr S Buthelezi (Director-General:  Health) 

» Dr T Pillay (Deputy Director-General: National Health Insurance) 

» Dr S Zungu (Project Lead: Sectoral Response to COVID-19) 

» Implementation Management Team 


