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Learning Objectives

• Discuss limitations of current testing

• Describe the difference between molecular tests and antigen tests
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SARS-CoV-2 Testing
9 months in, still many questions



Comprehensive Assessments of Approved 
Testing



Limitations of Approved Testing

• Conditional approval (EUA):
oAnalytical validity

oSmall sample size

oSamples from symptomatic COVID-19 hospitalized patients (higher 
titer)

oNo large clinical validation

oNo gold standard/benchmark
▪ Molecular testing best, but unclear what is the standard

▪ CT values vary among platforms



Sensitivity



RT-PCR



PCR Turkey Talk

• False negatives: range 2-37%
oDepends on stage of illness, technique acquiring sample

oMay need to repeat test if clinically suspicious

• Pooled testing: may reduce costs by batching
oPositive pool = all in that pool need individual testing—delay.

oNot widely used

oMost useful if community rates are declining and low



Saliva-Based Tests: Is Drool Good?

• Emerging

• Likely less sensitive than 
nasopharyngeal swab
oDetects only ~ 90%

• No tests widely available

• Decreases barrier to testing
oWho is most contagious?

Service RF, Science, 2020 
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Antigen Testing



Rapid Testing



COVID-19 Molecular v. Antigen

CDC
(accessed 9/12/20)



Can the Role of Antigen Tests be Widened?

• Date: Mon 19 Oct 2020 17:01
From: Salerno, Reynolds 
(CDC/DDPHSS/CSELS/DLS) 
<yyw2@cdc.gov>

We are working on a number of studies 
with different partners to evaluate the 
performance of all of the widely available 
antigen tests on asymptomatic persons. 
The FDA authorizations for these tests are 
limited to their use on symptomatic 
persons. We will share data as soon as 
we are able.

Ren Salerno
CDC
Atlanta, GA (POSTED TO EIN 
NETWORK)

• Uncertain

• Tests hard to obtain (most purchased by 
the government)

• FDA EUA: only for symptomatic patients

• Low sensitivity
o If repeated, increased false positive 

tests
o Asymptomatic screening—likely with 

lower sensitivity as pretest probability 
lower.

mailto:yyw2@cdc.gov


SARS-CoV-Antibody Testing (Available Versions)

• A positive test may 
reflect exposure to 
other coronaviruses

• A positive test should 
not be taken as 
evidence of immunity

• A positive test does 
not mean a COVID-19 
diagnosis



Testing FAQs

Q: I am a close contact, tested negative = Can I get out of jail?

A: No, incubation 2-14 d, average 5-6 to symptom onset.

Q: I have had COVID-19, I don’t need to be tested?

A: Perhaps. However, many states requiring testing for 
entry without quarantine. There is yet no test for 
protective immunity.



To submit your own question, please email QA@dkbmed.com
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