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Evaluation of a rapid diagnostic kit “BIOLINE RSV™” for
the detection of respiratory syncytial virus

So-Hee Kim, M.D., Ji-Yeon Sung, M.D.
Mi-Ae Yang, M.D., Byung-Wook Eun, M.D., Jin-A Lee, M.D.
Eun-Hwa Choi, M.D. and Hoan-Jong Lee, M.D.

Departments of Pediatrics, Seoul National University College of Medicine, Seoul, Korea

Purpose : This study was performed to evaluate a new rapid diagnostic kit (BIOLINE
RSV™; Standard Diagnostics Inc., Yongin, Korea), a lateral-flow immunoassay, in the
detection of respiratory syncytial virus (RSV) from the nasopharyngeal aspirates (NPA) of
children with lower respiratory tract infections (LRTIs) in comparison with other diagnostic
methods.

Methods : Three hundred and nineteen NPAs were selected from a large pool of NPAs
that had been obtained from children with LRTIs. All specimens had already been tested
for RSV by culture and immunofluorescent (IF) test, and had been kept frozen. Tests with
BIOLINE RSV™ were performed at least twice. All who conducted the experiments or
interpreted the test results were blinded to the results of both culture and IF tests.
Results : One hundred seven (97.3%) of 110 specimens that were positive for RSV by both
culture and IF test, 29 (87.9%) of 33 that were positive by IF test only, 20 (76.9%) of 26
that were positive by culture only, and 140 (93.3%) of 150 that were negative by both
methods were negative for RSV by BIOLINE RSV™ By combining the above results, the
following 5 diagnostic values of BIOLINE RSV™ were determined in comparison with viral
culture or IF test; sensitivity, 92.3% (156/169, 95% confidence interval [CIl], 87.1-97.5%);
specificity, 93.3% (140/150, 95% CI, 88.4-98.2%); positive predictive value, 94.0% (156/166,
95% CI, 89.5-985%); negative predictive value, 91.5% (140/143, 95% CI, 86.0-97.0%); and
agreement, 95.9% (306/319, 95% CI, 92.1-99.7%), respectively.

Conclusion : This study revealed that BIOLINE RSV™ demonstrated good sensitivity and
specificity for the detection of RSV antigen from NPAs of children with LRTIs. Because
of simple methods and quick results, this test may be useful for the diagnosis of RSV infec-
tion during the epidemic periods. (Korean J Pediatr Infect Dis 2007;14:91-96)
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Fig. 1. Pictures showing test strips before and after
test, and positive and negative results of BIOLINE
RSV™ for detection of RSV from nasal aspirates of
children with respiratory tract infections.
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Table 1. BIOLINE RSV™ Test Compared to Cell Culture and Immunofluorescent Assay

No. (%) of samples with BIOLINE RSV™ test

Results of

Culture/Immunofluorescent test positive negative Total
positive/positive 107 (64.5) 3(20) 110 (34.5)
positive/negative 20 (12.0) 6 ( 4.0) 26 ( 8.2)
negative/positive 29 (17.5) 4 (25) 33 (10.3)
Subtotal 156 (94.0) 13 ( 85) 169 (53.0)
negative/negative 10 ( 6.0) 140 (91.5) 150 (47.0)
Total 166 (100) 153 (100) 319 (100)
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Table 2. Diagnostic Sensitivity, Specificity, Positive and Negative Predictive Values, and Agreement of BIOLINE
RSV™ Test Compared to Cell Culture and Immunofluorescent Assay

Diagnostic Values”

Percentage (95% Confidence Interval)

No. of positive by BIOLINE RSV
No. of positive by standard methods"

Sensitivity 92.3% (87.1-97.5%)
Specificity 93.3% (83.4-98.2%)
PPV 94.0% (89.5-98.5%)
NPV 91.5% (86.0-97.0%)
Agreement 95.9% (92.1-99.7%)

156/169
140/150
156/166
140/143
306/319

PPV denotes positive predictive value and NPV denotes negative predictive value
Samples which yielded positive results by cell culture or immunofluorescent assay were considered true positive

in the comparison

o)™ abe] WIzHEE 92.3%(156/169, 95% confidence
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95% CI, 86.0-97.0%), YA=E 95.9%(306/319, 95%
CI, 92.1-99.7%) ] ZItH(Table 2).
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