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B B R R RRRRIRRRRRRRRRNNNNNNNNNIRR
N N NNNNNNNNNNNNNNNNNNNNNNNNNR
mIS/mL N N NNNNNNNNNNNNNNNNNNNNNNNNRR
N N NNNNNNNNNNNNNNNNNNNNNNNNRR
N N NNNNNNNNNNNNNNNNNNNNNNNNNN
mI%j/SmL N N NNNNNNNNNNNNNNNNNNNNNNNNNN
N N NNNNNNNNNNNNNNNNNNNNNNNNNN

R: Reactive
B: Borderline

N: Non-reactive
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BT %%% .
R oD AT T
(mIU/mL) {8 {E-blank

125 0.188  0.141
125 0.19 0.143
125 0.174 0.127
10 0.1 0.053
10 0.096  0.049 Non-reactive Reactive Fail
10 0.098 0.051 Non-reactive Reactive Fail

Reactive  Reactive Pass

Reactive  Reactive Pass
Reactive  Reactive Pass

Reactive  Reactive Pass
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Post-Market Performance Study of Anti-HBs Test Kits

CHIA-PEI LIN, YU-HUI HUANG, KAI-WEI CHEN,
DER-YUAN WANG AND YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

The criteria of anti-HBs sensitivity of <10 mIU/mL requirement was announced in 2010 by Department of
Health, Executive Yuan, Taiwan. This was the first post-market performance survey of Anti-HBs kits carried out
by TFDA. A total of 28 kits were collected from manufacturers or their authorized representatives from market
with the assistance of local health personnels. All of them were found to be in compliance with labeling and
packaging requirements. One domestic manually-operated kit and one import automatic-operated kit failed to
fulfill the criteria for the analytical sensitivity of <10 mIU/mL. The results of the products have been reported
to the local Health Bureaus 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
the analytical performance of the marked class III medical devices for Anti-HBs detection, assessed but also

successfully reported the quality problem of specific devices using the National Standards set by TFDA.

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



