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Influenza A+B Antigen Rapid Test Kit

For In Vitro Diagnostic Use Only.

Cat No: Influ A+B-01
Package Size: 50 Strips/ kit
Cat No: Influ A+B-02
Package Size: 25 cassettes/ Kit

The immunochromatographic rapid test for the detection of Influenza type A and type B 
nucleoprotein antigens in the nasal swab.

Background
Seasonal outbreaks of influenza occur worldwide in both the northern and southern hemispheres 
causing widespread illness each winter. The average attack rate of influenza is 26-33 cases per 100 
people per year. The risk of hospitalization is roughly 1/300 of those infected among the very young 
and elderly. Approximately 36,000 deaths in the U.S. are attributed to influenza or its complications 
each year. Ninety percent (90%) of deaths occur in those 65 years of age and older. During each of 
three major epidemics occurring in 1957 and 1968, more than 40,000 death occurred as a result of 
influenza in the U.S. alone. In the 1918 pandemic, an estimated 50 million deaths resulted 
worldwide. 

INTENDED USE
Influenza A+B Rapid Test Kit is a rapid in vitro immunochromatographic assay for the qualitative 
detection of influenza type A and type B nucleoprotein antigens from nasal swab from symptomatic 
patients. The test is intended for use as an aid in the rapid diagnosis of influenza type A and type B 
viral infections. Negative test results should be confirmed by cell culture. Influenza A+B rapid test kit 
is not intended for the detection of influenza type C. This test is intended for professional and 
laboratory use.

SUMMARY AND EXPLANATION
Influenza viruses are single-strand RNA viruses and include type A, type B and type C. Type A 
viruses are classically more prevalent and are associated with the most serious influenza epidemics, 
while type B viruses are generally more milder than type A. Type C viruses have not been previously 
associated with any serious epidemics diseases in history. 
Influenza is a highly contagious, acute, viral infection of the upper respiratory tract. Typical symptoms 
of the influenza infection are abrupt onset of fever, headache, myalgia, malaise, nonproductive 
cough, sore throat and rhinitis. The infection usually continues for about a week and most people 
recover within one to two weeks. In the young, the elderly and people suffering from medical 
conditions such as lung diseases, diabetes, cancer, kidney or heart problems, influenza poses a 
serious threat. Under normal circumstances, the infection may lead to severe complications of 
underlying diseases, pneumonia and death.
Influenza A+B Test kit is an immunochromatographic test using monoclonal antibodies that are 
specific for influenza type A and B antigens from nasal swab. The test is easy to perform and test 
results can be visually interpreted in 15 minutes.

PRINCIPLE OF THE TEST
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Influenza A+B Test involves the extraction of influenza A and B viral antigens. The patient specimen 
is placed in the reagent tube, during which time the virus particles in the specimen are disrupted, 
exposing internal viral nucleoproteins. After extraction, the test strip is placed in the reagent tube 
where nucleoproteins in the specimen will react with the reagents on the test cassette.

Influenza A+B Test is a sandwich solid phase immunochromatographic assay. The test strip in the 
device included: The sample flow through a labeled pad containing anti-influenza A antibodies 
coupled to blue latex and anti-influenza B antibodies coupled to red latex. If the sample contains 
influenza A and influenza B nucleoprotein antigens, the antigen will bind to the antibody to form 
antigen-antibody-latex complexes. These complexes move on the nitrocellulose membrane by 
capillary action toward the test line region on which influenza specific antibody are spotted. As the 
complexes reach the test line, they will bind to the antibody on the membrane in the form of a line. A 
purple control line will always appear in the result window to indicate that the test has been correctly 
performed and that the test device has functioned properly. If influenza antigen is not present, or is 
present at very low levels in the specimen, only the control line will be visible. If the control line does 
not develop, the test is invalid.

REAGENTS AND MATERIALS:
1. Individually Packaged Test Cassette ( Mouse monoclonal anti-influenza A and anti-influenza B 

antibodies):  25 cassettes.
2. Dropper: 25 droppers.
3. Extraction reagent buffer: 10ml.
4. Test Tube :25 tubes 
5. Package Insert : one insert

MATERIALS NOT SUPPLIED:
1. Specimen containers
2. Timer or watch
3. Sterile Nasal Swabs: 25 swabs (By Optional)
4. Quality Control Swab (By Optional)

WARNINGS AND PRECAUTIONS:
1. For in vitro diagnostic use.
2. Directions should be read and followed carefully.
3. Do not reuse kit components or test devices.
4. Do not use components beyond the printed expiration dates.
5. Do not interchange or mix different lots of Influenza antigen reagents.
6. Do not insert the test strip directly into sampling area (month, nasal)
7. Positive control should be mixed gently before use.
8. Disregard test results beyond specified time (15 min).

STORAGE
The product should be stored at 4-30℃, away from direct sunlight in sealed pouches. Kit contents 
are stable until the expiration data printed on the outer box. The test must be kept in the sealed 
pouch until use. Do not freeze or overheat the test kit or kit reagents.

SPECIMEN COLLECTION AND HANDLING
Proper specimen collection, storage, and transport are critical to the performance of this test.

SPECIMEN COLLECTION
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Nasal Swab Sample:
For optimal test performance, use the swabs supplied ( By Optional provides)’

It is important to obtain as much secretion as possible. Therefore, to collect a nasal swab sample, 
insert the sterile swab into the nostril that presents the most secretion under visual inspection. Using 
gentle rotation, push the swab until resistance is met at the level of the turbinate’s (less than one 
inch into the nostril). Rotate the swab a few times against the nasal wall.

QUALITY CONTROL
Influenza A+B test quality control swab (By Optional supplies / in house):
The red or blue visualization result format provides a simple interpretation for positive results. The 
appearance of a purple Control Line provides several forms of positive control by demonstrating 
sufficient flow has occurred and that the functional integrity of the test strip has been maintained. If 
the Purple procedural Control Line does not develop at 15 minutes, the test result is 
considered invalid.

A default negative control is provided by the clearing of the purple background color, verifying that 
the test has been performed correctly. Within 15 minutes, the result area should appear to be a white 
to light purple have and allow the clear interpretation of the test result. If the background color 
appears and interferes with interpretation of the test result, the result is considered invalid. Should 
this occur, review the procedure and repeat the test with a new test cassette.

External Quality Control
External controls may also be used to demonstrate that the reagents and assay procedures were 
performed properly.

We recommend that positive and negative controls be performed once for each untrained operator, 
once for each new shipment of kits- provided that each different lot received in the shipment is 
tested- and as deemed additionally necessary by your internal quality control procedures, and in 
accordance with local, state, and federal regulations.

ASSAY PROCEDURE
All clinical specimens must be at room temperature before beginning the assay.
Expiration date: Check the expiration date on each individual test package or outer box before use. 
Do not use any test beyond the expiration date on the label.
1. Place the patient swab with sample into the reagent test tube. Roll the swab at least three (3) 

times while pressing the head against the bottom and side of the reagent test tube Leave the 
swab in the test tube for one (1) minute.

2. Roll the swab head against the inside of the reagent test tube as you remove it. Dispose of the 
used swab in accordance with your biohazard waste disposal protocol. 

For Strip Test
2.1.Place the test strip into the reagent test tube with the arrows on the test strip 

poinXng down. Do not handle or move the test strip unXl the test is complete and 
ready for interpretaXon. 

2.2.Read result at 15 minutes. Some posiXve results may appear sooner. Do not read 
result a[er 15 minutes. 

For Cassette Test 
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2.3.Use the dropper in the kit to Pipette 3-4 drops of sample liquid from reagent test tube 
on the “ S” region of test cassette. 

2.4.Read result at 15 minutes. Some positive results may appear sooner. Do not read 
result after 15 minutes.

Interpretation of Results:

Positive result:  
The appearance of a blue and/or red line below the purple control line at 15 minutes, indicates a 
positive result for the presence of influenza A and/or B viral antigen.
1. If only a BLUE line appears below the Control Line (C), the test results are positive for type A 

(A).
2. If only a RED line appears below the Control Line (C), the test results are positive for type B (B).
3. If both a BLUE and RED line appears below the Control Line (C), the test results are positive for 

both type A (A) and type B (B) .

Negative result:  
At 15 minutes, if no line appears in the A or B region and a purple line appears on the Control Line 
region indicates a negative result for the influenza A or B viral antigens or the level of antigens are 
below the detection levels.

Invalid:  
If at 15 minutes, the purple procedural Control Line does not appear, even if a Red or Blue Test Line 
(A or B) appears, the result is considered invalid. If at 15 minutes, the background color does not 
clear and it interferes with the reading of the test, the result is considered invalid. If the test is invalid, 
a new test should be performed with a new patient sample and a new test cassette
  Strip:   Interpretation of Results:
        

�  
Cassette:  Interpretation of Results:

�  4



Facility: Jei Daniel(JD)Biotech Corp. 
A201, 1st Building, No69, Hua Yang Road. 
Jinan, Shandong, China. 
Tel:+86-531-82373551 Fax:
+86-531-82373522 
hOp://www.jdbiotech.com

�  
Jei Daniel Biotech Corp. 
A201, No5, Sec5, Hsin Yi Road.  
Taipei, Taiwan.  
Tel:+886-2-27253734, Fax:+886-2-27253844 
hOp//www.jeidanielbiotech.com 

             �
LIMITATIONS
1. The contents of this kit are to be used for the qualitative detection of influenza A and B antigen 

from the nasal swab.
2. A negative test result may occur if the level of antigen in a sample is below the detection limit of 

the test.
3. Failure to follow the Test Procedure and interpretations of Test Results may adversely affect test 

performance and/or invalidate the Test Results.
4. Test Results must be evaluated in conjunction with other clinical data available to the physician.
5. Negative test results do not rule out other potential non-influenza viral infections.
6. Positive test results do not rule out co-infections with other pathogens.
7. Positive test results do not identify specific influenza A or B virus subtypes.
8. Children tend to shed virus more abundantly and for longer periods of time than adults. 

Therefore, testing specimens from adults will often yield lower sensitivity than testing specimens 
from children.

9. Positive and negative predictive values are highly dependent on prevalence. False negative test 
results are more likely during peak activity when the prevalence of disease is high. False positive 
test results are more likely during periods of low influenza activity when prevalence is moderate 
to low.

10. Individuals who received nasally administered influenza A vaccine may have positive test results 
for up to three days after vaccination.

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

12. If differentiation of specific influenza A subtypes and strains is needed, additional testing, in 
consultation with the state or local public health department, is required.

PERFORMANCE CHARACTERISTICS
Analytical sensitivity (Limit of Detection)
The analytical sensitivity was evaluated using 11 influenza strains; 8 influenza A (subtype H1,H3, H5, 
H7, H9, and N1-9) and 3 influenza B strains. Each strain was serially diluted in extraction buffer. 
Strains were assayed in triplicate using Influenza A+B Test until no positive signal could  observed. 

Cross reactivity study
Influenza A+B Test was evaluated with a total of 15 bacterial and viral isolates. Bacterial isolates 
were evaluated at a concentration between 107 org/mL. Viral isolates were evaluated at a 
concentration of at least 104–108 TCID50 /mL. Adenovirus 40 and Parainfluenza virus 3 were tested 
at 102 TCID50 /mL. No cross-reactivity was observed for influenza A or influenza B. The following 
organisms were tested in Influenza A+B Test Kit.
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Viral Panel

Bacterial Panel

Viral panel ATCC No.

Human respiratory syncytial virus VR-1540

Human respiratory syncytial virus VR-1580

Human rotavirus VR-2104

Human rotavirus VR-2272

Adenovirus 7 N/A

Adenovirus 40 N/A

human parainfluenza virus type 2 N/A

Echovirus type 11 N/A

herpes simplex virus type2 N/A

Bacteria panel ATCC No.

Pseudomonas aeruginosa ATCC 14207

Serratia marcescens ATCC 21074

Staphylococcus aureus ATCC 12715

Staphylococcus epidermidis ATCC 12228

Streptococcus Group A ATCC 19615

Streptococcus Group B ATCC 12386

Streptococcus Group C ATCC 12388

Streptococcus Group F ATCC 12392

Streptococcus Group G ATCC 43492

Streptococcus mutans ATCC 25175

Streptococcus pneumoniae ATCC 6301

Streptococcus sanguis ATCC 49295

Salmonella typhi ATCC 6539

Salmonella enteriditis ATCC 13076

Vibrio cholerae NCTC 8021
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