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[Abstract] Objective To analyze the consistency of the first and second generation thyroid protein
(Tg) ,thyroid peroxidase antibody(TPOAD) , thyroid globulin antibody (TgAb) ,and thyroid stimulating hor-
mone receptor antibody(TRADb) detection reagents. Methods The remaining specimens for clinical testing in
the laboratory were collected,and the double-reagent double parallel test was carried out with MAGLUMI X8
chemiluminescence instrument of Shenzhen New Industry Biomedical Engineering Company. According to the
EP9-A3 document of the American Clinical Laboratory Standardization Association(CLSI) , the methodology
comparison and bias assessment of the second-generation Tg, TPOAb, TgAb and TRAb detection reagents
provided by CLSI were carried out. Results Compared with the first generation reagent, the linear range of
the second generation reagent had been expanded,and the reference interval provided by the manufacturer had
changed. The second generation reagents had relaxed requirements for specimen types,which was conducive to

reducing the error rate of clinical sampling. The slope of the regression equation of Tg was 1. 024, the intercept
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was 0. 385,and the 1. 96 residual standard deviation(RSD) interval was moderate. The slope of the regres-
sion equation of TRAb was 0. 936,the intercept was 0. 151,and the £=1. 96RSD interval was small. In the re-
gression analysis of TPOADb and TgAb,the 95%CI of slope was 0.189—0. 286 and 0. 863—0. 921, respective-
ly,which did not include 1,and the d=1. 96RSD interval was too large. When Tg was detected, the mean rela-
tive deviation between the two generations of reagents was 1. 9%4[95% limit of agreement(LoA):—11.8% —
15. 6% J,which was within the acceptable range. The mean relative deviation between the two generations of
TPOAb was —82.4% (95% LoA:—216. 8% —52.1%) , which was unacceptable. When TgAb was detected,
the mean relative deviation between the two generations of reagents was — 27. 9% (95% LoA: —125. 2% —
69.4%) , which was unacceptable. When TRAb was detected,the mean relative deviation between the two gen-
erations of reagents was —4. 1% (95% LoA:—34.2% —26.0%) , which was unacceptable. The expected bias
of Tg,TgAb and TRAD at all medical decision levels was less than the acceptable level,while the expected bias
of TPOAD at all medical decision levels was unacceptable. Conclusion The consistency of Tg detected by the

second generation reagent is good, and the bias of the results is acceptable. The consistency of TgAb and

TRAD is general,and the bias is acceptable. The consistency and bias of TPOADb are not ideal.
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