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Sample Mean Within-Laboratory

Description (mlU/mL) Repeatability Precision

SD %CV SD %CV
Patient Pool 3.1 0.26 8.39 0.33 10.65
Patient Pool 43 2.8 6.51 1.0 2.33
Patient Pool 72 3.7 5.14 3.1 431
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" X
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Tested hormones Cross Concentration
Reactivity%
FSH 0.05 500 mlU/ml
hCG 0.37 25000 1U/L
TSH 0.18 500 plU/ml

oy jrlS 55 5 20 MO/AL b 9k SO MPML G sl g0 iomis ol 28,0 LH s 0
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. Expected Rep 1 Rep 2 recover .
No | Ratio (mIB/mL) (mIU’/JmL) (mIUF/)mL) % %Bias
1 1 93 91 95 NA NA
2 0.9 83.83 81.5 79 95.73% -4.27%
3 0.8 74.66 72 79 101.13% 1.13%
4 0.7 65.49 63 60 93.91% -6.09%
5 0.6 56.32 52 59 98.54% -1.46%
6 0.5 47.15 51 45 101.80% 1.80%
7 0.4 37.98 36.2 39.7 99.92% -0.08%
8 0.2 19.64 21 18.5 100.56% 0.56%
9 0.1 10.47 9.3 9.7 90.74% -9.26%
10 0 13 1.2 1.4 NA NA

3,105 50,5 :NA
(Trueness) g ys -5
(Recovery Evaluation) ot ;b b, -5-1
ot Slets ot lie la) 2855 plnil Dygo 90w By, bl b Soletcs sl L)
d S el LH 5l aseie polie 50938 b g objb Slallas &,k 51 (Proportional Error)
(dlgs s 5 009338 Sglite LH (glgioe L calizes sla aig0 & LH 5l paseie polie b0 cnl 5o
05 anlre i alal) &b sl ool 03938l lade (Sl 5 Creaisd 65 o3l s
Concentration Recovered

%R = X 100
orecovery Concentration Added

el oy 5 abaly 50,8 o olo BIAS b ol ()b 4 a5 Slatans sl jlade (yaizean
X measured — expected

%Bias = x 100
woBias Expected

ol 0uds A 55 Jsuz jo 2bj)) cnl mls
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Original 5 mIU/mL added 10 mIU/mL added
Sample Concentration Recovery Bias Recovery Bias
(mlU/mL) % %
1 5.0 97.6 -1.52% 96.0 -1.90%
2 17.4 104.0 0.89% 101.0 0.36%
3 45.1 106.0 0.60% 108.5 1.54%

(Method comparison) gl aws bie b 3, -5-2
ECLIA-i5) 5 ol @808 oy LH o oS (65 ojlail @l e ol anglie (5
EP 09-A2 lual, L sl sl (N=100, range:2.0-99.0) Cobas E411-Roche diagnostic
Noged 5 qls aodls 033, Jelows (s (5055 B9y 4 (CLSD R 2leil 5 sl sl sl as

sl 00l 00 )51 dalsl o s g S,

PSI=-0.0208 + 0.9905 ECLIA

Ordinary Linear regression
PSI= - 0.0208 + 0.9905 ECLIA

r =0.9973 ®
i @
r? = 0.9945 ®

Sob oasay -6

s oass 2000 MIU/MLeLL b Sea 5l euS onl jo
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