
FLU A +B Antigen Rapid Test Cassette
Instruction for Use

For professional and in vitro diagnostic use only.

Commercial Name: FLU A +B Antigen Rapid Test Cassette

PRODUCT NAME

PACKING SPECIFICATION

The product is used for the qualitative detection of Flu A+B infection. The entire detection process takes only 15-20 
minutes, and the operation is simple and sensitive. No instrument required. It can be used for the screening of 
early infected patients and asymptomatic patients.

The presence of a red band in the A and/or B region indicates a positive result for the particular viral antigens, 
while its absence indicates a negative result. A red band at the control region serves as a procedural control, 
indicating that the proper volume of specimen has been added and membrane wicking is working.

The Influenza A+B Rapid Test detects influenza A and B viral antigens through visual interpretation of color 
development. Anti-influenza A and B antibodies to the nucleoprotein antigens are immobilized on the test region A 
and B of the nitrocellulose membrane, respectively. A wash/ aspirate or swab sample is added to the sample 
diluent buffer which is optimized to extract the influenza A or B nucleoprotein antigens from specimen. During 
testing, the extracted antigens bind to anti-influenza A and B antibodies conjugated to colored particles on the 
sample pad. As the specimen migrates along the strip by capillary action and interacts with reagents on the 
membrane, the complex will be captured by either anti-influenza A or anti-influenza B nucleoprotein monoclonal 
antibodies at the respective detection zone. Excess colored particles are captured at the internal control zone.

PRINCIPLE

MAIN COMPONENTS

1 pcs/bag, 25 pcs/box

INTENDED USE

Individually packaged in aluminum foil bags per person. The kit consists of a sample pad, a gold-labeled pad 
labeled with a gold-labeled mouse anti-human influenza A and influenza B monoclonal antibody I, a nitrocellulose 
coated with a mouse anti-human influenza A and influenza B monoclonal antibody II, and a goat anti-mouse IgG 
antibody. It consists of plain film, absorbent paper, plastic backing and plastic template

2. Extraction Tube: Tubes for sample processing and sample delivery into devices. (25 pcs/box)

4. Swab: Swabs for sample collection. (25pcs/box)

1. Instruction manual (1copy/box)

5. Working station: use to hold extraction tubes (1 pcs/box)

3. Nozzle with Filter: Tube tips to filter sample when delivered into devices. (25 pcs/box)

Note: The components in different batch kits are not interchangeable.

The reagent shall be used as soon as possible within 1  hour after  the unpacking of the aluminum foil bag; it is recommended 
to use the reagent as soon as possible when the ambient temperature is higher than 30°C or high humidity.

Storage conditions: the original package shall be stored in a dry place away from light at 2-30°C, The shelf life is 2 years 
and shall not be frozen.

STORAGE STABILITY AND SHELF LIFE

SPECIMEN COLLECTION

SAMPLE  PREPARATION PROCEDURE

Roll the swab at least 6 times while pressing the head against the bottom and side of the extraction tube.
Leave the swab in the extraction tube for 1 minute.

Insert the swab into the extraction tube of the extraction buffer.

Squeeze the tube several times with fingers from outside of the tube to immerse the swab. Remove the swab. 
The extracted solution will be used as test sample.

1.
2.
3.
4.
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SPECIMEN  TRANSPORT AND STORAGE
Specimens should be tested as soon as possible after collection. If transport of samples with viral transport 
medium (VTM) is required, minimal dilution of the sample is recommended, as dilution may result in decreased test 
sensitivity. Whenever possible, 1 milliliter or less is best to avoid excessive dilution of the patient sample. While 
holding the swab, remove the cap from the tube.
Insert the swab into the tube until the breakpoint is level with the tube opening. Bend the swab shaft at a  180  
degrees angle to  break it  off at the breaking point. You may need to gently rotate the swab shaft to complete the 
breakage. Based on data generated with influenza virus, or nasopharyngeal swabs in VTM are stable for up to 72 
hours at 2°C to 8°C.
Note: When using viral transport medium (VTM), it is important  to ensure that the VTM containing the 
sample is warmed to room temperature. Cold samples will not flow correctly and can lead to erroneous or 
invalid results. Several minutes will be required to bring a cold sample to room temperature.

TEST PROCEDURE
Allow the test Cassette test sample and buffer to equilibrate to room temperature (15-30°C or 59-86°F) prior to testing.

Remove test Cassette from the sealed pouch just prior to the testingand lay flat on workbench.
Insert a nozzle with filter into the sample extraction tube tightly.
Reverse the sample extraction tube, and add 2 drops (about 80μL) of test sample by squeezing the extracted 
solution tube into the sample window.
Wait for colored line(s) to appear. Interpret the test results in 15 minutes. Do not read results after 20 minutes.
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INTERPRETATION OF RESULTS
1. Positive:

Influenza A Positive: One red band appears in the control region (C),and another red band in the A region (A).
Influenza B Positive: One red band appears in the control region (C),and another red band in the B region (B).
Influenza A+B Positive: One red band appears in the control region (C), and two other red bands appear in 
both A region (A) and B region (B).

1)
2)
3)

2. Negative:
Only one red band appears in the control region(C), and no band appears either in the A region (A) or B region (B).

Control line fails to appear. Insufficient specimen volume or incorrectprocedural techniques are the most likely 
reasons for control line failure. Review the procedure and repeat the test using a new test panel. If the problem 
persists, discontinue using the lot immediately and contact your local distributor.

3. Invalid:

2.Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons 
for control band failure

1.The intensity of color in the test line region (T) may vary depending on the concentration of analyses 
present in the specimen. Therefore, any shade of color in the test line region (T) should be considered 
positive. Please note that this is a qualitative test only, and cannot determine the concentration of analytes 
in the specimen.

NOTE:

QUALITY CONTROL
A procedural control is included in the test. A red line appearing in the control line region (C) is the internal 
procedural control. It confirms sufficient specimen volume and correct procedural technique. Control standards are 
not supplied with this test. However, it is recommended that positive and negative controls are sourced from a local 
competent authority and tested as a good laboratory practice, to confirm the test procedure and verify the test 
performance.

LIMITATIONS

Monoclonal antigen may fail to detect, or detect with less sensitivity, influenza A viruses that have undergone 
minor amino acid changes in the target epitope region.

Additional testing is required to differentiate any specific influenza A and B subtypes or strains, in consultation 
with state or local public  health departments.
Both viable and nonviable influenza A and B viruses are detectable with the Influenza A/B Rapid Test Kit.

The Influenza A/B Rapid Test Kit is for professional in vitro diagnostic use, and should only be used for the 
qualitative detection of influenza A and/or B. The intensity of color in a positive band should not be evaluated as 
“quantitative or semi-quantitative”.

The performance characteristics of the Influenza A/B Rapid Test have not been established for use in monitoring 
antiviral treatment or for cell culture identification methods.
As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single test, but 
should only be made by the physician after all clinical and laboratory findings have been evaluated.
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PERFORMANCE CHARACTERISTICS
Of the 280 total nasal swabs from influenza B viral infection patients, 89 were found to be positive by cell culture 
and 191 were found to be negative by cell culture.These swabs were tested with the Influenza A/B Rapid Test 
Device. The results are shown in Table 1.

1.

Table 1: Nasal Swab Specimen Correlation Summary of Influenza B

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

73

16

89

7

184

191

80

200

280

Positive agreement with Cell Culture: 73/89=82.0%
Negative agreement with Cell Culture: 184/191=96.3%
Total agreement with Cell Culture: (73+184)/280=91.8%

Of the 190 total nasopharyngeal swabs from influenza A viral infection patients, 78 were found to be positive by 
cell culture and 112 were found to be negative by cell culture. These swabs were tested with the Influenza A/B 
Rapid Test Device. The results are shown in Table 2.

2.

Table 2: Nasopharyngeal Swab Specimen Correlation Summary of Influenza A

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

65

13

78

9

103

112

74

116

190

Positive agreement with Cell Culture: 65/78=83.3%
Negative agreement with Cell Culture: 103/112=92.0%
Total agreement with Cell Culture: (65+103)/190=88.4%

Of the 190 total nasopharyngeal swabs from influenza B viral infection patients, 85 were found to be positive by 
cell culture and 105 were found to be negative by cell culture. These swabs were tested with the Influenza A/B 
Rapid Test Device. The results are shown in Table 3.

3.

Table 3: Nasopharyngeal Swab Specimen Correlation Summary of Influenza B

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

70

15

85

6

99

105

76

114

190

Positive agreement with Cell Culture: 70/85=82.4%
Negative agreement with Cell Culture: 99/105=94.3%
Total agreement with Cell Culture: (70+99)/190=88.9%

Of the 300 total nasal washes from influenza A viral infection patients, 113 were found to be positive by cell 
culture and 187 were found to be negative by cell culture. These washes were tested with the Influenza A/B 
Rapid Test Device. The results are shown in Table 4.

4.

Table 4: Nasal Wash Specimen Correlation Summary of Influenza A

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

96

17

113

8

179

187

104

196

300

Positive agreement with Cell Culture: 96/113=85.0%
Negative agreement with Cell Culture: 179/187=95.7%
Total agreement with Cell Culture: (96+179)/300=91.7%

Of the 300 total nasal washes from influenza B viral infection patients,94 were found to be positive by cell culture 
and 206 were found to be negative by cell culture. These washes were tested with the Influenza A/B Rapid Test 
Device. The results are shown in Table 6.

5.

Table 5: Nasal Aspirate Specimen Correlation Summary of Influenza B

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

82

12

94

9

197

206

91

209

300

Positive agreement with Cell Culture: 82/94=87.2%
Negative agreement with Cell Culture: 197/206=95.6%
Total agreement with Cell Culture: (82+197)/300=93.0%

Of the 180 total nasal aspirates from influenza A viral infection patients, 71 were found to be positive by cell 
culture and 109 were found to benegative by cell culture. These washes were tested with the Influenza A/B 
Rapid Test Device. The results are shown in Table 6.

6.

Table 6: Nasal Aspirate Specimen Correlation Summary of Influenza A

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

59

12

71

5

104

109

64

156

180

Positive agreement with Cell Culture: 59/71=83.1%
Negative agreement with Cell Culture: 104/109=95.4%
Total agreement with Cell Culture: (59+104)/180=90.6%

Of the 180 total nasal aspirates from influenza B viral infection patients, 71 were found to be positive by cell 
culture and 109 were found to be negative by cell culture. These washes were tested with the Influenza A/B 
Rapid Test Device. The results are shown in Table 7.

7.

Table 7: Nasal Wash Specimen Correlation Summary of Influenza B

Influenza A/B Rapid Test
Influenza B+

Influenza B-

Total

Cell Culture + Cell Culture - Total

41

7

48

5

127

132

46

134

180

Positive agreement with Cell Culture: 41/48=85.4%
Negative agreement with Cell Culture: 127/132=96.2%
Total agreement with Cell Culture: (41+127)/180=93.3%

Analytical Sensitivity/LOD

Influenza A: A2/Aichi/2/68(H3N2), 2.3×103  CEID /test
Influenza B: Hong Kong 5/72, 3.5×103CEID /test
CEID50: Chicken Embryo Infectious Dose

The limit of detection (LOD) was identified by evaluating different concentrations of one subtype of influenza A virus 
and one strain of influenza B virus in the Influenza A/B Rapid Test. Multiple operators tested each concentration of 
the two influenza strains for multiple times. The concentrations identified as the LOD levels for each strain tested 
are listed below.

Analytical Reactivity
The influenza A and B  strains listed below showed positive reaction  in the Influenza A/B Rapid Test.30 strains of 
human, avian or animal- derived influenza A virus had been tested. Although the specific influenza strains causing 
infection in humans can vary year to year, they all contain the conserved nucleoproteins targeted by the Influenza 
A/B Rapid Test.

Influenza Virus Strain

A/Narita/1/2009(H1N1)

A/NWS/33 10(H1N1)

A/Hong Kong/8/68(H3N2)

A2/Aichi/2/68(H3N2)

A/WS/33(H1N1)

A/New Jersey/8/76(HswN1)

A/Mal/302/54(H1N1)

A/Anhui/1/2013 (H7N9)

A/Shanghai/1/2013 (H7N9)

A/Hong Kong/156/97(H5N1)

A/Hong Kong/483/97(H5N1)

A/Duck/Mongolia/119/2008 (H7N9)

A/Duck/Mongolia/128/2008 (H7N9)

A/Duck/Mongolia/147/2008 (H7N9)

A/Duck/Mongolia/129/2008 (H7N9)

A/Chicken/Yamaguchi/7/04 (H5N1)

A/Chicken/Italy/99 (H7N1)

A/Chicken/Netherlands/03 (H7N7)

A/Swine/Hokkaido/2/81 (H1N1)

A/Duck/Tottori/723/80 (H1N1)

A/Duck/Hokkaido/17/01 (H2N3)

A/Duck/Mongolia/4/03 (H3N8)

A/Duck/Czech/56 (H4N6)

A/Duck/Pennsylvania/10128/84 (H5N2)

A/Turkey/Massachusetts/3740/65 (H6N2)

A/Seal/Massachusetts/1/80 (H7N7)

B/Victoria/2/87 lineage

B/Maryland/1/59

B/Hong Kong 5/72

B/R5

B/Russia/69

B/Lee/40

B/Yamgata/16/88 lineage

Analytical Specificity (Cross Reactivity)
To determine the analytical specificity of the Influenza A/B Test, 69 commensal or pathogenic microorganisms (24 
viruses, 45bacteria) that may be present in the upper respiratory tract were tested.
Positive and negative specimens were spiked with these microbes. Bacterial or yeast isolates were evaluated at a 
concentration of 107~ 108org/ml. Viral isolates were inoculated at a concentration of 104~108TCID50/ml. 
Adenovirus 18 and Parainfluenza virus 3 were tested at 102TCID50/ml. None of the microorganisms tested yielded 
a positive result with the influenza-negative samples or interfered with detection    of the influenza A or B positive 
samples. Both the negative and positive respiratory specimens were positive when spiked with influenza A strain 
A2/Aichi/2/68(H3N2) or influenza B strain Hong Kong 5/72.

Virus other than Influenza A/B viruses

Rubella Varicella-Zoster

Herpes simplex virus 1 Human rhinovirus 2, 14, 16 Measles
Mumps Sendai virus Parainfluenza virus 2, 3 Respiratory syncytial virus

OC43 Coxsackie virus A9, B5 Human herpesvirus 2, 5 Echovirus 2, 3, 6
Human adenovirus B, C Adenovirus type 10, 18 Human coronavirus

Bacteria
Acinetobacter calcoaceticus

Gardnerella vaginails

Bacillus subtilis

Enterobacter cloacae

Haemophilus influenzae Klebsiellaoxytoca

Neisseria meningitides Neisseria sicca

Corynebacterium diphtheria

Staphylococcus epidermidis Streptococcus
Groups A, B, C, F, G

Lactobacillus casei Lactobacillus plantarum

Listeria monocytogenes

Proteus vulgaris

Pseudomonas aeruginosa

Staphylococcus aureus

Bordetella parapertussis Branhamella catarrhalis

Serratia liquifaciens

Staphylococcus epidermidis

Bacteroides fragilis

Chlamydia pneumoniae

Mycobacterium avium

Legionella pneumophila

Bordetella pertussis Bacillus cereus

Enterococcus faecalis Escherichia coli

Citrobacter freundii

Mycobacterium intracellulare Mycobacterium
tuberculos is Mycoplasma pneumoniae

Streptococcus sanguis Yersinia enterocolitica

Moraxella catarrhalis

Streptococcus mutants

Neisseria subflava

Nocardia asteroids

treptococcus pneumoniae Streptococcus salivaris

Staphylococcus aureus

Klebsiella pneumoniae

Interfering Substances
The following substances, naturally present in respiratory specimens or that may be artificially introduced into the 
nasal or nasopharynx cavity, were evaluated at the concentrations listed below. None of them were found to affect 
test performance of the Influenza A/B Rapid Test Kit.

3 OTC throat drops

4-acetamidophenol

Acetylsalicylic acid

Albuterol

Chlorpheniramine

Dexamethasone

Dextromethorphan

Diphenhydramine

Doxylamine succinate

Flunisolide

Substance

3 OTC nasal sprays

3 OTC mouth washes

Concentration

10%

10%

10%

10 mg/ml

20 mg/ml

20 mg/ml

5 mg/ml

5 mg/ml

10 mg/ml

5 mg/ml

1 mg/ml

3 mg/ml

Substance

Guaiacol glycerol ether

Mucin

Mupirocin

Oxymetazoline

Phenylephrine

Phenylpropanolamine

zanamivir

Rimantadine

oseltamivir

Tobramycin

Triamcinolone

20 mg/ml

1%

250 µg/ml

10 mg/ml

10 mg/ml

20 mg/ml

20 mg/ml

500 ng/ml

100 mg/ml

40 mg/ml

Concentration

14 mg/ml

Reproducibility Study
A blind study of the Influenza A/B Rapid Test was conducted at three separate clinical sites. Panels of blind-coded 
specimens containing negative, high-negative, low positive (at the LOD), and moderate positive (above the LOD) 
influenza A and B viral samples were used by three non-professional users per site to evaluate the reproducibility 
of Influenza A/B Rapid Test. Participants tested each sample multiple times on three different days. 96% of the 
samples tested produced the expected result.

Nasal Swab
Use the nasal swab provided in the cassette.

Nasopharyngeal swab
Use the nasopharyngeal swab supplied in the kit.

1. Use a cotton swab to insert the left and right nostrils 
one by one.
Wipe the inner wall of the nostril and rotate the 
cotton swab 3-4 times in each of the left and right 
nostrils.
Make sure that there is liquid, and remove the 
cotton swab from the nostril.

2. 

3. 

Note: Use the same cotton swab to collect sample
 from both nostrils.

Carefully insert the swab into the nostril of the 
patient, reaching the surface of posterior 
nasopharynx, that presents the most secretion 
under visual inspection.

With draw the swab from the nasal cavity.

Swab over  the sur face o f  the  poster io r 
nasopharynx. Rotate the swab several times.

1. 

2. 

3. 

1 minutes
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Do not reuse
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Keep dry
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Flu A+B
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2 drops of 
prepared sample

Positive Negativa Invalid

Lotus NL B.V.
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