
 
 

SBAR: COVID-19 Serology Testing 
May 12, 2020 

 
COVID-19 serologic testing for SARS-CoV2 IgG will have specific indications for use. CHKD will use  
in-house serologic testing methods starting May 13, 2020. 
 
Serologic testing is not to be used for acute diagnosis of COVID-19. It should not be used as the sole basis of 
diagnosis but supplemented with testing results from molecular detection and clinical evaluation. 
 
Powerchart order will be “SARS-CoV2 IgG”. 
 

SITUATION: 
Serology testing for COVID-19 is becoming available in hospital laboratories and reference laboratories. There 
may or may not be FDA approval for these tests. As a result of the availability, patients and providers are looking 
for guidance regarding the use of this laboratory test. 
 

BACKGROUND: 
An antibody test looks for the presence of antibodies, which are specific proteins made in response to 
infections. Antibodies can be found in the blood of an individual who is tested after infection and show that 
individual has had an immune response to the infection. Antibody test results are especially important for 
detecting previous infections with few or no symptoms. 

However, we do not know if the antibodies that result from SARS-CoV-2 infection will provide someone with 
immunity from a future infection. If antibodies do provide immunity, we don’t know what titer or quantity of 
antibodies would be protective, or the duration that protection would last. CDC scientists are conducting 
studies to better understand the level of antibodies needed for protection, the duration of that protection, and 
the factors associated with whether a person develops a protective antibody response.” (source CDC) 

Antibody tests designed to provide results to individuals or healthcare providers can show whether someone 
was previously infected with SARS-CoV-2. However, these tests have limitations. Specificity (doesn’t detect non-
target viruses) and sensitivity (true positive rate) of antibody tests vary. 

Antibody test results should not be used to diagnose someone with an active SARS-CoV-2 infection. It typically 
takes one to three weeks after someone becomes infected with SARS-CoV-2 for their body to make antibodies; 
some people may take longer to develop antibodies. Depending on when someone was infected and the 
timing of the test, the test may not find antibodies in someone with an active infection. A test that detects the 
SARS-CoV-2 virus PCR should be used to test for active infection. 

 



Potential laboratory testing sources in our region: 

Commercial laboratories:   
Testing is now available through LabCorp and Quest. Both are using the Abbott chemiluminescent test which 
has received FDA EUA. 
 
Sentara 
Sentara is currently using the Hangzhou AllTest lateral filtration point of care test. This test has not received an 
FDA EUA. They are reportedly transitioning to the Roche test in the future (EUA done). 
 
CHKD laboratory 
CHKD has validated the Abbott serology test using outside controls from Sentara and University of Washington. 
This test will be available within the CHKD laboratory and has FDA EUA approval. The sensitivity varies based on 
number of symptom days. For symptoms less than 3 days - 0%; days 3 through 7 - 50%; days 8 through 13 - 
91.8%; and greater than14 days - 100%.  It is reported to have 99.6% specificity per the package insert. 
 

ASSESSMENT: 
The Abbott test available in the CHKD laboratory does have good sensitivity and specificity for the SARS COV2 
IgG. 
 
Serologic testing for COVID-19 antibody response does not guarantee protection from infection. 
 
Not all serologic tests have been validated and approved by the FDA and the performance cannot be 
guaranteed. 
 

RECOMMENDATION: 
1. Do not use serological tests as the sole basis to diagnose COVID-19. They may be used to determine if a 

patient has been infected in the past, but the clinical significance of this is not yet established. 
2. Use only FDA EUA approved testing. 
3. The CHKD in-house testing (Abbott) has received FDA EUA approval and been validated by QI methods. 

This is the preferred test at this time. 
4. Healthcare providers should be aware of the limitations of these tests. 
5. There is currently no recommended testing for employees.  

 
 
https://www.fda.gov/news-events/fda-voices/insight-fdas-revised-policy-antibody-tests-prioritizing-access-and-accuracy 
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ivd 
https://www.fda.gov/medical-devices/letters-health-care-providers/important-information-use-serological-antibody-tests-
covid-19-letter-health-care-providers 
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COVID-19 Serology FAQs 
 

What is an antibody test? 
When a person fights an infection, the body produces proteins called antibodies to help fight that infection. 
These antibodies can be detected in the blood following infection by a test done in the laboratory. This test 
requires a blood sample to be obtained. 
 

Who should be tested for COVID-19 serologic response? 
The antibody test is only useful to identify who was infected in the past. The blood test for antibodies does not 
help diagnose a current infection because it takes several days for the body to produce the antibodies as a part 
of the immune response.  

The usefulness of testing healthcare workers for the presence of antibodies is not yet know. There are no 
specific guidelines at this time. 
 

What does a positive test mean? 
A positive antibody blood test indicates the individual probably did have a past infection from SARS COV2, 
whether that infection was symptomatic or asymptomatic. We do not know if the positive test then protects 
that individual from a repeat infection. It is too early in this pandemic to know if those antibodies equate to 
immunity.  

Because we can’t determine if the presence of antibodies are protection, it is too early to use the results of the 
test to determine who can return to work or work without PPE. 
 

How is a serology test ordered? 
The antibody blood test is ordered by the physician when indicated for diagnostic purposes. 
 

Can we trust the results of the antibody test? 
There are several reports of many types of tests being performed to detect antibodies. It is clear that not all of 
those tests are reliable and may give misleading results and information. The standard for the quality of the test 
is approval by the FDA under Emergency Use Authorization (EUA). The test performed by the laboratory at 
CHKD has received that approval. It is quite reliable for the detection of antibodies to SARS COV2. 

 

  

 


