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HAaNISANYI : Han15UTELTUYANTI HIVAg/Ab HBsAg, Anti-HCV wag Syphilis tamatula
(Sensitivity) wazAINLSUIE (Specificity) Youaz100 Taoupses ldAAuuiug (Precision) Tne
Ti¥osasAmduUszanivain1suususiu (CV) voua3osii 1 With in run wiriuSesay 1.8,1.7,1.8,1.9
Between run winfu¥ewas 2.1,1.0,2.8,2.3 uay 1dadii 2 With in run wihfuSesas 2.1,1.4,2.9,1.8

Between run windusegay 3.0,2.0,3.2, 2.1 #1ua6U
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Evaluation of HIVAg/Ab, HBsAg, Anti-HCV and Syphilis Reagent Kits
By Fully Automate Analyser

Kwanta Kruachan, Amornrat Ruangtong, Parichat Detpichai, Chadaporn Chutichob

Regional Blood Centre XI Nakhon Sri Thammarat

Abstract
Background: All of donated blood units are screened for transfusion-transmitted infections
(TTIs) followed by the National blood center policy and World health organization (WHO)
standard for highest safety to the recipient.

Objective: This study aimed to evaluate HIV Ag/Ab, HBsAg, Anti-HCV and Syphilis reagent kits

by 2 fully automate analyser for blood screening.

Materials and Methods: Known samples from National blood centre were tested with
HIVAg/ Ab ,HBsAg,Anti-HCV and Syphilis reagent kits followed by protocal of fully automate
.The results was calculated for sensitivity ,specificity and precision by %CV to compared with

the test requirments.

Results: The sensitivity and specificity of HIV Ag/ Ab, HBsAg, Anti-HCV and Syphilis are 100 %
for all automate. The precision test of fully automate no.1 with-in run are 1.8%,1.7%,1.8%,
1.9% between run are 2.1%,1.0%,2.8% 2.3% and fully automate no.2 with-in run are

2.1%,1.4%,2.9%,1.8% between run are 3.0%,2.0%,3.2% ,2.1% respectively.

Conclusions: All results pass for the test requirements. The reagent kits can use for the blood

screening at Regional blood centre XI for highest safety to the recipient.

Keyword: Sensitivity, Specificity, Precision
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# m% aN19NSIALA 8A (transfusion transmitted
infectious screening: TTI Screening) LAWLA 15
P519AANT0Y LisaRusniaud (Hepatitis B virus)
ThSadudniaud (Hepatitis C virus) Loala?d
( Human immunodeficiency virus) & &
Treponema pallidum finel¥iinlsadaa
TaguUen1sasIaeendy 2 I5Aen15M5I3AA
n399n13%15lad (Serological method) wag
M1900y83INeY1 (Nucleic acid testing:NAT)
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Iﬂ&Jﬂ’]iﬂ’JUﬂNﬂﬂJﬂﬁWﬁgﬂ Internal control
waz External control #il¥ina Non-reactive
1 4 wiasiuau 25 faeee onadaum
AT N (Specificity) Tda0819la%n
U3IATINEN15MI931 HIV Ag/Ab, HBsAg,
Anti-HCV wag Syphilis #1l¥ka Reactive
$ilnaz 25 §20819571 100 §20819 Lite
naaounIA11ull (Sensitivity) Tasiaoeq
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Reactive ¥1nag 1 #19873 lagnndey
within run nageu 20 adslu Batch ey
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FreguiannuageUReLASaInsIalaiin
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Alinity | HIV Ag/Ag Combo Reagent Kit ,
Alinity | HBsAg Next Qualitative Reagent
Kit, Alinity | Anti-HCV Reagent Kit wag
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Alinity | Syphilis TP Reagent Kit 981171
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Aula AUANIY AUMIIUEN (Precision test : % CV)
Test (Sensitivity) (Specificity) Within Run Between Run
HIV Ag/Ab (%) 100.00 > 99.93 <41 <45
HBsAg (%) 100.00 > 99.96 <29 < 3.8
Anti-HCV (%) 100.00 > 99.92 <30 <33
Syphilis (%) 100.00 > 99.94 <19 <32

3.4 Nan1sNaasunlautA uIanIA1ulL
(Sensitivity) 11131 W"e (Specificity) hag

AINULUUET Precision test: with in run hag

Between Run lagnsagasAduuszansvnd

AsuUsUsIU (CV) @

nan1agauNliaINYALne

NAUIN  Waau 33

NaUIN a C a+c

HADINAUGUINISIaTANUMAYIR Naau b d b+d
374U a+b c+d a+b+c+d

% Sensitivity = {a/(a+b)} x 100

% Specificity = {d/(c+d)} x 100

Precision: % CV = (SD/Mean) x 100

Mean floAaduvesal S/CO vaINsnNAgday
within run ag between run Tun19M579%7
HIV Ag/Ab, HBsAg, Anti-HCV wag Syphilis

SD Aodnudeauuinmssuuer S/CO vaIns
NAFDU within run way between run Tun1s

733311 HIV Ag/Ab, HBsAg, Anti-HCV Uz Syphilis

S/CO ARNITATUIUENAIUTZIINNFYYIUIN
$i10814 (ratio of the sample rate: S) AUAN
cut off (cut off rate: CO) V09LATBINTIALAN
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HaN13INITUTELUYARNSIIN HIV
Ag/Ab, HBsAg, Anti-HCV Wag Syphilis st

YDNVUAYDINISVNEDU AIRNSIN 1 D9 4
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a1t 1 waawl (Sensitivity) AMudLWE (Specificity) hag AULLLEN (Precision test :% CV)

YDWATDIN 1

AUl AUTINIY AuLiugn (Precision test : % CV)
fest (Sensitivity) (Specificity) Within Run Between Run
HIV Ag/Ab (%) 100.00 100.00 1.8 2.1
HBsAg(%) 100.00 100.00 1.7 1.0
Anti-HCV (%) 100.00 100.00 1.8 2.8
Syphilis (%) 100.00 100.00 1.9 2.3

A15199 2 wan1sAuIaiAUll (Sensitivity) AUALNNE (Specificity) 989lAT87 1

HIVAg/Ab,HBsAg,Anti-HCV,Syphilis

(A304fl 1) ToTal
nagauldu (+) nagaully ()
HIVAg/Ab,HBsAg,Anti-  naaeutdu (+) 25 0 25
(ﬁ:g;:j:f:;;) nageutdy () 0 25 25
ToTal 25 25 50
a3y Sensitivity = 100 % Specificity = 100 %

A15199 3 As1akanaNandula (Sensitivity) AuTLNNE (Specificity) wag AMuLILEN(Precision

test :% CV) U99,A5899 2

Al AUIINIY AuLUg" (Precision test : % CV)
fest (Sensitivity) (Specificity) Within Run Between Run
HIV Ag/Ab (%) 100.00 100.00 2.1 3.0
HBsAg(%) 100.00 100.00 1.4 2.0
Anti-HCV (%) 100.00 100.00 2.9 3.2

Syphilis (%) 100.00 100.00 1.8 2.1
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TOMNUATDIYANAABY UazdlAUTUNIE a5y

(Specificity) S0 8% 100 Faurnna1un YaANAdU HIV Ag/Ab, HBsAg, Anti-
TOANUAYBIYANAADU LNUTNTDMNUAYDI HCV wag Syphilis insaaseLaTainsaladia
YANAABU HIVAg/Ab 235088899.93 HBsAg AlULR  HIUNUNANNTDAINUARIULDNEANS
> $988£99.96 Anti-HCV > S088899.92 uay v sy esinseunselan
Syphilis > 8882 99.94 @1uA31UULL UL a1un3atdyanAae U lYnTIIARNTIAMA N
(Precision) ¥4 With in run wa g Between Tafinvesnavinislafiouieandi 11 fanin
run EuaaLnTefmuaTta AT uASAISTINIIY ileriaensugsansofae
LONENTDNBY
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