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n13A LTINS Hepatitis B virus Serology Scheme 2023 trial 71 1 4 Tassn13 lanssudsdensiads

Judsunywdfiwsenan fresh frozen plasma Tiduaun®n $1uau 4 dege Ae vunewas SE 02-23-1-1 i

SE 02-23-1-4 lawdiAn Assigned value 999n157Ad@ULUY Qualitative 31NAINBIANANITATIZINUATIAU

111N 80% 1Aen19lATIN194 tATLUNAT assigned value MUNANNITNITNAGDU LaZA1 assigned value

31N35TIMAY (@l methods) d@3uA1 assigned value WUU quantitative T¥n1sATPUnaNaRANIATIIY

SO 13528 laguansAl median, nIQR Uazkandd1 uncertainty luyAnaNN1sNITNA@OU KAEIINYNIT (all

methods) @sauBnauisafnwisieazidenlanain individual report 157197 1 Way 2 WaAAIAT assigned

Aa ada LY
value NARINYINIDIINNU

as1edl 10 A assigned value Uy qualitative ¥89 HBV markers (All method)

HBsAg AntiHBs AntiHBc HBeAg AntiHBe
SE 02-23-1-1 Negative No Consensus | No Consensus Negative No Consensus
SE 02-23-1-2 Positive Negative Positive Negative Positive
SE 02-23-1-3 Negative Negative Negative Negative Negative
SE 02-23-1-4 Negative Positive No Consensus Negative Negative

asnedl 2: A assigned value Uy Quantitative 984 AntiHBs (All method)

Median nlQR Uncertainty
SE 02-23-1-1 208.4 26.18 2.13
SE 02-23-1-2 0 1.48 0.16
SE 02-23-1-3 8.9 1.48 0.12
SE 02-23-1-4 319.8 59.23 4.82

2. dsunan1saiiueu

2.1.015:47139UNTNAFBUAINTIUIEGY

TusaulifiannBnid1571lATIN1531UIU 570 Uie AviesUuRnshidewa trial 7 1 nduanIwIu 537

[

wnis (Feeaz 94.20) InevioaufURN1SIUIU 537 Uil N1snaaau HBY makers 6199 AILAAIATLLALATN
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FIUFUNTANYINANSVASAL HBV serology marker (SE-02-23-1)
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Report HBsAg Anti-HBs Anti-HBs Anti-HBc HBe Ag  Anti-HBe
returned quali quanti

WAUATNT 1: IIUUENTNNYIIN15NAEDU HBV marker 61499

3.31882L9UANANTNARIUVDIAUIYN
3.1 SwazldeaNani1sNnaay HBV serology Uadusay Marker gundinanunsa@nuwilaain Individual Report 3
1141A59N157 wunRanIsnageuanauniivaaeuluwiaziuawndiagne wagnn Marker Aauans
F0E74

SE02-23-1-1

Number of result submitted: 535
A. Your result

Method  Result Consensus  Score  Performance

CMIA Negative  Negative 2 Acceptable

B. All Participants Results

N Negative  Weakly Positive ~ Consensus
Positive
CLIA 75 75 0 0 Negative
CMIA 117 117 0 0 Negative
E-CLIA 149 149 0 0 Negative
EIA/ELISA 1 1 0 0 All Methods
ICT 192 191 1 0 Negative
Others 1 1 0 0 All Methods
All methods 535 534 1 0 Negative
| 4 Your Result O Negative + Weakly Positive m Positive

600

500

400

300

No. of participants

200
100 44 0 ﬂ H

CLIA CMIA  E-CLIA EIAELISA ICT Others All methods

o
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N1991891URALUY qualitative test n1alAsan15 wudtandnnguilldnisnaasundnnis
immunochromatography test (ICT) s1891unalineiun1nnin 80% vinlildauisaeenei assigned value
Tungunismeaeu ICT 1§ uenanimnssenudnlvyinanserufunguild automation dsenaifamanuy
False negative Tunguilld ICT fauanslumsnsil 3 malasaniss Jeweliviufiansanidenldyanaaouly
wzay wazh internal quality control lunsyinismadeu dadaunisld ICT anaundndisnenuineniild

LAASIULNUNINT 3

A157197 3: HAYBINTSNAFUNIENANATS Immunochromatography #1431n Automation

Markers Sample ICT Automation
Anti-HBs SE02-23-1-1 No consensus | Positive
SE02-23-1-4 No consensus | Positive
Anti-HBc SE02-23-1-1 Negative Positive
SE02-23-1-4 Negative Positive
Anti-HBe SE02-23-1-1 Negative Positive
Wondfo 8%

Other 17% |
i One Step 7%

RightSign 7%
CiTEST 11%

BlueCROSS

Abbott 16%

determine 8%

Bioline sv/

ACRO BIOTECH 7°/_o/

\ Standard Q 3%

I
Fastep\ﬁ% ACON 5%

WHUAINT 3: dadaun1sidunen ICT NauBnNsIguLgn ity
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imdlasimsnuaundnnguitldnismagey automation #anN1s CLIA kag ECLIA s1e1unaliivios

fluaNNIT 80% Miliiliaunsneenan assigned value 1§ Aauans

AN5199 4: AS1ENINATBINITNAGFRUN Y automation #anNN1S CLIA wag ECLIA Wgununanns

du
Marker Sample CLIA CMIA ECLIA
Anti-HBs SE02-23-1-3 Negative Negative No Concensus
Anti-HBe SE02-23-1-1 No Concensus Positive Positive

TudunTIATIZINENITTIBNULUUUSINA Melasan1sa Taendnnsilas1zinaves HBsAg NIS89U
Tuniae S/CO, COI, Index Lip9a7nN1sTIUINaN1Tntd8anuenAlumiloudunaz lliiauselowilunig

1 IesIzinneanfnsagndle

Tudinveansuseidiy anti-HBs Melasans Wussliuwenaunguisnisnaaey neuseiduniumen

'
a

affumsgu 150 13528 neluseudimalassmsaeuseifiuen Z-score  Wiiuaudnawizdegsdiiien
assigned value Wuuan (>10miu/ML) luseuiissfiinogne 2 fegns Ao SE02-23-1-1 uay SE02-23-1-4 fiaxil
nsUsLiuAn Z-score dawdn 2 MogsanTnagld N/A aundnannsafnunanisuseiiufainegauan ot
wnIsladidnuiutesnin 5 MesUfuinig nalasenis aghivsediuly wilau@nf@nwinaseauvesaudn

waNgUiunguaULazgUAUYNIa TN

SE02-23-1-1
Number of result submitted: 340
A. Your result

Method N Result Median nlIQR z-score
E-CLIA 143 205.2 216.7 26.28 -0.44
B. All Participants Results
Method N Median nlQR Uncer
CLIA: 3 NA NA NA
CLIA: 17 132 7.41 2.25
CLIA: 22 192.01 12.91 3.44
CLIA: ns 7 178.48 37.28 17.61
CLIA: Maglumi 9 51.1 13.11 5.46
CLIA: Sysmex 4 NA NA NA
CLIA: Vitros 16 124.5 9.04 2.82
CMIA 115 214.96 16.87 1.97
E-CLIA 143 216.7 26.28 2.75
EIA / ELISA 1 NA NA NA
Other 2 NA NA NA
All methods 339 208.4 26.18 2.13
*Based on valid data only
i O All methods = E-CLIA 4 Your result I
=
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Tuseunsaniiiuguill A1 assigned value 989n15UTELU anti-HBs @29819 SE02-23-1-3 WUULTUIHM

MmeeserinTendnlulii aglutiea borderline vilvinan15Usziliy anti-HBs U0910819AINEILUULTS

Aunmilanuliaenadesiu lneaundnildnIaddnsendnlud@ndnns CLIA (Sosaz 88.88%) uay CMIA

(Fowaz 95.09%) d@ulugilani negative luvgiaInsiinsizinluddnannis ECLIA 1aan positive (Sovay

38.65%)

3.2 MFAATILN performance quality YU URNISNTI8UNALUY qualitative $1897431NA7 Overall

Missclassification Index Score (OMIS) 31nA10819%9 4 #29819 ¥09nay Marker wag Overall Mean

a v

Missclassification Index Score (OMMIS) Mﬂ\‘ﬂd:

A15799 5: Performance of Participants (qualitative test)

Performance (qualitative test)
A1INAEAU Acceptable | Warning | Unacceptable Total
(labs) (labs) (labs) (labs)
HBs Ag 530 2 3 535
Anti HBs a7l 0 0 471
OMIS Anti HBc 291 9 9 309
HBe Ag 167 1 0 168
Anti HBe 60 2 2 64
OMMIS | HBV serology 535 2 7 535

1A59N15 Bananinausin1suseidiu HBV serology (Qualitative test) fail

Score Evaluation 2.00

1.0
<1.0
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Distribtion of OMMIS score for galitative HBV serology test
25

* Acceptable
L ]
1.5 . °
-
L J L J -
1 - -
Warning
0.5 .
L J
(o] L

=
Unacceptable

WHUNTNT 4: waAIA1 OMMIS Qualitative test HBV serology

3.4 wavad laboratory performance quality ¥84N13MA&8U Anti-HBs LWUU quantitative %ﬁmiwﬁima%mejm
an vad a Y] ° ] a Y q' d' =

BRI AUINAINAT Z-Score HNaNTUSHIIUAILAASTUAITINN 6 WAZLAUAINT 5 FIINUNUAINLERS
A1 Z-Score U99ANNTATNITIEINU Anti-HBs LUULTIUTUIAL WUT1au1TA 5 51878AT Z-score >3] wanslu
WHUAN Wagdaundndiuau 2 viesdfuRnisligniunyssiduluwuninieninisnmmeaeuiidnuiutesniy

5 wosUURNI3

A157497 6: Performance of Participants performed Anti-HBs

Performance quality score Number of Participants
Acceptable 0- |2 314
Warning > 12| - |3] 10
Unacceptable > |3] 6
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Distribbution of Z-score for Anti-HBs test

10
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. Unacceptable
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BAUAINT 5: haA9A1 Z-Score VIENITNNTI89IU Anti HBs wuusTaUsuI0

4. a3Uuazinnsal

Tuafeil 1/2023 4 Shsmanevvesanndnietogluinasifiunn (Gesas 94.20) uiegnslsfinudanuing
aundnlinenunandudsdioindunndelonalunsussiiiueuausavesriesUfiRnisuarenaazdanasie
n5vefuTenNATTIUieslfoRn1s aundnausodsmauazunanisUssiiu U HaUaa136199 910919
TasemsuunUles  https://feqamt.mahidol.ac.th/

TuseumsUssdiull mdlasainsmseniindadisamanismageudsUmaiunnd1sfuronisnga
AR Anti-HBs sheiaesilaszisaluiAndnnng CLIA Sslsuusuuvuiufinnisamanisnaaeulval uaz
vhmsiasgsiduennguanaaiesfianndnldlunsmaaey weasieuliiiudanisuseiiiunnuainisnves
\n3esiaTzisnluAlunisniadieszsiuTunal Anti-HBs Tudsuvesiiunsauszdrfuetausiads Jeveld
aundnmumunisassalunuutudinligndeadioyssTevllunisussiiiumsauaununmsies fiannsaudn
yonand malasenise ﬁaﬁmmﬁ’maﬁﬁ%msﬁam%Lé‘aﬂiﬁz’j’ﬁ;mmaau Immunochromatography Test 984
osUFRnsaundn lnglanizeg9ded miunsaam Anti-HBs wag Anti-HBc Famalaseniss dunafiuinge
yaaeuLUUTINSIEIRNG False negative iiaifloufunguilfiedosiinszsisnlutfdling Positive faduds
vouuzthwiosufiRnsaundndonldyamaae unuuninsiiitiussavsamvmzay Sannm uazvhnsauau
AN mAeluneuriNITAdo UMY

yalasaniss veuusilfandnanaaeumiugniemomnaaiiegislutunautauinn1siinse
98 1suazNTaITIBURaNITAdeUMeLioUsElovivesantdnlunisiunisussifiuanuaunsaves

WosUURANT3
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5. 578U nunatauazEauway
5.1 S78UINNUINYIN9EDA:
9127158 M9, USLaIA WAL

5.2 S18UNEALTuLHY:

[

#mtilAsen1s (Scheme Coordinator):  {¥38A1R519138 03, vilen dlsvanade

%
W

Y

o

I [

PANT1158 3. e lavesdna

K9AN15391N15 (Technical Manager): A
H9AN1539N15 (Technical Manager): .05, Y15 AMTY
fetiiulasaniss (Operator): WNEI3AT Usehinensy
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AMARNUIN

L.nan1snagauanuluiliaifednuvesfiegns (Homogeneity test)

fhoghafignuisussqudigninlunsndeummduideifisilaonisduidenitegiselusunsudndiea
$1uau 10 Foehs tievhnsmagey AivesfiRinisaniunsmanitugns auzmaldanisunmng
uninedeuiing 9ldsuntsiuses 1015189 vanmavaaeuild Ae E-CLIA anmamsvaaouainiuile
Feafudsgunimvosiegudauandunisned 7 wud sanisvaseuisunvesiaests $evay 100) fuams
yagouTiviloutuis 10 feg waznamavasouaidudeifoiudafinulaevdn @i 150 13528 o9
fegnafiiing antiHBs >10mIU/ML Aeffeenedl SE02-23-1-1 wag SE02-23-1-4 lnelnausicnufie

S¢ < 0.3nIQR  AWaEASlUAIIIN 8 LAY 9

A157199 7 nan1smagdauanudusiofieaiuvesiaegne WWanmunm

SE02-23-1-2 | SE02-23-1-1 SE02-23-1-4 | SE02-23-1-3
adufi | HBsAg AntiHBs AntiHBs AntiHBc
1 POS POS POS NEG
2 POS POS POS NEG
3 POS POS POS NEG
4 POS POS POS NEG
5 POS POS POS NEG
6 POS POS POS NEG
7 POS POS POS NEG
8 POS POS POS NEG
9 POS POS POS NEG
10 POS POS POS NEG

d3Una Homogeneity test
WU WU WU WU
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A151991 8 NaN1INAGBUAMUULLBLAEINUVDIAIDEY 1T9USUN Anae197l SE02-23-1-1

AUBLAVAIBENY SE02-23-1-1

Between-test-portion
Position Replicate 1 Replicate 2 Sample mean range
t (o) 1 (c) 2 Xt W, W
3 212.40 209.10 210.75 3.30 10.89
111 202.50 208.60 205.55 -6.10 37.21
201 204.30 209.00 206.65 -4.70 22.09
330 205.20 209.90 207.55 -4.70 22.09
405 208.10 205.80 206.95 2.30 5.29
481 209.70 206.90 208.30 2.80 7.84
599 207.00 210.20 208.60 -3.20 10.24
704 209.30 207.20 208.25 2.10 4.41
766 210.00 208.50 209.25 1.50 2.25
858 208.20 211.50 209.85 -3.30 10.89
= > w7 | 13320
Calculate Sw & Ss, Method ECLIA by ISO 13528 formular:
General average of sample mean 208.17
Standard deviation of sample averages (s,) 1.56
Within-samples standard deviation (s,,) 2.58
Between-samples standard deviation (s) 0.00
nlOR = 26.28
Thus, 0.3 nlQR = 7.88
Ss < 0.3nlQR => PASS

Conclusion:

EQAI sample is inadequately homogeneous
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A151991 9 NANIINAGBUAMNUIULLBLAEIAUYDIADE19 1T9USUN A9l SE02-23-1-4

AUBLAVAIBENY SE02-23-1-4

Between-test-portion
Position Replicate 1 Replicate 2 Sample mean range
t (9) 1 (9) 2 X, Wy W
3 353.00 352.20 352.60 0.80 0.64
111 347.90 348.60 348.25 -0.70 0.49
201 353.40 343.30 348.35 10.10 102.01
330 350.00 354.90 352.45 -4.90 24.01
405 351.30 345.00 348.15 6.30 39.69
481 347.40 351.80 349.60 -4.40 19.36
599 340.00 345.40 342.70 -5.40 29.16
704 354.50 353.20 353.85 1.30 1.69
766 343.00 346.20 344.60 -3.20 10.24
858 346.40 353.90 350.15 -7.50 56.25
|~ 2w | 28354
Calculate Sw & Ss, Method ECLIA by ISO 13528 formula:
General average of sample mean 349.07
Standard deviation of sample averages (s,) 3.51
Within-samples standard deviation (s,,) 3.77
Between-samples standard deviation (s) 2.28
nIOR = 15.57
Thus, 0.3 nlQR = 4.67
Ss < 0.3nIQR => PASS

Conclusion:

EQAI sample is inadequately homogeneous
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2. 0ANISNAFIUAINNAINIVDIRDEIY

1A59159 Adliunsuaaeuanuamuly 2 anng Ae

1. Audetndlifl eumgll 2-8 ssmiwaiioa a Sufidsiendlriandnauisulndunanaundn
JathdansaiviesufiRnsanunymanidugns angmadamume sminedouiina

2. fegnaitdsludseal fiinisandn 4 esUfiRnig mugianasineg uagldsusetandudy
Tnelifinsdandes Wislasuseterumalasinisiulii 2-8 ssrnwadoa audsiulasunaanaundn 39
thawsaaiviesUjiRnsanunymanidugns angmadamswme sminedouiina

wams‘mﬂaaummmé’f’;L%q@zumwsuméhasm%’jq 2 @anmz finansveaeuiildasanuavesnmsnagey
Aoty duandunsisi 10

NANSVAABUANLAILTIUSINAI 2 @n1iy vesfieee?l SE02-23-1-1 uay SE02-23-1-4 inanis
negeUfissnnavesnsnaaeunuluiefulutiiioonsuly 171~ 72l S 03nIQR oy pshada

ISO 13528 ﬁﬂLLamﬂumwmqﬁ 11 way 12

A1571991 10 HANTINATRUAIINAIAIVDIADENUTIANIN

SE02-23-1-2 | SE02-23-1-1 | SE02-23-1-4 | SE02-23-1-3

Conditions HBsAg AntiHBs AntiHBs AntiHBc
Keep at 2-8°C | 1 POS POS POS NEG
2 POS POS POS NEG
Transportation | 1 POS POS POS NEG
2 POS POS POS NEG
3 POS POS POS NEG
a4 POS POS POS NEG

dgUna stability test

NIU NIU WNIUY NIUY

A15°97 11 NANISNATBUAINNAIAIVDIADE19TIUINIUVR R84 SE02-23-1-1
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NaN1SNAFaUANUIULLBLASIAUYDIRIDEN4 NANISNAFBUAINUAIAIVDINBE Y

antiHBs (mIU/ml) antiHBs (mIU/ml)
No. | Position | Replicate 1 | Replicate 2 No. Position | Replicate 1 | Replicate 2
1 3 2124 209.1 Transportation condition
2 111 202.5 208.6 1 96 213.50 213.30
3 201 204.3 209 2 113 210.60 210.50
q 330 205.2 209.9 3 282 213.20 209.70
5 405 208.1 205.8 a4 394 214.70 210.80
6 481 209.7 206.9 Initial to end point at 2-8 °C condition
7 599 207 210.2 5 499 210.90 207.00
8 704 209.3 207.2 6 603 213.30 209.00
9 766 210 208.5
10 858 208.2 211.5
Transportation condition 2-8 °C condition
Mean from homogeneity test (y;) = 208.17 208.17
Mean from stability test (y,) = 212.04 210.05
Difference from homo. mean = 3.8675 188
nlQR 26.28 26.28
¥1~ 72l < 03nIQR 0.3nIQR  7.884 7.884
PASS PASS

Conclusion 1:

EQAI sample is adequately stable under transportation condition

Conclusion 2:

EQAI sample is adequately stable under 2-8C condition

A9 12 NANISNAFIUAINNAIAIVDIAIDE1TIUTNUVD R84 SE02-23-1-4
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nan1snagaauAuduilofanuvaIfloe

NANTSNAFDUAIUAIAIVDIADYNS

Position

antiHBs (mIU/ml)

Replicate 1

Replicate 2

Transportation condition

65
189
221
377

347.80 349.70
344.40 341.30
354.00 355.50
355.00 350.10

to end point at 2-8 °C condition

508
590

351.20

348.90

348.10

350.00

antiHBs (mIU/ml)
No. | Position Replicate 1 | Replicate 2 No.

1 3 353.00 352.20
2 111 347.90 348.60 1
3 201 353.40 343.30 2
a4 330 350.00 354.90 3
5 405 351.30 345.00 aq
6 481 347.40 351.80 Initial
7 599 340.00 345.40 5
8 704 354.50 353.20 6
9 766 343.00 346.20

10 858 346.40 353.90

Mean from homogeneity test (y,) =
Mean from stability test (y,) =

Difference from homo. mean =

| 71 — ¥z| < 0.3nIQR

Transportation condition

349.07

349.73

-0.66

nlQR 15.57

0.3nlQR 4.671

PASS

2-8 °C condition

349.07

349.55

0.48

15.57

4.671
PASS

Conclusion 1:

EQAI sample is adequately stable under transportation condition

Conclusion 2:

EQAI sample is adequately stable under 2-8C condition
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