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Table 10 Directigen™ Flu AO B test procedure

Specimen extraction

!
Color Development
Remove the Flow Controller.
Wash Buffer-Add 2 drop to each well.

Allow to stand 2 minutes.
Wash buffer-Add 3 drops to each well.
Wash buffer-Add 3 drops to each well.

Allow to stand 5 minutes.

!
Read the results.

Dispense 8 drops Extraction buffer into a Dispense Tube.
Pipet 200 ul of specimen into the Dispense Tube.

Dispense the extrcted specimen dropwise, alternating single dorops between
the A and B test wells untill 4 drops have been added to each well.

Anti-influenza A monoclonal antibody-Add 2 drop to the A well only.
Anti-influenza B monoclonal antibody-Add 2 drop to the B well only.

Substraté] Nitro blue tetrazolium3Add 3 drops to each well.

Stop solutiof Citric acidG3Add 2 drops to each well.

Table 20 Reactivity of Directigen™ Flu AO B with isolated virus

Positive Influenza A/NJ/8/761 HIN1O Influenza B/Ibaraki/2/85
Influenza A/Bangkok/10/88] HIN1[ Influenza B/Victoria/2/87
Influenza A/Yamagata/120/86] HIN1O Influenza B/Aichi/5/88
Influenza A/Yamagata/32/881 HIN1O Influenza B/Yamagata/16/88
Influenza A/Beijing/262/95] HIN10 Influenza B/Hong Kong/22/89
Influenza A/Aichi/2/68 H3N2O Influenza B/Bangkok/163/90
Influenza A/Philippines/2/821 H3N2O Influenza B/Mie/1/93
Influenza A/Sichuan/2/870 H3N20 Influenza B/Guangdong/05/94
Influenza A/Beijing/352/89 H3N20O Influenza B/Shangdong/07/97
Influenza A/Kitakyusyu/159/98] H3N2O  Influenza B/Yamanashi/116/98
Influenza A/Akita/1/98 H3N2O
Influenza A/Wuhan/359/95] H3N20
Influenza A/Sydney/05/971 H3N20O

Negative  Parainfluenza virus type 1 Echovirus type 3

Parainfluenza virus type 2
Parainfluenza virus type 3
Respiratory syncytial virus
Adenovirus type 1
Adenovirus type 2
Adenovirus type 3
Adenovirus type 4
Adenovirus type 5
Adenovirus type 6
Adenovirus type 7
Poliovirus type 1
Poliovirus type 2
Poliovirus type 3

Echovirus type 9
Echovirus type 11
Echovirus type 25
Echovirus type 30
Coxsackievirus type Al6
Coxsackievirus type Bl
Coxsackievirus type B2
Coxsackievirus type B3
Coxsackievirus type B4
Coxsackievirus type B5
Enterovirus type 71
Mumps virus

Herpes simplex virus type 1
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Fig.1 Directigen Flu Al B device showing positive reaction with influenza A and B

virus
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Sensitivity and Specificity of Rapid Diagnosis Kit Detecting
Separately Influenza A and B Viruses

Hideaki SHIMIZU™ Sumi WATANABE”, Chiharu KAWAKAMI* Yoshie HIRAI",
Keiko MITAMURA®, Norio SUGAYA* & Mitsunobu IMAI*®
"Kawasaki City Institute of Public Health
*Kanagawa Prefectural Public Health Laboratory
*Yokohama City Institute of Health
“Department of Pediatrics, Nippon Kokan Hospital

Sensitivity and specificity of the Directigen™ Flu A+B kit, a rapid test for influenza virus A and
B, were evaluated. This test detects influenza A and B viruses separately by EIA.

Reactivity of the kit was tested using a total of 23 isolatesT 13 isolates of human influenza virus
A HIN1, H3N2O and 10 isolates of human influenza virus B. All of the isolates were tested positive
and no difference in reactivity was found in antigenic variables and subtypes. The kit was only reac-
tive to influenza virus A and B, not reactive to other viruses.

Typical influenza A and B strains were tested for detection limit. 7.8x 10° pfu/ml was a detection
limit for influenza virus A1 HIN10O Beijing/262/950 4.7x 10° pfu/ml for influenza virus A1 H3N20 Ki-
takyusyu/159/930] and 3.1x 10 pfu/ml for influenza virus BO Guangdong/05,/940]

The Directigen™ Flu AQ B kit was a easy-to-use, rapid detection device and the kit has sensitiv-
ity and specificity equivalent to other diagnostic devices, suggesting the kit are useful in medical in-
stitutions.
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