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Comparability of results and bias estimation of two kinds of enzymatic cycling assay for detecting serum Hcy
Xu Guangwei ,Wang Yujie
(Department of Clinical Laboratory ,Weihaiwei People’s Hospital sWeihai ,Shandong 264200 ,China)
Abstract : Objective  To study the comparability of results and bias evaluation of two different of homocysteine (Hcy) diagnos-
tic reagent produced by different manufacturers to provide the experimental data for laboratory accreditation of Hey diagnostic rea-
gent Methods According to EP9-A2 file of United States Clinical Laboratory Standards Institute (CLSD ,Shenzhen OSA reagents
and Shanghai Huachen(HC) reagent were adopted for detecting Hcy by the Hitachi7600-020 automatic biochemical analyzer on 40
serum specimens from the patients,in which the HC reagent was taken as reference method and the OSA reagent as the laboratory
method. The linear regression analysis was used to calculate the expected bias and the confidence interval at the medical decision
level. With the biological variation derived allowable bias as the standard,the clinical acceptability of reagents was judged. Results
The detection results of serum Hcy by two kinds of reagent showed that the method reproducibility was good without outliers. The
systematic bias at the medical decisions level was clinically acceptable. Conclusion

If 2 or more than 2 reagents exist in a single i-

tem in the same laboratory,the method comparison and bias estimation should be performed for judging their clinical acceptability in

order to ensure the comparability of the test results.
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