& BD

Helping all people
live healthy lives

AV ITNIIFILIILRAFYE

[BD RUs—T S R7L RSVI  — INRHEEISHITS RS DL R ORI —

BD Veritor™ System RSV

2012 £ 10 AIZKE® ID WEEK™ [2&B1F5 KRR 42—+t v 3> (Diagnostic Microbiology) T BD R
A—M o 25 L RSV OEEKEEDOREMNITHONEL -, TDHT/MNREGEEIZHITS RS VML AR
REELTOMIIL AL BEEEZE R U RT-PCR DA RO BRBEN T LEHONFELI-OTEAMSE L -LET,

Prospective, Multicenter, Clinical Evaluation of the BD Veritor™ System for Rapid Detection of Respiratory Syncytial Virus
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ABSTRACT (Revised) RESULTS
Background. An accurte point of care test for RSV detection is needed. We describe Table 3. Comparison of BD Veritor™ System for Rapid Detection of R5V versus
our experience with the BD Veritor™ System RSV test; a new-generation lateral flow Respiratery Viral Culture
immunochromatographic assay for objective-detection of RSV in respiratory specimens Specimen 4% Sens. % Spec. % PPV W% NPV
from children. Type TP [FP[TH [FN| Total (35% CI) (35% ClI} (35% ClI) (35% ClI)
Methods. A prospective, multicenter clinical trial was undertaken to assess the . 58.4 8.3 844 6.3
performance of the BD Veritor™ System RSV fest in comparisen to both wiral cell NP5 153 | 9 [524 )| 20| TO6 (62.8,52.4) | (96.8,99.2) | (50.2,97.3) | (4.6, 57.6]
culture and PCR for RSV Masopharyngeal washeslaspimates (NPW/A} or s 845 .0 543
nasopharyngeal swab [MPS} specimens from U.5. subjects =19 years of age weme NPUWA 152 [ 15 [ 259 | 14| 440 | (86.3,94.9) | (91.2,96.7) | (86.4, 94.6) | (92.0, 97.0}
collected through prospective enrcliment {2 sites) or salvagespecimen protocol (3 50.0 9.0 2T %8
sites). All specimens were fested using the BD Veritor™ System RSV test within 72 Total 305 (24 [783 [ 34| H46 | (86.3,92.7) | [95.6, 98.0) | (89.7,95.1) | (94.4, 97.0)
!murs. of c‘.ullec:tinn_and incculated into Diagnug?if: Hybrids R-ﬂl‘lix""_‘ shell vials for RSV invalid Rstes: “NPS = 1.0% [TIT0E); BPNA =2 3% [10048).
isolation. Frozen aliquots were batch tested utilizing the Prodesse™ ProFlu™+ RT-PCR -
assay. Table 4. Comparison of BD Veritor™ System for Rapid Detection of R5V wersus RT-PCR
Results. 1174 subjects were enrclled jmedian age <1 year] of which 1146 were study Specimen % Sens. % Spec. % PPV % NPV
eligible. The performance of BD Vertor™ System RSV fest compared to respiratory Type TE | FF| TH {FN | Total Cl) | [95%Cl) | [(35%Cl) | (35% ClI) |
viral culture is summarized in Table 3. The BD Veritor™ RSV test invalid rate was low s #8.0 7.8 8.3
(1% for NPS; 2.3% for NPVWA). Analysis of the data indicates the sensitivity and HFS 85 | 2 | 207|327 ) 331 | (68.7,84.4) | (86.4,99.9) | (92.3,99.9) | (82.7, 92.0
specificity {all sample types combined) was 90% and 97.1% versus culture. The BD 8.3 4B #31
Veritor™ RSV st results were compared to RT-PCR for one of the five participating MPW/A | 116 | & |0 [45) 247 | (81.5.93.0) | (88.9.57.9) | (89.5.97.9) | (E1.0.92.7)
sites and gave 83.4% sensitivity and 97 5% specificity (Table 4). 834 k: I 6.4 8.3
Conclusions. Owvermll, the BD Veritor™ System RSV test performed well when compared ot - M| 8 [3M7[42] 578 (18.3.87.5) | (35.1.98.8) | (82.6. 58.3) [ (B4.5.51.3)
to wiral cell culture and PCR in children. The ease of use and the advantage of an Invalid Rates: "PCR data from ons sits ony

ochjective read to eliminate subjectivity, make it an attractive point of care device for
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ARBRTERMENT= 1146 i, 9 1L A D BEEE® & OB TIE Nasopharyngeal Swab (NPS) & Uf Nasopharyngeal
Washes / Aspirates (NPW/A) TEHhEh 88.4%. 91.6%DEEZER L. £71= 98.3%. M4.5%DEHEERMENRTENFE LT,

—RT-PCR % & D ERAE—
ARBRTEMEIT=- 578 #&{krh, RT-PCR % & D LLE& Tl Nasopharyngeal Swab (NPS) & U Nasopharyngeal Washes /
Aspirates (NPW/A)TENREFN 77.9%, 88.5%DEEZETRL. £71-99.0%. 8% DEFEERMENTREAFE LT

3% Nasopharyngeal Swab (X &fEH CLVEICHE LET,
% Nasopharyngeal Aspirates [XRRRRSIRICHBLET,
% Nasopharyngeal Wash [XRE%$R (ARG ETRERNZRETDIHE) IS
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