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Direct Saliva - COVID-19 test
This Fact Sheet informs you of the known and potential risks of the Rako COVID-19 validated and accredited
direct saliva test

What are the symptoms of COVID-19?
Many patients with COVID-19 have developed fever and/or
symptoms of acute respiratory illness (e.g., cough,
dyspnea), although some individuals experience only mild
symptoms or no symptoms at all. The current information
available to characterize the spectrum of clinical illness
associated with COVID-19 suggests that, when present,
symptoms include cough, shortness of breath or dyspnea,
fever, chills, myalgias, headache, sore throat, new loss of
taste or smell, nausea or vomiting or diarrhoea. Signs and
symptoms may appear any time from 2 to 14 days after
exposure to the virus, and the median time to symptom
onset is approximately 5 days.

How is the sample collected?
Patients are asked to provide a small volume of saliva
which will go into a labelled tube.
Samples are collected, transported and processed with all
appropriate infection control precautions.

What does it mean if the specimen tests positive for
the virus that causes COVID-19?
A positive test result for COVID-19 indicates that RNA from
SARS-CoV-2 was detected, and therefore the patient is
infected with the virus. If an individual tests positive, it may
be at the end of the disease. A repeat test will confirm this
Patient management should be made by a healthcare
provider and follow current Ministry of Health guidelines.
The test has been designed to minimize the likelihood of
false positive test results. However, there is still a small
likelihood that this test can give a false positive result. In
the event of a false positive result, risks to patients could
include the following: a recommendation for isolation of
the patient, monitoring of household or other close
contacts for symptoms, patient isolation that might limit
contact with family or friends and may increase contact
with other potentially COVID-19 patients, limits in the
ability to work, delayed diagnosis and treatment for the
true infection causing the symptoms, unnecessary
prescription of a treatment or therapy, or other unintended
adverse effects.

What does it mean if the specimen tests negative
for the virus that causes COVID-19?
A negative test result for this test means that SARS-CoV-2
RNA was not present in the specimen above the limit of
detection. However, there is still a small likelihood of a
false negative result. It is possible to test a person too
early or too late during COVID-19 infection to make an
accurate diagnosis.
When diagnostic testing is negative, the possibility of a
false negative result should be considered in the context of
a patient’s recent exposures and the presence of clinical
signs and symptoms consistent with COVID-19. The
possibility of a false negative result should especially be
considered if the patient’s recent exposures or clinical
presentation indicate that COVID-19 is likely, and
diagnostic tests for other causes of illness (e.g., other
respiratory illness) are negative.
If COVID-19 is still suspected based on exposure history
together with other clinical findings, re-testing should be
considered. Additional testing may be helpful to ensure
testing was not conducted too early.
If a negative result is obtained with a saliva specimen and
COVID-19 is still suspected based on exposure history
together with other clinical findings, testing an alternative
specimen type should be considered.
Risks to a patient of a false negative test result include:
delayed or lack of supportive treatment, lack of monitoring
of infected individuals and their household or other close
contacts for symptoms resulting in increased risk of
spread of COVID-19 within the community, or other
unintended adverse events.
The performance of this test was established based on the
evaluation of a limited number of clinical specimens. The
clinical performance has not been established in all
circulating variants but is anticipated to be reflective of the
prevalent variants in circulation at the time and location of
the clinical evaluation. Performance at the time of testing
may vary depending on the variants circulating, including
newly emerging strains of SARS-CoV-2 and their
prevalence, which change over time.

Working for a COVID-free workplace

For more information, go to http://www.rakoscience.com

