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Abstract: Objective To evaluate the consistency of detection results of Cobas e601 kit after upgrading
from the second generation of free thyroxine (FT4 [[ ) to the third generation of free thyroxine (FT4 ).
Methods The stability of the two reagents were tested with two samples and the outliers were removed. Ac-
cording to CLSI EP9-A3,the two reagents were compared with each other in comparability verification and bi-
as assessment. The applicability of the critical value of the reference interval was verified by diluting the posi-
tive samples,and 20 samples higher than 20% of the critical concentration and 20 samples lower than 20% of
the critical concentration were obtained for detection. SPSS23. 0 was used to analyze the data. Results The re-
sults of these two reagents had good correlation in different concentration groups, the correlation coefficient
was more than 0. 95,the percentage bias of the two groups was different in different concentrations. The test
results of the samples above 20% of the critical concentration were 20 times,and those below 20% of the criti-
cal concentration were 20 times, so verification passed. Conclusion The bias evaluation of the two reagents
has been carried out in advance through the comparative test, which effectively reduce the interference of the
upgrading of free thyroxine reagents on the thyroid dysfunction and the monitoring of the therapeutic effect of thy-
roid,at the same time, the false positive rate near the critical value of the reference interval is effectively reduced.
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