
SARS-CoV-2 Neutralizing Antibody Rapid Test 
(COVID-19 Ab)

Instruction for use 

A rapid test for the qualitative detection of the neutralizing 
antibodies to the SARS-CoV-2 or its vaccines in whole blood, 
serum, or plasma. 
For professional in vitro diagnostic use only. 
Package Specification: 40 T/kit, 20 T/kit, 10 T/kit, 1 T/kit.

INTENDED USE 

The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19 Ab) 
is a rapid chromatographic immunoassay for the qualitative 
detection of neutralizing antibodies to SARS-CoV-2 in whole blood, 
serum, or plasma. 

PRINCIPLE 

The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19 Ab) 
is for detection antibodies to SARS-CoV-2 or its vaccines. The cell 
surface receptor angiotensin converting enzyme-2 (ACE2) are 
coated in the test line region and the recombinant receptor-binding 
domain (RBD) conjugated with the indicate particles. During 
testing, if there are SARS-CoV-2 neutralizing antibodies in the 
specimen, it would react with the protein RBD-particle conjugate 
and not react with the pre-coated protein ACE2. The mixture then 
migrates upward on the membrane chromatographically by 
capillary action and would not captured by the pre-coated antigen.   
The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19 Ab) 
contains protein RBD-coated particles. The protein ACE2 are 
coated in the test line region. 

PRECAUTIONS 

- For in vitro diagnostic use only. Do not use after expiration
date.

- The Test strip should remain in the sealed pouch until use.
- Handle all specimens as if they contain infectious agents.

Observe established precautions against microbiological
hazards throughout the procedure and follow the standard
procedures for proper disposal of specimens.

- Wear protective clothing such as laboratory coats, disposable
gloves and eye protection when specimens are assayed.

- The used Test Strip should be discarded according to
national, state and local regulations.

- Humidity and temperature can adversely affect results.

STORAGE AND STABILITY 

The kit can be stored at room temperature or refrigerated (2-30°C). 
The Test Strip is stable through the expiration date printed on the 
sealed pouch. The Test Strip must remain in the sealed pouch until 
use. DO NOT FREEZE. Do not use beyond the expiration date. The 
stability of the kit under these storage conditions is 18 months 

SPECIMEN COLLECTION AND PREPARATION 

The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19 Ab) 
(Whole Blood/Serum/Plasma) can be performed using whole blood. 
Both Fingerstick Whole Blood and Venipuncture Whole Blood can 
be used. 
To collect Fingerstick Whole Blood specimens: 

• Wash the patient’s hand with soap and warm water or clean
with an alcohol swab. Allow to dry.

• Massage the hand without touching the puncture site by 
rubbing down the hand towards the fingertip of the middle or
ring finger.

• Puncture the skin with a sterile lancet. Wipe away the first
sign of blood.

• Gently rub the hand from wrist to palm to finger to form a
rounded drop of blood over the puncture site.

• Add the specimen to the test device by using a dropper or
micropipette measuring 10-100uL range.

Separate serum or plasma from blood as soon as possible to avoid 
hemolysis. Use only clear, non-hemolyzed specimens.   
Testing should be performed immediately after specimen 
collection. Do not leave the specimens at room temperature for 
prolonged periods. Whole blood collected by venipuncture should 
be stored at 2-8°C if the test is to be run within 2 days of collection. 
For long term storage, specimens should be kept below 
-20°C.Whole blood collected by Fingerstick should be tested
immediately.
Bring specimens to room temperature prior to testing. Frozen
specimens must be completely thawed and mixed well prior to
testing. Specimens should not be frozen and thawed repeatedly for
more than three times.
If specimens are to be shipped, they should be packed in
compliance with local regulations covering the transportation of
etiologic agents.

COMPONENTS 

Materials Provided 

1) Foil pouches, with test cassettes
2) Disposable droppers
3) Assay buffer
4) Lancet
5) Iodine swab
6) Instruction for use

Materials Required But Not Provided

1) Specimen collection container
2) Centrifuge (for plasma only)
3) Timer

TEST PROCEDURE 

Allow the test device, specimen, buffer, and/or controls to 
equilibrate to room temperature (15-30°C) prior to testing. 

1. Bring the pouch to room temperature before opening.
Remove the test device from the sealed pouch and use it as
soon as possible.

2. Place the test device on a clean and horizontal surface.
A. For Serum or Plasma Specimens:
Use a capillary dropper or a pipette to collect the serum or
plasma. Use the capillary dropper to transfer 10 drops
(approximately 100 µL) of the specimen into the specimen
well (S) of the test device. Start the timer. Avoid trapping air
bubbles in the specimen well (S).
B. For Whole Blood (Venipuncture/Fingerstick) Specimens:
To use a capillary dropper: Hold the dropper vertically onto
the puncture site, and transfer 5 drops of whole blood
(approximately 50 µL) into the specimen well (S) of the test
device, then add 3 drops of buffer (approximately 90 uL) and
start the timer. See illustration below.
To use a micropipette: Pipet and dispense 50 µL of whole
blood to the specimen well (S) of the test device, then add 3
drops of buffer (approximately 90 µL) and start the timer. See
illustration below.
* The serum/plasma way is the best way to detect the
neutralizing antibodies in blood. But in this kit, we provided
also the materials to carry the whole blood way. It is strongly
suggested to use the serum or plasma to repeat the assay if
there is doubt with the result obtained by whole blood.

3. Wait for the colored line(s) to appear. Read results at 10
minutes. Do not interpret the result after 15 minutes.

INTERPRETATION OF RESULTS 

- Positive (+): Only C line appears, or T line is equal to C line or
weaker than C line. It indicates that there are SARS-CoV-2
neutralizing antibodies in the specimen.

- Negative (-): Both the T line and C line appear, when the
intensity of T line is stronger than C line. It indicates that there
is no SARS-CoV-2 neutralizing antibodies in the specimen, or
else the titer of SARS-CoV-2 neutralizing antibodies are of very 
low level.

- 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.



Expected Results For Vaccination Reference.   
The results if carrying COVID-19 vaccination are expected to be like 
below.   
- Before first dose: Negative by rapid test
- 3 weeks after first dose: weak or middle positive
- 1 week after second dose: middle or high positive
- 2 weeks after second dose: middle or high positive

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.   

LIMITATIONS 

1. The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19
Ab) is for in vitro diagnostic use only. This test should be used
for the detection of neutralizing antibodies to SARS-CoV-2 or its
vaccines in whole blood, serum, or plasma.

2. The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19
Ab) will only indicate the presence of neutralizing SARS-CoV-2
antibodies in the specimen and should not be used as the sole
criterion for the antibody titer detection method.

3. In the recovered patients, the titer of SARS-CoV-2 neutral
antibodies concentrations may be above detectable levels. The
positive of this assay could not be considered as a successful
vaccination program.

4. The continued presence or absence of antibodies cannot be used
to determine the success or failure of therapy. 

5. Results from immunosuppressed patients should be interpreted
with caution. 

6. As with all diagnostic tests, all results must be interpreted
together with other clinical information available to the physician.

PERFORMANCE CHARACTERISTICS 

1. Relative Sensitivity, Specificity and Accuracy

The SARS-CoV-2 Neutralizing Antibody Rapid Test (COVID-19 Ab) 
has been evaluated with specimens obtained from a population of 
positive and negative specimen. Results were confirmed by a 
commercial SARS-CoV-2 Neutralization Antibody Detection Kit 
(ELISA kit, cutoff 30% signal inhibition). 

Method 

A commercial 

SARS-CoV-2 

Neutralization Antibody 

Detection Kit (ELISA 

kit) 

Total 

Results 

SARS-CoV-2 

Neutralizing Antibody 

Rapid Test 

(COVID-19 Ab) 

Results Positive Negative 

Positive 32 0 32 

Negative 1 167 168 

Total Result 33 167 200 
Relative Sensitivity: 96.97%（95%CI：83.35%～99.99%）   

Relative Specificity: 100.00%（95%CI：97.29%～100.00%） 
Accuracy: 99.50%（95%CI：96.94%～99.99%） 

2. Limit of Detection (LOD)*

The detection limit to spiked RBD antibody: 20-50ng/mL.
* The SARS-CoV-2 neutralizing antibody assay are not
standardized, and the performance of our SARS-CoV-2 neutralizing
antibody test was uniquely established.

Concentration Positive/Result Agreement Rate 

RBD antibody 100/100 100% 

3. Cross-Reactivity

Cross-reactivity of the SARS-CoV-2 Neutralizing Antibody Rapid 
Test (COVID-19 Ab) was evaluated using serum or plasma 
specimen which contain antibodies to the pathogens listed below. 
No false positive or false negative was found with the following.   

Influenza A IgM/IgG 
Influenza B IgM/IgG 
Legionella pneumophila IgM 
Chlamydia pneumophila IgM/IgG 
Mycoplasma pneumophila IgM 
HRSV-IgM 
Measles IgG 
Mumps IgG 
HBV 
HCV 
HIV-1 
HIV-2 
Mycobacterium tuberculosis 

4.Interfering Substances
α -IFN  0.2mg/mL 
β -IFN  0.2mg/mL 
Ceftriaxone 0.4mg/mL 
Cholesterol 5mg/mL 
Hemoglobin 10mg/mL 
Histamine  5μ g/mL 
Human anti-mouse antibody 1mg/mL 
Human IgG 5mg/mL 
Human IgM 0.5mg/mL 
Human serum albumin 10mg/mL 

PRECISION

Intra-Assay 

Within-run precision has been determined by using 15 replicates of 
two specimens: a negative, and a spiked RBD antibody positive 
(5ug/mL). The specimens were correctly identified >99% of the 
time. 

Inter-Assay 

Between-run precision has been determined by 15 independent 
assays on the same two specimens: a negative, and a positive. 
Three different lots of the SARS-CoV-2 Neutralizing Antibody Rapid 
Test (COVID-19 Ab) have been tested using these specimens. The 
specimens were correctly identified >99% of the time. 

CAUTIONS 

1.For in-vitro diagnostic use only.
2.Must not use kit beyond the expiration date.
3.Do not mix components from kits with different lot number.

4.Avoid microbial contamination of reagents.
5.Use the test as soon as possible after opening to protect it from
moisture.

INSTRUCTION APPROVAL AND REVISION DATE 

Approval Date: 30-09-2020   
Revision Date: 30-12-2020 
Date of Issue: 30-12-2020   
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