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Abstract: Objective To evaluate the performance of a domestic Auto TRFIA-4 model automatic fluorescence immunoassay analyzer
and kit for detecting pregnancy associatied plasma protein A(PAPP-A) and establish it's reference interval. Methods The evaluation
system was constited of the domestic Auto TRFIA-4 model automatic fluorescence immunoassay analyzer and kit.The detection
limit,linearity and precision of the evaluation system for detecting PAPP-A were evaluated,which accorded to the pharmaceutical
industry standard of PAPP-A detection reagent kit.The accuracy was evaluated by testing 66 cases of maternal serum samples from
different gestational weeks in the first trimester,which based on methodological comparison test method.The reference interval of the
evaluation system was established by detecting 2 524 pregnant women's serum samples from different gestational weeks in the first
trimester,which referenced to C28-A2 file. Results The blank limit of the evaluation system for detecting PAPP-A was 0.50 mIU/L,
the detection limit was better than 25.00 mIU/L, the correlation coefficient () was reached 0.999 8 within the linear range of 9.00 to 2
530.00 mIU/L, the coefficient of variation(CV) of inter-assay was less than 3%, and the CV of intra-assay was less than 4%. The linear
regression equation of the clinical serum sample results of the evaluation system and the comparison system was ¥ = 0.937 3X + 271.15,
r=10.996 6 (£=96.68, P<0.05) . There was no significant difference in PAPP-A concentration between the two systems ( #=1.10, P
>0.05 ) . The PAPP-A median was 977, 1 550, 2 536, 3 683 and 5 393 mIU/L at 9 ~ 97,10 ~ 10", 11 ~ 11", 12 ~ 12" and 13 ~ 13
gestational week, respectively. Conclusion The performance of the evaluation system for detecting PAPP-A met the requirements of

the pharmaceutical industry standard of PAPP-A detection reagent kit, and the PAPP-A reference interval was
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established for clinical reference.
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