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N13ALEUNIT Hepatitis C virus Serology Scheme 2024 trial 7t 3 1 Tasamsn wlendedmsnadady
FHunyueiTeuann fresh frozen plasma nfuaun@n S1uan 4 feens fo wunelay SE03-24-3-1 s SE03-
24-3-4 Tpailan assigned value T8IN15MAABULUY qualitative 99NATHBIIINENITNTILIUATIAULANNTN
80% N19lATINIT lv;ai’ﬂt,l,uﬂéw assigned value MURANNITNAADU LaYA7 assigned value mnnnﬁ%muﬁ’u (all
methods) wanslu Individual report FeauBnanansodinele ms1eit 1 azuanean assigned value 31nN38

UAU

A151eil 1: A assigned value ¥ia qualitative Y84 HCV markers (All methods)

80% consensus values from
Sample ID
participants (qualitative report)
Anti-HCV HCV core Ag
SE03-24-3-1 Non-Reactive Negative
SE03-24-3-2%** Non consensus * Negative
SE03-24-3-3 Reactive Positive
SE03-24-3-4%** Non consensus * Negative

*ANBIINALBNTIBUATITULOEN T 80%
“iog1ufariu SE03-24-3-2 Wag SE03-24-3-4
2. ayunan1saiiuey
2.1 MITINTNAABUATIITIUY
Tuseudilfiaudninsulasenissiuiu 274 uns Snesfifinsfiasma trial 7 3 ndumsau 252
W (5088¢ 91.9) Iﬂaﬁmﬂﬁﬁamﬁmu 252 wiistl ¥N1IVAADU anti-HCV $1uam 252 une uagN1IVRAeY

HCV Ag 81u3u 20 wig

3.519810UANANTNIAGBUVDIAUITN
3.1 SgazgaNanIsAdeU HCV serology ¥8dlmaz Marker @un@inanunsn@nwilaain Individual Report

MalATINSY Indunnanimegeuatnaudnimegeuluunagisvesmndieesiasyn Marker

N13518971UHA Anti-HCV WUUTIAMAIN N19LATINTY WUINFI0897 SE03-24-3-2 way SE03-24-3-4
aungniilaiaiesiinsiensnludfivannis CMIA Tuaiassiudu reactive unnquitlundnnis ECLIA uaz ICT

Tnna non reactive finansauuiu waznquitlenannis CLIA luaiusaeenai assigned value 1o oandlsinu
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au¥nlasunisussliuiisuiunguds fawunaainynidsiuiuszluaannassiuuinnin 80% dwandluly

FUNURNR
SE03-24-3-2 SE03-24-3-4
Number of result submitted: 252 Number of result submitted: 252
A. Your result A. Your result
Method  Hesult Consensus  Score  Performance Method  Result Consensus Score Performance
CMIA Reactive  Reactive 2 Acceptable ChIA Reactive Heactive 2 Acceptable
B. All Participants Results B. All Participants Results
N Non-Heactive  Reactive Consensus o MNon-Reactive  Heactive  Consensus
CLIA 36 11 S Mo Consensus CLIA kL 11 25 No Consensus
CMIA 41 0 31 Reactive CMILA 31 1] 31 Reactive
E-CLIA H 43 1 Mon- Reactive E-CLIA 44 44 o Mon-Hescti
1T 141 138 2 Mon- Reactive [ [ 141 140 1 Non- x
All methods 252 183 59 No Consensus All methods 252 1495 5T Mo Consensus
& Your Resul Non-Readive B Readive | & Your Reswit Nor-Reacive m Reacive
8 2
= =
§ 200 § 200
g 150 5 150
g 100 Z 100
u
S 50 T 50
s o =mm _m L s o —mm _m [l
CLIA = E-CLIA T Al methods: = CLIA CMIA E-CLIA =2 Al methods

AFIIBUNAVDY anti-HCV 11195AFINITI EAIAINITILATIENBUUALEY (S/CO, COI) MUNENNISVD
d' a ‘v va ¥ a = ¥ ¥ d' X v ¥ a ' a ¢
LmamLﬂiﬂzuamiuumeasl,vram%ﬂﬁﬂmmammm (MU 3/6) LLG\Iﬂi(‘Iﬂ’]T’I lulﬁﬂﬁgLNUﬂWﬂ’]i'ﬂLﬂ'ﬁW%‘ViLL‘U‘U

S/CO #3® COI LﬁaamﬂﬁﬁmzmLﬁmwamﬁﬂ‘l%aamﬂ’]mﬁlumﬁauﬁ’u wagluinuselovulun1sidinndnseu

— 1
NIADRLLAD YT LA
SE03-24-3-2 SE03-24-3-4
Number of result submitted: 109 Number of result submitted: 109
A. Your result A. Your result
Method N Result  Median  nlQR Method N Result Median nlQR
CMIA 31 9.32 9.26 0.55 CMIA 31 923 9.26 0.77
B. All Participants Results B. All Participants Results
Method N Median nlQR Uncer Method N Median nlIQR Uncer
CLIA 36 258 1.83 038 CLIA 36 247 1.6 0.33
CMIA 31 926 0.55 0.12 CMIA 31 9.26 077 017
E-CLIA 42 0.06 0.5 0.1 E-CLIA 12 0.06 0.5 0.1
All methods 109 1.1 6.19 0.89 All methods 109 1.05 6.09 0.87
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N1951891UKE HCV Core Ag 11141ASINISY WUINENITNTIIY 20 578 Tn195189uma HCV Core Ag il
A0nAaITy 100% lufesn9fl SE03-24-3-1 uay SE03-24-3-3 pe19lsAniy daundnuuneiay 120240813
5']8\'1'1‘14?’1"]9}/'3@8"1\‘1‘17{ SE03-24-3-2 Lay SE03-24-3-4 ‘ﬁlmw’mﬁ’Uﬂqﬁ V]'Wxﬂ;ﬂiﬂﬂ']i"'l ‘ﬁﬂ%@lﬂﬁll']‘%ﬂﬂ/l‘UV]'ﬂu

nsvuIuNsAIUANANNNAEluresU  TAn Aty

3.2 NNSUTELIUANULNEY
Tusauin19lATINIT A998 19MUNULEY SE03-24-3-2 Way SE03-24-3-4 Faudud181umeiu wagyi
N15UsEUANITN NUIENITNAIUINYIIBITUHALUULTIAAINTY 2 AI88190537 U ASaN1TNUI9T1Y

(vaneLavaNTN 1C20240783 / 1C20240952) fis1una anti-HCV lumseriu eagunaladiadl

A151991 2: AUADARABINUVBINISHN precision test

Non-agreement between SE03-24-3-2 & SE03-24-3-4
HBV marker
Number %
Anti-HCV 2/252 0.80
HCV Ag 0/20 0

3.3 N1534A318% performance quality ¥89naslURn15951891URaLUY qualitative $1847U3INAT Overall

Missclassification Index Score (OMIS) 21n#38819%19 4 9819 VBIkAaY marker Rail

A15799 3: Performance of participants (qualitative test)

Performance (qualitative test)

N1INAEU Acceptable | Warning | Unacceptable Total
(labs) (labs) (labs) (labs)
Anti-HCV 248 2 2 252
OMIS
HCV core Ag 19 0 1 20

[

TAsan1s Bavdninamnnsusziiiu HBV serology (Qualitative test) sl
Score Evaluation 2.00  Acceptable
1.0 Warning

<1 Unacceptable
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4. a3Uuazinsal

Tunfadl 3/2024 1 Sasmanevvesasndndoneylunaminn (sevaz 92) umeslsAnmdanund
andnlunenunandy ddonidunisdelemalunmsussdivammansavemesufiints wareraavamans
383U LNEFTRANT aundnamnsadamauarfurnan1sUssiiu Tauisuniansnng 4 910

TAsen15% wuadlen httpsy/Zeqamt.mahidolac.th/

NANISNAADUALEINTAIUNITATINIATIEN HOV Serology (anti-HCV waz HCV Ag) 9114lA53n15
WU F2081971 SE03-24-3-2 uay SE03-24-3-4 aundnfiluiedesiiasieviemlutAndnnng CMIA Tnamsaiudu
reactive ?fqmsq%wmﬁUﬂejuﬁisgmé’ﬂﬂWi ECLIA uag ICT @990n6a non reactive AMlldonAAB9Y0IHAT 819
dlownanmslethenfinseiaweuiiverne HOV weufeuiinneiy Wisa1aiiin false positive / false negative
TunsasIamILouRUeR demnualiaonnasety 01971915 A58 USUAIBIT Recombinant Immunoblot
assay (RIBA HCV)

1ASINITY FINUINEUITNAUVI951897190 N5 IUNUNAFRUAIB819 A9 U INs2inseI9nTeuIunIs

AuANAMAINAE Ul URNIAE

o

5. 578U nunatAuazganduunu

5.1 S28UNNNUSNWIN9EDH:

NUIYAENINRNY A3.Usyaen ALl

5.2 S8UINEANTULHL:

FUsEaUUKY (Scheme Coordinator) : 59919519158 A5 980 alvzanadey
K9AN13539N13 (Technical Manager) : HYIUAIENTIDNTE ATIVYINT AINTY
v v v a wa - -
Wwtiesujianislasaniss (Operator): U9E13AT1 Uszriue1nu
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AMARNUIN

1. nan1snadauanuluiilaifeniuvesiaedns (Homogeneity test)

MegaiuIussuagnihlunsvaeurnuduiedeiulaensauidondionsmelusunsudniva

U 10 MBe Lilevin1snageuivesuJURnsgiiauiuing nAlvmensing Ausuneans

T5ane1U1asIU5UR Falasun1ssused 1SO15189 MaNNISVNAARUNMY Ao CMIA a1nRanIsnadauAiuLile

WPEIMUTIAUNNYDIAIDE 1A UAASUANTINN 1 WU KANITNARBUTIIVLATDIAIBYN (Se8aY 100) JHANTT

NAFBUIMLDUNUNG 10 A79819

A157199 1 wan1smagdauanudusiofieaiuvesiaegne WwWanmunm

NUBLAYAIDEN SE03-24-3-1
ffuil  |ddugu | Anti-HCV | HCV core Ag
1 4 Non-Reactive Negative
2 a1 Non-Reactive Negative
3 69 Non-Reactive Negative
4 95 Non-Reactive Negative
5 142 Non-Reactive Negative
6 165 Non-Reactive Negative
7 201 Non-Reactive Negative
8 227 Non-Reactive Negative
9 255 Non-Reactive Negative
10 290 Non-Reactive Negative
NUBLAVAIDEN SE03-24-3-3
arudl anugu Anti-HCV HCV core Ag
1 20 Reactive Positive
2 59 Reactive Positive
3 7 Reactive Positive
a4 96 Reactive Positive
5 148 Reactive Positive
6 160 Reactive Positive
7 189 Reactive Positive
8 239 Reactive Positive
9 269 Reactive Positive
10 272 Reactive Positive

NUBLAVAIDES SE03-24-3-2/4

dduil [d1dugu| Anti-HCV | HCV core Ag
1 40 Reactive Negative
2 108 Reactive Negative
3 177 Reactive Negative
4 207 Reactive Negative
5 241 Reactive Negative
6 312 Reactive Negative
7 405 Reactive Negative
8 434 Reactive Negative
9 518 Reactive Negative
10 556 Reactive Negative
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2. NANSNAGADUAITUAIAIVDIADYNS

1A5aN157 Afiunsnegeuauamuly 2 @811y Ao

1. Aueeahii aamgll 2-8 esrwaldea o Jufiasesdvaui@nauisiudasunannaudn

uhansIavesliAnisgiiauiuineg) MAlv Mg sIngt AugLINEAARSITING1UITINTUA

2, mogafadludmesuuRnisaundn 4 vesJuinis mugiiniene 9 uaglasuiieenandupu

Tagluiinnsidanass wWislasudiesnsdunialasenisiAulaf 2-8 ssawwawdoa audatudasunaanaundn 39

ansavielJURn1sniiauiuive) A1AIYINeTINg AMEWIVEMERTLINETUIATINITUR

HANINAAOUANIUAIITIAUANYBIIDLNNA 2 an1dz ANaN1INARBUTIIUANINHAYRINTNAADY

& v o a
ﬂ'ﬂ']llLﬁULua LAEINU @QLLE‘T@QTU@']TNV] 2

A13199 2 HANISNAFIUAINAIAIVBIAIDENT LTIAUNIN

SE03-24-3-1 SE03-24-3-2/4
Conditions afugu | Anti-HCV | HCV core Ag Conditions a10ugu | Anti-HCV|HCV core Ag
38 Non-reactive Negative 27 Reactive | Negative
Transportation Transportation
58 Non-reactive Negative 184 | Reactive | Negative
condition condition
110  |Non-reactive Negative 205 | Reactive | Negative
188 Non-reactive Negative 357 | Reactive | Negative
Initial to end 239 |Non-reactive| ~ Negative Initial to end 421 | Reactive | Negative
(2-8°C condition) 253  |[Non-reactive|  Negative (2-8°C condition) 561 | Reactive | Negative
SE03-24-3-3
Conditions afugu | Anti-HCV | HCV core Ag
8 Reactive Positive
Transportation 89 Reactive Positive
condition 126 Reactive Positive
183 Reactive Positive
Initial to end 233 Reactive Positive
(2-8°C condition) 294 Reactive Positive
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