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Background: For the diagnosis of HIV infection, en-
zyme immunoassay (EIA) or chemiluminescence im-
munoassay (CLIA) is commonly used as a screening
test. Although these methods have a high sensitivity
and low cost, their high false positive rate can cause
confusion in the patients and clinicians until a more
specific test is done. OraQuick Advance Rapid
HIV-1/2 Antibody Test (OraQuick) (OraSure Techno-
logies, USA) is a rapid test that can detect HIV-1/2
antibodies in 20 minutes. It uses oral fluid, whole
blood or serum sample. In this study, we evaluated
the usefulness of the OraQuick as a screening and
point-of-care test for HIV infection.

Methods: From Jan 2007 to Dec 2008, 45,276 sam-
ples referred to our laboratory were tested by CLIA
method using the ADVIA Centaur (Bayer Healthcare
LTD., USA) for HIV-1/2 antibody detection. Among
them, 74 positive and 50 negative samples were
tested by the Western immunoblot assay (WIB) and
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OraQuick test as a case-control study. Also, oral flu-
ids from 30 HIV patients and 48 healthy persons
were tested by OraQuick test.

Results: The sensitivity and specificity of OraQuick
test (using serum samples) were 100% and 98.8%
(95% confidence interval 96.9~100%), respectively.
OraQuick tests (using oral fluid samples) were all
positive for HIV patients but all negative for healthy
persons.

Conclusion: This study suggests that OraQuick can
be used successfully as a rapid test for the early de-
tection of HIV-1/2 antibody in patients visiting emer-
gency departments and for the prevention of HIV in-
fection in the health care providers. (Korean J Clin
Microbiol 2009;12:116-121)

Key Words: HIV-1/2 antibody, OraQuick test, Rapid test,
Infection control

o] k241, ololl & S1FAEE BoIA % RIZHES) Sol
©7h 5 AAAgel Ledel FAHw 9]

OraQuick Rapid HIV-1 Antibody Test (OraSure Technologies,
Bethlehem, PA, USA)= ™19 = 2v}E 123 (immunochroma-
tography, ICA) 9&l& o|&3le] et AR A2 AP
HIV-1 GAIE 204 ool 23 = = el 7 Aot o
A RS} Bol %7t ula AlF22EQFA A (Food and
Drug Administration, FDA)ollA] $:¢1%] EIAS} ZEo] uf-$- =&
2o 2 Yeht 20020 FDAZ} HIV-1 7+9] Aghel] £8-8 F&
AAFAEA T Aol oste] AHgsles 5sHITH5).
I 3 gt opyel e R E HIV-12 3AE HES
T AU+ OraQuick Advance Rapid HIV-1/2 Antibody Test
(OraSure Technologies, Bethlehem, PA, USA) (OraQuick)”} 7}
gl om, 7kl ZiAel] gk RIEESL Sol& oA ull¢-
o} 200411 FDAS] 5215 WktH6,7]. OraQuick A= 7
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Table 1. Comparison between Western immunoblot and OraQuick
test

Western immunoblot

OraQuick test

Negative Positive
Negative 85 0
Positive 1 34

Abbreviation: OraQuick test, OraQuick advance rapid HIV-1/2
antibody test.
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Table 2. Comparison of anti-HIV 1/2 results among CLIA, OraQuick and WIB tests with serum specimens

OraQuick test WIB
Negative Weakly positive Positive Negative Indeterminate Positive
0.0~0.9 50%* 50
1.0~9.9 35 1 36
10.0~19.9 2 2 2 2
20.0~29.9 1 1
+
CLIA
30.0~39.9 1 1
RL
RLD) 40.0~49.9 1 1
=50.0 1 30 1 30
Total 86 3 35 86 4 34

*Number of samples; TCutoff index value of CLIA is 1.0 RLU.

Abbreviations: CLIA, chemiluminescence immunoassay; OraQuick test, OraQuick advance rapid HIV-1/2 antibody test; WIB, Western

immunoblot; RLU, relative light unit.
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A 75 FEHANA WIB 4oz Astd 17Al=
OraQuick A} 5430193, WIB A o2 Hghe 373l oF
Ao & UElgTKTable 1, 2).

WIBel| 9] SHAAA A HIV A1 2, 344
H|ZredQle® 7k wfl OraQuick 7AAHe] RIZEES} Solee
27 100% (34/34) (95% A1ZF7E 100~ 100%)2 98.8%
(85/86) (95% A1=|T7F 96.9~100%)31

CLIA 74}l A 1.0-9.9 RLU (relative light unit)®] ¥4 367
A % 357417} OraQuick®t WIB 74} 2FollA] 2418 Hg)
31, 30.0 RLU o]Ael ok 3374 F 327417} OraQuick?}+
WIB 74 B5ollA] oFAS K tH(Table 2).
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20079% gl AAR ERelgs] HAgEt oAl
WEzA Azl lshi slRA e Wl 637713 F
HIV SAIAAE A8 713 5217]13K81.8%)0194.2m, 7
A W2 EIA 12.4%, MEIA (microparticle enzyme immuno-
assay) 21.7%, CLIA 25.0%, ICA (immunochromatography as-
say) 23.9%, ECLIA (electro-chemiluminescence immunoassay)
12.6%, PA (particle agglutination) 2.2%, FEIA (fluorescence en-
zyme immunoassay) 2.2%2 WERGTH2]. HA A7} 2 9]
E71%2] 75 tiF-E 5143 A glo] HIV A5 &eolstA
AN = Ye ICA s Adstar YAIRE, dA el A
AL Qe ICA AlEEo] vt SlellA] Alz=dl Zoz
kA Aol digt AEEo| 14~57%% W=7} vl-$- 97| uf
oll, HIV 7Hedo] oilE] = 7ol 1zt &2 ohe W
o Aol & Aoz A7 2].

ICA W9l 4Fo g HIZEe}t So|%27} F2 OraQuick 7
A7E 22 el =4St o] A= ANHE, 94, EA)
ik ofyet FYelE o]-gsto] HIV-12 IS 204 ol 7
=% 7 v QA dFo A, STt 77l 99.6~
99.9%, "N 99.9~100%0]", RIZEE 740 99.1%, F
99.7%% ok, oHA SollA HIV 7o) 4ls = ghate] 4l

SRk 3 AA A A Zhedgelel o] &=L 9lem HIV
7red ol &3 ARFES A AAR S AgE] A 9)
tHe6,7]. Pl OraQuick ZAAHE AH&sh= 368713 2H&E
5 F3st Axt Y 1357247300l gk HIV A ALe] <k
AEL 08% AFTZF 0.1~2.6%), AAECIEE 99.98%
(99.7~100%), FAZTE 99.2% (66.7~ 100%)R.om, 774
o} 26,0667 4|0l et FAE2 1.0% (0~4%), HAS|E=
99.89% (99.4~100%), ¥4 NZ=+E 90.0% (50.0~ 100%) A}
[7].

ADVIA Centaur 2|5 0|83+ CLIA® 9] HIV-1/2 A4
© RIAET} 100%, Sol =7k A TollA 99.9%, L9l
A 98.5%, YAAZET} 73.4% (AT 33.0%, AAHT
78.6%) % HEa1¥l v} IcH89]. FHEo] 0.08%= LERt 2 <l
TollA CLIAY RIZEE 100%, Sol% 99.92%, ¥4 AI&5=
46.8%, w74 IZE 100%3Act. OraQuick A+e] 7-9- 22 7
AE oz dA-tzT Q75 AAlsle] A A=t &
A dZEE Ae] A= T ddot T EC] 0.08%Y
H AEFEE 625%, o4 AFETS 100%E AEE0]
OraQuick ZAtollA 34391 Z-9- HIV ZHd & iAlsh= o] B
o] g Zlow A73ict & Ao A3l A2 AAE
O & AR Stz o] B E HIV 3HAlE AEsl7] 9
g OraQuick ZAAtel] thalo] A AL Bl AAAZEA ] §-&
As ANZE Frtslr] i e ZaE B2 B AAE o
o2 A<l phase I A7} L asict

CLIA, OraQuick % WIB ZA P8-S o] &80 HIV-1/2 A7
A ZATE v w3k B odFollA] 1.0~9.9 RLU X9 ofekA 4
AL 2l 3674 = 35734/(97.2%)7} OraQuick & WIB 74}
Bl SAS Holet 30.0 RLU o441 ok 33714 &
327141(97.0%)7} OraQuick & WIB 74t 2ol 2] 9¥AdS 1
%ck. CLIAM S o] &3 HIV 1/2 g7 4tollA4] 10 RLU ]3¢
A= Hol= Z-F OraQuick AR} 22 ohE AHAAE W
Y oFA ARE NG A AT F US AR A3t
c}.

Landrum 52 EIA, WIB 3 OraQuick 7448 o]-&alo] &
A ZAAZ HIV SAAAE AAI3E 23} EIASH WIB 24 B
oA 44 2371AI9}F FAQ) 1278 417F A OraQuick 714}
AXsAaL, A AAE o]-83F OraQuick A RIZEESH &
o] %7} 100%= VFeRt 7323 Abatel] thdt HIV |74 Al
AL A|7ke] o] Zz|= EIA HART} OraQuick A1 A7}
o] Aghslrka Huslgleh10]. £ Aol = CLIASH WIB 7
A BARllA kS HRl 34AIeE 24 Kl 507A7F
OraQuick A} Az} AX|ekoi L, A ZA|ell 3t OraQuick
HAR RS} Bo| 5= 24 100%2} 98.8% (95% A&7t
96.9~100%) % A€} & e 3 o Hasd &
ARt AE HeieH6,7,10].
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HIV U9 A& MHHAIZAN OraQuick Advance
Rapid HIV-1/2 ¥AIHAIS T}

HiZ: HIV 7hod Reks 918 AEAAE HIV-12 SH1E AEsle 34w e) shehilagad of i (chemiluminescence im-
munoassay, CLIAYS F-2 o] §2H=wl, ol RIZHE} 33 AAHol AR 2.8 ek § 2 Q18 skl Al Anbr} vhes]
AR S 8A3} el E2he % 4 Yeke Dol Yek v]F AEIFELAHFDA)S 521E M-S OnaQuick
Advance Rapid HIV-1/2 Antibody Test (OraSure Technologies, USA)+= YL E& F7llS

T ool A= = e TolFARE RIZES} Solvt w2 Aew dHA YUk B AFellA e HE el
£31% OraQuick ZAFe] A A Bl A4 EA L] A2 H7lstaat skt

2 20079 19561 2008 1297041 £ Rkzd Aol shtol] HIV-122 3AIAA7E o125 94 4527674 F ADVIA
Centaur (Bayer Healthcare Ltd., USA) AH]E o]-2%F CLIAHONA kA ZAFE Hl 74702 ZAAIe 24 ZA3E H el 507
A& A2 Z OraQuick AL} Fl2Elm o &1 H (Western immunoblot, WIB)= A3} 3Ltz AFHo g F4
sholeh. w=gk 30 9] HIV ZHedRlat 48vg 2] wizbedle] 774l AAE e OraQuick HAHE AAIs3IT

A3}k I Aol A OraQuick AAFS] FIFFES}F Sol%= ZH7 100%2F 98.8% (95% A2 T7F 96.9~100%) Atk T-74<H
A2 739 HIV 79l e 2 Zgkdl 309 2 OraQuick ZAAtllA A 4748 B, nizkedel 489> 5 54 474
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