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Sample Mean Repeatability Within-Laboratory

. . Precision
Descri99ption (ng/dL) ) %OV D %CV
Patient Pool 3.82 0.39 10.21 0.24 6.28
Patient Pool 8.1 0.43 5.31 0.68 8.40
Patient Pool 13.7 1.07 7.81 0.39 2.85

(Specificity)cwolazs! -Y

GSly w5 gz (CLSD oBislesl 5 cdb slos aibinl awwge EP 07-A2 laal, L @las coolais! bj)
Sl diges 28,5 plol T4 g0,0m ailive SLLS 5 plo b Geilus! iomiw LlKiy T4 i oS (Cross reaction)sblic.
S 6l a5 4 b,KeiSly Glen 5l oYL zakaw sl Slge b aabs SLadl ppe 0,5 SPIKE )b 5l ablite sla,KiuSTy sol>
SPIKE 3 o S il b aS ol aiges ;o oy S 50 Gloyed T Jlaie s b AgiediSs S 2uo)d Vol i s oS il
)..1) 4.]4:‘) )‘ 4.)54.: ).b é}oLa..uc LS)“"» u‘J‘} )LLM 9 KW 6).; o)Lb‘ PR W) Splke é]ol.ﬂ..uo ksLQ;uu.f‘j Ls 45 Ls_sl.(b 4)94).) 9 d.:..)}: o
ol 00 4 T o sl [0 a5 Jgax ;0 bl 00,8 olo adyl T4 clale a4 Cod O g0 4 9 0 drlore

mean conc.of spiked sample — mean conc.of unspiked sample

%cross — reactivity = spiked conc x 100
Cross-reactants % Cross-reaction
T3(3,3°,5-triiodothyronine) 1.5
rT3(3, 3', 5'-triiodothyronine, Reverse T3) 1.3
3,5-diiodothyronine <0.1

S i 6,56 1000 MG/ML b oy ;S (55 9 20 MG/AL b g ks SO MY/ML G lS gon oS ol o
:(Linearity) o9 s -£

dnlie 5 (S 25 5l le (g n (S Ple b caliBie (oS 25 (Slgiore b iged an g 3le 33, Goyb 5l pog b (2L
adgl S g5 Jlade oo 5l as Ul e b L (Observed value)sass 5.8, slo aiges (59,0 G gy i | Jhol> ol
ol 0 4N 5 Jgo 10 mls b pdy el (Target value )og sasl cusas &8, oo o

Samples Primary concentration Recovery %
(ng/dL) 1:2 1:4 1:8
1 15.5 105 96.9 97.5
2 14.7 103 98.6 94.2
3 16 97.5 96.5 98.6

(Trueness) gy -0
(Method comparison) gl duws e b ;5,0 —0-Y

ECLIA-Cobas E411-Roche s, ¢ Hlelfiy <810 pyw T4 Lromiw <oS 6,5 o3l mls oo ol amslie b))
5 b slas laibinl awwie EP 09-A2 cloal, L e 4 sl (=80 range:2.1-26.2 ng/dL) diagnostic
@ 5 (Y j5me)s050e j97e S92 iy cuS S Dbl cpl )0 0,8 Judod o (e 55 gy (CLSI)L_;“&L.’.L")—‘

O3Sy oged 5 bl aodS oS e b g S, Jogel 5 atie (WX ) Bl e 55, ECLIA S,
1ol 00 035 aslsl o (Linear regression) Jlas
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Ordinary linear regression

PSI:'O-2438+1.032ECLIA PSI = - 0.2438 + 1.032 ECLIA
R-sq=0.9934 *

12210 9 2ol

CLSI. Evaluation of detection capability for clinical laboratory measurement procedures;
approved guideline.2" ed. CLSI document EP 17-A2. Pierson-Perry J.F. Clinical and
Laboratory Standard Institute, 2012.

CLSI. Evaluation of precision of quantitative measurement procedures; approved guideline.
CLSI document EP 05-A3. McEnroe R.J. Clinical and Laboratory Standard Institute, 2014.
CLSI. Interference Testing in clinical chemistry; approved guideline.2" ed. CLSI document
EPO07-A23. McEnroe R.J. Clinical and Laboratory Standard Institute, 2005.

Kasper D.L. et al. (2015). Harrison’s principles of internal medicine.19™" ed. (pp. 2285-6).
Mc Graw Hill Education

Pagana K.D. et al. (2018). Mosby’s Manual of diagnostic and Laboratory
tests.6™ ed. (pp. 442-4). Elsevier Inc.

Rifai Nader. et al. (2018). Clinical chemistry and molecular diagnostics.6™ ed.
(pp. 1580)Elsevier Inc.
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