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The External Quality Assessment Scheme in Clinical Immunology

Hepatitis B Virus Serology
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n1ssTiung Hepatitis B virus Serology Scheme 2021 trial 7t 2 1 Tassns= IdinSeudsdmsna
FafuTsunyudfiadonann Fresh frozen plasma Wifuain@n $1uau 4 feehs Ao vaneiay SE 02-21-2-
1 99 SE 02-21-2-4 1aediAn Assigned value 189N15MAABULUU Qualitative 31NAINOIINAUITNTIEIUY
ASANULINNTT 80% Laen1alasanis< AI1LunAT assigned value MUNSNAITAITNAGDU LWarAT assigned
value 210935573 U (all methods) @A Assigned value kuy quantitative T8n1suAmIuvaNaGs
WIMIFIU SO 13528 InuandAl mean, nIQR wazlaAdA1 uncertainty TUMNUANNITNITNATBY LagaIN

N33 (all methods) FeaunTnanu1sadnwilaain Individual Report 9151994kaAAT assigned value 1

JuanAnanynissuiu

A151eil 1: A assigned value %¥ia qualitative 984 HBV markers (All method)

HBsAg AntiHBs AntiHBc HBeAg AntiHBe
SE 02-21-2-1 Positive Negative Positive Negative Positive
SE 02-21-2-2 Negative No Consensus Negative Negative Negative
SE 02-21-2-3 Negative No Consensus Negative Negative Negative
SE 02-21-2-4 Negative Negative Negative Negative Negative

A1514971 2: A1 assigned value ¥in Quantitative ¥89 AntiHBs (Al method)

Mean nlQR Uncertainty
SE 02-21-2-1 1.45 1.92 0.20
SE 02-21-2-2 67.16 10.49 0.95
SE 02-21-2-3 66.92 9.96 0.90
SE 02-21-2-4 2.78 1.82 0.19
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Tuseudiifaundnidrsnlasinissa 478 uvis ffesufjoRnnsiidsma trial 7 2 ndusnduau
446 uis (Favaz 93.31) lnevosufifinissiuan 446 wisil vhnsmeaau HBY makers #n99 Fauansniu
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IMUIUENTNNTIINTNAGDU HBV serology marker (SE-02-21-2)
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WNUAWH 1: 91UIUENNITNTATINNT5NATU HBYV marker 649

3.9192LDUANANIINATDUVDIAUITN
3.1 S19azlduaNan1sNAaeU HBV serology 993uiag Marker @un@inaiunsadnenlaain Individual
Report #an19lAsanis ledunuanisnaaauanaudnivaaeuluudazisveswndieda wasyn Marker
AILLANIAIDE

SE02-21-2-3

Number of result submitted: 446
A. Your result

Method  Result Consensus ~ Score  Performance

CMIA Negative  Negative 2 Acceptable

B. All Participants Results

N Negative  Weakly Positive Consensus
Positive
CLEIA 2 2 4] 0 All Methods
CLIA 51 51 0 0 Negative
CMIA 102 102 0 0 Negative
E-CLIA 114 113 0 1 Negative
EIA / ELISA 1 1 0 0 All Methods
FEIA 1 1 0 0 All Methods
1cT 175 175 0 0 Negative
All methods 446 445 0 1 Negative
4 Your Result O Megative Weakly Positive m Positive
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MTT1B9IURALUY qualitative test n1alasan1s4 wudraudnnguitldnisnaaeundnnis
immunochromatography test (ICT) $1891uKalinesiuuInnI1 80% vinlldaursaesnan assigned
value Tunguitld ICT fananslumsedl 3 malassnse Savelivilufiansandenldganaasuliivzan
wazsi Internal Quality Control lunnsyimsnagey dnaaunisld ICT anaundniistesuinedilduans

TukHunINg 3

A15197 3: HaYRINSNAFRUNIIWANN1S Immunochromatography #1931n Automation

Marker Sample ICT Automation
SE 02-21-2-2 No Consensus Positive
Anti HBs
SE 02-21-2-3 No Consensus Positive
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Tudiureinisussdiu antiHBs n1alasin1se leuseliuuenaunguisnisnaaeu tneUsediuay
MANAdALMIZIU ISO 13528 auBnanunsafnukansuszdudsiiegiuans efannislafisiuues
i1 5 wesfuRnng malasannse azlivsediuld udlfaundnAnvinassnuvesandneaieuiunguau
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SE02-21-2-3
Number of result submitted: 279

A. Your result
Method N Result Mean nIQR  z-score

CMIA 97 68.26 63.9 3.94 1.11
B. All Participants Results

Method N Mean nlQR Uncer

CLEIA 2 NA NA NA
CLIA 56 55.20 21.84 3.65
CMIA 97 63.9 3.94 0.5
E-CLIA 120 75.57 6.38 0.73
EIA / ELISA 1 NA NA NA
FEIA 1 NA NA NA

All methods 277 66.92 9.96 0.9
*Based on valid data only
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3.2 NNSUSEEUAINLULNLS

Tusoulinielaseniss deineg1amnneiay SE 02-21-2-2 way SE 02-21-2-3 Fadumegrauneiiy

wazyin1sUsTliuann®n wudtauBnd v s e unal uuTIRuN NG 2 A18E1enseiu Wallauninung
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Nonagreement between SE 02-21-2-2 & SE 02-21-2-3
HBV marker

Number %
HBsAg 3 0.67
Anti HBs 13 3.06
Anti HBc 1 0.38
HBeAg 0 0
Anti HBe 0 0
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ANMSUNISUTELEUNS antiHBs WUULIUSUIUUBIGI9819%UN8LEaY SE 02-21-2-2 wag SE 02-21-2-3

Faduiedrafeaiu nunaudndiulng eerunanuudsuSun ueeaws 2 medsatlnatfsiuy uadl

AUNTNUNTIENTIEURE antiHBs LUUTUSHIUTBI 2 fog1eineiunnn Feagunalanadl

[

Precision between SE 02-21-2-2 and SE 02-21-2-3 for antiHBs (Quantitative test)
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3.3 N1934A5189 performance quality ¥89%03U{URN15M9189 1 UNALUY qualitative $1897U91NA1

Overall Missclassification Index Score (OMIS) a1nA39819%19 4 A198719 VaIwnay Marker wag Overall

Mean Missclassification Index Score (OMMIS) 3¢9l

A15197 4: Performance of Participants (qualitative test)

Performance (qualitative test)
N1INAEaU Acceptable | Warning | Unacceptable Total
(labs) (labs) (labs) (labs)
HBs Ag 441 3 2 446
Anti HBs 424 1 0 425
OMIS Anti HBc 255 2 3 260
HBe Ag 147 0 1 148
Anti HBe 54 0 1 55
OMMIS | HBV serology 441 5 0 446




1A59N15 Bandninain1suseidiu HBV serology (Qualitative test) il
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Score Evaluation 2.00  Acceptable
1.0 Warning
<0 Unacceptable
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Distribution of OMMIS score for qualitative HBV serology test

. . Acceptable
L
L]
-------------------- D il e
L]
Warning
Unacceptable

3.4 wawed laboratory performance quality U99n15MAd8U AntiHBs WUU quantitative F9ILATIERIALDY
| A vaa a ) ° ' ~ Py a A =

ﬂqwlmmmmﬂu ANUIUINNAT Z-Score UNANTITUTLLAUAILEAIIUAITIN 5 LATWRUNINT 5 9911

LEUNINWEAIAT Z-Score UB9auTNNTIeaU Anti HBs kUUMNUSUIM WUIANITA 2 S1890AT Z-score

WHUNTINT 4: waneA1 OMMIS Qualitative test HBV serology

>|3] wagAn Z-Score analdaglugisiauisathunanluwkunin

a157497l 5: Performance of Participants performed AntiHBs
Performance quality | score Number of Participants
Acceptable 0- |2 199
warning > 2] - |3 62
unacceptable > |3] 12
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Distribution of Z-score for AntiHBs test
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WHUNINA 5: WEAIAT Z-Score YB9aN1TNNTI189U Anti HBs kuuLTIUIu1U

4. a3UuazInsal
luased 2/2021 4 dnsmanauvesauBnlun1saniunisasen 2/2021 fedreglunaudiaunn

($ewaz 93.31) usadalsinmudmuindaudnldsisnunandudsioindunisidelonalunisussidliu
ANUEINNTVRRIUH URNITUAL D19 AINARBNITVOTUTOININTFIURIUHURNTT aunBnaunsadinag

wazSUNaNITUTEIEY TIUNIUNME1T99 9nnslassnseunUles  https://egqamt.mahidol.ac.th/

N9LATINTY ﬁmmﬁ’maﬁﬁ%maﬁam%ﬂLﬁaﬂiﬁz’fﬁqwmau Immunochromatography Test 994
vipafuAnsaindn lnslanized9dadmiunsaam Anti HBs dndlaseniss daunaiuinyanaaouLuy
52l HA False negative laifisufunguiild automation fatuSswenusitvesufoRnisanidn
Fonldyamaaeuiingay faunm uazyhnismuANANTWNSYIAAB U
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5.518uanUsneafauazganiuuay

5.1 S19UNNNUS N NI9EDA:
919158 5. Uaan hALn

5.2 S18UNAEANTULH:

Usearuu (Scheme Coordinator) :

IAN15391N15 (Technical Manager) :

eV eDe e
2.

WntNieUiAn151ATaN137 (Operator):

'aaé'ﬂszmuu,wu (Asstistant Scheme Coordinator) :
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AMARNUIN

nan1snagauANUluLialieanuvaenae81e (Homogeneity test)

fegnafignulsussqudgnilunsaaevanuiduidedelnenisdudonsiegafae Wsunsy
Bndiga d1u9u 10 Feg ilevhnsmaaey MfesUftiRnisaaunsemanidugns auzimadanisuwng
unedeniing eldiunisiuses 15015189 nuansvaasuaaiuieifsrturesieisiuansly
P15197 6 WU mANIRABUTMAvDIFaEns (Fasay 100) Skansvadeusl

] @ A o Y o '
A19519N 6 HAaN1INAFDUAIULUULUBLAYINUVDINIDEY

SE-02-21-2-2
Repeat | SE-02-21-2-1 SE-02-21-2-3 SE-02-21-2-4
HBsAg AntiHBs 1 AntiHBs 2 | AntiHBC

1 Positive 79.88 79.82 Negative
2 Positive 81.64 81.63 Negative
3 Positive 80.87 79.14 Negative
a4 Positive 78.56 78.03 Negative
5 Positive 80.8 79.8 Negative
6 Positive 78.55 78.02 Negative
7 Positive 80.35 79.73 Negative
8 Positive 79.19 81.38 Negative
9 Positive 78.63 77.64 Negative
10 Positive 78.74 77.48 Negative
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NANTSNAGDUAIUAIAIVDIA2DE9 (Transportation check)

a

la39n157 andlunisneaeuanuamuleaiiudieg1alin gumngll 4 esrwaded Weuiudieeng
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AAVIUNNTNDY NANISNAADUAIIUAITIVDI819lAkand A lUATIS197 7 TINaNITATIAVDIRIDLIILAR

9 Y

ADQ
be

A1519%1 7 NANISNAFIUAINAIAIVDIAIDES

SE-02-21-2-2

SE-02-21-2-1 SE-02-21-2-3 SE-02-21-2-4

HBsAg AntiHBs 1 | AntiHBs 2 | AntiHBc
1 Positive 69.17 71.09 Negative
Kept at 4 0C 2 Positive 73.24 71.67 Negative
3 Positive 72.9 74.37 Negative
1 Positive 75.06 74.58 Negative

Kept at RT

2 Positive 73.33 71.89 Negative




