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Abstract: Objective To evaluate the performance of enzyme linked immunosorbent assay(ELISA) kit in detection of Hepatitis
B virus(HBV) markers by using improved and optimized method,so as to provide a practical and feasible method and reagents for
clinical laboratory. Methods ELISA test was used for the detection of HBV markers. The gradient dilution method was used to e-
valuate the lower limit. The verifiation of cut off value was carried out based on clinical and laboratory standards institute (CLSI)
EP12-A2 document. Samples with cut off values were collected to evaluate the precision.including repeatability and intermediate
precision. The coincidence rates were counted through comparing the results of ELISA with those of external quality assessment and
The lower detection limit of HBsAg, HBsAb,
HBeAg, HBeAb and HBcAb were 0.2 ITU/mL,20 mIU/mL,1 NCU/mL,0. 75 NCU/mL and 0. 05 NCU/mL respectively. The cut-

those detected by using Abbott i4000SR chemiluminescence instrument. Results

off value(Cs) =20% concentration included the concentration range between C; and Cs;. The within-run coefficient of variation
(CV)<<15% ,in sandwich method the between-run CV<(25% ,in competition method the between-run CV<C35%. The positive and
ELISA

negative coincidence rates in accuracy and comparing with i4000SR all were more than 95% and all k>>0. 75. Conclusion

tests for HBV markers in our laboratory could meet the requirements of the detection performance and clinical needs.
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