
 

 
COVID-19 Antigen Rapid Test Cassette 

 
For In-Vitro diagnostic and professional use only 

Store at (2-30 ℃) 
 

INTENDED USE 
Atlas COVID-19 Antigen Test Cassette is an immunochromatography based one 
step in vitro test. It is designed for the rapid qualitative detection of SARS-CoV-
2 virus antigen in nasopharyngeal swabs from individuals suspected of SARS-
CoV-2 infection within the first seven days of symptom onset. Atlas COVID-19 
Antigen Rapid Test cannot be used as the basis to diagnose or exclude SARS-
CoV-2 infection. 
 
INTRODUCTION 
COVID-19 is an interspecies infectious disease that is caused by a novel 
coronavirus with a nucleocapsid of helical symmetry that envelopes a positive 
single stranded RNA genome. Infection by this virus is zoonotic, which means it 
can be transmitted between species. Symptoms, however, vary drastically. In 
humans, the novel coronavirus causes acute respiratory tract complications 
that can range from mild to lethal. Symptoms most commonly include fever, 
dry cough, fatigue, sputum production, sore throat, and headache. Infected 
individuals usually show signs of infection within 2 to 14 days of exposure and 
will recover without the need for special treatment. Elderly, diabetic, immuno-
compromised, and those patients with cardiovascular conditions, for instance, 
are at higher risk of developing severe responses to the virus, such as 
pneumonia, kidney failure, and even death. 
The 1960s witnessed the discovery of human coronaviruses. Other members of 
the family have emerged since, including SARS-CoV in 2003, HCoV NL63 in 
2004, HKU1 in 2005, MERS-CoV in 2012, and the novel SARS-CoV-2 in 2019. 
According to the European Centre for Disease Prevention and Control, the 
COVID-19 virus spreads primarily through common substances of human origin 
that include bodily fluids, such as mucus and saliva.  
 
PRINCIPLE 
Atlas COVID-19 Antigen Rapid Test is an immunochromatographic lateral flow 
device that employs the principle of double antibody sandwich method. 
Colloidal gold conjugated to anti-SARS-CoV-2 antibodies are dry-immobilized 
on the test device. When the specimen is added, it migrates by capillary 
diffusion through the strip to re-hydrate the gold conjugate complexes. If 
present at or above the limit of detection, SARS-CoV-2 viral antigens will react 
with the gold conjugate complexes to form particles, which will continue to 
migrate along the strip until the Test Zone (T) where they are captured by the 
immobilized anti-SARS-CoV-2 antibodies to form a visible red line. If there are 
no SARS-CoV-2 viral antigens in the specimen, no red line will appear in the 
Test Zone (T). The gold conjugate complexes will continue to migrate alone 
until being captured by immobilized antibody in the Control Zone (C) to form a 
red line, which indicates the validity of the test. 
 
MATERIALS 
MATERIALS PROVIDED 

 Atlas COVID-19 Antigen Rapid Test Cassette.  
 Sterilized swab. 
 Extraction tube. 
 Sample extraction buffer.  

 Instructions for use 
MATERIALS REQUIRED BUT NOT PROVIDED 

 Timer. 
 Biohazard waste container. 
 Personal protection equipment. 

 
PRECAUTIONS 

 For professional in vitro diagnostic use only.  
 Do not use after the expiration date indicated on the packaging.  
 Do not use the test if the foil pouch is damaged. Do not reuse 

tests.  
 Never smoke, drink, or eat in the assay laboratory.  
 The test cassette should remain in the sealed pouches until use.   
 Dispose of all specimens and materials used to perform the test as 

biohazardous waste.  
 Wear protective clothing and disposable gloves when dealing with 

samples and reagents. Wash hands after operations.  
 Handle the specimens as though they contain infectious agents 
 This package insert must be read completely before performing 

the test.  
 Do not interchange the buffer and test cassettes of different lots.  
 The used tests, specimens and potentially contaminated materials 

should be discarded according to the local regulations.  
 Do not use the pouch if it is unprinted and if the expiry date is not 

mentioned on it. 
 The product is strictly for medical professional use only and not 

intended for personal use. 
 Inadequate or inappropriate specimen collection, storage, and 

transport may yield inaccurate test results. 
 
STORAGE AND STABILITY 

 The tests are packaged in the sealed pouch at room temperature 
or 2-30°C.  

 The test cassette is stable through the expiration date printed on 
the sealed pouch based on the proper storage conditions. 

 Do not freeze. 
 The test cassette must remain in the sealed pouch until use.  

 
SPECIMEN COLLECTION 
Proper specimen collection, storage, and transport are critical to the 
performance of this test. Specimens should be tested as soon as possible after 
collection. The training in specimen collection is highly recommended because 
of the importance of specimen quality. For optimal test performance, use the 
swabs supplied in the kit. 

1. Carefully insert the swab into the nostril of the 
patient, reaching the surface of posterior 
nasopharynx that presents the most secretion. 

2. Swab over the surface of the posterior 
nasopharynx. Rotate the swab several times.  

3. Withdraw the swab from the nasal cavity. 
 
SPECIMEN PREPARATION  
1. Add 8 drops (about 0.25 mL) of extraction buffer into the extraction tube.  
2. Place the swab with specimen into the extraction tube. Roll the swab 

three to five (3-5) times. 
3. Leave the swab in the extraction buffer for 1 minute. 
4.  Pinch the extraction tube with fingers and remove the solution from the 

swab as much as possible. 

5. Dispose the used swab in accordance with your biohazard waste disposal 
protocol.  

6. Install the nozzle cap onto the sample extraction tube tightly.  
 

 
 
PROCEDURE 
Bring tests, specimens, buffer and/or controls to room temperature 
(18-25°C) before use.  

1. Take the test cassette from the sealed pouch. 
2. Once opened, the test card must be used immediately. Label 

the test card with patient identity.  
3. Place the test cassette on a clean and level surface.  
4. Invert the extraction tube and add 2-3 drops (50-75 μL) of 

test specimen into the specimen well (S) by gently squeezing 
the extraction tube.  

5. Read the results at 15-20 minutes. 

Note: Results after 20 minutes may not be accurate. 
 
INTERPRETATION OF RESULT 
(PLEASE REFER TO THE ILLUSTRATION ABOVE) 
Positive:  
If two colored bands appear within 15-20 minutes with one colored band in the 
Control Zone (C) and another in the Test Zone (T), the test result is positive and 
valid. No matter how faint the colored band is in the Test Zone (T), the result 
should be considered as positive.  
NOTE: The intensity of the color in the test line region(T) will vary depending on 
the concentration of SARS-COV-2 antigen in the specimen. Therefore, any 
shade of color in the test line region(T) should be considered positive.  
Negative:  
If one colored band appears in the Control Zone (C) and no colored band 
appears in the Test Zone (T) within 15-20 minutes, the test result is negative 
and valid. A negative result does not exclude SARS-CoV-2 viral infection and 
should be confirmed by molecular diagnostic method if COVID-19 disease is 
suspected.  
INVALID: Control line fails to appear. 
The test result is invalid if there is no colored band in the Control Zone (C) 
within 15-20 minutes. Repeat the test with a new test device. 

QUALITY CONTROL 
 The control band is an internal reagent and procedural control. It 

will appear if the test has been performed correctly and the 
reagents are reactive.  

 Good Laboratory Practice recommends the daily use of control 
materials to validate the reliability of the device. Control materials 
which are not provided with this test kit are commercially 
available. 



LIMITATIONS 
 The test is limited to the qualitative detection of SARS-CoV-2 viral 

antigen in nasopharyngeal swab specimens. The exact 
concentration of SARS-CoV-2 viral antigen cannot be determined 
by this assay.  

 Proper specimen collection is critical, and failure to follow the 
procedure may give inaccurate results. Improper specimen 
collection, storage or repeated freezing and thawing of specimens 
can lead to inaccurate results.  

 A negative test result may occur if the level of antigen in a 
specimen is below the limit of detection of the test.  

 As with all diagnostic tests, a definitive clinical diagnosis should 
not be based on the result of a single test, but should only be 
made by the physician after all clinical and laboratory findings 
have been evaluated.  

 Negative test results do not rule out other potential non-SARS-
CoV-2 viral infections. Negative results should be confirmed by 
molecular diagnosis if COVID-19 disease is suspected.  

 Positive test results do not rule out co-infections with other 
pathogens.  

 Monoclonal antibodies may fail to detect, or detect with less 
sensitivity, SARS-CoV-2 viruses that have undergone minor amino 
acid changes in the target epitope region.  

  The amount of antigen in a sample may decrease as the duration 
of illness increases. Specimens collected after day 5-7 of illness are 
more likely to be tested negative compared to a RT-PCR assay. 

 
PERFORMANCE CHARACTERISTICS 
1. Analytical Sensitivity: 
The analytical sensitivity of Atlas COVID-19 Antigen Rapid Test was 
established in a study performed with one virus strain and one recombinant 
nucleocapsid protein. The LoD was confirmed as shown in the following 
table. 
No Item Limit of Detection  
1 SARS-CoV-2, Virus  1.3 x102 TCID50/mL  
2 SARS-CoV-2, Recombinant nucleocapsid 

protein  
1 ng/mL  

 
 

 

 
2. Accuracy: 
The accuracy of Atlas COVID-19 Antigen Rapid Test was established with 257 
nasopharyngeal swabs collected from individual symptomatic patients 
(within 7 days of onset) who were suspected of COVID-19. The following 
table summarizes the accuracy of the Rapid SARS-CoV-2 Antigen Test Card 
compared to RT-PCR.  

 
Relative Sensitivity: 91.67%   
Relative Specificity: 98.10%   
Relative Accuracy: 93.38% 
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 RT-PCR  
Positive  Negative  Total  

 Atlas COVID-
19 Antigen 

Test  

Positive  33 4 37 
Negative 3 207 220 

Total 36 211 257 


