
TEST DESCRIPTION

The COVID-19 screening test is primarily used to detect exposure to 
novel Coronavirus (SARS-CoV-2) in both, symptomatic and poorly  
symptomatic individuals to effectively reduce further transmission of the  
virus. Current data suggest that a significant proportion of infections 
have been caused by asymptomatic carriers. This test was adapted to a 
dried blood format by CoreMedica Laboratories. The test has been vali-
dated pursuant to the CLIA regulations and used for screening purposes 
only. The test turn-around-time is 3-5 working days from sample receipt.

OVERVIEW

COVID-19 (Coronavirus disease 2019) is an infectious disease 
caused by the SARS-CoV-2 virus. An antibody-based screening test 
using capillary blood is a suitable, low-cost, readily available, and  
minimally invasive method for assessing past exposure to the  
virus. Infection causes respiratory illness (like the flu) with symptoms 
such as cough, fever, and in more severe cases, difficulty breathing. 
Follow-up testing with a molecular diagnostic should be consid-
ered to rule out infection in these individuals. Studies suggest that  
coronaviruses (including preliminary information on the COVID-19  
virus) may persist on surfaces for a few hours or up to several days.

BIOCHEMISTRY

The SARS-Cov-2 virus is an enveloped, positive-sense single  
stranded RNA virus. Like other RNA viruses, SARS-CoV-2 genome 
shows substantial heterogeneity as a result of mutations that occur 
during viral replication.  Routine laboratory tests typically show high 
levels of C-Reactive Protein due to viral alveolar damage that was also 
seen in the SARS epidemic in 2002. The screening test is a non-competitive 
immunosorbent (ELISA) method for the determination of IgG antibodies.

INDICATIONS FOR USE

A COVID-19 screening test, using a capillary blood sample, is 
useful for the detection of individuals who may have developed  
immunity to the SARS-CoV-2 virus. This screening test is also  
especially helpful for tracking the spread of the virus as it 
also identifies asymptomatic carriers. A large proportion of  
infections are mild or asymptomatic. Test results, in conjunction with  
other laboratory results and clinical information, may be also used 
to help in the presumptive diagnosis of COVID-19 recent infection.

TEST INFORMATION

DS-C19 COVID-19, Dried Blood Specimen Performed Monday through Saturday

This test is pending New York Approval.

METHODOLOGY

Capillary Blood samples obtained by finger stick are first applied to  
a HemaSpot® collection device. The sample is then mailed to the  
laboratory for testing. The dried blood sample is reconstituted by 
adding a buffered solution. After elution from the solid matrix is  
complete, the sample is analyzed using a non-competitive  
immunosorbent (ELISA) method.

INTERPRETIVE REPORT

The COVID-19 screening test is reported with a brief interpretation,  
including its significance, and correlation to available clinical forma-
tion. Results are reported qualitatively and the outcome will depend 
on the day of the sample collection after the incubation period 
of a highly variable number of days. A positive result on samples  
collected within the first 8 Days after incubation indicates an active 
infection even when PCR-based tests are negative. A positive test over 
a long period of time indicates likely immunity. A negative test result is  
expected during early stages of infection even when PCR-based tests 
are positive. A positive test result cannot be interpreted as conclusive 
evidence of active SARS-Cov-2 infection. The interpretive report is 
for screening purposes only and not intended for use as a diagnostic 
guide. Please consult directly with your healthcare provider for diagnosis 
and treatment options if your COVID-19 screening test result is Positive.

LIMITATIONS

•   This is a CoreMedica only, self-collection lab developed test.  
     This test has not been approved by FDA.  CoreMedica has  
     submitted this test to the FDA for EUA approval (PEUA#200459).
•  False negative test results can occur in samples collected at  
    early stages of infection. Therefore, negative test result cannot  
    exclude a recent infection contracted within the past 5-15 days. 
•  Results from antibody testing should not be used as the sole basis to  
    diagnose or exclude SARS-CoV-2 infection or to inform infection status.
•  Positive results may be due to past or present infection with  
    non-SARS-CoV-2 coronavirus strains, such as coronavirus HKU1,  
    NL63, OC43, or 229E.
•  Results from immunosuppressed individuals should be interpreted  
    with caution.

REFERENCES

•  Li, R., et al. (2020). Substantial undocumented infection  
    facilitates the rapid dissemination of Novel Coronavirus  
    (SARS-CoV-2). Science 10.1126/science.abb3221. 
 
•  Fuk-Woo Chan, J., et al. (2020). A familial cluster of pneumonia  
    associated with the 2019 Novel Coronavirus indicating  
    person-to-person transmission: a study of a family cluster.  
    Lancet (395) 514-523

CLINICAL LABORATORY SERVICES FOR HEALTH AWARENESS AND DISEASE MANAGEMENT

COVID-19 SCREENING TEST 
FOR DETECTION OF EXPOSURE TO NOVEL CORONAVIRUS


