
Protect yourself  from serious infection with

highly specific COVID diagnostic kit

GENEdania

COVID-19 qRT-PCR 



What is a coronavirus?

Coronaviruses are a large family of viruses which may cause illness in animals or humans.

In humans, several coronaviruses are known to cause respiratory infections ranging from the

common cold to more severe diseases such as Middle East Respiratory Syndrome (MERS) and

Severe Acute Respiratory Syndrome (SARS).

COVID-19(SARS-CoV-2)

What is COVID-19?

COVID-19 is the infectious disease caused by the most recently discovered coronavirus. This

new virus and disease were unknown before the outbreak began in Wuhan, China, in December

2019. COVID-19 is now a pandemic affecting many countries globally.

https://www.who.int/

https://www.who.int/


Status of  COVID-19 diseases

Last updated at 08/28/2020

COVID-19 (Corona Virus disease 2019) is the respiratory infectious disease 
caused by SARS-CoV-2 that has not been previously identified in humans. 

WHO declared this beta-coronavirus as a pandemic disease being regarded as 
spreading all around the world.
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Polymerase Chain Reaction, PCR

What is the Polymerase Chain Reaction(PCR)?

Polymerase chain reaction (PCR) is a method widely used to rapidly make millions to billions 

of copies of a specific DNA sample, allowing scientists to take a very small sample of DNA and 

amplify it to a large enough amount to study in detail. 
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GENEdania COVID-19 qRT-PCR Kit 

intended for the qualitative detection of nucleic acid 

from SARS-CoV-2 in upper respiratory specimens

e.g. nasopharyngeal, oropharyngeal swab, and lower 

respiratory specimens, e.g. sputum, from individuals 

with signs and symptoms of COVID-19.

The GENEdania COVID-19 qRT-PCR kit

in vitro diagnostic (IVD) one step real-time RT-PCR assay kit 



GENEdania COVID-19 qRT-PCR Kit 

Name Volume Quantity

GENEdania 2x qRT-PCR Premix 1,000 µL 1 E.A.

GENEdania Primer/Probe mixture 500 µL 1 E.A.

GENEdania Positive control 50 µL 1 E.A.

GENEdania Negative control 100 µL 1 E.A.

Kit Components

STEPS Temp. Time Cycle

Reverse transcription 50℃ 20 min 1

Pre-denaturation 95℃ 5 min 1

Denaturation 95℃ 15 sec
45

Annealing/ Extension/ Detection 58℃ 60 sec

Running Program

GENEdania

2x qRT-PCR Premix

GENEdania

Primer/Probe mixture

GENEdania

Negative control
GENEdania

Positive control



Target gene

GENEdania detects three COVID-19 genes 

- Orf1ab, N and E genes

Orf1ab, N gene – COVID-19 specific genes

E gene – beta-coronavirus specific gene

* I.C.: Internal Control



Key  Features

• Detects three COVID-19 genes

: Orf1ab, N and E genes and endogenous control gene

• Full compliance with the WHO Guidelines

• Less than 2 hours from RNA to results on most qPCR machines

• One tube and one step real-time RT-PCR assay Kit

• UDG (Uracil-DNA Glycosylase) to eliminate the carry-over contamination during 

the RT-PCR assay 
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Standard Test
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a: 1,000 copies/µL
b: 100 copies/µL
c: 10 copies/µL

GENEdania COVID-19 qRT PCR Kit

shows high sensitivity and stability



Result interpretation

* U.D.: Undetermined

# Orf1ab N E I.C. Assay Result

1 ≤ 40 ≤ 40 ≤ 40 ≤ 35

COVID-19 Positive
2 ≤ 40 ≤ 40 U.D.* ≤ 35

3 ≤ 40 U.D.* ≤ 40 ≤ 35

4 U.D.* ≤ 40 ≤ 40 ≤ 35

5 ≤ 40 U.D.* U.D.* ≤ 35

Re-test

(COVID-19 Positive if Orf1ab ≤ 40

after re-test)

6 U.D.* ≤ 40 U.D.* ≤ 35

Re-test

(COVID-19 Positive if N ≤ 40

after re-test)

7 U.D.* U.D.* ≤ 40 ≤ 35 Beta coronavirus

8 U.D.* U.D.* U.D.* ≤ 35 Negative

9 U.D.* U.D.* U.D.* U.D.* Invalid (re-test)



Clinical performance

Test results

Comparator

(Real-time RT-PCR)
Total

Positive Negative

GENEdania COVID-19 

qRT-PCR Kit

Positive 50 0 50

Negative 0 50 50

Total 50 50 100

- Positive agreement: 100% (50/50)

- Negative agreement: 100% (50/50)

- Overall agreement: 100% (100/100)

Compared with a comparative method (Real-time RT-PCR) 

with 50 positive samples and 50 negative samples,



Protect yourself from serious infection

with highly specific GENEdania COVID-19 qRT-PCR
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