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[ Abstract])
the Bio-Rad D10 glycated hemoglobin analyzer,and its influence on the detection accuracy of glycosylated hemoglobin
(HbAlc). Methods
HbAlc external quality assessment (EQA) samples provided by of the Clinical Laboratory Center of the Ministry of

Objective To study the activation equilibrium time after replacing the chromatographic column in

The new chromatographic column was installed, activated, calibrated and used. Then the

Health (NCCL ) were detected once per 3 h. The difference of the detection results was compared between the two
adjacent time points. The calibration and detection were performed again when without significant difference, the
change of accuracy was compared before and after calibration; the bias scattered plot at each time point and the trend
line of its average absolute values were drawn with the EQA passing criteria (target value=8% X target value) as the
level, the activation equligrium time was judged according to the range size and linear change; another new chromato-
graphic column with the same batch was used to perform the verification test for excluding the interference of sample
injection on the activstion time, i. e. after activation and atanding for this equilibrium time, then the calibration and
detection were conducted, the bias of coefficient of variation(CV) with the target value was observed, the quality
target in the detection duidance was detected for determining its accuracy. Results The difference among the time
points of 0, 3, 6 h was statistically significant (P<C0. 05), there were no statistically significant differences between
6 hand 9 h and between 9 h and 12 h(P>>0. 05). The bias was gradually decreased from —11. 3% —28. 9% to
—5.7%—11.6% and then trended to stabilize, the inflection point was at 6 h, after calibration, the bias contin-
ueously maintained at —1.1% —4. 3%. The absolute values of bias had statistically significant difference in the two
time perids before and after calibration (P <C0. 05). In the verification tests, the intra and inter day CV were
1.58% —1.87% and 1.72% —2. 64 % ,and the bias was less within 5% , which were accordance with the require-
ments of quality objectives. Conclusion The chromatographic column of the Bio-Rad D10 HbAlc analyzer can reach equi-
librium. Starting calibration and detection without sufficient activation could lead to inaccuracy of the detection results.
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