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Methodological Evaluation of Six Chemiluminescence Detection
Systems for Tumor Markers
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Chongqing Medical University, Chongqing 400016, China)

Abstract: Objective To discuss the precision, consistency, o value, instrument parameters and the clinical acceptability of six
chemiluminescence detection systems in detecting AFP, CEA, tPSA, fPSA, CA199, CA153 and CA125. Methods Compared the
parameters of six detection systems, such as detection speed. reagent warchouse, number of items to evaluate whether meeting the
clinical needs. Evaluated the precision 6 o value of 6 kinds of detection systems. The Roche E602 electrochemiluminescence system
was used as the reference system and the other five detection systems as the experimental system. According to the EP9-A2 document,
bias evaluation were carried out. Results (I)The detection speed, reagent bin and software function of the six detection systems basically
met the clinical needs. (2) Most of the test items of Roche E602 and manufacturer A reached the 6 o level. The 6 o value of the test items
of manufacturer B, D and E was basically excellent (5 ~ 6). Many projects of manufacturer C were less than 4 o level, and there was
still a large gap. 3) Except for manufacturer B, most of the projects of other manufacturers were clinically unacceptable compared with
Roche E602. Conclusion The method comparison and bias evaluation should be carried out to ensure the comparability of the the
same test item when the laboratory applies for different brands of chemilumimescence detection system.
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