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Number: B030980202ENCE 

        Effective date: 2020-10-30             

 

PACKAGE INSERT 
Trueline COVID-19 Ag Rapid Test 

(Nasopharyngeal swab) 

[REF: MICOG-502 (B25)] 
 

For professional In-vitro Diagnostic Use Only. 

[SUMMARY]  

Coronaviruses are enveloped RNA viruses that are distributed broadly among 

humans, other mammals, and birds and that cause respiratory, enteric, hepatic, 

and neurologic diseases.1  

Six coronavirus species are known to cause human disease.2  Four viruses - 229E, 

OC43, NL63, and HKU1 - are prevalent and typically cause common cold 

symptoms in immunocompetent individuals. The two other strains - severe 

acute respiratory syndrome coronavirus (SARS-COV) and Middle East 

respiratory syndrome coronavirus (MERS-COV) - are zoonotic in origin and have 

been linked to sometimes fatal illness.3 Coronaviruses are zoonotic, meaning 

they are transmitted between animals and people. 

Common signs of infection include respiratory symptoms, fever, cough, 

shortness of breath and breathing difficulties. In more severe cases, infection 

can cause pneumonia, severe acute respiratory syndrome, kidney failure and 

even death.4 

 

[PRINCIPLE]  

The Trueline COVID-19 Ag Rapid Test is a qualitative membrane-based 

immunoassay that uses highly specific and sensitive anti-SARS-CoV-2 (N) 

monoclonal antibodies and anti- SARS-CoV-2 (S) monoclonal antibodies. 

The test device is a strip that is fixed inside a plastic device. The strip composed 

of three main parts: specimen pad, label pad and reaction membrane. The label 

pad contains the colloidal-gold conjugated with the anti-SARS-CoV-2 

monoclonal antibodies. The reaction membrane contains pre-immobilized anti-

SARS-CoV-2 monoclonal antibodies at test line region (T), and pre-immobilized 

the anti-mouse globulin polyclonal antibodies at control line region (C).  

During testing, the specimen reacts with the reagents at the label pad to form 

an antigen-antibody complex. The complex then migrates upward on 

membrane by capillary action to react with antibodies at the test line region and 

generate a colored line (T). The presence of this colored line indicates a positive 

result, while its absence indicates a negative result.  

To serve as a procedural control, a colored line (C) will always appear at control 

line region indicating that proper volume of specimen has been added and 

membrane wicking has occurred. 

 

[INTENDED USE]  

The Trueline COVID-19 Ag Rapid Test is an in vitro diagnostic test for the 

qualitative detection of SARS-CoV-2 antigens in human nasopharyngeal swab.  

 

[REAGENTS]  

Anti-SARS-CoV-2 (N) monoclonal antibodies, Anti-SARS-CoV-2 (S) monoclonal 

antibodies, Goat anti-mouse IgG. 

 

[MATERIALS PROVIDED]  

• Test Cassettes: 25 

• Sample Extraction Buffer: 1x10mL 

• Sterilized Swabs: 25 

• Extraction Tubes with Nozzle Caps: 25 

• Tube Stand: 1  

• Package Insert: 1 

 

[MATERIALS REQUIRED BUT NOT PROVIDED]  

• Timer 

 

[SPECIMEN]  

The specimen is direct nasopharyngeal swab and should be used 

immediately after collection. 

• If immediate testing is not possible, the specimen should be stored in a 

medium-free sealed tube at 2-8oC and use within 12 hours. For longer 

storage, it should be frozen below -70oC and thawed completely before use.6 

• It is not recommended to use storage medium as over-dilution may 

lead to false negative results. If necessary, the specimen should be stored 

in a suitable medium (such as 0.9% NaCl) with a volume not exceeding 300 

µL. When using, the specimen should be completely dissolved in the 

medium, then take 100 µL of the specimen to extract with 300 µL of 

extraction buffer, mix well and perform the testing. 

 

[TESTING PROCEDURE]  

Allow all kit components… to reach a room temperature (15-30°C) prior 

to testing for 30 minutes. 

1. Preparation 

• Remove the test cassette from the foil pouch and use immediately within 

one hour. 

• Write the ID patient and place the cassette on a clean and level surface. 

2. Specimen Collection 

Note: Improper collection or insufficient specimen size may lead to 

inaccurate results. 

 
• The patient position may be sitting or lying, the head backwards to an 

angle of 70o. 

• Gently insert the swab through nostril, along and just above the floor of 

the nasal passage to nasopharynx as far as until resistance is felt (the 

depth about 1/2 of the distance from the tip of the nose to the tip of the 

earlobe).  Rotate the swab 3 times and then hold the swab in place for 

10 seconds to absorb the most of specimen. 

• Gently rotate while remove the swab from the patient's nostril. 

3. Specimen Extraction 

  
• Add 10 drops (300 µL) of extraction buffer to the tube and put it on the 

tube stand. 

• Put the swab into the tube. Twist and squeeze the swab against the side 

and bottom of the tube for 10 times. Let the swab soaked in the buffer 

for 1 minute. 

• Squeeze the two sides of the tube onto the swab tip, slowly twist the 

swab and press its tip while withdrawing it from the tube to obtain as 

much solution as possible. Discard the used swab in accordance with 

regulations for bio-infectious waste. 

• Close the tube tightly by the nozzle cap.  

• Shake the tube vigorously 10 times to mix the specimen well. 

4. Testing  

• Transfer 3 drops (100 µL) of extracted specimen from the tube into the 

sample well (S) of the test cassette and start the timer. 

• Read results at 15 minutes. Do not use results after 20 minutes. 

  
[INTERPRETATION]  
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POSITIVE:* Two colored lines appear. One colored line should always appear 

in the control line region (C) and another line should be in the test line region 

(T). The positive result indicates that the specimen contains SARS-CoV-2 

antigens. 

*NOTE: The intensity of the color in the test line region (T) may vary depending 

on the concentration of SARS-CoV-2 antigens present in the specimen. 

Therefore, any shade of color in the test line region should be considered 

positive. 

NEGATIVE: One colored line appears in the control line region (C). No line 

appears in the test line region. The negative result indicates that there are no 

SARS-CoV-2 antigens in the specimen or the number of viral particles is below 

the detectable range. 

INVALID: Control line fails to appear. Insufficient specimen volume or 

incorrect procedural techniques are the most likely reasons for control line 

failure. Review the procedure and repeat the test with a new test. If the problem 

persists, discontinue using the test kit immediately and contact your local 

distributor. 

 

[PRECAUTIONS]  

1. For professional in vitro diagnostic use only.  

2. Do not use after expiration date or package is damaged. 

3. Ensure that an appropriate amount of specimens is used for testing. Too 

much or too little specimen size may lead to inaccurate results. 

4. Do not eat, drink or smoke in the area where the specimens or kits are 

handled. 

5. Wear protective clothing such as laboratory coats, disposable gloves and eye 

protection during testing. 

6. Handle all specimens as if they contain infectious agents. Observe 

established precautions against microbiological hazards during testing and 

disposal of specimens. 

7. All specimens and used accessories should be treated as infectious and 

discarded according to local regulations. 

8. Perform test at room temperature 15-30°C. Humidity and temperature can 

adversely affect results. 

9. Avoid using bloody specimens. 

 

[LIMITATIONS]  

1. The Trueline COVID-19 Ag Rapid Test is an acute-phase screening test and 

detects only the presence of SARS-CoV-2 antigens in the sample. Do not use 

this test to determine the value or rate of variation in concentration of SARS-

CoV-2 antigens in a sample. 

2. This test should not be used as the sole method of diagnosing, treating, or 

managing patients with SARS-CoV-2 infection. 

3. A negative test result may occur if the concentration of antigens in a 

specimen is below the detection limit of the test or if poor quality of 

specimen caused by improper collection and/ or transportation, therefore a 

negative test result does not preclude the possibility of SARS-CoV-2 

infection and the results should be considered with clinical and 

epidemiological contexts. If necessary, the results should be re-confirmed by 

molecular assay (RT-PCR), ELISA or viral culture. 

4. The Trueline COVID-19 Ag Rapid Test can detect viable and non-viable SARS-

CoV-2 antigens. Test performance depends on antigens load in the 

specimen and may not correlate with cell culture performed on the same 

specimen. 

5. A positive test result does not rule out the possibility that other pathogens 

may be present. Therefore, the results must be compared with all other 

available clinical and laboratory information to make an accurate diagnosis. 

 

[SHELF-LIFE]: 24 months in the sealed pouch. 1 hour after opening pouch. 

[STORAGE]: Temperature 2-30°C. DO NOT FREEZE. 

[SPECIFICATION]: In-house. 

 

[QUALITY CONTROL]  

Internal procedural controls are included in the test. A colored line appearing in 

the control region (C) is an internal procedural control. It confirms sufficient 

specimen volume and correct procedural technique. Control standards are not 

supplied with this kit; however, it is recommended that positive and negative 

controls be tested as a good laboratory practice to confirm the test procedure 

and to verify proper test performance. 

 

[PERFORMANCE CHARACTERISTICS]  

[Sensitivity, Specificity and Accuracy] 

The performance of the Trueline COVID-19 Ag Rapid Test has been evaluated 

on clinical specimens from patients which were confirmed by RT-PCR assay. 

Method RT-PCR 
Total 

Trueline COVID-19 

Ag Rapid Test 

Result Positive Negative 

Positive 21 0 21 

Negative 1 36 37 

Total 22 36 58 

Relative Sensitivity: 95.45% (95%CI*: 78.20%-99.19%)     

Relative Specificity: 100% (95%CI*: 90.36%-100%) 

Relative Accuracy: 98.28% (95%CI*: 90.86%-99.70%)               

*95%CI: 95% Confidence Intervals 

 

[Cross-reactivity]  

List of non-cross-reactive microorganisms: 
Microorganism Conc. Microorganism Conc. 

Human coronavirus 229E 1.0 x 10^5 PFU/mL Respiratory syncytial virus 1.0 x 10^5 PFU/mL 

Human coronavirus OC43 1.0 x 10^5 PFU/mL Rhinovirus 1.0 x 10^5 PFU/mL 

Human coronavirus NL63  1.0 x 10^5 PFU/mL Haemophilus influenzae 1.0 x 10^6 CFU/mL 

Adenovirus (e.g. C1 Ad. 71) 1.0 x 10^5 PFU/mL Streptococcus pneumoniae 1.0 x 10^6 CFU/mL 

Human Metapneumovirus 

(hMPV) 

1.0 x 10^5 PFU/mL Streptococcus pyogenes 1.0 x 10^6 CFU/mL 

Parainfluenza virus 1-4 1.0 x 10^5 PFU/mL Candida albicans 1.0 x 10^6 CFU/mL 

Influenza A (H1N1) 1.0 x 10^5 PFU/mL Pooled human nasal wash  14% v/v 

Influenza A (H3N2) 1.0 x 10^5 PFU/mL Bordetella pertussis 1.0 x 10^6 CFU/mL 

Influenza A (H5N1) 1.0 x 10^5 PFU/mL Mycoplasma pneumoniae 1.0 x 10^6 CFU/mL 

Influenza B 1.0 x 10^5 PFU/mL Chlamydia pneumoniae 1.0 x 10^6 CFU/mL 

Enterovirus  1.0 x 10^5 PFU/mL Legionella pneumophila 1.0 x 10^6 CFU/mL 

 

[Interfering substances]  

List of substances that do not interfere:  
Substance Conc. Substance Conc. 

Mucin 0.5% Nasal Gel (Oxymetazoline) 10% v/v 

Whole Blood 4% Zicam 5% v/v 

Ricola (Menthol) 1.5 mg/mL Homeopathic (Alkalol) 1:10 dilution  

Sucrets (Dyclonin/Menthol) 1.5 mg/mL Fisherman’s Friend 1.5 mg/mL 

Chloraseptic (Menthol/Benzocaine) 1.5 mg/mL Sore Throat Phenol Spray 15% v/v 

Naso GEL (NeilMed) 5% v/v Tobramycin 4 μg/mL 

CVS Nasal Drops (Phenylephrine) 15% v/v Mupirocin 10 mg/mL 

Afrin (Oxymetazoline) 15% v/v Fluticasone Propionate 5% v/v 

CVS Nasal Spray (Cromolyn) 15% v/v Tamiflu (Oseltamivir Phosphate) 5 mg/mL 

 

[Limitation of Detection (LOD)]  

The LOD of Trueline COVID-19 Ag Rapid Test is 142 TCID50/mL for inactivated 

cultured SARS-CoV-2 virus and 0.1 ng/mL for SARS-CoV-2 recombinant 

antigens.  
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