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SEROLOGICAL TESTING FOR SARS-COV-2 

  

MAC/Problem/Concern 

 Serology testing for SARS-CoV-2 is a rapidly evolving field with significant global 
uncertainty as to the appropriate clinical use case for assays. Regulatory authorities remain 
on high alert and are constantly revising their Emergency Use Acceptance (EUA) criteria 
and lists of acceptable assays.  

 Over 200 assays have been identified through global networks and local applications from 
suppliers in South Africa. Ongoing Landscape reviews are critical to ensure that the 
guidance remains current and close collaboration with partners at the FDA, the WHO, EU, 
CDC and FIND, amongst others is an essential task.  

 

MAC review 

 See Annexure document:  Serological testing for severe acute respiratory syndrome-

coronavirus 2. 

 SARS-CoV-2 antibody serology testing may have a role in defining past infection with 

SARS-CoV-2.   

 The antibody response to COVID-19 develops at around day 5-7 for IgM and IgA around 

day 14 for IgG, although the maximal detectable response is probably later (day 21-30). 

 Serology testing prior to 7 days post-symptom onset are often negative.1  

 There are two basic categories of serological tests currently available for COVID-19 in 

South Africa: Rapid diagnostic tests and formal laboratory serology-based assays.  

 The following criteria were considered when assessing the performance and clinical 

value of the serology assays: 

 Sensitivity – this is determined by the antigen selected for the test, the antibody class 
measured and the time point during the disease course at which the test is conducted.2 

 

1 Guo, L., et al., Profiling Early Humoral Response to Diagnose Novel Coronavirus Disease (COVID-19). Clin Infect 
Dis, 2020. 
2 To, K.K., et al., Temporal profiles of viral load in posterior oropharyngeal saliva samples and serum antibody 
responses during infection by SARS-CoV-2: an observational cohort study. Lancet Infect Dis, 2020. 20(5): p. 565-574. 
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 Specificity – this remains a concern as individuals may have had prior infection with 
other human coronaviruses.  Antibodies to these viruses may cross-react with SARS-
CoV-2 antigens, resulting in false positive results.  

 Durability of the antibody response – recent literature suggests that antibody 
responses wane rapidly after SARS-CoV-2 infection.3  

 Validation studies have been undertaken by the South African pathology sector (both 
public and private). These suggest that, in common with other global validation studies, 
that sensitivity is variable, but that specificity is generally good for those laboratory-
based assays evaluated to date (annexure document outlines the cohorts). 

 Serology can detect past infection. The potential applications for formal serological 
assays including laboratory-based and rapid tests could include:  
To identify the presence of antibodies directed against COVID-19 in the following cases: 

o To identify past exposure to SARS-CoV2 in individuals at 21-days post 

infection.  

o For population based sero-epidemiological investigation of possible 

“hotspots” that may have existed at least two weeks earlier; including 
characterisation of what proportion of infected individuals may have had 

subclinical infections. 

o Targeted cohort surveillance e.g. for staff, patients, visitors and residents of 

facilities such as healthcare institutions, prisons and workplaces, repeat 

antibody testing over time can allow more comprehensive epidemiological 

assessments.  

o Population-level epidemiologic studies and surveillance programmes, 

including community screening.  

o Identification of convalescent plasma donors; for this indication, tests that 

detect neutralising antibodies will be required.   

o As part of scientific research studies. 

(a separate MAC advisory evaluates the role of serology testing in detail) 

 

 

 

Recommendations: 

 Due to the variable performance of these tests, it is recommended that these tests are 

utilised under strictly controlled conditions.  

 Tests should only be administered by qualified healthcare workers.  

 Results should be recorded for post-marketing surveillance purposes.  

 It is not recommended that clinical decisions be taken based on a single negative test result. 

 For optimal utility the rapid tests should be utilised as follows: 

1. Should only be utilised in scenarios with an anticipated high (>5%) seroprevalence 
2. Should only be utilised if wanting to detect infection that occurred at least 14 days ago; 
it has no role in identifying current infection or infectiousness  
3. Should not be utilised as a diagnostic assay for identifying infectious cases; or to confirm 
immunity (for example, for preadmission or for screening for occupational health purposes) 

 Despite potential concerns regarding cross-reactivity with other viruses, generally, the high 

specificity of these assays can provide reassurance that individuals who test positive have, 

most likely, been exposed to the infection. It must be noted, however, that this does not 

necessarily indicate the infectiousness of the person. 
 

 

 

 

 

3 Long, Q.X., et al., Antibody responses to SARS-CoV-2 in patients with COVID-19. Nat Med, 2020 
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Thank you for consideration of this request. 

 

Kind regards, 

 

 
PROFESSOR SALIM S. ABDOOL KARIM 

OVERARCHING CHAIRPERSON: MINISTERIAL ADVISORY COMMITTEE ON COVID-19 

DATE: 07 August 2020 

 

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) 

» Incident Management Team  

 


