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0.1-)6 55 o5lail o3 calises bl 1o 5,los J S diges S5 5 jlows sl diged j o0 dgd o yms
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Sample Mean . Within-
Description (uIU/mL) Repeatability IE)abo_ra}tory
recision

SD %CV SD %CV

Patient Pool 0.13 | 0.012 9.23 0.014 10.77
Patient Pool 402 | 0.33 8.08 0.35 8.73
L3-Randox | 22.60 | 1.86 8.23 1.95 8.63
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Wges g 2y 00d SPIKE 51 o S ke b oS polo diges 10 o, S5 0 lojed TSH jlade e
5o ablite g pdy 2iSly Jlade 5 ab (55 o5l s SPIKE ablite sla KasSTy L oS ola
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. mean conc.of spiked sample — mean conc.of unspiked sample
%cross — reactivity = X

100

spiked conc.

0.008 500 mIU/ml FSH
0.009 500 mIU/ml LH
0.001 25000 IU/ml | hCG

520 MQ/AL b g ,ke SO MY/ML b oglSgan iomiw ololliw o5 08 TSHeWS o
(Yinterference<10%)s o5 iocw 5 5,56 1000 MG/IML b oy a5 5
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No

Boow~woohs~wN R

. Expected
Ratio (uIFI)J o
1 24.5
0.9 22.06
0.8 19.62
0.7 17.18
0.6 14.74
0.5 12.3
0.4 9.86
0.2 4.98
0.1 2.54
0 0.1

Rep 1 Rep 2
(uWIU/mL) = (uIU/mL)
245 24.5
225 21.8
19.7 20.6
18.5 17.8
15.3 15.7
12.7 13.1
9.5 10.2
5.1 47
24 2.3
0.1 0.1

recovery%

100.41%
102.70%
105.65%
105.16%
104.88%
99.90%
98.39%
92.52%

%Bias

0.41%
2.70%
5.65%
5.16%
4.88%
-0.10%
-1.61%
-7.48%

:(Trueness) giw yo -

(Recovery Evaluation) ob 3t b3, -0-)

Sl slas oliee lanl 85 plonil &0 90 4 g, wbb b Solatanw slas L)
alsl TSH 5l jascie polie 09581 b g bjb wlllas & b 5| (Proportional Error) .
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Concentration Recovered

%Recovery =
% y Concentration Added

X 100

el ey abasly 515 oo Gl bbb (o5l (b 4 a5 Silets sl jlade (pizxen

. X measured — expected
%Bias =

x 100
Expected
el 0dls A 55 Jeazx 02Ul ol mls

s Original 2 WIU/mL added 5 WIU/mL added 10 plU/mL added
mpl Concentrati

P on Recovery% Bias% ?EQC/:"E Bias% Recovery% Bias%

€ (WU/mL) v

0.25 109 8.00% 105 4.76% 105 4.88%
2 7.64 107 1.45% 104 1.58% 97 -1.70%
3 13.46 98 -0.26% 95 -1.35% 16 2.56%

(Method comparison) ! auwslie b 3, -0~
9y 5 QbR €558y TSH (imis £S5 15 ol @l s sl aalie (25
(n=105, range:0.06-22.78 plU/mL) ECLIA-Cobas E411-Roche diagnostic
gy 4 (CLSh alaslesl 5 ol slos aibivl ange EP 09-A2 sloial, b illas alxl
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,o (Linear regression) hs oyow,S, Josei @bt aodls .0s,5 Julov Jas 9w 5,

el 00 0391 dalsl
PS ELISA=1.003ECLIA —0.1351
r=0.9952

2 =0.9905

Linear regression Data analysis
PSI= - 01351 + 1.003 ECLIA

Psi

JEZTFRUNVEL

29,55 ssalie 400 pHIU/ML clale b Se odydy CuS cpl o

&=l 9 be
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