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Cat. No.:DTS775
Pkg.Size:10 tests

Intended use

This test cassette adopts immunochromatographic colloidal gold system for the direct, rapid and qualitative detection of
nucleoprotein (NP) antigen of Influenza A Virus in human nasopharyngeal aspirates, swabs, nasal wash, chicken embryo whole
virus inoculation or viral lysates, etc. It is intended for clinical identification influenza type-A viruses. The use of the colloidal gold
system provides rapid, reliable and safe diagnostic method for detection of Flu-A within 15 minutes.

General Description

Influenza A virus is a genus of the Orthomyxoviridae family of viruses and includes only one species, which causinfluenza in
birds and some mammals. Strains of all subtypes of influenza A virus have been isolated from wild birds, although disease is
uncommon. Some isolates of influenza A virus cause severe disease both in domestic poultry and, rarely, in humans. Influenza
A viruses are negative sense, single-stranded, segmented RNA viruses. There are several subtypes, labeled according to an H
number (for the type of hemagglutinin) and an N number (for the type of neuraminidase). There are 16 different H antigens (H1
to H16) and nine different N antigens (N1 to N9). In June 2009, World Health Organization declared that flu due to a new strain
of swine-origin H1N1 was responsible for the 2009 flu pandemic. The new influenza A(H1N1) appears to be as contagious as
seasonal influenza, and is spreading fast particularly among young people (from ages 10 to 45). The severity of the disease
ranges from very mild symptoms to severe illnesses that can result in death. The majority of people who contract the virus
experience the milder disease and recover without antiviral treatment or medical care. Of the more serious cases, more than half
of hospitalized people had underlying health conditions or weak immune systems.
Wantai Flu A (Ag) colloidal gold rapid tests make it applicable as a influenza A antigen detection test-providing rapid, relevant
information to assist with specific antiviral intervention and other clinical or support decisions.

Principle Of The Test

This test employs chromatographic lateral flow device with double antibody “sandwich” principle for detection of nucleoprotein
antigen of Influenza A Virus (Flu A NP). Colloidal gold conjugated monoclonal antibodies (anti-Flu A NP-Au) are dry-immobilized
onto a nitrocellulose membrane strip. Monoclonal anti-Flu A NP antibodies are bond at the Test Zone (T) and goat anti-mouse
IgG antibodies are bond at the Control Zone (C). When the sample is added, it migrates by capillary diffusion trough the strip
rehydrating the gold conjugate. If present, Flu A NP will bind with anti-Flu A NP-Au forming particles. These particles will
continue to migrate along the strip until the Test Zone (T) where they are captured by monoclonal anti-Flu A NP antibodies
previously immobilized there, and a visible red line will appear. If there is no Flu A NP in sample, no red line will appear in the
Test Zone (T). The anti-Flu A NP-Au will continue to migrate alone until is captured in the Control Zone (C) from immobilized
goat anti-mouse IgG antibodies aggregating in a red line, which indicates the validity of the test.

Reagents And Materials Provided

10 FLU-A (Ag) colloidal gold rapid test strips, each placed in white plastic cassette and packed in foil pouch, Instructions for Use,
0.5ml×10 virus lysis vials.

Materials Required But Not Supplied
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1. clock or timer
2. disposable pipettes
3. specimen collection container
4. centrifuge
5. biohazard waste container

Storage

This test can be stored at room temperature (2-30℃, do not freeze!) for 12 months from the date of manufacture (see label on
strip pouch). Use immediately after opening.

Specimen Collection And Preparation

Samples are collected by following standard laboratory practices from the nasopharyngeal cavity using the swabs. Alternatively
nasal wash samples can be used.

Assay Procedure

Allow the test cassette to reach room temperature (appropriately 30minutes).
For swab sample:
Put swab to be tested into the virus lysis vial. Rotate swab vigorously some (no less than 3) times in the liquid to make the
samples dissolved in the liquid. Press the swab against the side of the vial and turn as you remove it from the vial. Then discard
the swab. Slowly add 80μL sample prepared into the middle of the sample well. Do not allow the sample to overflow. Place the
cassette on flat surface, read the result within 15 minutes after adding the sample.
For liquid sample:
Add 500uL liquid sample into the virus lysis vial, mix the liquid vigorously. Slowly add 80μL sample prepared into the middle of
the sample well. Do not allow the sample to overflow. Place the cassette on flat surface, read the result within 15 minutes after
adding the sample.

Interpretation of Results

Quality Control: One red line will always appear next to the Control Zone(C) indicating the validity of the test. If no red line
appears, the test is invalid - discard the test and repeat with new sample and new cassette.
Positive Results: One red line next to the Test Zone (T) indicates that nucleoprotein antigen of Influenza A Virus have been
detected using this FLU-A (Ag) rapid test cassette.
Negative Results: No red line appears next to the Test Zone (T) indicating that no nucleoprotein antigen of Influenza A Virus
have been detected with this FLU-A (Ag) rapid test cassette. However, this does not exclude the possibility from infection with
Influenza A Virus.
The positive result obtained with this FLU-A (Ag) Rapid Test alone cannot be the final diagnosis of Influenza A Virus. Any
positive result must be interpreted in conjunction with the patient clinical history and another laboratory testing results. Follow-up
and supplementary testing of any positive samples with other analytical system (e.g. ELISA, WB) is required to confirm any
positive result.
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Warnings and Precautions

FOR PROFESSIONAL USE ONLY
1. All the waste and sample should be treated in case of transmitting disease and must be properly disinfected (autoclaving is
preferred) before disposal.
2. Once taking the cassette out of the pouch, carry out your testing as early as possible (no more than 60 minutes) to avoid
moisture. The nitrocellulose membrane can absorb water, which can affect the test chromatography performance.
3. The performance characteristics of the test depend on sample quality and preparation. To obtain accurate assay results, the
test results must be read within 15 minutes. Results obtained after 15 minutes can lead to incorrect interpretation
4. Make sure that the test is within the indicated validity.
5. If automatic pipette is used, calibrate it frequently to assure the accuracy of dispensing. Use different disposal pipette tips for
each specimen in order to avoid cross-contaminations.
6. Do not modify the test procedure.
7. Do not reuse the test cassettes. Autoclave before disposal.
8. A test giving an invalid result should be repeated.

Limitations

1. Negative results do not exclude the possibility of Influenza A Virus exposure or infection. Infection through recent exposure to
Influenza A Virus may not be detectable. For positive results, line intensity cannot be used to evaluate the levels of nucleoprotein
antigen of Influenza A Virus. A test giving an invalid result should be repeated.
2. If, after retesting of the initially reactive samples, the test results are negative, these samples should be considered as non-
repeatable (false positive) and interpreted as negative. As with many very sensitive rapid diagnostic tests, false positive results
can occur due to the several reasons, most of which are related but not limited to the quality of the sample and exposition of the
test to humidity. For more information contact Beijing Wantai technical support for further assistance.
3. This kit is intended ONLY for testing of individual samples. Do not use it for testing of cadaver samples, saliva, urine or other
body fluids, or blood.
4. This is a qualitative assay and the results cannot be use to measure antigen concentrations.
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