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Sample Mean Repeatability Wlth::?—th?oratory
o recision
Description (ng/mL)
SD %CV SD %CV
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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%cross — reactivity = spiked conc x 100
P .

((ANES R IRV ‘
0.04 100 miU/mL hLH
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0.07 100 ng/mL Activin A
0.04 20 ng/mL Inhibin A
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Sy 85 po 0 adgl Cble © 5 las janils jge polie L) bty 6505 ojlul islae &jg0 1) alide slo 28, 5 05 38,
el 00l AN 5 Jga ;0 zull a5 (030,5 dwlore alizee bl o1y o8 9w 9 bk ol 5 020,5 dunlio o4 ol

No Ratio %ﬁgfgfs (nF;E;ﬁ]lL) (r%?&zL) recovery% %oBias
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 13.5 106% 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% -7.1%
11 0 0.07 0.047 0.087 NA NA

.o)Lxs 6oﬁ)15 :NA
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:(Trueness) giw ;o -0

(Recovery Evaluation) ob 3L o 3,/ -0-)

&,k ;! (Proportional Error) oo Sslewaw gllas oyl ool 8,5 plosl & g0 90 a0 (g, (bl b Sileias slhas oL
285 bl AMH I (et ol (05331 L g (sl lidlle

55 4 AMH asie jlaie gl o lwlisl (VL L oy 5l oz (S0 & g ol (Solane (250 99 4 ads) Aiged 4D b 4
S oS 03l s (Gl oy e 5 0 009 38] WSS i wo )0 V¢l s diged S ile 4T (6l sS4 jae o lalin] e les
20,5 dloe o alaily Byl 5l ool 00933 Jlade anis o

Concentration Recovered

%R _ X 100
/oRecovery Concentration Added

xW| Sy iy a5l ‘M;@QLQ wbbbgab) ol aS Solatuw gl lode uoren

. X measured — expected
%Bias = x 100
Expected

Lsglg.)’)l Y s a @Q})IL;';.E.L&GI@M?)Q @lijle)l.\a”uoou;;wl QUT@;&Q\WQC«S%MU.J oYLl 5)&;'“....‘563[.5)')1 40

1w 0l A ) J5.\> )

Sam. N Baﬁg /goan. Added Analyte rli;;?ni rf;??nzL Bias = Recovery
1 0.045 10.18 9.35 -2.79% 97.20%
2 1.15 12.31 1054 2.47% 102.75%
3 2.7 10 ng/mL 11.68 11.87 -7.28%  90.75%
4 4.5 13.74 13.64 -559%  91.90%
5 5.6 1545 16.45 2.24% 103.50%
6 7.2 1753 18.47 4.65% 108.00%

(Method comparison) ! duw e b ;5,1 -0-Y
BECKMAN COULTER AMH 35, 5 olelfiny <8 ,8  pps AMH s &S 6,65 o5l gl o o6l sl )
4 (CLSh aBiblejl 3 db slos lasliw] duwgo EP 09-A2 sloal, L glks ol (n=89 range:0.07-18.5 ng/mL)Gen 11
el 00 03,51 Aslal yo ot (50 )T Jloged 5l 4od 00,8 Ll a3 (g S b

PSI ELISA = 0.9113 BC + 0.1149
r =0.9892

r? =0.9785
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Regression Analysis

20
< 15 y=09113x+0.1149 o
= R2=0.9785 .-
c
(o] ...
w -
: 10 "__. g
> 5 /fé.
[« 9
0
0 5 10 15 20
BC AMH Gen |l

HEPV RNV

20,5 sanlie 2000 NG/MLELLE b Sen oauay cuS cpl jo

12210 9 &b

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
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CLSI. Interference Testing in clinical chemistry; approved guideline.2" ed. CLSI
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