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[Abstract] Objective To investigate whether the basic analytic performance of using ATA-2000 ST
fully automatic chemiluminescent immunoanalyzer to determine the level of human serum chorionic gonadotropin
beta subunit (3 —HCG) in accord with the quality requirements or not, and to assure the feasibility of its clinical
detection. Methods According to the relevant requirements of the International Organization for Standardization
(ISO) 15189, the repeated precision degree, period precision degree, accuracy, linear range (reporting range) and
reference range of serum 3 —HCG detected by AIA-2000 ST were verified and evaluated, and combined with the
performance parameters given by the manufacturer to be compared. Results By AIA-2000 ST fully automatic
chemiluminescence immunoanalyzer in detecting serum 3 —HCG at high and low levels, the batch precision and
period precision were less than 1/4 laboratory allowable total error (TEa, 1.21%, 3.78% vs. 7.50%) and 1/3TEa
(2.90%, 3.78% vs. 10.00%) respectively. The accuracy verification results showed that the absolute bias (0%, 2.15%)
and relative bias (0%, 1.02%) of calibration solution Cal 1 and Cal 2 were all < 1/2TEa (15%). The linear range
and reference interval were basically consistent with the data provided by the manufacturer, and met the clinical
requirements. Conclusion The results of testing the main performance of serum B -HCG by AIA-2000 ST
fully automatic chemiluminescent immune analyzer are basically consistent with those parameters declared by the
manufacturer. The system has high sensitivity and specificity for the detection of serum 3 —HCG, and its precision
degree is in line with clinical requirements. Therefore, the analyzer can be used for clinical samples determination.
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