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For any technical assistance please contact us in English at: Email: customerservice@autobio.com.cn 

Contact the local dealers for all product related questions in local language  

This assay is based on a colloidal gold method for the rapid, qualitative determination of Anti-SARS-CoV-2 (IgG /IgM 

antibodies of Severe Acute Respiratory Syndrome Coronavirus 2) in human serum, plasma or whole blood. 
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Strip Cassette 

REF Size REF Size 

RTA0101 1 test RTA0201 1 test 

RTA0102 20 tests RTA0202 20 tests 

RTA0103 50 tests RTA0203 50 tests 

RTA0104 100tests RTA0204 100tests 
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Introduction 

Coronaviruses are a large family of single-stranded RNA viruses that infect 

mammals and birds, causing respiratory infection. Severe acute 

respiratory syndrome coronavirus 2 (SARS coronavirus 2 or SARS-CoV-2),1 

a virus closely related to the SARS virus2-4 causes an infectious disease 

named COVID-19 (Coronavirus disease 2019). Antibody assays can also 

be used, using a blood serum/plasma sample/whole blood, with results 

within a few days. Those affected may develop a fever, dry cough, fatigue 

and shortness of breath.5-7 Cases can progress to pneumonia and 

multi-organ failure in the most vulnerable.8,9 The infection can also be 

diagnosed from a combination of symptoms, risk factors and a chest CT 

scan showing features of pneumonia.10,11   

Measurement Principle  

This assay is based upon one-step capture method. This test contains a 

membrane, which is pre-coated with two mouse anti-human monoclonal 

antibodies (anti-IgG and anti-IgM) on two separated test lines. The 

samples with SARS-CoV-2 antigen which can specifically bind to 

SARS-CoV-2 antibodies (IgM and/or IgG) is bound to colloidal gold and 

sprayed on conjugation pads labeled gold colorimetric reagent to form a 

red/pink line. As the complex continues to travel up in the strip, the 

anti-SARS-CoV-2 IgM antibodies are bound on the IgM line, and the 

anti-SARS-CoV-2 IgG antibodies are bound to the IgG line. The control (C) 

line appears when sample has flowed through the strip. The presence of 

anti-SARS-CoV-2 IgM and/or IgG will be indicated by a visible test line (T) 

in the IgM and IgG region. Both the Test Line and Control Line in result 

window are not visible before applying any samples. The Control Line is 

used for procedural control. Control line should always appear if the test 

procedure is performed properly and the reagents of control line are 

working.  

Components 

1. Sample Diluent  

Sample diluent contains MOPS buffer. 

 1test 20tests 50tests 100tests 

Sample Diluent 4.5mL*1 4.5mL*1 4.5mL*2 4.5mL*4 

2. Cassette/Strip  

Type  1test 20tests 50tests 100tests 

Cassette 

 SARS-CoV-2 

(IgM+IgG) 

Cassette 

1 20 50 100 

Strip 

SARS-CoV-2 IgM 

Strip 
1 20 50 100 

SARS-CoV-2 IgG 

Strip 
1 20 50 100 

Cassette and Strip were individually sealed in the aluminum foiled pouch 

with a desiccant.  

Cassette:  

Each Cassette includes two test regions (SARS-CoV-2 IgM and 

SARS-CoV-2 IgG). (See picture 1)  

Note: The cassette of SARS-CoV-2 IgM was in the left, and the cassette of 

SARS-CoV-2 IgG was in the right. There was no interference between the 

two cassettes. 

Strips:  

SARS-CoV-2 IgM and SARS-CoV-2 IgG strips are sealed separately in the 

cartridge. (See picture 2) 

 

 

 

 

 

 

 

 

3. 1 copy of instruction for use  

Materials Required but not Provided 

1. Alcohol swab  

2. Capillary tube 

3. Centrifuge  

4. Disposable sterile blood lancet 

5. Sample collection container 

6. Timer  

7. Micropipette 

Warnings and Precautions 

1. For in vitro diagnostic use only. For professional use only. 

2. Follow the instruction for use carefully. Reliability of assay results 

cannot be guaranteed if there are any deviations from the 

instructions in this package insert. 

3. Handle the potentially contaminated materials safely according to 

local requirement.  

4. Do not smoke, drink, eat or use cosmetics in the working area. 

5. Wear protective clothing and disposable gloves when dealing with 

samples and reagents. Wash hands after operations.  

6. Conduct the assay away from bad ambient conditions. e.g. ambient 

air containing high concentration corrosive gas such as sodium 

hypochlorite acid, alkaline, acetaldehyde and so on, or containing 

dust. 

7. Wipe and wash the splashed sample with highly effective disinfectant. 

Avoid splashing and the formation of smog. 

8. Use a clean sample dispensing plastic dropper or tip for every sample 

to avoid cross contamination. 

9. Decontaminate the dispose of all samples, reaction kits and 

potentially contaminated materials as if they were infectious waste, 

in a biohazard container. 

10. Do not mix and interchange different samples. 

11. Anticoagulants such as heparin, EDTA and sodium citrate do not 

affect the test result. 

12. Use unpacked Cassette or Strip as soon as possible to avoid being 

humidified. The Cassette or Strip is sensitive to humidity as well as to 

heat. 

13. Do not use the Cassette or Strip beyond the labeled expiry date 

indicated on the outer container. 

14. Do not use the Cassette or Strip if the pouch is damaged or the seal is 

broken. 

15. The Cassette or Strip cannot be reused. 

16. Results was unaffected by the destructed SARS-CoV-2 IgM. 

Storage 

1. Store all components at 2-30 ℃. Do not freeze.  

 

Picture 1 Picture 2 

IgM    IgG 

https://en.wikipedia.org/wiki/Immunoassay
https://en.wikipedia.org/wiki/Blood_serum
app:ds:disposable%20sterile%20blood%20lancet
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2. The Cassette or Strip was stable throughout the expiration date 

printed on the outer container. The Cassette or Strip should remain in 

the sealed aluminum foiled pouch until ready for use and not freeze. 

It cannot be used beyond the expiration date. 

3. Store Sample Diluent at 2-30℃ after use, then it can be used until the 

expiration date. 

Sample 

1. Collect samples in accordance with correct medical practices. 

2. Finger prick whole blood sample could be collected by first using an 

alcohol swab to clean the finger of the person being tested, then 

puncturing the center of the finger pad skin with a disposable sterile 

blood lancet, holding the finger downward, dripping the blood into 

the Test Cassette’s or Strip’s sample well, or draw the blood with a 

capillary tube if the blood cannot be dripped into the sample well. 

3. Venipuncture whole blood sample could be collected in accordance 

with the standard practices for collecting human blood samples with 

anticoagulants. Validated anticoagulants include heparin, EDTA and 

sodium citrate. Other anticoagulants have not been tested and may 

give an incorrect result. 

4. Collect the whole blood into the collection tube (containing 

anticoagulants such as heparin, EDTA and sodium citrate) by 

venipuncture and then centrifuge blood to get plasma sample. 

Carefully withdraw the plasma into new pre-labeled tube. 

5. Collect the whole blood into the collection tube (NOT containing 

anticoagulants such as heparin, EDTA and sodium citrate) by 

venipuncture, leave to settle for 30 minutes for blood coagulation 

and then centrifuge blood to get serum sample of supernatant. 

Carefully withdraw the serum into new pre-labeled tube. 

6. Sediments and suspended solids in serum or plasma samples may 

interfere with the test result which should be removed by 

centrifugation. Be sure that the samples are not decayed prior to use. 

7. Insufficient processing of the sample, or disruption of the sample 

during transportation may cause depressed results.  

8. Cap and store the serum or plasma samples at 2-8 ℃ for no more 

than 24 hours to be test. For longer use, freeze the serum or plasma 

samples at -20 ℃. Whole blood samples cannot be frozen and 

should be tested timely. Avoid multiple freeze-thaw cycles. Mix 

thawed samples thoroughly by low speed vortexing or by inverting 

10 times. Bring samples to room temperature prior to testing for at 

least 30 minutes. Visually inspect the samples, if layering or 

stratification is observed, continue mixing until samples are visibly 

homogeneous. 

9. If proper serum or plasma sample collection and preparation cannot 

be verified, or if samples have been disrupted due to transportation 

or sample handling, an additional centrifugation step is 

recommended. Centrifugation conditions should be sufficient to 

remove particulate matter. 

Reagent Preparation  

1. Bring all reagents, samples and Cassette or Strip to room 

temperature before performing the assay for approximately 30 

minutes, be sure them to be completely recovered to room 

temperature before proceeding to the next step. 

2. Remove the Cassette or Strip from the aluminum foiled pouch and 

place it on a clean, flat and dry surface.  

Measurement Procedure 

For Cassette: 

1. Identify the Cassette for each sample.  

2. When serum or plasma is collected, add 5 µL of the serum or plasma 

sample into each sample well. Then add 60 µL of the Sample Diluent. 

For each sample, use a separate tip and Cassette.  

3. When whole blood is collected, add 10 µL of the fingerprick whole 

blood sample or venipuncture whole blood sample into each sample 

well. Then add 60 µL of the Sample Diluent. For each sample, use a 

separate tip and Cassette.  

4. Read the test results within 15 minutes. Do not read the results after 

20 minutes.  

Note: both IgG and IgM Cassette must be tested. 

. 

For Strip: 

1. Identify the Strip for each sample.  

2. When serum or plasma is collected, add 5 µL of the serum or plasma 

sample into each sample well. Then add 60 µL of the Sample Diluent. 

For each sample, use a separate tip and Strip.  

3. When whole blood is collected, add 10 µL of the fingerprick whole 

blood sample or venipuncture whole blood sample into each sample 

well. Then add 60 µL of the Sample Diluent. For each sample, use a 

separate tip and Strip.  

4. Read the test results within 15 minutes. Do not read the results after 

20 minutes.  

Note: both IgG and IgM Strip must be tested. 

 

Measurement Results 

For Cassette: 
1.  Reactive  

Observe the two colored lines, the control line in the control (C) region, 

and the test line in the SARS-CoV-2 IgM/IgG test (T) region of the 

membrane.  

SARS-CoV-2 IgM Reactive   SARS-CoV-2 IgG Reactive    SARS-CoV-2 IgG and IgM Reactive 

 

Note: the intensity of the color in the test line (T) region will vary 

depending on the concentration of SARS-CoV-2 antigen present in the 

sample. Therefore, any shade of color in the test line (T) region should be 

considered reactive. 

2. Unreactive  

The presence of only control line within each result window indicates a 

unreactive result to the corresponding Cassette.  

 

 

 

 

 

 

 

 

 

 

 

3.  Invalid  

Neither colored test line nor colored control line appears in each Cassette. 

app:ds:disposable%20sterile%20blood%20lancet
app:ds:disposable%20sterile%20blood%20lancet
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Or only the colored test line appears in the test (T) region of the 

membrane. 

Some causes of invalid results are: not following the directions correctly 

or the test may have deteriorated beyond the expiration date. It is 

recommended that the sample be re-tested using a new Cassette. 

 

 

 

 

 

 

 

 

 

For Strip: 
1. Reactive  

Observe the two colored lines, the control line in the control (C) region, 

and the test line in the SARS-CoV-2 IgM/IgG test (T) region of the 

membrane.  

IgM    IgG             IgM    IgG               IgM    IgG 

  

 

 

 
SARS-CoV-2 IgM Reactive  SARS-CoV-2 IgM Reactive       SARS-CoV-2 IgG and IgM Reactive 

Note: the intensity of the color in the test line (T) region will vary 

depending on the concentration of SARS-CoV-2 antigen present in the 

sample. Therefore, any shade of color in the test line (T) region should be 

considered reactive. 

2. Unreactive  

The presence of only control line within each result window indicates a 

unreactive result to the corresponding Strip.  

IgM             IgG 

 

 
 
 

 

 

 

 

 

3. Invalid  

Neither colored test line nor colored control line appears in each Strip. Or 

only the colored test line appears in the test (T) region of the membrane. 

Some causes of invalid results are: not following the directions correctly 

or the test may have deteriorated beyond the expiration date. It is 

recommended that the sample be re-tested using a new Strip. 

IgM/ IgG          IgM/IgG 

 

 

 

 

 

 

 

Control Procedure  

An internal procedural control is included in the test. A colored line 

appearing in the C line is an internal procedural control. It confirms 

sufficient sample volume, adequate membrane wicking 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.  

Limitations of the Procedure 

1. This assay is intended as an aid for the clinical diagnosis.            

Conduct this assay in conjunction with clinical examination, patient’s 

medical history and other test results. 

2. If the results are inconsistent with clinical evidence, additional testing 

is suggested to confirm the result. A negative result does not 

preclude the possibility of SARS-CoV-2 antigen infection. This assay is 

a screening assay and any positive result should be confirmed by 

chest CT, NAT or other clinical diagnosis result. 

3. This test kit is for the detection of SARS-CoV-2 IgM or SARS-CoV-2 

IgG in serum, plasma or whole blood samples. Neither the 

quantitative value nor the rate of increase in SARS-CoV-2 IgM or 

SARS-CoV-2 IgG can be determined by this qualitative test. 

4. As with all diagnostic assays, all results must be interpreted together 

with other clinical information available to the physician. 

5. Whilst every precaution has been taken to ensure the diagnostic 

ability and accuracy of this product, the product is used outside of 

the control of the Manufacturer and Distributor and the result may 

accordingly be affected by environmental factors and/or user error. A 

person who is the subject of the diagnosis should consult a doctor 

for further confirmation of the result. 

6. The Manufacturers and Distributors of this product shall not be liable 

for any losses, liability, claims, costs or damages whether direct or 

indirect or consequential arising out of or related to an incorrect 

diagnosis, whether positive or negative, in the use of this product. 

Performance Characteristics 

1. Negative reference coincidence rate  

Test 10 negative references, the results shall be all negative. 

2.  Positive reference coincidence rate 

Test 6 positive references, the results shall be all positive. 

3. Limit of detection 

Three references of limit of detection (L1, L2, L3) were tested, L1 shall be 

negative and L2, L3 were all positive. 

4. Precision  

2 different precision references were tested with 10 replicates, the result 

shall be all positive. 

5. Analytical Specificity 

Cross reaction: For the substances, endemic human coronavirus 

antibodies (HKU1, OC43, NL63 and 229E), influenza A virus antibodies, 

influenza B virus antibodies, parainfluenza virus IgM antibodies, 

parainfluenza virus IgG antibodies, respiratory syncytial virus IgM 

antibodies, respiratory syncytial Cytovirus IgG antibody, Mycoplasma 

pneumoniae IgM antibody, Mycoplasma pneumoniae IgG antibody, 

Chlamydia pneumoniae IgM antibody, Chlamydia pneumoniae IgG 

antibody, Coxsackie virus type A16 IgM antibody, Coxsackie virus group B 

IgM antibody, Coxsackie virus group B IgG Antibody, Legionella IgG 

antibody, Adenovirus IgM antibody, Adenovirus IgG antibody, EB virus 

nuclear antigen IgG antibody, EB virus capsid antigen IgG antibody, EB 

virus early antigen IgG antibody, cytomegalovirus IgM antibody, 

cytomegalovirus IgG antibody , Enterovirus 71 IgM antibody, Enterovirus 

71 IgG antibody, Toxoplasma IgM antibody, Toxoplasma IgG antibody, 

Rubella virus IgM antibody, Rubella virus IgG antibody, Herpes simplex 
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virus type IgM antibody, Herpes simplex virus type I IgG antibody, herpes 

simplex virus type II IgM antibody, herpes simplex virus type II IgG 

antibody, measles virus IgM antibody, measles virus IgG antibody, mumps 

Virus IgM antibody, mumps virus IgG antibody, varicella zoster virus IgM 

antibody, varicella zoster virus IgG antibody, there was no cross reaction. 

Interference: No interference with 8 mg/mL of haemoglobin, 0.3 mg/mL 

of Bilirubin, 5 mg/mL of triglycerides, HAMA antibody, 100IU/mL 

rheumatoid factor, antinuclear antibody with a titer of 1: 320, 80U/mL 

antimitochondrial antibody, total IgG / IgM, high concentration of 

specific IgG and IgM, and α-interferon, zanamivir, Ribavirin, oseltamivir, 

paramivir, lopinavir, ritonavir abidol, levofloxacin, azithromycin, 

ceftriaxone, meropenem, tobramycin. 
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