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Patient Pool 0.87 0.048 5.22 0.035 4.02
Patient Pool 1.70 0.06 3.53 0.074 4.35
Patient Pool 6.37 0.34 5.38 0.404 6.34
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clale 4y Cond Djgo a5 0D aule

el ool Ao W] oo el [ a8 Joax (o bl s 8 ol adsl AMH

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

%cross — reactivity = -
ty spiked conc.

x 100
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((ANESRCIRW
0.04 100 mIU/mL hLH
0.06 100 mIU/ml hFSH
0.06 100 ng/mL TGF p1
0.07 100 ng/mL Activin A
0.04 20 ng/mL Inhibin A

50 b wslSgen 3 1000 MQ/AL b ooy yuudS 55 20 MO/AL b 455565 1t (o, (o omizmod
(Ghinterference<10%)s Jus Lioxiw p s b Gblin <8 b ppmw AMH i o mg/dL
(Linearity)yog s -4

0.07 ng/ML clile b 6,55 ai50i L1, 18.5 NG/ML gl cdale b aises S o390 b3 (b)) jolans &
olie 1) by (655 ol chelae ©j90 4y 1) Cilizns (glo 28, 5 020,535, ;R00Su b kit b o
2@l s il Olie 5 02055 dllio og el Sy €3 2y Ayl Ll 5l izl 5
el 00l AN 5 Jsaz 10 gl 45 «030,5 duloee calisee blas

No. . Expected Rep 1 Rep 2 .
Ratio (ng/mL) (ng /EnL) (ng /FnL) recovery% %Bias
1 1 18.50 18.2 18.8 NA NA
2 0.9 16.66 17.3 17.5 104% 4.5%
3 0.8 14.81 16.4 16.5 111% 11.0%
4 0.7 12.97 14 135 106% 6.0%
5 0.6 11.13 12.4 11.9 109% 9.2%
6 0.5 9.28 9.5 8.7 98% -2.0%
7 0.4 7.44 6.9 7.5 97% -3.2%
8 0.3 5.60 5.5 5.2 96% -4.4%
9 0.2 3.75 3.1 3.9 93% -6.8%
10 0.1 1.91 1.8 1.75 93% -71.1%
11 0 0.07 0.047 0.087 NA NA

.Q)MJ ‘5¢ﬁ)L< NA
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(Trueness) g s -5
(Recovery Evaluation) ot ;b b3, -5-1
Sl gl Ol bl 285 el Soge 5 4 gy ebb b Sl slas L)
8 ol AMH 5l jaseie polie (09331 b g objb Sldlae 3 b 51 (Proportional Error) ..s
e gl bl Gu VL L oy 5l gom (S g el (S5l (i 50 ) a5 iged ad 5k o
WSS i 0,0 1051 i diged S 5ile 457 (6l 4565 4 yio o il pa e (6,500 4 AMH jasin
alone o5 Al oo 51 o 009331 ke (a5 (5565 05l s (GALSIS (o0 s 3 15 03951
RSy

Concentration Recovered

%R = X 100
¥oRecovery Concentration Added

el sy alaly 5o S o by b 2ol by @ a8 Siletianw glas jlade (pizmen
. X measured — expected
%Bias = x 100
Expected
Gble mhw 655 oLk lade 5 o esliiul bl e olgie a5 S o laibinl op YL 5l s, i b5, 50

ol odl AN 5 Jga 5o sgli)')l o @L..; IR sggj)l

Base Conc. Added Rep 1 Rep 2 .
$am. No ng/mL Analyte ng/mL ng/mL Bias Recovery
1 0.045 10.18 9.35 -2.79% 97.20%
2 1.15 12.31 10.54 2.47% 102.75%
3 2.7 _
10 ng/mL. 1168 | 1187 7.28% 90.75%
4 45 13.74 | 1364 | -559% | 91.90%
5 5.6 15.45 16.45 2.24% 103.50%
6 7.2 17.53 18.47 4.65% 108.00%
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(Method comparison) ! awslie b 3,1 -5-2
5 Wiy <Syb e AMH izl oS @5 olail @l o @l amlie L)
&lae plwl (N=89 range:0.07-18.5 ng/mL)BECKMAN COULTER AMH Gen |1 s,
e e 3% b 4 (CLSD S]] 5 ll oo olin] annie EP 09-A2 slacal,

sl 00 03551 daldl J3 ot g S, 5503 g =l el s )8

Regression Analysis

18
<10 =09113x+0.1149 @
PSI ELISA = 0.9113 BC +0.1149 R
12 o
810 ®
b .
T =0.9892 Z s
g 6
2
a
4
% =0.9785 2
0
0 10 20
BC AMH Gen Il
(Sgb owyy -6

20,5 sanlie 2000 ng/mLcbke & Sop oy S cpl o
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