BT BEEETHEE

298

il

Z [ oiBEIEEE ] www.angle.com.tw

nEYIFFEEEER. 3 £ 298-306 2012
Ann. Rept. Food Drug Res. 3 : 298-306 2012

100 EBEIT X RETM[RZERS BN RE (LA T
WAL I BRIUE FIER O ERS

RS E B R kel

W B

EHHELUREBAT A FREZOAITEZ — » BUF A RETOFRALHRFEARE
AF Sy AT T SR AT R AR L 0 AR EBAN R E AR - WABAIT R A ®
HOR AT T A Ly b o B AE AT R AE BE H 2 RE 0 HLE b W HAN B A o e A B B 64 48 B
Mo AT B § AT FEITARAZXBETIH AL BERASHNEMARE EZ T &8 —
E OB R IE B E WA A BT X BT KR @ dn R S A A EAUE AL (= 0.5 ng/mL) ©
BHBERBEIFN LSRN TE B EMERBCESRENTEZASRERLE= 0.13 IU/
mL 348 & e 3k L S H de B 0 AN 004F AT 5 R GG IR T AR SR AR o M TIRAE A
Z o MR R BRSSO ZRAAN E S LR BB ER L AR PT R
"BANF R K @R ad A B RAZES | IWHO R BAZAE S » 4H4 B 4T & X BAT X%
FRBIR T ETRB BT RS T BR  AMEABEE A S on H i A R ] R
P50 SEAREE R R AL BRI o 22 o

AFENRAMEMET X AHERBEARMFAAF EFREARLEAER N
ST R~ RIL T BE SN B (BT B s R B R AR R P d R A S i
TR AT o R IATIFIMF A TIRAE B IAQIRFFTH) » 1 B EMRIh I AT 19F A TIRAE R A
IACIRAE SR (8TRFF T3 © FF R RBAT » SMBAR TR » A2HE B QRFTHE)Z M
RA T AR T BMTE B BT o ARRIHATE P o HF IR B A A TERAE & 5% D558
A& B ERL A E RGBT N A X BRELE EEA(= 0.131U/mL) » 4k
FEiEk = 0.5 ng/mLX LA « L RS E S RRERE LRERMG AR ARE
BREAETHRFITEMAEE - RGNS HE ZFoME R iR A STERE - 72 m4E
BAETRAE 0 R A AR R RE S 0 BB WTHAE AR T ERE ST S BT AR
B A M B RAZIE S 2 R AR SE R B fp) 0 AR B BR AT F T B S BT RRA A AR SR AE B K, o

RASEE | BHISHE - BUE - BRIFFRXRENFEZEHE

W2 — » H.80%DA L AL B T4 B B AU 2% 0
FERER - ZEBEAEEEEY - HC41B
BRI K% s 2 b i N ERF R E s B R s A ST AL A B (A-H) Je 41 £ Z I
W - EHRE3SEREEERE - HRE  FE(dw > ayw > adrRayn) ™" GEMIEEE
BRA SR 2 2R - RN E L DB CRITEERA Kadw ~ adrf§REILTE 525
o AR R AR - R Y
iR BT R E R - BEEBAF R AR AENAEE R ABAT RG22 B =M
HHI15-20% AR EBRFRESFRENT B BUSRAREATIHRYT] - HT7048

il

Al



ST BEEETHEE -

il

Z [ BB ES ] www.angle.com.tw

10047 EE BRI R U2 A R RER LR AL IS

HZER6F6 A M E "t R IGiaaT#El , 5
— ZREHETE  BEAENS4FMR TR
PHiaZEEE , ZEBH  HARMNMBHEFRER
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i\ Murex HBsAg Version3 & B 83 7550117405% Lot2 ik =g\ ] C
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#%Lé££§%§1231111123123 1 2 3 1 2 3 1 1
R R R R R R RRI RI RI RI RIRT RIERTIERT RT RT RT RT RR R

1.06 R R R R R R R R R RRIRU RI RUI RIZ RI RI RI RTI RTRR
R R R R R R R R RIRI R R RT RTI RTI RT RT RTI RTI RR R

R R R R N R NIRI R RI RI R RI R RI RTI RTI RT RTI RTR RR R

0.53 R R R R N R NIRUI RI RI R RI RTI RI RI RI RT RTI RT RTR R R
R R R R N NNI RU RZ RU RI RI RI RI RI RI RT RT RTR RTR RR

R R R R R NNURUI RZ RI RI RI RI RI RT RT RT RT RT RTR RR R
0.265 R R R R R R NRURUZ RI RI RI RI RI RI ERT RT RT RT RT RR R
R R R R N RNU RI RZ RI RI RI RT RI RTIRT ERT RT RT RT RR R

R R R R N NNU RI RI RI RI RI RT RT RTIRT ERT RT RT RTR RR R
0.133 R R R R NN NURWU R RUI RI R RI RTI RI RT RTI RT RTI RTRR
R R R R NN NI RW RUI RI RI R RI R RI RI RTI RT RTI RTR RR R

N R R NN NNIRU RUI RI RT R RI R RI RT RTI RT RTI RT RTR R
0.066 R R NN NNNIRWI RU RI RI RI RT RI RI RI RT RT RRRR
R R R R NNINUZ RZ RU RIRI RI RT RT RT RT RT RT RTR RR R
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EHT BEERETHE - FEX [TRIBIBEE ] www.angle.com.tw
303
100F EEBAUFT A RIS BT B HERF A A
xR=-1 BB ABAYBSBIEHARIK (BiEm) REEETR
Parameter Result Calculation of results Release Limit Verdict
Blank-1 0.004 Pass
NA Blank < 0.100
Blank-2 0.004 Pass
Negative control-1 0.151
. NC (mean absorbance of - .
Negative control-2 0.085 negative control) = 0.260 NC = 0.1 Fail
Negative control-3 0.545
Positive control-1 3.589 PC (mean absorbance of positive
& PC = 0.6
control) =3.715 PC-NC = 0.5 Pass
Positive control-2 3.841 PC-NC =3.455 -
F=-2 B A SBERIABEMEALL (BEHZRERESH
Parameter Result Calculation of results Release Limit Verdict
Blank-1 0.006 Pass
NA Blank < 0.100
Blank-2 0.006 Pass
Negative control-1 0.156 NC (mean absorbance of
Negative control-2 0.159 negative control) = NC = 0.1 Fail
Negative control-3 0.196 0.170
Positive control-1 =40 PC (mean absorbance of positive PC = 0.6
control) = 4.0 PC-NC=Z.0 5 Pass
Positive control-2 =40 PC-NC = 3.830 -
F=-3 BB ABCERIEEHAIT (BEMmZzRBEETH
Parameter Result Calculation of results Release Limit Verdict
Blank-1 0.009 Pass
NA Blank < 0.100
Blank-2 0.005 Pass
Negative control-1 0.083
Negative control-2 0.061
g NC (mean absolrbinoc% 0}; NC < 0.1 Pass
Negative control-3 0.070 negative control) = 0.07
Negative control-4 0.082
Positive control-1 =40 PC (mean absorbance of positive PC = 0.6
control) = 4.0 PC-NCZZ.O 5 Pass
Positive control-2 = 4.0 PC-NC = 3.926 =

= RS 2 B SR B IR 5 5 R
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HEm RS E R EER SR - -
I o L A8 AN e B A L e e T 1 4 SR A T 1R
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T8 -

- REETE AR E-AR K BB A&

CIRIRIT R R AR AR - FFRRSE

AR Rsls N BB BIETTI R - /K ke
B Y B (Quality Control)fi5 S HER
H e MR HIR 2 SR B EE KA20.10 » R
R TR g {7 B AR T8 A e B s 1 2 T S
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Post-Market Performance Study of HBsAg Test Kits

CHIA-PEI LIN, YI-YA FANG, KAI-WEI CHEN, DER-YUAN WANG AND
DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

Chronic HBV infection is endemic in Taiwan, where the carrier rate of hepatitis B surface antigen (HBsAg)
in the general population is high. The public vaccination program of hepatitis B virus (HBV) was launched by
Department of Health in Taiwan in 1984. Since HBsAg test kits are used as sensitive screening and accurate
diagnostic assays, the analytical quality of such kits thus plays an important role in monitoring of the infection
status and interpreting the long-term success of vaccination. Bureau of Food and Drug Analysis in Taiwan
conducted a post-market performance survey of HBsAg kits in 2008, and found that two certain products failed
to fulfill the criteria for the analytical sensitivity of = 0.50 ng/mL required by Department of Health, Executive
Yuan, Taiwan. This criterion was further revised from 0.50 ng/mL to 0.130 IU/mL in Taiwan in 2010, so this
post-market performance survey of HBsAg kits was carried out again this year. Because the analytical quality of
manually-operated HBsAg test kits has been found less precise than that of automated test kits according to the
survey in 2008, the manually-operated HBsAg test kits were chosen to be targets in this study. Using both the
National Standards (Taiwan Food and Drug Administration, TFDA) and the International Reference Standards
(WHO) for HBsAg, the HBsAg test kits have been evaluated.

Three manual kits from manufacturers or their authorized representatives and 19 randomly selected
automated or manual kits from market have been collected with the assistance of local health personnel.
We found that the labels and packaging of two certain products are not printed in Chinese language, and no
registration numbers on the packages. The analytical sensitivity of a domestic-manufactured manually-operated
kit, which has been out of production since last August, failed to fulfill either the criteria for the analytical
sensitivity of = 0.130 IU/mL or = 0.50 ng/mL. The results of the products which failed to fulfill the criteria
for labels, packaging, and analytical sensitivity have been reported to the local Departments of Health and
the Division of Medical Devices & Cosmetics in TFDA for further handling. In conclusion, the post-market
performance survey by Division of Research and Analysis in TFDA, not only assessed the effectiveness of the
marked class III medical devices for HBsAg detection, but also reported the malfunction or failure of a device
using the National Standards set by TFDA successfully.

Key words: post-market performance survey, analytical sensitivity, HBsAg test kits



