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Performance evaluation of ELISA for detecting HBV serological markers® LU Ting. LI Fa-ke, LUO Jie,YANG
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[Abstract] Objective To conduct the performance evaluation of the qualitative tests in the ADDCAER ELISA
1100 automated workstation by detecting the hepatitis B virus (HBV) serological markers. Methods According to
EP12-A document promulgated by the National Committee for Clinical Laboratory (NCCLS), with the Architect
12000 automatic chemiluminescence immunoassay analyzer as the reference method, the methodological comparison
and the repeatability test of the HBV serological markers detection by the ADDCARE ELISA automated workstation
were performed for completing its qualitative test performance evaluation. Results The methodological comparison
showed that of the total coincidence rate of HBsAg, HBsAb, HBeAg, HBeAb and HBcAb were 99. 0%, 99. 5%,
99.5%,98.0% and 100. 0% ,respectively; the positive coincidence rates were 98. 0% ,100. 0% ,99. 0% ,97. 0% and
100. 0% ,respectively; the negative coincidence rate were 100. 0% ,99. 0% ,100.0%,99. 0% and 100. 0% , respective-
ly; the Kappa values were 0. 98,0.99,0. 99,0. 96 and 1. 00 respectively. The repeatability tests showed that the posi-
tive(negative) rates of critical value in HBsAg, HBsAb, HBeAg, HBeAb and HBcAb within +=20% concentration ==
95% ,the 95% confidence intervals were 96. 6% —99.5%,97. 6% —99.5%,97. 6% —99. 5% ,94. 7% —99. 5% and
98. 6% —99. 5% , respectively. Conclusion The results of the ADDCAER ELISA 1100 automated workstation and
the Architect 12000 automatic chemiluminescence immunoassay analyzer for detecting the HBV serological markers
have strong consistency. The ADDCAER ELISA 1100 automated workstation for detect HBV serological markers
obtains the stable results within = 20% concentration near cutoff points and is reliable in performance, thus can be
used to qualitatively detect HBV serological markers in clinical specimens.
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