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Sample Mean Within-
Description (mlU/mL) Repeatability IEabo_ra_tory
recision
SD %CV SD %CV
Patient Pool 6.01 0.28 4.66 0.37 6.16
L2-Biorad 19.62 0.91 4.64 0.94 4.79
Patient Pool 40.6 1.76 4.33 2.42 5.96
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el 00l AN 55 Jsuz )0 gl (0 )5 Arwlre il blis

No . Expected Rep 1 Rep 2 .
Ratio (lﬂ% /mL) (pIU/me) (pIU?mL) recovery% = %Bias
1 1 83 83 83 NA NA
2 0.9 74.9 73.2 70.4 95.86% | -4.14%
3 0.8 66.8 64.5 68 99.18% | -0.82%
4 0.7 58.7 57.2 61.25 100.89% | 0.89%
5 0.6 50.6 48.7 47.9 95.45% | -4.55%
6 0.5 42.5 40.7 39 93.76% | -6.24%
7 0.4 34.4 32.7 315 93.31% | -6.69%
8 0.3 26.3 26.5 274 102.47% | 2.47%
9 0.2 18.2 17.7 18.6 99.73% | -0.27%
10 0.1 10.1 9.4 11.3 102.48% | 2.48%
11 0 2.0 2 2 NA NA

5,5 50,15 :NA

«(Trueness) gw s -5

(Recovery Evaluation) ot b obj, -5-1

Silatps sllad loe bl 85 bl Sjpo 50 & iy bl b Sl sl L)
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%R Concentration Recovered % 100
ecovery =
0 Y Concentration Added

el Cowdy i abal) 5lews S o ol Bias b ol b 4 45 Soletus slas laie fpuizeod
i X measured — expected
%Bias = x 100
Expected
sble mhaw 6 55 oLk Hlade g o eoliiul bl aie olgie a5 oS o laibinl op YL 5l s, i U5l 50

el ol A 5 Jeu 58 bl el s as oL

Base
STocoe A Rl RS2 b e
miU/mL
1 47.35 56.7 59.9 1.66% 109.50%
2 34.1 45.2 43.7 0.79% 103.50%
3 12.25 10 22.3 23.3 2.47% 105.50%
4 1.865 mlU/mL 11.8 12.7 3.24% 103.85%
5 59.4 69 70.7 0.65% 104.50%
6 6.9 16.7 17.7 1.78% 103.00%

. (Method comparison) ! amslie b 3,1 -5-2

ECLIA- (i) 5 ol <S5 pyw FSH ot oS 6,5 o3l molis o (sl dmmlia (b))
sleial, b sl 4 ool (N=84 range:2.5-88 mlIU/mL) Cobas E411-Roche diagnostic
53,8 s s g S5 sy (CLSl)G:eli.i.g_LA)'i 9 b oo laibinl avinge EP 09-A2
s B jsme 59,0 ECLIA 25, @l 5 (LY jsmadis3908 s375e (595 el oo @l (ol !
LiNear ) s 55 o905 il 40dls 08,5 s (b (g 55 90 5 oo (X

el 00 03,51 aslsl ;s (regression
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