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Post-Market Surveillance for the Performance Evaluation of
the Anti-HIV Diagnostic Kits

MING-CHUN HO, BING-HSUN CHUNG AND DER-YUAN WANG

Division of Research and Analysis

ABSTRACT

This study was focused on the performance evaluation of the anti-HIV diagnostic kits on the
market in Taiwan. The WHO (World Health Organization) HIV International Reference Panel, (1%,
code: 02/210) and the diagnostic HIV-1 Seroconversion Panel (BBI®, Lot: PRB959) were used as the
control standards to evaluate the performance of the 15 various commercial anti-HIV diagnostic kits
purchased from the production companies. The sensitivity of all kits was also checked by the two-fold
serial dilutions of the NIBSC (National Institute for Biological Standard and Control) HIV-1 antibody
standard (British Working Standard, code: 99/750). The results indicated that all the kits could identify
various subtypes of HIV-1 M group and HIV-2 type, but 9 of the 15 kits could not detect the weak HIV
positive serum of the BBI diagnostic HIV-1 seroconversion panel. The sensitivity tests revealed that all
the kits could react with the 4 times diluted NIBSC HIV-1 antibody working standard. We also found
that some kits did not give good response possibly caused by the interference of diluents, designed
epitope or product formulation. Food and Drug Administration of Taiwan will monitor the quality,
efficiency and safety of the therapeutic products continuously.

Key words: anti-HIV diagnostic kits, seroconversion panel, performance evaluation, positive reaction



