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The development of In-House internal quality control material for HBs Antigen and
HCV Antibody in blood by rapid test at Jainadnarendra hospital.
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Abstract

This research was experimental research aimed to study the appropriate method for preparing quality
control substances that can be produced and used by themselves for internal quality control of hepatitis B
and hepatitis C virus testing in blood with a rapid test kit, and to evaluate quality control samples from a
medical technology laboratory by testing the stability of the developed quality control substances stored
at 4 degrees Celsius with 0.1% Sodium azide as a preservative. The tests were performed with quality test
strips, both HBs Ag, Anti-HCV (qualitative analysis method), at 2 levels for 90 days, once a day/week, and
data were collected to test the stability of the quality control substances at 2-8 degrees Celsius compared
to storage at -20 degrees Celsius. At -20 degrees Celsius, the tests were performed only at Jainadnarendra
Hospital. The data were analyzed using descriptive statistics.

The results of the study found that the development of internal quality control substances by using
donor blood plasma, which has been confirmed to be negative or positive and left over from routine
disposal, was inactivated and used a preservative to reduce contamination, and then sent for comparison
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between 10 laboratories in the Chai Nat network, testing once a week. The results of the efficiency test of

the developed quality control sample compared to commercially produced quality control substances

showed no difference and were stable at 2-8 degrees Celsius for at least 12 weeks, indicating that the

developed quality control sample can be used as a quality control sample for the rapid test kit for HBs Ag

and Anti-HCV in blood. It is also a model for other hospitals to reduce the cost of quality operations and

support the goals according to the strategic plan to be achieved.

Keywords: Eliminate Viral Hepatits, Hepatis B Virus , Hepatis C Virus, Control material, Quality control
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vipafuRnsfiinalassnmsnasinioumaen

Anti-HCV negative 37U7U 20 1a9n
Anti-HCV positive §1uau 20 waen 137
gaungd -20 o9a1 inaaouiisn. Fouiv
ULTUNT.

LaruUananauTedesn snadeuasiy
nagoUTl Lab 1nsgléunisuseiso Lite
Wisuiilsunanismeaeulvaenadesiuse
VABAAIUANHAAULATHAUIN Aeuiaziiidsly
FausazriosujURn1siidnsalassnisday
vaeafivaeiiulidses

2n15fnewraudAvasaisalIuAy
AN

\lesnnifummeasasisuanseun
AN (Reference materials )41y

Journal of Environmental Education Medical and Health

VOL.10 NO.1 January-March 2025

LWIN3P04 SO /Guide80:2014 Ingaiiiuns
ﬁﬁﬁ 8

2.1 arsfnwraananduiiiaiien
(homogeneity test):

mareduidedervosarsniugy
anun Ingldvinnismsaaeunnian iilesann
nsnwadsilimogrmasiiinlnonsauas
Lilfdnsideans Fafiduauladanndaianig
n3vgeunNvIn Laelilevinnisdy wagyinis
NAGDUMEYARTILAAENARS T LB UG
Tinaiduau wazuan denndoaiuase was
WIELANTAIUANAMAINLESY  uazasliusiaz
e fuRn1siithsmnsfnulunaaou

2.2 ANSANEIAINASENIN (stability
test):

N1SNAADUAINLATETVBIAITAIUAY
A it Tuiiiuinuniiguund 4
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2 3iip A9 (1).3Ukuulau(Strp) 919U 2.
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Positive Weakly positive Negative waguia
Hani1susziiuguaInn1snsaalaidud
(Excellence) Aon195189URaTATITUAT
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(Unacceptable) AoN1991891UNaRTIAT
Aa1aLAAeuINANTINNY WU 910 Positive
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W@NEUBIANTN (Individual report)wazng
F1E9TUNAVDIFNITALAYIIU (Summary
report)  Tneamsanwesiinisvaaalduans
Tu Figl wagFig2

Step1: Preparation of In-House IQC

1.Thaw the donor plasma Negative, positive at 37 °C

% I—Z.Inactivated microorganism at 56 °C for30 min (HBS Ag) and 56 °C 40 min (Anti-HCV)

% I—3.Preservation IQC plasma by 0.1%sodium azide

4. Aliquot inhouse 1QC 20 tubes(5 ml),. 20 tubes(500 ul)

5.Sent to reference laboratory accredited by international health oraganization

6.Evaluation of homogeneity In-house control

7.Evaluation of stability of In-house control HBS Ag,HCV
90 days at 2-8 °C ,- 20°C
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Step2:Evaluation of internal laboratory proficiency test

1.provide 2 levels of In-house control fo

r 10 laboratories

2.AU participants performed the testing and return the results

3.Interpretation the results &solving problem

Figure 1:Diagram showing the conceptual framework of the study
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Figure 2:Flow chart for participants
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1.nsveasulasadudniaud (HBsAg
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Ag ACRO Rapid Test , ALL Test HBs Ag/HCV
Combo Rapid Test, One Step HBsAg
Wondfo , EGENS HBsAg test strip One Step
Test Device, Bioline Rapid diagnostic test ,
Blue Cross One Step HBsAg Test
RightSign HBs Ag test.

Way

ACRO Rapid Test , ALL Test HBs Ag/HCV
Combo Rapid Test, One Step HCV Wondfo
, EGENS HCV test strip One Step Test
Device, Bioline Rapid diagnostic test , Blue
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2.2 ANSANMIAIINAIAANIN (stability
test):

N15U32LHUAINLADET AYANTNYDY

v 1

A18819ATUANAMAMNTNAUUITUTIUIY 2

[y

JEAU (HaUINLagHaau)Aigun)i 2-8 aeriy
gUNNT -20 BIA1 WUIMHANITNATDULT S

9 Y

A nlddauuand1adu Tuszezinan 3

q

Wwou vasn1snageulisasudniaud (HBs Ag)
AI157199 1 waglhiSarudniau® (Anti-HCV) ¢

2. . manegeulisaRusnaud (Anti-HCV ang19ft 2
Test) Wavun 7 nAaA AoStandard Q, HCV
Table 1 : Stability testing of HBsAg
UUNA 2-8 B4A"
HBsAg ol Fouii2 Fouii3 NG
1 2 3 4 1 2 3 4 1 2 3 4
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
lodann
9auu i -20 83A"
HBsAg Wouiil ouiiz Fouiis NG
1 2 3 4 1 2 3 4 1 2 3 q
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
JodaLne




Table 2 :Stability testing of Anti-HCV
gauu il 2-8 83A"
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HCV ol Fouii2 Fouii3 NG
1 2 3 4 1 2 3 4 1 2 3 4
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
lodane
9aun i -20 B3A"
HCV Wouiit douii2 Wouiis NINBLYG)
1 2 3 q 1 2 3 4 1 2 3 q
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
Jodang

3. A13UTELAUAITAIVANAUATNDIN
WoUfjuinisiasetnedmindeun

HAN15UTELIUANTAIVANAMAINDN
vieeUjiAnisinetisfaniatouiniile
pnvidelifarusniauduaghiasusniaud
luldanmi89an329590L59078@15A2UAY
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557 wazlidedldindesileofiiay vaele
4101307 5I9AANTOIATIUIUNIN FIaIuaE
At Tnglamylulssimafidnelitosuas
Uhunansdensveaeurilusiliansadis
10 1 ankwIn1en1sa L liuaunI3fanses
Wagnbauuginlidnnsessaeg 33 rapid test
(RPDs) %30 point of care screening test 163
N1580NMINEANNTBUTITNALYINM Usearvu
nquidssanunsaidnienisdnnseslfegng
A uaraunInaweliidnanisfnidoidg
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Haunfidssuula o112
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#5949 (Internal quality control) 3 4 i

ATIUATAIUAY
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WUU Chromatography #3® Lateral FlowA213!
wiugradeifisuiuinaiaiiagidoaniiyn
M393UUU Lateral Flow Sndfidggnisadu
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(False Negative) #3oNauUInaie (False
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Aty Anudeu wiensuuileuniniedns
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anvanasIulinadnsianatn Jedmanseny
sonanisnsrafiliidedeld dufunisaiuay
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