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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 -
£=-5 RIRA BCEBMTEEMARR (R 2 RELREHH
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 S BSIR 5 5 R
T RERMEREHGENERELE
AR+ EE R B BRI 2.2 S 25
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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



