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This Fact Sheet informs you of the known 
and potential risks and benefits of the 
Sentebiolabâ SenteligoTM SARS-CoV-2 
(COVID-19) qPCR Detection Kit. 

The Sentebiolabâ SenteligoTM SARS-CoV-
2 (COVID-19) qPCR Detection Kit is for use 
on respiratory specimens from people who 
meet clinical and/or epidemiological criteria 
for Coronavirus Disease 2019 (COVID-19) 
testing.  

All patients whose specimens are tested 
with this assay will receive the Fact 
Sheet for Patients: Sentebiolabâ 
SenteligoTM SARS-CoV-2 (COVID-19) 
qPCR Detection Kit. 

What are Coronaviruses? 
Coronaviruses are a group of viruses that 
cause diseases in mammals and birds. 
Although the pathologies they create in 
humans are usually in the form of mild 
respiratory infections, several coronavirus 
types cause severe pathologies such as 
SARS, MERS, and COVID-19. 
Coronaviruses belong to the 
Orthocoronavirinae subfamily of the 
Cornidoviridae family in Nidovirales 
subgroup and are single-stranded RNA 
viruses. They are known by the envelope 
structure around them and contain a 
positive sense RNA sequence. Their 
genome lengths range from about 25 to 35 
kb and carry crown-like proteins of about 20 
nm in size. 
What are the symptoms of COVID-19? 
The SARS-CoV-2 virus, which was first 
seen in Wuhan in 2019, is the causative 
agent of COVID-19 which has spread all 
over the world. SARS-CoV-2 is a 
coronavirus similar to SARS-CoV and 
COVID-19 manifests by high fever, 
shortness of breath and dry cough in 

infected patients. However, other 
symptoms such as sore throat and loss of 
smell and taste have also been reported 
in some patients and the full spectrum of 
clinical illness associated with COVID-19 
is not yet known. The mortality rate of this 
disease increases with age, and it is 
observed to be more severe in men and 
especially in smokers and those with 
chronic diseases. COVID-19 infection 
turns into pneumonia when it is severe. 
The epidemiological data suggests that 
the incubation period of the virus ranges 
between 2 to 14 days and the median time 
for the symptoms to be observed after 
exposure to virus is approximately 4 days. 
However, most people who are exposed 
to the virus seem asymptomatic.  

SARS-CoV-2 (COVID-19) infection has 
been declared a pandemic by World 
Health Organization (WHO). The rate of 
virus transmission has been found to be 
extremely high. The most effective way of 
combatting this pandemic is through self-
quarantine, social distancing and 
extensive testing. The most accurate 
method of testing for SARS-CoV-2 is 
through qPCR in a laboratory. 

What do we need to know about SARS-
CoV-2 (COVID-19) qPCR tests? 
The Sentebiolab Senteligo SARS-CoV-
2 (COVID-19) qPCR Detection Kit is a 
real-time reverse transcription 
polymerase chain reaction (qRT-PCR) 
test.   
• The primer and probe set(s) are 

designed to detect RNA from the SARS-
CoV-2 in nasopharyngeal/ 
oropharyngeal swabs, sputa, and 
BAL from patients with signs and 
symptoms of infection who are 
suspected of COVID-19.  

• Samples should be collected and 
handled by using appropriate personal 
protective equipment.  
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• After taking the samples, it is very 
important to keep them in the cold chain. 
In the cases where the test laboratories 
can be reached immediately, the 
samples can be kept at +4 °C, in cases 
where it will take a long time to reach the 
test centers, the samples should be 
frozen at –20 °C or preferably at -70 °C 
and kept in dry ice. 

 
What does a positive result mean? 
Laboratory tests should always be evaluated 
in conjunction with the clinical findings and 
epidemiological data for the final diagnosis. 
A positive qPCR test result means that the 
patient is infected with SARS-CoV-2 but 
might not show the whole range of symptoms 
if any. Nevertheless, the patient should be 
aware that they can transmit the virus to 
other people and should self-quarantine for 
at least 14 days.  
The results of the test should be interpreted 
based on the information provided in the 
Instructions for Use document. The 
Sentebiolab Senteligo SARS-CoV-2 
(COVID-19) qPCR Detection Kit has been 
designed to eliminate the possibility of false 
positive results. Nevertheless, in case of a 
false positive result, risks for the patient may 
include: a recommendation for self-
quarantine, monitoring the close contacts of 
the person for symptoms, self-quarantine 
caused limited contact with family and 
friends, the possibility of increased contact 
with other potential COVID-19 patients, 
possible limited ability to work, delayed 
diagnosis and treatment for another infection 
causing the symptoms, unnecessary 
prescription of a treatment, or similar 
unintended adverse effects.  
The laboratories which use this test should 
confirm the results using appropriate 
standard confirmatory testing and follow 
appropriate reporting guidelines according to 
the public health authorities.  
 
What does a negative result mean?A 
SARS-CoV-2 negative result means that the 
virus RNA was not detected in the patient 

sample above the limit of detection. 
However, a negative test result does not rule 
out COVID-19 infection and should not be 
used as the sole basis of diagnosis or patient 
management decisions. The possibility of a 
false negative result should especially be 
considered if the patient’s recent exposures 
or clinical findings 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, re-
testing should be considered. In case of a 
false negative result, the risks for the patient 
include: delayed supportive treatment, 
delayed or lack of monitoring of the patient 
and their close contacts for symptoms 
resulting in increased risk of spread of 
COVID-19, and other unintended adverse 
events.  


