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Fig.1 Directigen™ Flu AO B test procedure
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Fig.2 Positive and negative reaction of Directigen™ Flu A0 B

influenza A positive
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Table 10 Comparison of Directigen™ Flu A0 B and
isolation of influenza A virus in cell culture

Culture Sensitivityd 89.8%

total )
oooooo [0 95% CI : 84.6—95.0%0

Specificityd 955%

Directigen™ 100 115 50 120 U 95% CI :89.8—985%0

PPVO O 0O O 95.8%
Flu AC B J00 18 106 119 NpyOoO O 891%

total 128 111 239 Efficiencyl 925%

PPV : Positive predictive valued NPV : Negative predictive
value

U All samples are PCR positive

Cl : Confidence interval

Table 20 Comparison of Directigen™ Flu AOB and
Directigen™ Flu A for detection of influenza A
virus in nasopharyngeal aspirates

Directigen™ Flu A

total

ooo ooo
Directigen™ goo 119 goi1et 120
Flu AOB ood 0o4h2 115 119
total 123 116 239

U 1: This sample is PCR positive.
0 2: All samples are PCR negative.
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Table 30 Comparison of Directigen™ Flu A0 B and
isolation of influenza B virus in cell culture

Culture . SensitivityT) 839%
oooooo 0 95% CI : 74.4—100%0
Specificityd 88.1%
Directigen™ 100 16 50 21 [95% CI:78.3—97.9%0
PPVO OO O76.2%
Flu ADOB oo 2 37 39 NPVO OO 949%

go Efficiencyd 883%

total 18 42

PPV : Positive predictive valuel NPV : Negative predictive
value

U All samples are PCR positive

Cl : Confidence interval

Table 40 Comparison of Directigen™ Flu A0 B and
FLU OIA® for detection of influenza B virus in
nasopharyngeal aspirates

FLU OIA®
— total
0Ooo ooo
Directigen™ ooo 19 0 201 21
Flu AOB ooo 0o 302 36 39
total 22 38 60

U 1: All samples are PCR positive.
B2 All samples are PCR negative.
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Clinical Evaluation of Rapid Diagnostic Kit Detecting Separately
Influenza A and B Viruses

Masahiko YAMAZAKI'" Kazuhiro KIMURA®, Keiko MITAMURA®,

Sumi WATANABE®™, Osamu KOMIYAMAZ, Keiichi YAMAMOTO™,

Masataka ICHIKAWA? Yoko HASHIMOTO" Noriko HAGIWARA",

Tamiko MAEZAWA*, Mitsunobu IMAI*” & Norio SUGAYA™,
"Department of Pediatrics, Hatano Red Cross Hospital
*Department of Pediatrics, Isehara Kyodo Hospital
*Department of Pediatrics, Nippon Kokan Hospital
“Department of Laboratory, Isehara Kyodo Hospital
*Kanagawa Prefectural Public Health Laboratory

The Directigen™ Flu AQ B kit, a rapid diagnostic device for influenza virus A and B was evalu-
ated. The nasopharyngeal aspirates were obtained from 239 patients who visited our hospital, be-
tween January and March, 2000, presenting flu-like symptoms. Influenza virus AH10 77 and AH3O
51 were isolated from 128 specimens and none from 111 specimens. Directigen™ Flu A B showed
115 specimens positive and 106 specimens negative. The sensitivity and specificity of this kit were
89.8000 115/1280and 95.5000 106,/1110compared with viral isolation. Agreement on positive and nega-
tive interpretations between Directigen™ Flu A and this kit was 97.90 0 234,/2390

In the evaluation of this kit for influenza B virus, 60 frozen nasopharyngeal aspirates collected
from February to April, 1999 were used. The sensitivity and specificity of this kit were 88.9000 16,/180
and 88.100 37/420compared with viral isolation. Agreement on positive and negative interpretations
between FLU OIA® and this kit was 91.70 0 55/600

The Directigen™ A B demonstrated sensitivity and specificity equivalent to the conventional
kits in nasopharingeal aspirates. This kit can also differentiate influenza A and B viruses, a feature
which is useful for treatment using anti-viral agents such as amantadine and neuraminidase inhibitor.
To date, the kit is the most effective tool for the rapid diagnosis of influenza.
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