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N15ALLUNIT Hepatitis B virus Serology Scheme 2024 trial 71 3 4 Tasensn lawdendedansaedady
FHuayuefimienann fresh frozen plasma Tuifuaun@n S1unm 4 freens fo vaneian SE 02-24-3-1 fg SE 02-
24-3-4 Tpefian assigned value ¥9IN1TNAABULUY qualitative ANANDINNANTNTIBLATITUINNNTT 80%
NLATINIT lﬁfd’%mﬂﬂ'w assigned value MURANNITNAADU LazA assigned value mﬂnﬂ’iﬁsmﬁ’u (all
methods) @A assigned value WUU quantitative %mim@ﬁmmwé’ﬂaﬁammgm 15O 13528 Tneuanin’
median, nIQR  WAZLARAIAT uncertainty TunnnanNIsNIINAERU wara1NNNIG (all methods) Fsaundnanunsa

Anwlaan individual report A15197uaAIAT assigned value TdumfianaInnnITsuiu

a15749fi 1: A assigned value wfia qualitative 83 HBV markers (All method)

HBsAg Anti-HBs Anti-HBc HBeAg Anti-HBe
SE 02-24-3-1 Positive Negative Positive Positive Negative
SE 02-24-3-2 Negative Positive No consensus Negative Negative
SE 02-24-3-3 Negative Positive No consensus Negative Negative
SE 02-24-3-4 Negative Positive No consensus Negative Negative

a157497l 2: A assigned value wfia quantitative Y83 Anti-HBs (All method)

Median nlQR Uncertainty
SE 02-24-3-1 1.14 0.93 0.1
SE 02-24-3-2 113.2 33.03 2.64
SE 02-24-3-3 177.71 90.29 7.22
SE 02-24-3-4 177.83 92.27 7.38

2. dsunan1saiiueu
2.1.m3514139UN1INAHRUAINTIUGY
Tusoudiflan@niu1salasansiIuay 622 une IvesUfuRnisiawa trial 91 3 AU 578 Un

(so8ay 92.9) IneneaUfuRn13d1uIu 578 unall vn1snaaeu HBY makers M19 9 AILAAIRILLHLATN
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MAUAINT 1: I1UUENTANIINTSNAdDU

3.319a21DYANANISNAFDUVDIAUITN

HBV marker #14 9

3.1 518agLBunNanISNAEEU HBV serology vaalaay Marker @u13nanuisadnelaain Individual Report &4

MlATINISY Iadunnansmegeuatnaudnimageuluunagisvendioens wasyn Marker AILARIRIDEY

SE02-24-3-1

Number of result submitted:

A. Your result

576

Method Result Consensus  Score  Performance

E-CLIA  Positive Positive 2 Acceptable

B. All Participants Results

N Negative  Weakly Positive  Consensus
Positive
CLIA 94 1 0 93 Positive
CMIA 112 0 0 112 Positive
E-CLIA 144 0 0 144 Positive
ICT 225 3 0 222 Positive
Others 1 0 0 1 All Methods
All methods 576 4 0 572 Positive
| 4 YourResult O Negative Weakly Positive ® Positive
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CMIA E-CLIA ICT Others  All methods

A1T9183T1UNALUY qualitative test N19LATINITY WUD ’]ﬁiJ’]‘l?ﬂﬂaquVldI‘U N1INAADUNRANNIT

immunochromatography test (ICT) s1g9unalunesiuuinni 80% viluluaunsaeenal assigned value
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Tunguiily ICT Tun1smaaay antiHBs waznu1lun1snag@ey antiHBc au1@nitly ICT S uNadonAaRIiY
111N21 80% @1U15099NA1 assigned value 1n LLmﬁwamwmﬁ’Uﬂqum% machine based test AdlanslUAIT1S
7 3 Melasan1sa Jsvelumuiasadenlyvyanageulnmungay wagyi internal quality control Tun15vi

nsnadeu daaaunisly ICT AnaNBnisenuing I NlsuanslulmunIng 3

A15197 3: HaYRINSNAFRUNIIWANN1S immunochromatography f1431n automation

Marker Sample ICT Automation based
method
SE02-24-3-2 No Consensus Positive
Anti-HBs SE02-24-3-3 No Consensus Positive
SE02-24-3-4 No Consensus Positive
SE02-24-3-2 Negative Positive
Anti-HBc SE02-24-1-3 Negative Positive
SE02-24-3-4 Negative Positive
Abbott determine Fastep
10% 5% BlueCross

ACRO BIOTECH 17%
6%
OneStep

5%

Other__
22%

Citest
10%

Wondfo biotec
9%

Standard Q EGENS
6% 4%

BHUAIMNA 3: dadaun1sidunen ICT anau1BnNs1geulng iy
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n15UsElu anti-HBs 19UTua 119lAsan1s adsedunenaunguisnisnaaey lneUssiliunuvanada
WINTFIU 1SO 13528 @an¥naru1sadnwinanisuseiiunedios1guans odamnisladdruiunesnin 5
welfuRAn1s malasinis ssluvsediuln wlnaun@nfnyinasisauvesaindnesiisuiunaquauiasiiisuiu

YNI5TIAY

SE02-24-3-2
Number of result submitted: 352
A. Your result

Method N Result Median  nIQR z-score
E-CLIA 136 117 133 6.43 -2.49

B. All Participants Results

Method N Median nlQR Uncer
CLIA: Beckman Coulter 3 NA NA NA
CLIA: Liaison 23 228 21.5 5.6
CLIA: Mindray 28 83.07 5.52 1.3
CLIA: Siemens 7 127.19 33.48 15.82
CLIA: Snibe Maglumi 9 82.6 6.45 2.69
CLIA: Sysmex 4 NA NA NA
CLIA: Vitros 26 52 4.36 1.07
CMIA 111 96.42 11.47 1.36
E-CLIA 136 133 6.43 0.69
Other 5 102.81 108.87 60.86
All methods 352 113.2 33.03 2.64

O All methods = E-CLIA A Your result
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3.2 NNSUTELEUANULNEY
Tusoulin9lAsIniss @9eneg19nuneLay SE 02-24-3-3 way SE 02-24-3-4 Faidusiagnameiy wazyii
N3UsEEuANaN T lUNITNAARUYRIENITN NUIEUITNAIUINYTIGNURALUULTIAUAINTY 2 F20819

(% o

M3 wadlaanBnunaensenuNalunseiy Sasunalanad

Non-agreement between SE 02-24-3-3 & SE 02-24-3-4
HBV marker

Number %
HBsAg 3 0.52
Anti-HBs 16 3.13
Anti-HBc a4 1.23
HBeAg 0 0
Anti-HBe 2 3.07
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dmsunsUsTIIUNG anti-HBs WUULTSUSLNaUUBIF0819UN8LaY SE 02-24-3-3 uay SE 02-24-3-4 g

Wuiegadeaiu nunaundnaulugenunatuudeslinameswia 2 Megrsatlnafesiy undaundnung

dl . a a gj U ' ' U 4&1 yQJ dg-’
FIYNIIYINUNA anti-HBs LUULTIUTUIUUDING 2 AIBYINANNNUNIN %aaqﬂmalmmu

115
105

LHUAINA 5: N15UTSIEUANNEIVEY antiHBs buuULIIUSH0

Precision between SE 02-24-3-3 waz SE 02-24-3-4 for anti-HBs Ab (quantitative)

3.3 N133A318 performance quality ¥0a1asUfUAN159191891UNaMUY qualitative $1847U1nA1 Overall

Missclassification Index Score (OMIS) 31nA 1881979 4 A 18819 UBIwA ag marker way Overall Mean

(%
v A

Missclassification Index Score (OMMIS) finail

A15799 5: Performance of participants (qualitative test)

Performance (qualitative test)

A1INAEAU Acceptable | Warning | Unacceptable Total
(labs) (labs) (labs) (labs)
HBs Ag 562 7 7 576
Anti-HBs 509 0 0 509
OMIS Anti-HBc 311 5 7 323
HBe Ag 166 0 0 166
Anti-HBe 63 1 1 65
OMMIS | HBV serology 564 7 6 577
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TAsan13 Bandninamnnsuszidiu HBV serology (Qualitative test) el
Score Evaluation 2.00  Acceptable
1.0 Warning

<1 Unacceptable

Distribution of OMMIS score for qualitative HBV serology test
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WAL 6: uWEReA1 OMMIS Qualitative test HBV serology

3.4 waUe3 laboratory performance quality ¥83n139AdeU Anti-HBs WUy quantitative %ﬂ%mmzﬁiﬂﬂ@mémﬁ
T8ieau fuaneinen Z-Score finan1sussifiufauandlumsnad 6 uasunuamil 7 Ssanuauainuanin
Z-Score UB4ANIANTITI891U Anti-HBs WUULEIUSnas wuandlaun@nsiuau 11 s7efifian Z-score > |3| faunn
$1uau 6 nosufoAnislugminnvssiivlusuaimiiiosninisnimeasuiiswiutesnin 5 vesufuins
(&3 CLIA: Beckman Couter 3 nesUfuRn1s dnn1s CLIA: Sysmex 3 osufjifin1s) wagdlaandnsiuou 2

el UAnTs lugniunuanslunimiiiennsigauaeanuanyiimue
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A15799 6: Performance of Participants performed Anti-HBs

Performance quality | score Number of Participants
Acceptable 0-|2| 325
warning > 12| - |3| 10
unacceptable > |3| 11

Distribution of [Z-score] for Anti-HBs
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LAUNINT 7: haA9A1 Z-Score YIdUITNNTI89U Anti-HBs wuusIIUSuned

4. a3UuazInsal

Tundadi 3/2024 é’mwamawaaam%ﬂﬁa’hagﬂumm%ﬁmm (so8az 92.9) wnoenslsAnudanuand
am%ﬂlaii’mmuwaﬂé'wﬁaﬁaiﬂLﬁumslﬁsﬁ,amaiums*dszLﬁuﬂ’numzmasuaaﬁawﬁﬁ’amsLLazmi}%éqmam'a
mima%’maqmmgmﬁawﬁﬁ’ami dnFnanunsadNaLazSUNan1sUTEEY TIURIuTIEnsneg 91N elASenTs

nUln https://egamt.mahidol.ac.th/

NNLATINIGY ﬁmmﬁ’maﬁﬁ%msﬁams‘?ﬁﬂLﬁaﬂisgﬁqmmaau Immunochromatography Test U84
vesURtRnIaIN 3N Tnslanzos19Badmiuns1am Anti-HBs wag Anti-HBc dandlasanss dunauiuinyn
neaeukuUTInineg False negative Walfisufunguifly automation fuuFsweuustimosfifing
am%ﬂLﬁ@ﬂiﬁgﬁmwwaauﬁlﬁmuﬂqiﬂmﬁuﬂﬁz?ﬁm%mwmimmaau LagyiMIAIUANAMAINNITAFaUAETY

¥ a tz{l . a a £ ! = U dy
A8 LazNNANTISUTEEUAILTEIUDINITNTIANT Anti-HBs WuULeUIINuesiInefeiuluseull
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5.1 S28UINNUSNWIN9EDR:
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o

NUILANAINTY A3. Uz AU

5.2 3 Eluﬁilﬁjﬁ'l RVAIINALYE

v

WUsZAULNY (Scheme Coordinator) : 59919519158 A5, ¥l Adevanade

Y v a . ¥ ! i a U a
WIAN13IYINT3 (Technical Manager) : HYILAINTITE AT aUn lanesadna
v Y oy a wa a a
WrniiesliAnnslasen1s (Operator): UNENITATT UTeriuensn
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NMARNUIN

1 wansnageuanuduiiefieafuvasiaegns (Homogeneity test)
é’]’aaéwﬁgﬂLLﬁwﬁf\;LLgagﬂﬁﬂﬂmwaaummLﬂmﬁalﬁmimamiejmLé‘aﬂé’haéwaéjmiﬂil,l,ﬂsmé‘ﬂ%wa

$1uau 10 feens 1oy maaey ﬁﬁaqﬂﬁﬁamiamul:mmam%ﬁ’uqm AEIMATANSULIMEIM e duniina
Fsln¥unisduses 15015189 wannsnageURly Ao E-CLIA mfmamimaaummLﬁuLﬁaLamﬁ’uL%@mmwmm
Froenadanandlunsneii 1 WU nansnEUTILnYeIiIeens (Seuas 100) Snansvadeuimiiouiui 10
o019 wavnansnageunuiuiefoafudeliinalaevdn @@ 1SO 13528 wedA1 anti-HBs feensdi
SE02-24-3-1 SE02-24-3-2 SE02-24-3-3 uay SE02-24-1-4 Tpswnammuie s, < 0.3 nlQR  suaadlunnsnsd
23 uaz 4

A15799 1 wan1smagauanuduiiofeaiuvasiasgns Weaanm

SE02-24-3-1 SE02-24-3-3 Way SE02-24-3-4
HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
POS NEG POS POS NEG NEG POS POS NEG NEG
SE02-24-3-2
HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG NEG
NEG POS POS NEG POS
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A1519% 2 NaN1SNAFIUAMNUTULLBREINUYDIAIDES WWIUSUN A28 SE02-24-3-1

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range
t (9) 1 (c) 2 Xt W, W
a4 2.37 2.37 2.37 5.62
117 2.00 2.00 2.00 4.00
178 2.10 2.10 2.10 4.41
273 2.15 2.15 2.15 4.62
286 2.00 2.00 2.00 4.00
394 2.00 2.00 2.00 4.00
489 2.26 2.26 2.26 5.11
500 2.55 2.55 2.55 6.50
628 2.26 2.26 2.26 5.11
690 2.00 2.00 2.00 4.00
= > w
‘ ‘ 47.37
Calculate Sw & Ss, Method ECLIA by ISO 13528 formula:
General average of sample mean 2.17
Standard deviation of sample averages (s,) 0.19
Within-samples standard deviation (s,,) 1.54
Between-samples standard deviation (s) 0.00
nlOR = 0.50
Thus, 0.3 nlQR = 0.15
Ss < 0.3nlQR => PASS
Conclusion: EQAI sample is adequately homogeneous
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A151991 3 Nan1TNAgaUAMUULLaREINUYDIRE19 1B9USUNM Anad1eTl SE02-24-3-2

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range
t (9) 1 (g) 2 Xt. W Wi
69 145.80 144.40 145.10 1.40 1.96
102 141.80 145.70 143.75 -3.90 15.21
188 144.30 144.30 144.30 0.00 0.00
255 146.50 141.80 144.15 4.70 22.09
295 142.00 145.40 143.70 -3.40 11.56
351 145.00 141.40 143.20 3.60 12.96
466 143.20 143.40 143.30 -0.20 0.04
554 140.70 145.80 143.25 -5.10 26.01
580 145.00 146.10 145.55 -1.10 1.21
652 142.70 140.50 141.60 2.20 4.84
= > w
| | oses
Calculate Sw & Ss, Method ECLIA by ISO 13528 formula:
General average of sample mean 143.79
Standard deviation of sample averages (s,) 1.10
Within-samples standard deviation (s,,) 2.19
Between-samples standard deviation (s) 0.00
nlOR = 6.43
Thus, 0.3 nlQR = 1.93
Ss < 0.3nlQR => PASS

Conclusion:

EQAI sample is adequately homogeneous
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A151991 4 Han1sAgauAMUULLaREINUYDIRI8E19 WINUSUNM Aa8199 SE02-24-3-3 way SE02-24-3-4

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range
t (9) 1 (g) 2 Xt. W Wi
36 286.20 287.30 286.75 -1.10 1.21
81 286.80 291.80 289.30 -5.00 25.00
193 283.70 285.40 284.55 -1.70 2.89
275 287.30 282.20 284.75 5.10 26.01
301 292.40 284.90 288.65 7.50 56.25
358 279.40 284.00 281.70 -4.60 21.16
423 285.40 285.50 285.45 -0.10 0.01
545 288.90 289.30 289.10 -0.40 0.16
582 282.30 287.00 284.65 -4.70 22.09
661 284.80 283.90 284.35 0.90 0.81
— Z w
‘ ‘ 155.59

Calculate Sw & Ss, Method ECLIA by ISO 13528 formula:

General average of sample mean 28593
Standard deviation of sample averages (s,) 2.47
Within-samples standard deviation (s,,) 2.79
Between-samples standard deviation (s) 1.49
nlOR = 11.91
Thus, 0.3 nlQR = 3.57
Ss < 0.3nlQR => PASS
Conclusion: EQAI sample is adequately homogeneous
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2. NANISNAADUAUAIAIVDIADYNS

lasens4 Adun1snageuauAmuly 2 4013 fe

1. Audee1elad gamndl 2-8 ssrnwaldea o uflastosnduandnufeiudafunaanaudn
%Tmiiwa'qm’;aﬁﬁaaﬂﬁﬁamsammwmam%ﬁ’uqm AuzINATANITUNIY A AINe1dodina

2. fhegnsfiadludmosfifinisanndn 4 vesfifinig auglnianiey uazladufesnnduiu
Tnglufimadanaes Welasusesafundasiniaivlaf 2-8 esmwadea ufsiudaiunannan®n Jaias
m’mﬁﬁawﬁﬁamsamunmmam%ﬁuqm AuEINATIANITUNNY A INeTdondina

nanIAdRUATINAIT SR MYBIIBE 2 annty TkansvadeuiilunsnavesIndey

& Y A
ﬂ'ﬂ']llLﬁULua LAEINU @QLLﬁ@Qlu@qiqﬂ‘W 6

A13199 6 NANITNAFDUAIIUAIAIVDIADENN LUIAUAIN

SE-02-24-3-1 SE-02-24-3-3 way SE-02-24-3-4

Conditions HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe | HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe

Transportation | 1 | POS NEG POS POS NEG NEG POS POS NEG | NEG

2| POS NEG POS POS NEG NEG POS POS NEG | NEG

3| POS NEG POS POS NEG NEG POS POS NEG | NEG

4 | POS NEG POS POS NEG NEG POS POS NEG | NEG

Keep at 4°C 1] POS NEG POS POS NEG NEG POS POS NEG | NEG

2 | POS NEG POS POS NEG NEG POS POS NEG | NEG

SE-02-24-3-2
Conditions HBsAS | AntiHBs | AntiHBc | HBe Ag | AntiHBe
Transportation | 1 NEG POS POS NEG NEG

2 | NEG POS POS NEG NEG

3 | NEG POS POS NEG NEG

4 | NEG POS POS NEG NEG

Keep at 4°C 1| NEG POS POS NEG NEG

2 | NEG POS POS NEG NEG
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