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Consistency evaluation of quality of serum Lp-PLA2 and activity detection results”
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Abstract:Objective To evaluate the consistency of detection results of two reagents for determining the
quality and activity of lipoprotein associated phospholipase A2 (Lp-PILLA2) on the Abbott C16000 automated
biochemical analyzer. Methods According to the requirements of CLSI documents,the precision,accuracy,lin-
ear range and reference interval of the two reagents were evaluated,and at the same time the consistency of A
and B reagents for detecting the patients’ samples was evaluated. Results The repeatabilities of the reagent A
and B at each level were 1. 96% and 2. 43%,0. 58% and 0. 78% respectively,and the intra-laboratory preci-
sions were 3.10% and 3.23%,0.76% and 1. 96 % respectively, both of them were less than the repeatability
claimed by the manufacturer,repeatability lower 5% for the reagent A and repeatability lower 10% for the re-
agent B; in the trueness verification,the biases of the reagent A and B were 0.33% and 2.17%,2. 94% and
3.92% respectively,which were less than the standard of the selected 1/2 allowable total error (12%); in the
linear range,the reagent A was 29. 0—792. 5 ng/mL,and the reagent B was 74—1 486 U/L. The regression
coefficient R” of reagent A and B were 0. 997 0 and 0. 999 6 respectively,and the correlation coefficient r were
0.998 5 and 0. 999 8 respectively. The linearity of the reagents A and B conformed to the document of CLSI
EP6-A and the requirements of the reagent manufacturer. In the methodological comparison of the reagents A
and B,the regression coefficient R* was 0.599 1,and the correlation coefficient r was 0. 774 0, which showed
that there was a certain correlation between the two reagent detection methods, but the consistency was poor.
The verification range of reference interval for the reagent A was 10— 200 ng/mL,which of the reagent B was
230—728 U/L for male,194 — 640 U/L for female (18 —49 years old),208 —698 U/L for female (50— 88
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years old) , both passed the verification,and the reference intervals provided by the two reagent manufacturers

could be used for clinic. Conclusion The two reagents for the determination of Lp-PLLA2 on C16000 automatic

biochemical analyzer reveal the good precision,accuracy,and linearity,and the provided reference intervals are

available. However,the consistent of methodological comparison of the two reagents is poor.
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