
 As increasing numbers of people recover from and are vaccinated against 
COVID-19, tests are needed to measure levels of protective, neutralizing 
antibodies longitudinally to help determine the duration of immunity. 

We developed a lateral flow assay (LFA) that measures levels of neutralizing 
antibodies in plasma, serum or whole blood. 
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Vaxxitest is a 
neutralizing antibody 
test that is rapid, 
highly portable and 
relatively inexpensive 
that might be useful in 
assessing COVID-19 
vaccine immunity.

 The 2019 novel coronavirus (SARS-CoV-2) has 
several structural proteins, including spike (S), 
envelope (E), membrane (M), and nucleocapsid (N). 
The S-protein contains a receptor-binding domain 
(RBD), which can recognize the cell surface receptor, 
angiotensin-converting enzyme-2 (ACE2). 

 Neutralizing antibodies (NAb) can block the 
interaction between the receptor-binding domain 
(RBD) of the novel coronavirus spike protein with the 
ACE2 cell surface receptor. The level of NAb, 
therefore, can be used to analyze a patient’s immunity 
against future SARS-CoV-2 infection.



The test classifies high levels of neutralizing antibodies in sera that were tittered 
using authentic SARS-CoV-2 and pseudotype neutralization assays with an 
accuracy of 96,24%. 

The protein-protein interaction between RBD and hACE2 can be blocked if the test 
samples contain a certain level of neutralizing antibody against SARS-CoV-2.

Not all the antibodies are neutralizing. Non-neutralizing antibodies, or binding 
antibodies, can bind to viral antigens but do not block viral infection. Binding 
antibodies can flag the viral antigen to trigger immune responses, but the presence 
of binding antibodies does not reflect the level of immunity. Neutralizing antibodies 
(NAbs) are antibodies that not only bind to viral antigens but also block viral infec-
tion. The presence of NAb can be used to evaluate immunity status after infection 
or vaccination.

Reagents Clinical Cases

Positive Negative

Positive 97 2 99

Negative

Clinical Cases

For the detection, the overall sensitivity is 94.17%, the overall specificity is 98.18%.

6 108 114

103 110 213

Total

Vaxxitest™                           
2019-nCoV Neutralization     
Antibody Test Cassette (Whole 
Blood/Serum/Plasma)

 The LFA is based on the principle that 
neutralizing antibodies inhibit binding of the spike 
protein receptor-binding domain (RBD) to 
angiotensin-converting enzyme 2 (ACE2).

 Vaxxitest SARS CoV-2 Neutralizing Antibody 
lateral flow assay rapidly detects any antibodies 
that can neutralize the RBD-ACE2 interaction.



 

Removing the cap
of the safety lancet

Closing the cap of the 
safety lancet

Wiping away the first traces of blood Capillary blood collection into the 
pipette up to the filling line 

(see illustrations Test procedure)

Puncture in the skin of the fingertip
(middle or index finger)
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POSITIVE: The T line area will show a faint T line or no T line. The colored line in the control line region 
(C) appears, and a faint or no line appears in test line region. The result is positive for 2019-nCoV 
neutralizing antibodies.

NEGATIVE: T line area will show a clear T line. The colored line in the control line region (C) appears.

INVALID: No colored line in the control line region (C) appears. Insufficient buffer volume or incorrect 
procedural techniques are the most likely reasons for control line failure. Review the procedure and 
repeat the procedure with a new test cassette. If the problem persists, discontinue using the test 
Cassette immediately and contact your local distributor.
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2 Drops of Whole Blood (50 µl) or
1 Drop of Serum / Plasma (25 µl))

1 Drop of Buffer (30 µl)

50 µl of Whole Blood or
25 µl of Serum / Plasma 

1 Drop of Buffer (30 µl)
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The intensity of the color in the test tine region will vary 
depending on the concentration of 2019-nCo V 
antibodies in the specimen. Therefore, any shade of 
color in the test line region(s) should be considered 
positive.
Instructions for use of the test result contrast 
colorimetric card:
■ ≥G8, indicating that the sample has no neutralizing 
antibodies for 2019-nCoV. 
■ Between G6-G8, indicating that the concentration 
of neutralizing antibodies for 2019-nCoV in the 
sample is relatively low. 
■ <G6, indicating that there are relatively high 
neutralizing antibodies for 2019-nCoV in the sample.

Instructions for use of the test result contrast colorimetric card:
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