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BACKGROUND: The IFCC Committee for Stahdardization of Thyroid Function Tests developed a

~ global harmonization approach for thyroid-stimulating hormone measurements. it is basedona
5 m_LiltiasSay method 'comparison_stud.y'with clinical serum samples and target setting with a robust
-~ factor analysis method. Here we describe the Phase IV method comparison and reference interval
' i(R!)-stUdies_ conducted with the objective to recalibrate the participating assays and demonstrate
' "the-p.r_oof—‘of-CO_ncept. | ' | E o B

'- _ _METH'ODS‘: Fourteen m_anufa_ctu_rers measured the hérmdnization and Rl panel; 4 of them

-q uantified the harmdnization and first follow-up panel in parallel. Ali recalibrated their assays to the

| -~ statistically inferred targets. For validation, we used desirable specifications from the biological

| E _'ca.lﬁ_ib_rators., but data were also reported after transformation to the ne\}\;r balibration status. We _
esti mat_ed the pre- and 'postrecalibration Ris with a nonparametric bootstrap procedure.

hESULTS: After recalibration, 14 of 15 assays met the bias specification with 95% conﬁdencé; 8 |

. assays complied with the TE specification. The CV of the assay means for the harmonization panel

j -wés_red.uced from 9.5% t0 4.2%. The R study showed improved uniformity after recalibration: the
‘ranges (i.e., maximum differences) exhibited by the assay-specific 2.5th, 50th, and 97.5th

 percentile estimates were reduced from 0.27, 0.89, and 2.13 mIU/L to 0.12 , 0.29, and 0.77 mIU/L.

: CONCLUSIONSE We showed that harmenization increased the agreement of resuits from the
parﬁci pating immunoassays, and may allow them to adopt a more uniform RI in the future.
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