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ately or Weakly Reactive) * M 1iH By & IMTE
(Nonreactive) » FEMHERHIFRIY « HAHTICH
st (CL N R CH I R A E
&= ORISR DLt I v R e S K TEC Y
I 2 2 W st 1 S 1 T 8 A P B — B P A A
Hrsa R EMETREL S AR ERE ZCH

= T T Bk
Nanbdine 125C Nanbase C-96 QuickPac
Lot 1 number C19427HR C58CO5PT C01081001
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Lot 3 number C59518PT C01100101
Expiration date 2010.11.10 2011.07.31
=] REEC it it
LU
HHEETE HCV Elecsys HCV Vitros HCV Othro HCV
Lot 1 number BG81007 151 56401 2360 EXE 171
Expiration date 2009.09 2009.12.31 2009.09.24 2009.10.30
Lot 2 number BG90403 153 33303 2380 EXE 175
Expiration date 2010.03 2010.05.31 2009.11.12 2010.03.16
Lot 3 number BG00102 153 920-05 2410 EXEL76
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Murex HCV AxSYM HCV Architect HCV
Lot I number M879110 69396LF03 68384HNOO
Expiration date 2010.01 2009.04.01 2009.07.09
Lot 2 number M876510 74152LF01 73021HNOO
Expiration date 2010.04 2009.09.12 2009.11.19
Lot 3 number M877710 76466LF01 74424HNOO
Expiration date 2010.08 2009.12.09 2010.01.30
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Food and Drug Administration, Department of Health
Reference HCV Antibody Panel ( Lot 9201)

® Introduction

This is reference panel for test kits that detection of antibodies to hepatitis C virus.

This panel is manufactured from human plasma which has clotted and delipidated.

The panel consists of 12 members including reactive and non reactive for anti-HCV.
All of the panel members are derived from individual donors. The volume of each

panel member is approximately 0.3 mL.

All of the reactive members are strong or weak reactive for anti-HCV and negative for
HBsAg -~ anti-HIV1/2 and anti-HTLV [+1I. Negative members were tested and found
negative for HBsAg ~ anti-HIV1/2 and anti-HTLV I+I11. Following table shows the

acceptance criteria of this panel.

Panel

9201-01{9201-02(9201-03{9201-04(9201-05{9201-06/9201-07]9201-08]9201-09]9201-10{9201-11{9201-12
member

c | c C | C | C |(C)(C)|(C)|Neg|Neg | Neg | Neg

Designation

Those panel members designated C are required to be detected by all test systems
whereas panel members designated (C) may be detected and Neg not be detected.

@ Usc of material

Unopened vials should be stored at —20°C or below.

Avoid repeated freezing and thawing of the material

@ Caution

This preparation is not for administration to humans.

Panel members were tested and some were found positive for anti-HCV. This
preparation should be regarded as hazardous to health. It should be used and discarded
to your own laboratory 's safety procedures.

Food and Drug Administration, Department of Health, Taiwan , R.O.C.
Telephone: 02-26531228; Fax:02-26531225

)
C/'F%Aﬁc‘?:‘u@%%ﬁ%

Food and Drug Administration
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Anti-HCV BBl Diagnostics
Qualification Panel ety ot
QHVT12 k’ﬂ? ;ar;-mmam

Ton Ank 1 Gt e ateabar Sk b Ml o S5 iop e O

MW!ZHluﬂdn
in ant-HEY [Hepsifts &
Wirua) ull-.ll This  pansl rr-r be used for irmining,
qualifying. and re-cualfying technical personnel in e
periorrnance of tesls for the detection of anti-HCY. The pans!
may also be used ns pafl of ongoing prograens of lat
acoepianca and inbermad proficiency lesling for ant-HOW
sy, 10 isolale sywlem amore and in roubisshogting these
sy, 8 a component of a quality sssurance program,

This Panal s provided for ressanch use only Mot Tor use in
ceagncalic procedures.

PRODUCT DESCRIPTION

Art-HCY Chalficstion Pansl, OHVT12, consists of sx
mermen, manulscired from haman Serum or plasma, with
a range of ropctivty in anHCV assays, Five panel
mambans were formutaled with vanous reaciiities for anti-
mﬂﬂ-mwwwm-ﬂi
HCV nonreactye  podls maembers were  fAflered
nw:#?rrwllw mmmmm-u
presenvative

Cat Mo QHVTNZ1.0 1\1llpﬂ'll'llrl'lhll'

& members, 1.0 mi per vial.

PRECAUTIONS

Mambats of the Ant-HCV Qualification Pansl, OHVT 12, are
manutactuned from human serum of plasma had s negabve
fior HBaAg and antibodies to HIV 1 and 2. and HTLY. Ant-

Do not smoke, eat of dnnk in arcas where specmens are
handled.

[Drspose of this product as p

FFRPTES » A #E & & S P B E A
[Z [ (Reactive) T M1E T & CRUF R PT
e+ BT LA E Ry PE (Negative) © [T
95 I FEIME A R & H R E 2 CHF R BT
e o AR SR R R R A2 B P (e G A
ERERIE  MEREREZZ
TE Ry A E (Borderline/Gray zone)B{[& 4

A ATA

S

T F 2 (g an BELAE B A SR M i B
/H/SE{?Q(BIOTek ELX50/8 * ERK]) « 25 i
Fi 2 A % 53 TS (BioTek Synergy HT »

B]) £V L2 EAE(TelStar Bio-11-A/G
C PHEEER) BRI ST (Abbott
AxSYM » ERH)  37CEEF - BN

opaned, panel members should be siomed at 2.8°C and
dacarded afier 80 doys

mmmmwwmmm-mw
Solulions thal are wisbly lurbid should be

m
INTERFRETATION OF RESULTS
Table 1 lnis the of the Anii-HCY

ant-HEY  reactivity
mmnmm_ﬂp-mm
tosl ki All jeshng wos parermed st BEI Diagreosscs by
qualified indhvicuals who routinely perform this lest.

Spachc levels of raactily (Abaorbanca raadings, o signal
0 culel mtics) will vary penang & Slerent loboratcries ond lout
mathcds. Procecures for ot acceptance. fraining and
roubleshooling must be established by each laboratary,

EXPECTED RESULTS
Ant-HCY Qualifcstion Panel GHVTIZ W formulased 1o
procuce e inlosng ooty
Table 1
Panal Momibes 10 Anii-HCV Reactivity |
GHWT12-01 Restve
CHVT 1202 :%E
CHYT 1200 i
GHY F12-00 wratery Heacine
GHVT12-05 Mim
GHVT12-08 Wideransly Reacte

Ani-HOV Qualitcaton Panal OHVT1Z & designed for use
writh the foliowing manufactuner's tes! kit:

[Hmnr

Product Bame | Product
Crihc Dagrosic Sysiems, | |HGY 3.0 ELL w0740
Rardan, NI OB Tast Sysiam

UHF&TIG'HE
MY Cualfication Panel OHVYT12 s prownded for
ﬂﬂﬂﬁtﬂlbﬂf ot fior use in disgnostic procsdunes.

A BRI B B L S TR - BGEEM
= HE S - HPEE=42
FirRoche Elecsys 2010IfL1E RIE 5 HTE ~ T
P A AT 2R B 3 A PR S B 518 43 A R R A
Fral il s - WA ERE H R
SHET R kg B4 Architect i-1000 °
R 5D
FatCHIF RZE AR F - H4HE SR HE
LS RE - FrlEMEH BB LS E TR
@ o HYNTEFENE M - PR AR AR T EA
W125CH » HEREME R E ZSEhEY LR

HEENERE - BAEROARAFETE125CH
RS2SR TEYIE - BRI AR NERIE - i
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EREET A
F R A 53 B 2 C B T % (8] 57 A2 8 L L v
#H - BiZEESera Care Z PICHU - RIFHEMITEEFSRE
JiA - fEETHECH I REZETR - A5 RER
s B Ea ~ R EE AR R BT E
FEHE H,(9201-09 ~ 9201-10 ~ 9201-11 ~ 9201-12)8
Sera Care 8 i < [ T MIFEIEHE H(QHVT12-03) 2 F]

W9ENE o 8L B YEMTE HAIE - HRAREE Bk Bk S FE » BEU A A B 728 2 o B 1 7 O S A AR
RA - ERETEIHCVZ Al AER—E
Lot 1 Lot 2 Lot3
]ggrll)e‘i‘ Hit Ratio ]ggrll)ei Hit Ratio ]ggrll)e‘i‘ Hit Ratio
9201-01 8 5 10/10 9201-01 8 S 10/10 9201-01 5 S & 10/10
9201-02 i [ & 10/10 9201-02 i [ 10/10 9201-02 5 S & 10/10
9201-03 ot S i 10/10 9201-03 8 S i 10/10 9201-03 o [ T 10/10
9201-04 8 S 10/10 9201-04 8 S 10/10 9201-04 o [ )i 10/10
9201-05 50 i 10/10 9201-05 50 i 10/10 9201-05 i 10/10
9201-06 A& 10/10 9201-06 3 JE 10/10 9201-06 99 10/10
9201-07 3 FE 10/10 9201-07 P& 10/10 9201-07 991 10/10
9201-08 I 10/10 9201-08 W E 10/10 9201-08 99 10/10
9201-09 fetk 10/10 9201-09 fe 10/10 9201-09 fes 10/10
9201-10 et 10/10 9201-10 et 10/10 9201-10 =48 10/10
9201-11 fe 10/10 9201-11 fe 10/10 9201-11 =4S 10/10
9201-12 fe i 10/10 9201-12 fe i 10/10 9201-12 etk 10/10
FQ)EEIK\:/I Hit Ratio IS};I%I Hit Ratio FQ)EEIK\:/I Hit Ratio

712-01 74 & 10/10 712-01 3 10/10 712-01 79 10/10
712-02 5 S i 10/10 712-02 5 S i 10/10 712-02 i 10/10
712-03 fett 10/10 712-03 ek 10/10 712-03 e 10/10
712-04 P 10/10 712-04 I E 10/10 712-04 991 10/10
712-05 I E 10/10 712-05 I E 10/10 712-05 P& 10/10
712-06 P& 10/10 712-06 P& 10/10 712-06 & 10/10

@G HRTHCV AR L5 i A Ry B 2 CHU I R MU B A HE B Sera Care TR Z CAUF R IMIEIFYE L B 2 IR FHINZ

[ I
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WA B A Z R PR I AR SRR R PEAR DL -
fa FINFEH - BREIE ABLE B 53 B H A
B 2 58 S ERRYE L Bl Sera CareiT 42 7 2 58 &

A 2 1 DL ) 8 2 C R 4 5 e
" CRIF 4 B e S A B35 i
B B A ST TAL L WIS B B A

il N fERRYE i 2 R R RIAS AL - HLERSIH I

TE it o R B I 5 S A A i o S AR ME I Bt Sera (HEZETENCHU R TS A B s (DL T R R ER a T

Care’ [ i B 55 5 RS UE iy 2 30— B0F SRRV Al HIHCV)EERi 52 AxSYM CHY T A& g B sl 1 (A

o HANEREE A 01202 T #E5R 2 i BT A A R B TEHAXSYM HCV)

{2 959 I e YR o 23— EEE SES - HERE X ETATHCVELIAXSYM HC Vi B 5 43 Bl A

mn RIS 5 EE 22 M 2R SRR AR FIFRH ~ 7S bl S A R S e 2 C B

RIVAN RuE S E DL B 55 I & LS BRYE o i 2 HLE

7N~ AXSYM HCV Z Bl AE R —EF

Lot 1 Lot 2 Lot3

panel HitRatio b HitRatio | o0 Hit Ratio
9201-01 8 S 9/9 9201-01 7 S 9/9 9201-01 T 9/9
9201-02 7 S 9/9 9201-02 5 S & 9/9 9201-02 5 S & 9/9
9201-03 i [ & 9/9 9201-03 o [ 9/9 9201-03 5 S & 9/9
9201-04 ot S i 9/9 9201-04 ot S i 9/9 9201-04 i [ T 9/9
9201-05 o [ T 9/9 9201-05 i [T 9/9 9201-05 o [ i 9/9
9201-06 55 i 9/9 9201-06 9 9/9 9201-06 75 9/9
9201-07 3 & 9/9 9201-07 P& 9/9 9201-07 99 9/9
9201-08 P E 9/9 9201-08 P E 9/9 9201-08 991 9/9
9201-09 fett 9/9 9201-09 et 9/9 9201-09 fett 9/9
9201-10 fe it 9/9 9201-10 =3 9/9 9201-10 et 9/9
9201-11 et 9/9 9201-11 =5 9/9 9201-11 =4S 9/9
9201-12 fe 9/9 9201-12 (=3 9/9 9201-12 =48 9/9
}()5}{11211 Hit Ratio galfllsll Hit Ratio g}fllsll Hit Ratio
712-01 P& 9/9 712-01 P E 9/9 712-01 eI 9/9
712-02 50 f i 9/9 712-02 50 i 9/9 712-02 i S 9/9
712-03 fe i 9/9 712-03 fet 9/9 712-03 Fe it 9/9
712-04 I 9/9 712-04 P E 9/9 712-04 3 & 9/9
712-05 I E 9/9 712-05 I E 9/9 712-05 991 9/9
712-06 I E 9/9 712-06 I E 9/9 712-06 P& 9/9

@ AxSYM HCVATH #t 5 A it A B ff 2 CRURTF R IMTE ARHE

I

rnEdSera Careffiili .2 CRUFF R ML EFRHE bl B 2 3R TR
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R nz He Ju

J& - SSHNART B #5577 L /R ¥ Sera Care HEFFEIHCV)

Fir S . o SR 4 B o IS e 1A [TV AR HE L R HERF FIHCV fh B il SR AN 2% /\ A 8 - g

2R —FMHEE - AT H]7E9201-06 ~ 9201-07%257 55 [ JE
(CRENE T2 BCA I RYTES %80 E 5L A (DA IME BE e R B & - Lot 38dLot 2/

T fEElecsys HCV) mh ¥ 9201-08 2FE 77 A K FE » Lot 2 ik ¥

Elecsys HCVHHEa b RANFR LT EUR » AKX 9201-087if 2 F e A Bl MR HE -

il B 2 O 3 AR SR B 2 95 S I AR ME o (e B 322 55 = ARCHU - 2 B 2 el R % A (LA

9201-07829201-08HI 2GS FE » AT AlA flifE L ZZHCV)

TE9201-06 F5& k- HEHCVIIREgRG RN I - F7E8 8 - 5%
CRERF ] oS i IR A C AU =R PUas (LA T T8 JEE fmLot 37 ¥ R9201-06 2 H K JE » {H

&t * Elecsys HOVZ BIGtFER—E
Lot 1 Lot 2 Lot3
]ggrll)e‘i‘ Hit Ratio ]ggrll)ei Hit Ratio ]ggrll)e‘i‘ Hit Ratio
9201-01 A T 10/10 9201-01 A FE 10/10 9201-01 8 S 10/10
9201-02 50 S i 10/10 9201-02 50 i 10/10 9201-02 i 10/10
9201-03 50 S 10/10 9201-03 5 S 10/10 9201-03 5 S i 10/10
9201-04 50 S & 10/10 9201-04 50 S & 10/10 9201-04 T 10/10
9201-05 7 S 10/10 9201-05 7 S 10/10 9201-05 T 10/10
9201-06 P& 0/10 9201-06 P& 0/10 9201-06 P& 0/10
9201-07 P& 10/10 9201-07 P E 10/10 9201-07 & 10/10
9201-08 & 10/10 9201-08 W& 10/10 9201-08 e 10/10
9201-09 = 10/10 9201-09 Fe 10/10 9201-09 Fe 10/10
9201-10 fett 10/10 9201-10 fe 10/10 9201-10 et 10/10
9201-11 e 10/10 9201-11 hesd: 10/10 9201-11 fes 10/10
9201-12 fett 10/10 9201-12 ek 10/10 9201-12 fes 10/10
gaH“%] Hit Ratio lg;;s,‘ Hit Ratio gaH"i,] Hit Ratio
712-01 I E 10/10 712-01 I E 10/10 712-01 991 10/10
712-02 5 S T 10/10 712-02 5 S T 10/10 712-02 o S & 10/10
712-03 et 10/10 712-03 fe 10/10 712-03 =4S 10/10
712-04 W& 10/10 712-04 P& 10/10 712-04 W& 10/10
712-05 4 i 10/10 712-05 EEIg 10/10 712-05 I iE 10/10
712-06 74 & 10/10 712-06 P& 10/10 712-06 99 10/10
@Elecsys HCVFTH #ELHT 2 GL BT A 866 2 9201-0657 S E M L TE I e i IR & MR FE - HERHIRF&TH

H
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RALSEVIIE SR

$19201-07HI 2R =14 K FE 5 Lot 1 ¥R
9201-06£119201-07 8 K5435 I 5 Lot 2
AAIE201-06E19201-075F By e & - [t

Sk

TE

4oy

% 3 B E

LER0201-084 2R &M K

(B2 55 2 R RRCIU AT R 2 L R b Bl B (LA T

D PRHRHCV)

WEAAHC ViR BB FE R aE£+ - NEIZ ZE
B A JR 2 55 S RE T T R E 51920 1-06E207
INEE A E BB I - {HE29201-0855 [ FEIL

T\~ HEEFRIHCV.Z ISR —8

FIRELE A —

Bz Hige - HLot 3H%E Ky

—HHENE 5 Lot 1AURER A SE 5 Lot 24]]

sERAE RS E -

(REHLLEHCY
e FEHCVNE+— > +2
(R N B AR AR —E 3830 - ATt
i 3 507 2 O 39 IR A JR 12 5 I I 7S A e
mh9201-08 F—E G S FE » 1M#79201-06
9201-0741—E 22 E -

A E R E iR A (AT ff R S ik

(ICHIT 42—

A FE i FH

Lot 1 Lot 2 Lot3
]ggrll)e‘i‘ Hit Ratio ]ggrll)ei Hit Ratio ]ggrll)e‘i‘ Hit Ratio
9201-01 A T 10/10 9201-01 A T 10/10 9201-01 G 10/10
9201-02 50 S 10/10 9201-02 50 i 10/10 9201-02 i 10/10
9201-03 50 S 10/10 9201-03 5 S 10/10 9201-03 5 S i 10/10
9201-04 50 S & 10/10 9201-04 50 S & 10/10 9201-04 T 10/10
9201-05 8 S 10/10 9201-05 8 S T 10/10 9201-05 T 10/10
9201-06 P& 10/10 9201-06 P& 10/10 9201-06 P& 10/10
9201-07 P& 10/10 9201-07 P E 10/10 9201-07 & 10/10
9201-08 W& 0/10 9201-08 P& 4/10 9201-08 CE 8/10
9201-09 = 10/10 9201-09 et 10/10 9201-09 Fe 10/10
9201-10 fett 10/10 9201-10 fe i 10/10 9201-10 et 10/10
9201-11 e 10/10 9201-11 hesd: 10/10 9201-11 fes 10/10
9201-12 fett 10/10 9201-12 ek 10/10 9201-12 fes 10/10
gaH“%] Hit Ratio lg;;s,‘ Hit Ratio gaH"i,] Hit Ratio
712-01 P E 10/10 712-01 P& 10/10 712-01 991 10/10
712-02 8 S 10/10 712-02 i [ & 10/10 712-02 o & 10/10
712-03 (= 10/10 712-03 fe 10/10 712-03 =4S 10/10
712-04 P& 10/10 712-04 W E 10/10 712-04 W& 10/10
712-05 94 & 10/10 712-05 N 10/10 712-05 I iE 10/10
712-06 74 & 10/10 712-06 P& 10/10 712-06 99 10/10
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fEHE L9201-02 + 9201-03Ei29201-04 HI £ H K
— BN E © FEHREUR » Lot 3H AR B ff
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Lot 1 Lot 2 Lot3
g;‘ll)e/i HitRatio Lo Hit Ratio g;‘ll)e/i Hit Ratio
9201-01 8 S 10/10 9201-01 8 S 10/10 9201-01 o S 10/10
9201-02 50 S 10/10 9201-02 50 10/10 9201-02 i 10/10
9201-03 50 S 10/10 9201-03 5 S 10/10 9201-03 i 10/10
9201-04 5 S & 10/10 9201-04 50 S & 10/10 9201-04 T 10/10
9201-05 7 S 10/10 9201-05 7 S 10/10 9201-05 T 10/10
9201-06 I E 8/10 9201-06 I E 0/10 9201-06 P& 10/10
9201-07 I & 6/10 9201-07 P& 0/10 9201-07 9 TE 0/10
9201-08 P& 0/10 9201-08 W& 0/10 9201-08 W& 0/10
9201-09 = 10/10 9201-09 =é 10/10 9201-09 etk 10/10
9201-10 fe i 10/10 9201-10 fe i 10/10 9201-10 Fe it 10/10
9201-11 e 10/10 9201-11 =3 10/10 9201-11 fes 10/10
9201-12 fett 10/10 9201-12 [E3ES 10/10 9201-12 fes 10/10
gaHns,l Hit Ratio laaHnsll Hit Ratio gaH“%l Hit Ratio
712-01 P E 10/10 712-01 P E 10/10 712-01 991 10/10
712-02 8 S T 10/10 712-02 5 5 T 10/10 712-02 5 S & 10/10
712-03 et 10/10 712-03 e 10/10 712-03 fe 10/10
712-04 W& 10/10 712-04 W& 10/10 712-04 I iE 10/10
712-05 EEIgc 10/10 712-05 P& 10/10 712-05 CEI 10/10
712-06 74 & 10/10 712-06 3 & 10/10 712-06 99 10/10
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Lot 1 Lot 2 Lot3
]ggrll)e‘i‘ Hit Ratio ]ggrll)ei Hit Ratio ]ggrll)e‘i‘ Hit Ratio
9201-01 A FE 10/10 9201-01 A 10/10 9201-01 Gl 10/10
9201-02 Guldi 10/10 9201-02 50 i 10/10 9201-02 i S 10/10
9201-03 Gldi 10/10 9201-03 5 S 10/10 9201-03 5 i 10/10
9201-04 50 S 10/10 9201-04 50 S 10/10 9201-04 T 10/10
9201-05 7 S 10/10 9201-05 8 S T 10/10 9201-05 5 S & 10/10
9201-06 P& 10/10 9201-06 P& 10/10 9201-06 P& 10/10
9201-07 P& 10/10 9201-07 P& 10/10 9201-07 W& 10/10
9201-08 W& 6/10 9201-08 P E 0/10 9201-08 W& 10/10
9201-09 = 10/10 9201-09 et 10/10 9201-09 Fe 10/10
9201-10 fett 10/10 9201-10 fe 10/10 9201-10 etk 10/10
9201-11 e 10/10 9201-11 hed: 10/10 9201-11 fes 10/10
9201-12 fett 10/10 9201-12 ek 10/10 9201-12 fes 10/10
gaH“%] Hit Ratio lg;;s,‘ Hit Ratio gaH"i,] Hit Ratio
712-01 P E 10/10 712-01 I E 10/10 712-01 991 10/10
712-02 8 S T 10/10 712-02 8 S 10/10 712-02 o S & 10/10
712-03 et 10/10 712-03 fe 10/10 712-03 =4S 10/10
712-04 P& 10/10 712-04 P& 10/10 712-04 W& 10/10
712-05 74 i 10/10 712-05 EEIg 10/10 712-05 & 10/10
712-06 74 & 10/10 712-06 P& 10/10 712-06 99 10/10
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Lot 1 Lot 2 Lot3

];);nDi Hit Ratio é’;r}l)ei Hit Ratio ];);nDi Hit Ratio
9201-01 8 S T 10/10 9201-01 8 5 10/10 9201-01 o S & 10/10
9201-02 ot S 10/10 9201-02 i [ 10/10 9201-02 i [ T 10/10
9201-03 8 S I 10/10 9201-03 8 S 10/10 9201-03 o [ i 10/10
9201-04 50 i 10/10 9201-04 50 i 10/10 9201-04 i S 10/10
9201-05 511 i 10/10 9201-05 50 S 10/10 9201-05 i 10/10
9201-06 3 E 0/10 9201-06 P& 0/10 9201-06 3 iE 0/10

9201-07 3 E 0/10 9201-07 P& 0/10 9201-07 991 0/10

9201-08 I E 10/10 9201-08 I E 10/10 9201-08 P& 10/10
9201-09 et 10/10 9201-09 fe 10/10 9201-09 fe 10/10
9201-10 et 10/10 9201-10 et 10/10 9201-10 =4S 10/10
9201-11 fe i 10/10 9201-11 fe 10/10 9201-11 Fe 10/10
9201-12 fe i 10/10 9201-12 fe i 10/10 9201-12 Fe 10/10

PQ?IK\:/] Hit Ratio PQTIK\:/I Hit Ratio PQ?IK\:/] Hit Ratio

712-01 74 & 10/10 712-01 P& 10/10 712-01 99 10/10
712-02 788 S 10/10 712-02 78 S 10/10 712-02 5 S i 10/10
712-03 fett 10/10 712-03 e 10/10 712-03 fes g 10/10
712-04 I E 10/10 712-04 I E 10/10 712-04 P& 10/10
712-05 P& 10/10 712-05 P& 10/10 712-05 P & 10/10
712-06 5 & 10/10 712-06 P E 10/10 712-06 94 TE 10/10
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Lot 1 Lot 2 Lot3

];);nDi Hit Ratio é’;r}l)ei Hit Ratio ];);nDi Hit Ratio
9201-01 8 S 10/10 9201-01 5 S T 10/10 9201-01 5 S & 10/10
9201-02 ot S 10/10 9201-02 i [ 10/10 9201-02 i [ T 10/10
9201-03 8 S i 10/10 9201-03 8 S 10/10 9201-03 o [ i 10/10
9201-04 50 i 10/10 9201-04 50 i 10/10 9201-04 i S 10/10
9201-05 511 i 10/10 9201-05 5 f 10/10 9201-05 i 10/10
9201-06 A& 0/10 9201-06 P& 0/10 9201-06 3 iE 0/10

9201-07 H3 I & 0/10 9201-07 P& 0/10 9201-07 991 0/10

9201-08 I E 10/10 9201-08 I E 10/10 9201-08 P& 10/10
9201-09 et 10/10 9201-09 fe 10/10 9201-09 fe 10/10
9201-10 et 10/10 9201-10 et 10/10 9201-10 =4S 10/10
9201-11 fe i 10/10 9201-11 fe 10/10 9201-11 Fe 10/10
9201-12 fe i 10/10 9201-12 fe i 10/10 9201-12 Fe 10/10

PQ?IK\:/] Hit Ratio PQTIK\:/I Hit Ratio PQ?IK\:/] Hit Ratio

712-01 94 & 10/10 712-01 3 & 10/10 712-01 99 10/10
712-02 788 S 10/10 712-02 78 S 10/10 712-02 5 S i 10/10
712-03 fett 10/10 712-03 e 10/10 712-03 fes 10/10
712-04 I E 10/10 712-04 W E 10/10 712-04 P& 10/10
712-05 I & 10/10 712-05 P& 10/10 712-05 P& 10/10
712-06 & 10/10 712-06 P& 10/10 712-06 & 10/10
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2009  CHU 2975 35 5 A 73 B e HLER PR B 22
P o NREESE » 20: 309-319 ©

- ATB R AR E SR - 2008 o S EREENE
CHUJT 4 (Acute Hepatitis C) » {TEXPE @4 F %=
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Lot 1 Lot 2 Lot3
panel Hit Ratio panel HitRatio  Fo, Hit Ratio
9201-01 i S & 10/10 9201-01 5 [ & 10/10 9201-01 5 10/10
9201-02 i [ T 5/10 9201-02 R IS JiE 7/10 9201-02 i [ 10/10
9201-03 o S i 2/10 9201-03 o [ 7/10 9201-03 i [ i 10/10
9201-04 51 )i 9/10 9201-04 5 9/10 9201-04 i 10/10
9201-05 51 i 10/10 9201-05 5 10/10 9201-05 i S 10/10
9201-06 3 E 0/10 9201-06 P JE 0/10 9201-06 A& 0/10
9201-07 991 i 0/10 9201-07 P& 0/10 9201-07 951 JiE 0/10
9201-08 A& 0/10 9201-08 W E 0/10 9201-08 5 & 0/10
9201-09 =4S 10/10 9201-09 Fe s 10/10 9201-09 etk 10/10
9201-10 =4S 10/10 9201-10 Fe 10/10 9201-10 = 10/10
9201-11 =4S 10/10 9201-11 =3 10/10 9201-11 =4S 10/10
9201-12 Fe 10/10 9201-12 =33 10/10 9201-12 etk 10/10
1();}111:/1 Hit Ratio 1(92:;11131 Hit Ratio I();illi/l Hit Ratio
712-01 73 & 10/10 712-01 P E 10/10 712-01 55 I 10/10
712-02 i 10/10 712-02 8 S 10/10 712-02 TS 10/10
712-03 fett 10/10 712-03 ek 10/10 712-03 e 10/10
712-04 P& 10/10 712-04 W E 10/10 712-04 I E 10/10
712-05 A& 10/10 712-05 P& 10/10 712-05 I E 10/10
712-06 & 10/10 712-06 P E 10/10 712-06 95 & 10/10
BEE DOH96-DC-1018 °~
5. Kraus, M. R., Schafer, A., Csef, H., Faller, H.,

Mork, H. and Scheurlen, M. 2001. Compliance
with therapy in patients with chronic hepatitis C:
associations with psychiatric symptoms, interper-
sonal problems, and mode of acquisition. Diges-
tive Diseases and Sciences 46(10): 2060-2065.

Lindenbach, B. D., Evans, M. J., Syder, A.
J., Wolk, B., Tellinghuisen, T. L., Liu, C. C.,
Maruyama, T., Hynes, R. O., Burton, D. R., McK-
eating, J. A. and Rice, C. M. 2005. Complete

replication of hepatitis C virus in cell culture. Sci-
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Lot 1 Lot 2 Lot3
panel Hit Ratio panel HitRatio o, Hit Ratio
9201-01 5 S T 10/10 9201-01 5 5 T 10/10 9201-01 5 S & 10/10
9201-02 o S i 5/10 9201-02 ot S 8/10 9201-02 i [ T 10/10
9201-03 8 S 3/10 9201-03 7 [ 8/10 9201-03 o [ i 10/10
9201-04 5 i 8/10 9201-04 50 i 10/10 9201-04 i S 10/10
9201-05 5 10/10 9201-05 5 S 10/10 9201-05 i 10/10
9201-06 P E 0/10 9201-06 P& 0/10 9201-06 3 iE 0/10
9201-07 W E 0/10 9201-07 P& 0/10 9201-07 991 i 0/10
9201-08 P E 0/10 9201-08 I E 0/10 9201-08 P & 0/10
9201-09 et 10/10 9201-09 fe 10/10 9201-09 fe 10/10
9201-10 fe 10/10 9201-10 Fe 10/10 9201-10 =4S 10/10
9201-11 fe 10/10 9201-11 fe 10/10 9201-11 etk 10/10
9201-12 fe i 10/10 9201-12 fe s 10/10 9201-12 Fe 10/10
I(D;ills/l Hit Ratio I(D;I;f\:/l Hit Ratio gﬁ:} Hit Ratio
712-01 P& 10/10 712-01 P& 10/10 712-01 59 10/10
712-02 8 S 10/10 712-02 78 S 10/10 712-02 5 S i 10/10
712-03 fe 10/10 712-03 ek 10/10 712-03 fes g 10/10
712-04 W E 10/10 712-04 I E 10/10 712-04 P & 10/10
712-05 P& 10/10 712-05 I E 10/10 712-05 P & 10/10
712-06 P E 10/10 712-06 P E 10/10 712-06 & 10/10
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ence 309(5734): 623-626.

. WHO, Hepatitis C. [http://www.who.int/media-
centre/factsheets/fs164/en/].

. Minola, E., Baldo, V., Baldovin, T., Trivello, R.
and Floreani, A. 2006. Intrafamilial transmission
of hepatitis C virus infection. European journal of
epidemiology 21(4): 293-297.

. National Hepatitis C Prevention Strategy A Com-

10.

prehensive Strategy for the Prevention and Con-
trol of Hepatitis C Virus Infection and its Con-
sequences. Division of Viral Hepatitis National
Center for Infectious Diseases Centers for Disease
Control and Prevention, USA.

National Hepatitis C Testing Policy, Hepatitis C
Subcommittee of the Ministerial Advisory Com-
mittee on AIDS, Sexual Health and Hepatitis and
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Lot 1 Lot 2
};);I]l)ei Hit Ratio é’glll)e/l\ Hit Ratio
9201-01 R S JiE 10/10 9201-01 i [ 10/10
9201-02 8 S JiE 10/10 9201-02 i [ i 10/10
9201-03 5 10/10 9201-03 i S 10/10
9201-04 5 10/10 9201-04 i S 10/10
9201-05 5 S 10/10 9201-05 511 S i 10/10
9201-06 P E 0/10 9201-06 951 JiE 0/10
9201-07 W E 0/10 9201-07 5 & 0/10
9201-08 P E 1/10 9201-08 5 & 1/10
9201-09 Fe 10/10 9201-09 = 10/10
9201-10 =3 10/10 9201-10 (= 10/10
9201-11 =33 10/10 9201-11 etk 10/10
9201-12 fex 4 10/10 9201-12 fett 10/10
I();;Ils} Hit Ratio gaHnsll Hit Ratio
712-01 W E 0/10 712-01 551 JiE 0/10
712-02 i S T 0/10 712-02 58S 0/10
712-03 S 10/10 712-03 e 10/10
712-04 I E 0/10 712-04 5 & 0/10
712-05 I E 0/10 712-05 P 0/10
712-06 N 0/10 712-06 55 I 0/10

@ (ATl 1 25CHT A L7 2 i ) Sera Care AITHR &S & 15 1L

PR 1 25C 2 FiE L e it i S A SR B 2 S FE I T A 2. 9201-06 ~ 9201-07°87 2 IR &4 FE - {H$§9201-08 2

BRI EE © 2N ES 2 ERHE

2R E

@ Lt R S A HAA R B R 1 CRURT R B Z AR E SIS A AR S B IS AR AL ~ IR PRI S IR e fh BilSera CarefT 2

11.

e IR E R o 2 RTINS

the Blood Borne Virus and STIs Subcommittee
of the Australian Population Health Development
Principal Committee, Australia.
Recommendations for Prevention and Control
of Hepatitis C Virus (HCV) Infection and HCV-
Related Chronic Disease, Morbidity and Mortality
Weekly Report, 47, RR-19, CDC, USA.

12. Lelie, P. N., van Drimmelen, H. A., Cuypers, H.

T., Best, S. J., Stramer, S. L., Hyland, C., Allain,

J. P., Moncharmont, P., Defer, C., Niibling, M.,
Glauser, A., da Silva Cardoso, M., Viret, J. E.,
Lankinen, M. H., Grillner, L., Wirthmiiller, U.,
Coste, J., Schottstedt, V., Masecar, B. and Dax,
E. M. 2002. Sensitivity of HCV RNA and HIV
RNA blood screening assays. Transfusion 42(5):
527-36.
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Lot 1 Lot 2 Lot3
;;“Di Hit Ratio ];);“Di Hit Ratio ;;“Di Hit Ratio
9201-01 5 S T 10/10 9201-01 8 5 10/10 9201-01 o S & 10/10
9201-02 ot S i 10/10 9201-02 ot S [ 10/10 9201-02 i [ T 10/10
9201-03 8 S I 10/10 9201-03 8 S 10/10 9201-03 o [ i 10/10
9201-04 50 i 10/10 9201-04 50 i 10/10 9201-04 o0 [ )i 10/10
9201-05 511 i 10/10 9201-05 50 S 10/10 9201-05 i 10/10
9201-06 3 JE 0/10 9201-06 P& 0/10 9201-06 3 iE 0/10
9201-07 P E 0/10 9201-07 P E 9/10 9201-07 991 0/10
9201-08 I E 10/10 9201-08 I E 10/10 9201-08 P& 10/10
9201-09 et 10/10 9201-09 fe 10/10 9201-09 fe 10/10
9201-10 et 10/10 9201-10 et 10/10 9201-10 =4S 10/10
9201-11 e 10/10 9201-11 e 10/10 9201-11 =4S 10/10
9201-12 fe i 10/10 9201-12 fe i 10/10 9201-12 Fe 10/10
lggifl Hit Ratio g}gf\:}l Hit Ratio lazgle\:/l Hit Ratio
712-01 74 & 10/10 712-01 P& 10/10 712-01 99 10/10
712-02 788 S 10/10 712-02 78 S 10/10 712-02 5 S i 10/10
712-03 fett 10/10 712-03 ek 10/10 712-03 fes g 10/10
712-04 I E 10/10 712-04 I E 10/10 712-04 P& 10/10
712-05 P& 10/10 712-05 P& 10/10 712-05 P & 10/10
712-06 5 & 10/10 712-06 P E 10/10 712-06 94 TE 10/10
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Post-market Surveillance for the Performance of
Anti-HCV In Vitro Diagnostic Devices

MING-HUI KAO, CHIA-PEI LIN, YI-CHEN YANG, DER-YUAN WANG
AND CHI-FANG LO

Division of Research and Analysis

ABSTRACT

Hepatitis C virus (HCV) infection is the most common chronic blood-borne viral infection in the world.
Most of these patients are chronically infected and might not be aware of their infection because they are not
clinically ill. Infected persons serve as a source of transmission to others and are at risk for chronic liver disease
or other HCV-related chronic diseases following initial infection. In Taiwan, lots of people were infected by
HCYV due to the blood reception. The anti-HCV in vitro diagnostic devices have been introduced for screening
the blood since 1992, and thus reducing the infection of HCV. So the performance of anti-HCV in vitro
diagnostic devices is extremely important to maintain the safety of blood usage.

Our study surveyed the performance of anti-HCV in vitro diagnostic devices which is approved to market
by DOH in Taiwan. The study used HCV serum standards to survey these products. The data indicated that
most of the products can identify the reference standards and panels except 2 native products. This study will

help us improve the blood usage safety and will serve as the reference for further post-market surveillance.

Key words: hepatitis C, in vitro diagnostics, post-market surveillance



