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Evaluation on value transfer of Cystatin C reference material in frozen human serum”
SUN Jiangman LI Min,SHAO Yan ,MENG Xiangzhao ,YU Hongyuan”
Department of Clinical Laboratory ,Beijing Aerospace General Hospital ,Beijing 100076 ,China

Abstract:Objective To evaluate the value transfer effect of national secondary reference material frozen
human serum Cystatin C in the routine measuring system of clinical laboratories. Methods The two systems
of Roche(A) and Reebio(B) were used to simultaneously measure the national secondary reference material
frozen human serum Cystatin C and IRMM certified reference material ERM-DA471/IFCC. The regression e-
quation was established, in which the target values of frozen human serum reference material Cystatin C
served as the X axis,while the measured values of the conventional measurement system as the Y axis. The
measured values of ERM-DA471/IFCC and 40 single serum samples were put into the equation to obtain the
values after frozen human serum Cystatin C transmission,and the ERM-DA471/IFCC measured value and the
bias between the values after quantity values transmission and the target value was calculated respectively. Re-
ferring to the CLSI EP14-A3 document, the interoperability of ERM-DA471/IFCC in the comparison system
was evaluated. Referring to the CLSI EP9-A3, the methodological comparison of A and B two systems,and the
bias at the level of medical decision was calculated. Results ERM-DA471/IFCC had the interoperability in the

two comparison systems. The bias between ERM-DA471/IFCC measured value before the quality transmis-

x  E&UE . S0 M R 5 07 E S W4 (2017YFF0205401)
EZER N PMTH Lo, BEHRIT, TENBEG R AR AT, © BEEE.Email:13051839088@163. com,
MK E X https://kns. cnki. net/kems/detail/50. 1176. R. 20221021, 1642. 006. html(2022-10-22)



e 2946 - ERte i EF ek 2022 4 12 A% 43 %% 24 3 Int ] Lab Med,December 2022, Vol. 43,No. 24

sion in the two conventional measurement systems and the target value was 8. 54 % and 10. 86 % ,respectively.
The bias between the values after the measurement value transfer and the target value was —1.22% and
0. 28% ,respectively. After the quality transmission,the bias of the two systems was significantly reduced and
both were less than the relative uncertainty of ERM-DA471/IFCC (2. 74%) ,indicating that the measured val-
ues were correct. The range of bias between A and B systems was —19. 15% —6. 96% before the value trans-
fer,and which after the value transfer was —7.44% —7.57% ,all were within the clinically acceptable range
(10%). After the quality transmission, the correlation between the two systems of A and B was better, the
slope was closer to 1 and 95%CI included 1,the intercept was closer to 0 and 95%CI included 0,and the bias
The quality transmission of

at the medical decision level of 1 mg/L. was significantly improved. Conclusion

frozen human serum Cystatin C reference material could improve the accuracy and comparability of measure-

ment results from cystatin C routine measurement systems in clinical laboratories.
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