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Performance verification of electrochemiluminescence immunoassay for detecting serum estradiol
ZHANG Weijuan'sJIANG Yaping® ,CHEN Yongchuan' . REN Sashuang'
1. Department of Clinical Laboratory ,San fine International Hospital ,Beijing 100027 ,China ;
2. Department of Clinical Laboratory ,Peking University First Hospital ,Beijing 100034 ,China
Abstract: Objective To evaluate the performance of electrochemiluminescence immunoassay (ECLIA)
for detecting serum estradiol (E,). Methods The accuracy, precision, analytical measurement range, clinical
reportable range, functional sensitivity and biological reference interval of ECLIA were evaluated by relevant
standards. Results The relative deviation between the measured value and the target value of 5 batches of
quality control products was within the acceptable range (<X425%) ,and the accuracy was verified. The coef-
ficient of variation (CV) within and between batches of low-level quality control products were 1. 40% and
1. 80% respectively, and that of high-level quality control products were 0. 80% and 0. 86% respectively,
which met the quality evaluation standard of national clinical laboratory center and the quality specification
based on biological variation, precision verification passed. The linear range of E, was 17. 8—11 992. 0
pmol/L,which proved that the analytical measurement range (18.4—11 010. 0 pmol/L.) provided by the man-
ufacturer met the requirements. The upper limit of clinical reportable range was 110 100. 0 pmol/L,the maxi-
mum dilution multiple was 10 times,and the functional sensitivity was 43. 5 pmol/L,which met the validation
requirements. The biological reference interval met the acceptable standard. Conclusion The performance of
ECLIA in the detection of serum E, basically meets the laboratory requirements,and can provide reliable de-
tection results for clinical.
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