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Performance verification for high performance liquid chromatography detection of glycated hemoglobin
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Abstract: Objective To verify the detection performance of glycated hemoglobin (HbAlc) by using the BIO-RAD D-10 high
performance liquid chromatography method,and to evaluate whether the detection performance can satisfy the requirements of the
laboratory and clinical diagnosis and treatment. Methods The method of CLSI EP15A2 was used to verify the accuracy and preci-
sion. The linear correlation and reference range were verified respectively by linear regression analysis and the method of the WS/ T
402 2012. Results

63% —8.78%. The calibration value of HbAlc calibrator Level 2 was 10. 0%, and the validation limit of measured results was

The calibration value of HbAlc calibrator level 1 was 5. 3% and the validation limit of measured results was 1.

4.76% —13.64%. Both calibration values were included in the 95% confidence range of measured values,so the accuracy verifica-
tion passed. Laboratory variation coefficient (CV) for HbAle with concentration of 5. 24% was 1. 01% and for 9. 84% was 0.
54 % ,both less than the precision that the manufacturer declared,so the precision verification passed. The equation of linear regres-
sion analysis for HbAlc linearity calibrator measured value and target value was Y=1. 008 X+0. 023, with correlation coefficient in-
dex 7% of 0.999,s0 the linearity was good. The measured results of 20 healthy adults specimens were in the reference interval(4. 1%
—6. 2% ) that the manufacturer provided. Conclusion Accuracy, precision, linear correlation and reference range of HbAlc meas-
ured by BIO-RAD D-10 HPLC detection method were verified. It can provide the accurate and credible measurement results for clin-
ical diagnosis and treatment,and can be used in the detection of clinical specimens.
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