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Post-Market Performance Evaluation of HBsAg and
Anti-HBs Test Kits

CHIA-PEI LIN, LUNG-YUAN CHEN, IN-CHING WANG,
YI-CHEN YANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

A new criteria for in vitro diagnostic devices (IVDD) was announced in 2013 by the TFDA. In
this study, we have conducted quality assessment evaluation for the products that have failed to meet
the requirements for in vitro diagnostic medical devices in past year. From our results, we established a
guideline for sensitivity testing for in vitro diagnostic medical devices. With the assistance of local head
personnel, a total of 22 kits were collected from manufacturers or their authorized representatives. All
of the samples collected satisfied the new performance criteria, although one imported kit was found
to be mislabeled. The results of this investigation have been reported to the local Heath Bureau and
Division of Medical Devices & Cosmetics of the TFDA for further action. In conclusion, this study not
only systemically evaluated and detected the performance of class III medical devices for HBsAg and
anti-HBs, but also successfully reveal the quality concerns of specific medical devices under standards
reinforced by the TFDA.

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





