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N15ALLUNIT Hepatitis B virus Serology Scheme 2024 trial 7l 4 4 Tasensn lawdendedansaedady
FHuayuefimienann fresh frozen plasma Tuifuaun@n S1unm 4 freens fo vaneian SE 02-24-4-1 f SE 02-
24-4-4 Tpefian assigned value ¥9IN1TNAABULUY qualitative ANANDINNANTNTIBLATITUINNNTT 80%
NLATINIT lﬁfd’%mﬂﬂ'w assigned value MURANNITNAADU LazA assigned value mﬂnﬂ’iﬁsmﬁu (all
methods) @A assigned value WUU quantitative %mim@ﬁmmwé’ﬂaﬁammgm 15O 13528 Tneuanin’
median, nIQR  WAZLARAIAT uncertainty TunnnanNIsNIINAERU wara1NNNIG (all methods) Fsaundnanunsa

Anwlaain individual report m15197LanIAN assigned value UidupfiAnaIns ECLIA

asedl 1: A assigned value ¥ia qualitative ¥84 HBV markers (All method)

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

a157497l 2: A assigned value ¥fia quantitative ¥ Anti-HBs (ECLIA)

Median nlQR Uncertainty
SE 02-24-4-1 2.07 0.84 0.15
SE 02-24-4-2 77.9 8.49 0.92
SE 02-24-4-3 2.0 0.5 0.11
SE 02-24-4-4 119.3 18.4 2

2. gyunani1saiiuey
2.1.n15:4199UNINAFBUAMNTIUEY
luseulifaun¥niusaulasan1sdnua 622 wns dveslfUAnsiama trial 91 4 NFULITIIU 573 ung

(so8ay 92.1) WneneaUfuin13duiu 573 unall vin1snaaeu HBY makers M19 9 AOLEAAIRILLHLATN
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FUaNITENTIINANSNARAL HBV serology marker (SE-02-24-4)
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returned quali gquanti

MAUATNT 1: FIUUENTANYIINISNAGU HBV marker 614 ¢

3.51882L9UANANTNARIUVDIAUIYN
3.1 5188ZLDYANANIINAGDU HBV serology U0dLAaY Nknkeramw%ﬂawmwsaﬁﬂwﬂIQQWﬂIndhﬂduaLRepon:%a

MalATINISY ladunnanmegeuatnaudnimageuluunagisveswndieens wasyn Marker AILARIRIDETY

SE02-24-4-3
Number of result submitted: 571
A. Your result

Method Result Consensus  Score Performance

CMIA Positive  Positive 2 Acceptable

B. All Participants Results

N Negative  Weakly Positive  Consensus
Positive
CLIA 94 0 0 94 Positive
CMIA 114 0 0 114 Positive
E-CLIA 136 0 0 136 Positive
cr 223 0 0 223 Positive
Others 4 0 0 4 All Methods
All methods 571 0 0 571 Positive
4 Your Result O Negative Weakly Positive ® Posilive
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155189 URARUY qualitative test 1191A59015° WU 1au1gnna ud Ly nanaaeundnnas
immunochromatography test (ICT) swmumahiﬁaaﬁ’ummdw 80% ﬁﬂﬁlﬁmmmaaﬂm assigned value
Tunquitly ICT lun13mAdey antiHBs antiHBC antiHBe uazuITluNTMAZDY antiHBe audndily ICT 91891u
KAADAAABIRULINNTT B0% ANMNS00ONAT assigned value ln Lw{ﬁwamsq%ﬂuﬁ%ﬂéuﬁiﬁg machine based test
Fauandlunsnedt 3 malasainise SwelvmuRansuidenlvyanaaoulmmangay uazvh internal quality

control Tun1syinnsnagaey d@naiuni1sty ICT INEUNTNNTI8NULNIGNIBLEA L ULNUAINT 3

A15197 3: HaYRINSNAdRUNIIWANN1S immunochromatography f1421n automation

Marker Sample ICT Automation based
method
Anti-HBs SE02-24-4-2 No Consensus Positive
SE02-24-4-4 No Consensus Positive
Anti-HBc SE02-24-4-2 No Consensus Positive
SE02-24-4-4 No Consensus Positive
AntiHBe SE02-24-4-2 Negative Positive
SE02-24-4-4 Negative Positive

Abbott determine HighTop

ACRO Biotech 10%

7%

BlueCross
18%

Othe/

17%

Standard Q
9%

BOSON Biotech
4%

Wondfo biotec
10%

CITEST SD Bioline
10% 4%

LHUNINA 3: dadun15tdune1 ICT anau13nns1eudlgn ity
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n15UsElu anti-HBs 19UTuIa 119lAsan1s Iadsedunenaunauisnisneaey lneUssiliuniuvanada
WINTFIU 1SO 13528 @an¥natu1sadnwinan1suseiiuneilou1ans allaninisladdnuiuuesnii 5
ol URAns malasanis ssluusediuln wlvaundnfnwinaseauvesaindnesfieuiunauduasifiguniu

YNI5TIAY

SE02-24-4-2

Number of result submitted: 353
A. Your result

Method N Hesult M edian nlH  sscore

CMILA 116 27.7% 3352 &.15 1.34

B. All Participants Results

Method N Median nlQH Uncer
CLIA: Beckman Coulter 2 MNA MA MNA
CLIA: Liaison b 44.4 237 0.6
CLLA: Mindruy 0 918 117 0.27
CLIA : Siemens [ &T 4.3z 1.65
CLIA: Snibe Maglami B 16.8 2.56 1.13
CLIA: Sysme 3 MNA MA MNA
CLIA: Vitres T 6.25 2 0.48
CMIA 116  ZA.52 319 0.37
E-CLIA 133 TT.O 849 0.52
Other 1 HNA MA NA
All methods 352 2649 3099 .15

o Al methods m CMIA & four result

300
200

100

Mo, of participants

E§ 8B &8 8 8 B

3.2 N133A318 performance quality ¥0a1asUfUAN157191891UNaMUY qualitative $1847U1nA1 Overall
Missclassification Index Score (OMIS) 9106198199 4 4 #2989 YBIWM Ay marker ag Overall Mean

Missclassification Index Score (OMMIS) finail
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miwﬁ 5: Performance of participants (qualitative test)

Performance (qualitative test)
N1INAEIU Acceptable | Warning | Unacceptable Total
(labs) (labs) (labs) (labs)
HBs Ag 566 5 0 571
Anti-HBs 512 0 0 512
OMIS Anti-HBc 318 2 6 326
HBe Ag 164 2 0 166
Anti-HBe 63 2 1 66
OMMIS | HBV serology 547 16 3 566

[

TAsans Savdninamnnsusziiu HBV serology (Qualitative test) sl
Score Evaluation 2.00  Acceptable
1.0 Warning

<1 Unacceptable

Distribution of OMMIS score for qualitative HBV serology test

2.5

Acceptable

15

0.5

-0.5

WAL 6: WERgAT OMMIS Qualitative test HBV serology
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3.3 NavdY laboratory performance quality ¥83n15nAdBU Anti-HBs LLUU quantitative %ﬁmiﬂzﬁi%aaﬂﬁjuﬁ
TA5ieau fuaneinen Z-Score Sinan1suseifiufuandlumsnad 6 uasunuamil 7 Ssanuauninuanin
Z-Score V0N INTIS1891U Anti-HBs wuuLBeUSina nunilaundngiuay 10 s1edidan Z-score > 3| fiaudn
$1uau 3 nosUfoRAnis lugninuanslunimiesansisnuaieenuenyiad ivua uazdaudndmu 5
ﬁaqﬂaﬁamﬂﬁgﬂﬁwmﬂizLﬁu’luLqumwLﬁEmnﬂ"‘;%ﬂ']imaauﬁﬁwmuﬁaaﬂiw 5 woaUftAns (dnns CLIA

Beckman Couter 2 #0aUfURN1s #ann15 CLIA: Sysmex 3 10aUfuRnIs)

a1514fl 6: Performance of Participants performed Anti-HBs

Performance quality | score Number of Participants
Acceptable 0-|2| 327
warning > 12| - 13| 11
unacceptable > |3 10

Distribution of [Z-score] for Anti-HBs

10

° ® ° ¢ Unacceptable

[ Warning

1 2% .E :‘J.z ..5. .o ‘*:q' o ;:.' J\w’ﬁ Acceptable

WAUAINT 7: haA9IA1 Z-Score VIEUITNNTI89IUY Anti-HBs wuusTIUSu0
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4. a3UuazITal

Tuadedl 4/2024 1 Snswanevvasandniioeglunumiun (sosay 92.1) uneenslsfnudmud
andnlusenunandudsdordumadelenalunisUssiiuauannsovemesfiRnsuarenaazamans
msma%’maammgmﬁawﬁﬁami andnanunsnaskaLarTunansUsTiy TtnEsne nmdasinig

nundlen  httpsy/eqamt.mahidolacth/

N9lATINIT ﬁmmﬁ’qaa5@3%'m'ﬁﬁam%ﬂLaaﬂi%sqmmaau Immunochromatography Test YIS
UAtARNsau3n TnelanizessBedm¥unsaav Anti-HBs Anti-HBc uag Anti-HBe nnslassniss dunmudiun
YanadouuuUTIAilng False negative Waifisufunauilly automation fefuFsweuusthmesufiifinng
am%ﬂLﬁaﬂiégsqmmaauﬁlé}huﬂ’13U33Lﬁuﬂ'ﬁz§w%mwmimaau LLaz‘VTWﬂ’]iﬂ’JUﬂmﬂ&m’]Wﬂ’liWWﬁE}Uﬂ’lEJIUGT’JEJ
LAYNHANTUTZEILNTNTIAN Anti-HBs UUUIBIAAAMYBINIDENST SE02-24-0-2 luseudl Tassmse duna
wuEInUsTeTladnmsvegey CLIA metn3osiiasizsnenluld Mindray Wag Vitros sreeuralunesiy
aunTndilgedoauunifiodtu Suunivaudnasiaaeu lot veshenillinadeuuaztngsdnwiedosiinseny

ERIY

5.58uunUSnunatauazganiduunu

5.1 $78UIUNUSNWIN9EDA:

NTIUANERINTY A3. Uszasa uain

5.2 Seuuganiiuunu:

RUsEEUUKY (Scheme Coordinator) : 583A1M319158 A3, ¥l Gluzanady
Y a . > < a U a
WIAN159YINTT (Technical Manager) : HYILAINTINTY AT aunils lanesadna
v v v a wa - -
Wwtiesujianislasaniss (Operator): U9E13AT1 Uszriuennu
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AMARNUIN

1 uamsnadeuanuduieioniuvasiate (Homogeneity test)
(;f’JE]EJINﬁQﬂLLﬂﬂ’Uiiﬁ;LLE:’JQﬂﬁWVLUmi’J?\]aE]Uﬂ’MJJLﬂuLﬁj@LaﬁJﬂﬂﬁJﬂﬁﬁimLaaﬂéf’JE]EJING:QEJIﬂiLLﬂiﬁJLSﬂ“gL%a

$au 10 e levmmadeuanuduideieatudinuam mendnnismedey E-CLA Tnsvagoudi

ﬁawﬁﬁﬁmiamummam%ﬁuqm AanATANITUNEI INedeuFina Falatunisiuses 1SO15189 Fauans

Tum151991 1 FINU HANNSNAFDUNINUAVBIR981Y (5888 100) TNANISNAFBUTLALIUNUNY 10 A9879 LAY

(%
(Y

namsvegeuaudulaferiudaluin mendnmmegeu  CMIA vimsvegeuiivesufufnisgliauriu

9

aa

WMPPRTN MAITINEISINGT AL LNNEANERSISINGNUIATIINZUR BelnunsSuses 15015189 Tnewdn aad
SO 13528 ¥89A1 anti-HBs §1087197 SE02-24-4-1 SE02-24-4-2 SE02-24-0-3 W@y SE02-24-4-4 \ABnENY
fio s, < 03nIQR Fwandlumnsedl 2 3 4 uaz 5

A15799 1 wan1svagauanuduiiofeaiuvasiasgns Weamnw

SE02-24-2-1 SE02-24-2-3
HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
Neg Neg Neg Neg Neg Pos Neg Pos Pos Neg
SE02-24-2-2 SE02-24-2-4
HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
Neg Pos Pos Neg Pos Neg Pos Pos Neg Pos
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A15199 2 NaN1SNAFIUAMNUIULLBREINUYDIAIDE9 WWUSUN A28 SE02-24-4-1

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range
t () 1 (g) 2 Xt W w?
45 1.66 1.66 1.66 2.76
78 1.61 1.61 1.61 2.59
196 1.90 1.90 1.90 3.61
207 1.64 1.64 1.64 2.69
306 1.76 1.76 1.76 3.10
347 1.79 1.79 1.79 3.20
404 1.58 1.58 1.58 2.50
500 1.86 1.86 1.86 3.46
543 1.48 1.48 1.48 2.19
644 1.66 1.66 1.66 2.76
= > w;
| | 2885
Calculate Sw & Ss, Method CMIA by ISO 13528 formula:
General average of sample mean 1.69
Standard deviation of sample averages (s,) 0.13
Within-samples standard deviation (s,,) 1.20
Between-samples standard deviation (s,) 0.00
niQR = 0.50
Thus, 0.3 nlQR = 0.15
Ss < 0.3nIQR => PASS

Conclusion:

EQAI sample is adequately homogeneous

F/QP043-MIHB-01/19 wnluadait 0 (1 5.0, 65)
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A1519% 3 NaN1SNAFIUAMUIULLBLAEIAUYDIRIDE9 1USUNAL A28 SE02-24-4-2

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range

t (9) 1 (g) 2 Xt. W W
50 20.76 21.01 20.89 -0.25 0.06
127 17.88 20.31 19.10 -2.43 5.90
183 20.35 19.25 19.80 1.10 1.21
230 19.96 21.20 20.58 -1.24 1.54
307 20.47 18.75 19.61 1.72 2.96
360 20.79 19.25 20.02 1.54 2.37
402 21.23 20.52 20.88 0.71 0.50
515 22.11 20.16 21.14 1.95 3.80
584 21.34 19.36 20.35 1.98 3.92
621 21.62 21.40 21.51 0.22 0.05

22.32

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

General average of sample mean 20.39
Standard deviation of sample averages (s,) 0.75
Within-samples standard deviation (s,,) 1.06
Between-samples standard deviation (s) 0.09
nlQR = 3.16
Thus, 0.3 nIQR = 0.95
Ss < 0.3nlQR => PASS

Conclusion: EQAI sample is adequately homogeneous
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A15199 4 NaN1SNAFaUANUIULLBLAEIAUYDIRIDENS WIUSUNM A8l SE02-24-4-3

Between-test-

Position Replicate 1 Replicate 2 Sample mean portion range
t () 1 (¢) 2 X, W, Wi
37 0.00 0.00 0.00 0.00
87 0.00 0.00 0.00 0.00
168 0.00 0.00 0.00 0.00
216 0.00 0.00 0.00 0.00
324 0.00 0.00 0.00 0.00
358 0.00 0.00 0.00 0.00
458 0.00 0.00 0.00 0.00
489 0.00 0.00 0.00 0.00
537 0.00 0.00 0.00 0.00
637 0.00 0.00 0.00 0.00
= > w;
‘ ‘ 0.00
Calculate Sw & Ss, Method CMIA by ISO 13528 formula:
General average of sample mean 0.00
Standard deviation of sample averages (s,) 0.00
Within-samples standard deviation (s,,) 0.00
Between-samples standard deviation (s) 0.00
nlQR = 0.50
Thus, 0.3 nlQR = 0.15
Ss < 0.3nIQR => PASS

Conclusion:

EQAI sample is adequately homogeneous
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A1519% 5 Nan1snagauAuluLlaRenuYaIRI9819 1eUSUNA A8 SE02-24-4-4

Between-test-

Position Replicate 1 Replicate 2 Sample mean portion range
t (9) 1 (g) 2 Xt. W W
59 456.14 405.82 430.98 50.32 2532.10
117 432.25 452.93 442.59 -20.68 427.66
145 419.42 426.84 423.13 -7.42 55.06
258 417.14 463.50 440.32 -46.36 2149.25
317 407.77 438.57 423.17 -30.80 948.64
387 472.22 459.73 465.98 12.49 156.00
408 435.85 458.73 447.29 -22.88 523.49
495 442.17 429.72 435.95 12.45 155.00
569 397.28 455.19 426.24 -57.91 3353.57
601 459.99 422.78 441.39 37.21 1384.58
=>" w
‘ ‘ 11685.36
Calculate Sw & Ss, Method CMIA by ISO 13528 formula:
General average of sample mean 437.70
Standard deviation of sample averages (s,) 13.08
Within-samples standard deviation (s,,) 24.17
Between-samples standard deviation (s) 0.00
nlQR = 59.49
Thus, 0.3 nIQR = 17.85
Ss < 0.3nIQR => PASS

Conclusion:

EQAI sample is adequately homogeneous

F/QP043-MIHB-01/19 wnluadait 0 (1 5.0, 65)
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2. NANSNAFBUAINUAIAIVDINIBENY

la5as Afiunisneaeuauamuly 2 ane e
< (Y ! ya" a = v o a o ! ¥ a =2 o [ a

1. Nue13laf gaumgil 2-8 asrwaidua a Juilasiiegdlvaunnauisiulnuraannaundn
uhansIaiviesluinisanuvmansiugns ausnatlan1sume aminedeuiing

2, Moy fasludwmeslfiRnisaundn 4 nesujuainig muglinianieg uwaglasudieenduau
Inglufinisidanaes Welasuiesefunidlassnisiiulin 2-8 ssrwadea sufisiudasunasnani@n Jahas
ATIavesuURnsan UNYMaRTTUERT ANzmATANITUNTYE UM INETELTIRG

HANINAFBUAILAIIUTIAUAINVBIIIDENNT 2 a0 INan1TMAdeUilun1aINNaYeINITNeaey

Anuduilafeniu sauandunisen 6

A13199 6 NANIIVNAFDUAIIUAIAIVDIADENN LUIAUAIN

SE-02-24-1-1 SE-02-24-1-3

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

Transportation | 1 | Neg Neg Neg Neg Neg Pos Neg Pos Pos | Neg

2| Neg Neg Neg Neg Neg Pos Neg Pos Pos | Neg

3| Neg Neg Neg Neg Neg Pos Neg Pos Pos | Neg

4| Neg Neg Neg Neg Neg Pos Neg Pos Pos | Neg

Keep at 4°C 11 Neg Neg Neg Neg Neg Pos Neg Pos Pos | Neg

2 | Neg Neg Neg Neg Neg Pos Neg Pos Pos | Neg

SE-02-24-1-2 SE-02-24-1-4
Conditions HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe | HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe
Transportation | 1 Neg Pos Pos Neg Pos Neg Pos Pos Neg | Pos
2| Neg Pos Pos Neg Pos Neg Pos Pos Neg | Pos
3 Neg Pos Pos Neg Pos Neg Pos Pos Neg | Pos
41 Neg Pos Pos Neg Pos Neg Pos Pos Neg | Pos
Keep at 4°C 1 Neg Pos Pos Neg Pos Neg Pos Pos Neg | Pos
2| Neg Pos Pos Neg Pos Neg Pos Pos Neg | Pos
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