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TSH (ﬂlU/mL) 9.858 11.17 3.01
14.565 11.18 2.89
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FT4: Clin Chem 63(10) : 1624-1652, 2017
TSH : Clin Chem 63(7) : 1248-1260, 2017
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3. Study participants (ordered by code given in this report), inclusive the platforms/TSH assays and number of samples considered
for validation of the recalibration process. The listed reference and measurement intervals are those stated in the kit inserts.

IVD manufacturer Platform/Immunoassay Code Reference Interval (mIU/L) Inner%tl"ifn'?ﬁ?lt_)e Ng
Siemens Healthineers (Tarrytown, NY) Advia Centaur XP Acd 0.55-4.78 (n = 229) 0.008-150 89
Abbott Diagnostics (Abbott Park, IL) Architect i2000 Bed 0.35-4.94 (99%, n = 549) 0.010-100 88
9Shenzhen Mindray Bio-Medical Electronics Co., Ltd. (Shenzhen, China) CL-2000i Cd 0.35-5.10 0.020-100 87
Ortho-Clinical Diagnostics (Buckinghamshire,UK) Vitros ECi Dd 0.47-4.68 (95%, n = 525) 0.015-100 85
bioMé rieux SA (Marcy-UEtoile, France) Vidas E 0.25-5.00 (n = 60) 0.050~60.0 I
Beckman Coulter Inc. (Brea, CA) Access 2 Fd 0.34-5.60 (95%, n = 217) 0.015-100 86
DiaSorin S.p.A (Saluggia, Italy) Liaison® Analyser Gd 0.30-3.60 (95%, n = 519) 0.020-100 90
aSichuan Maccura Biotechnology Co., Ltd (Chengdu, China) 1S1200 Hd 0.30—4.04 (95%, n = 146, Chinese) 0.020-100 86

0.37-3.76 (95%, n = 299, Europeans)

Roche Diagnostics GmbH (Mannheim, Germany) Elecsys (Cobas e 601) Jed 0.27-4.20 (95%, n = 516) 0.014-100 88
Tosoh Corporation (Tokyo, Japan) AIA-2000 Jed 0.38—4.31 (95%, n = 497) 0.010-100 89
aSnibe Co., Ltd. (Shenzhen, China) Maglumi 2000 Kd 0.30-4.50 (95%) 0.020-100 87
9 Fujirebio Inc. (Tokyo, Japan) Lumipulse G1200 Ld 0.31-3.07 (95%, n = 140) 0.0042-200 90
°LSI Medience Corporation (Tokyo, Japan) STACIA N 0.48-4.15 0.002~100 88
Sysmex Corporation (Kobe, Japan) HISCL-5000 0 0.34-4.22 (n = 134) 0.002-100 91

ab Manufacturers who only joined in 2015a and/or 2016b for participation in the Phase IV method comparison study.

< Data from these manufacturers were used to calculate the APTM-4.

¢ Data from these manufacturers were used to calculate the APTM-11.

¢ The lower Limit of the measurement intervals is the functional sensitivity unless differently stated as flimit of quantitation defined by CLSI's EP17 (24).

& Actual number of samples taken into consideration in the validation of the recalibration [this number was related to each assay’s measurement interval and was maximum 101 (totalnumber of samples in the harmonization panel)].
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E1. Median deviations (%) of the assays to the APTM-4 before and
after recalibration in 3 concentration intervals: low:<0.5mIU/L,
mid:20.5 < 5.0 mIU/L, high:25.0 mIU/L.

(A), Summarizes the overall improvement in terms of the median deviations (%) by recalibration. For each
concentration interval, 2 pairs of data are shown; the black and red dots show the combined assay-specific median
deviations before and after recalibration, respectively; the Lines represent their 15th, 50th, and 85th centiles.

(B), Represents the median deviations (%) of each individual assay by a pair of bars; the upper and lower bar
shows the median deviation before and after recalibration. Note that the bars show the unsigned magnitudes, but
the colors represent the signs (blue: negative, red: positive). Note, for assay A (>5 mlU/L) the deviations were zero.
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