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Abstract:Objective To evaluate the effect of the reagent allowance of thyroid hormone test kit on the
test results. Methods The initial 10 tests,and the last 10 tests of each kit,of the 5 thyroid hormone-related
assays (ADVID Centaur XP) ,including TT3,TT4,FT3,FT4 and TSH, were used to measure 2 level of IQC
products of the above 5 variables, respectively, according to 2 strategies (Strategy 1:each level of IQC was
tested for 5 times,for 5 consecutive days; Strategy 2:each level of IQC was tested once per day,for 22 consec-
utive days). The coefficient of variance (CV) based on the initial 10 tests and the last 10 tests,and their differ-
ence,were compared,in both strategies; in the strategy 2,the probability beyond the warning line and control
line was also counted and compared. The initial 10 tests (Topl0) and the last 10 tests (End10) of each kit,in-
cluding TT3,TT4,FT3,FT4 and TSH kit (ADVID Centaur XP), were used respectively. Two experimental
schemes were adopted (scheme 1:5 consecutive days,5 times a day; scheme 2:22 consecutive days, once a

day). Two levels of indoor quality control products were detected simultaneously. By comparing the variation
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coefficient (CV) calculated by Topl0 and End10 and the deviation between them,and the probability of excee-
ding the indoor quality control warning line and control line in scheme 2, the influence of reagent residue on
the test results was determined. Results (1)In scheme 1,for TT3,the CV calculated from its End10 results
tended to increase compared with Topl0 (level 1:11% wvs. 8.5% ;level 2:8.1% wvs. 7.5%) and the deviation
between End10 and Topl0 was the largest in several kits (level 1 was 6. 5% ,level 2 was 5.5%) with statisti-
cal significance (P<C0.05). (2) In scheme 2,although the CV calculated from End10 of TT3 did not show an
increasing trend compared with Topl0 (level:9.8% wvs. 11%; level 2:6.7% wvs. 7.2%) ,the CV measured by
Topl0 and End10 reagents (11% ws. 9.8%) exceeded the industry standard (8. 3%) and the deviation be-
tween End10 and ToplO was the largest in all projects (level:9.8% ws. 7.2%). Level 1 was 9. 1% and level 2
was 6. 8%. The differences were statistically significant (P<C0.05). (3) In scheme 2,although End10 of all i-
tems was used to measure two levels of quality control products, the increase of the probability of exceeding
the warning line or losing control was not significantly compared with Topl0 (P > 0. 05) ,while TT3 showed
an increasing trend. (4) The above TT3 changes were not observed in TT4,FT4,FT3 and TSH. Conclusion

When TT3 assay kit has less reagent allowance,it has a certain impact on the test results.
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T SD  CV(%) T SD  CV(%) T SD  CV(%) T SD  CV(%) T SD  CV(%) T SD  CV(%)
TT3 1.31 0.11 8.5 2.91 0.22 7.5 1.39 0.15 11.0 3.07 0.25 8.1 1.36 0.13 9.6 3.0 0.25 8.3
TT4 6.52 0.21 3.2 14.2 0.54 3.8 6.58 0.28 4.3 14.0 0.42 3.0 6.6 0.23 3.5 14.1 0.53 3.8
FT3 3.64 0.07 2.0 8.0 0.08 1.0 3.64 0.08 2.1 7.90 0.23 2.9 7.9 0.16 2.0 3.6 0.06 1.6
FT4 1.28 0.08 5.9 2.4 0.11 4.6 1.27 0.06 4.6 2.39 0.08 3.3 1.27 0.07 5.5 2.4 0.10 4.2
TSH 1.54 0.07 4.5 8.8 0.47 5.3 1.60 0.05 3.0 9.06 0.27 3.0 1.57 0.07 4.4 8.9 0.42 4.7
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TT3 1.21 0.13 11.0 2.79 0.20 7.2 1.32 0.12 9.8 2.98 0.20 6.7 1.27 0.14 11.0 2.9 0.23 7.9
TT4 6.40 0.25 3.9 14.0 0.53 3.8 6.40 0.30 4.7 13.8 0.47 3.4 6.4 0.28 4.4 13.9 0.51 3.7
FT3 3.60 0.09 2.5 8.0 0.21 2.6 3.65 0.08 2.2 7.90 0.19 2.4 3.63 0.09 2.5 7.94 0.20 2.5
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>7+3SD 0 0 N/A 0 0 N/A
TSH +2SD~Z+3SD 0 0 N/A 0 0 N/A
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