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Abstract: Objective To investigate the comparability and metrological traceability of results from different laboratories and
providing practical experience for results uniformity on routine biochemical items.to conduct two comparison schemes to perform
contrast and bias estimation and calibration on the results of routine biochemical items among different biochemical measurement
systems. Methods According to protocol WS/ T407-2012, preliminary evaluation was achieved base on indoor quality control data
of the 9 items among the measurement system. The comparison scheme of WS/ T407-2012 was conducted for the results with differ-
ence between maximum coefficient of variation(CV,CVmax)and CVmin less than two times,and the scheme of Clinic and Laborato-
ry Standards Institute(CLSI) EP9-A2 for the results with difference between CVmax and CVmin greater than two times. The fresh
serum samples were used and assigned by the aim measurement system as the calibrator to calibrate the items that incomparable, e-
valuating the bias and achieving traceability. Results All the items except alanine aminotransferase(ALT) had differences between
CVmax and CVmin less than two times. The bias(R value)of total cholesterol, total protein in measurement system 1, urea nitrogen
in measurement system 2,and total protein in measurement system 3 had more than 1/3 permissible error, which were incomparable
according to WS/T407-2012 requirements. After calibrated by assigned flesh serum and redone the estimation,all the R value of
these items achieved less than 1/3 permissible error level and meet the requirements. The correlation analysis was conducted for
ALT according to CLSI EP9-A2. The relative deviation (SE%) of ALT in measurement system 2 has more than the half of clinical
laboratory improvement amendment 88 (CLIA'88) on medicine decide level(20 U/L) , which is not comparable. Correlation analysis
and comparable validation was rebuilt in aim measurement system and calibrated by flesh serum assigned. The SE% of measure-
ment system 2 shows less than the half of CLIA’88,which could fit in the allowed total error requirements. The result measurement
system 1 also showed improvement after calibrated. Conclusion After the items calibrated by assigned fresh serum samples,meas-

urement comparison and bias estimation could be applied in routine biochemical tests among different laboratories for data traceabili-
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ty and comparable. It could be a feasible approach to achieve laboratory result mutual accredit in different hospitals.
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