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[Abstract] Objective To preliminarily evaluate the performance of the blood glucose kit by verifying the
linear range of the Mindray blood glucose kit in our laboratory. Methods According to the EPO6—A2 document
issued by the American Clinical Laboratory Standardization Institute (CLSI) in April 2003, six equal-interval
experimental samples with high and low blood glucose concentrations were accurately proportionally prepared.
Each concentration level was measured twice. The obtained experimental data were analyzed by simple, quadratic
and cubic polynomial regression analyses. The t—tests were carried out for non-linear coefficients b2, b2 and b3
obtained from the above quadratic and cubic polynomial regression analyses respectively to judge whether the non—
linear coefficients had statistical significances or not, that was whether there were differences between them and 0.
The optimal polynomial model was determined by calculating the standard regression error (Sy.x). Results No
experimental results were outliers. The constant error (SDr) of repeated determinations of experimental samples was
0.40%. The SDr was less than the total allowable error (2.5%) of 1/4 CLIA'88 for the in—batch imprecision in our
laboratory. The quadratic regression polynomial type was determined as the optimal polynomial model. The maximum
linear deviation (DLi) of the six concentration levels was 1.73%, which was less than the non-linear difference index
(2.5%) required by the American Association of Clinical Pathologists (CAP). Conclusion The Mindray glucose
kit was linear in the range of 0.5-25.0 mmol/L,, demonstrating that these experimental results were consistent with
the linear range indicated by the kit.
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