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Performance and Biotin Interference Evaluation of the Elecsys AMH plus for Measuring

Anti-Mullerian Hormone
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Background: This study aimed to evaluate the performance of Elecsys AMH plus (Roche Diagnostics GmbH, Mannheim, Germany), an improved
version of the reagent used for measuring anti-Mullerian hormone, compared to its predecessor, Elecsys AMH (Roche Diagnostics GmbH).
Methods: The precision, linearity, and limit of detection were assessed according to the CLSI (Clinical and Laboratory Standards Institute) guide-
lines. Method comparison and biotin interference evaluations were also conducted.

Results: Our results demonstrated that Elecsys AMH plus exhibited precision within 5% for both low and high concentrations, maintained linear-
ity within the analytical measuring intervals, was verified for the detection limit established by the manufacturer, and demonstrated excellent cor-
relation with Elecsys AMH (correlation coefficient >0.975). Furthermore, Elecsys AMH plus exhibited enhanced resistance to biotin interference,
with a change rate of under 5% even at a biotin concentration of 500 ng/mL.

Conclusions: Elecsys AMH plus demonstrated excellent performance in terms of precision, linearity, detection limit, and biotin interference re-

sistance.
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ZAZH| 2 Cobas8000 e801 (Roche Diagnostics, Basel, Swit-
zerland) S 0]8-5}0] H7FAIF Elecsys AMH plus®] U=, 24
3, 7%, 12 AL 7] Al9FQl Elecsys AMHEES] /g 3
JheATk 7 58] el 2 AMH Ab 2 2
A2 zho] 4 F 9770S] HAE Bkl AHgSET: 2 A+t
L= Agolel T aritelielse] S FSasn
(IRB No. S2022-2201-0004).

tory Standards Institute (CLSD EP5-A30]| w2} 5715 THO).

2) 2 "ot

CLSI EP 6-A25 e} A|2Fe] £471g+ analytical measur-
ing interval, 0.01-23 ng/mL)o]] &%= SHA|9] 55e(0.14, 494,
975, 1455, 1935 ng/mLy& EH]5te] 242} 48] b= 73 & 7}
S 2| AAF3)HE A (Weighted least squares regression analysis)
= &0l A48E B7IIHT, 8]

3) S ot

Flecsys AMH plus A|2F0] FA] =724 $HA|(limit of blank, LoB)
2} AHESH|dimit of detection, LoD)+= CLSI EP17-A2E- u}2}x] 4
S3FTHI). LoB H7H8- AR 2= A ZALOA] Al g8l A
AHE-3FIAL, LoD B7HE- AR il HAEES 1002 3
sjstol AL galeleh 212} 20214 v 2gsto] Lob B2k AAH
A} A LoBE W I 8 LoD B7h @7} LoBRr} W
AL 2ol W7} 1% vlghol Asiola Thekeloick

Table 1. Precision of the Elecsys AMH plus
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AMHZ} J2)5] Be] HofEAlE 247k Tk el s
IS 407HE Rk 242He] HAIE Cobas8000 e801
Zlof| 4] Elecsys AMH plus®} Elecsys AMH 5= 7}A] AloFo. &2 7+
% Ao} 27} kol ST AT A1
Alg=(coefficient of correlation, & AF&35}99t) CLSI EP09cE w}
2} Al 0975 ool Aol -sitial Aekskglon,
U == Pt Hholofl WE-E(%)0] AH|ZEALA AAIRE 7]E2]
129 of el stk hersielehs, 10

7} 28 W 24519

She 2k F0F 3 B2 30) AMH Zofzilo] 1] 0¥ Sigma-Al-
drich, St. Louis, MO, USA)S &35} 242 77140, 13.75, 275,
55, 125, 250, 500 ng/mL) H] QEl S 7} HE2 & 21719] AHE
UFEQITE AR Aok} 7]E AJRRO & = WK HbE ZAs)a
= 71 Aok Zzbo] thaljA] B Q8 5w Z7to) w2 AMH Z7
ke Waha-2 ALkl

3. SAEM =

EA| = 2 798 Microsoft Excel (Microsoft, Redmond, WA, USA),
EP evaluator 8 software package (Data Innovations, VT, USA), SPSS
version 19.0 (SPSS Inc., IL, USA)S AF-8-5}15ck

2 I

1. HeE

Level 12] -2 1.05 ng/mL, level 2= 5.64 ng/mL} o1 z+7}¢
O] HAF & AU, AR AdE, AR 7F A=t 4
= W5 5% O SR (Table .

jui]
=
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A, 2Eakel 204 29l At -8 W2 grelE o] 24

Blank HA1E 209 Wh Z4J3E A3} 5t 0.0038 ng/mL (SD

SD v
QC level Mean — —
Within-run Between-run  Between-day Total Within-run Between-run  Between-day Total
Level 1 1.05 0.0141 0.0129 0.0096 0.0214 13 12 09 20
Level 2 5.64 0.045 0.072 0.080 0.117 0.8 13 14 2.1

Abbreviations: QC, quality control; SD, standard deviation; CV, coefficient of variation.
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Fig. 1. Linear regression of the Elecsys AMH plus. (A) Regression line of the reagent, depicted by the solid line. The dotted line represents polynomial
regression. (B) Residual plot; the dotted lines represent allowable nonlinearity of 10%.

000058} Z1}E Bear, AxARE AAIZE LoB (0.007 ng/mL)&
2315 2 §lSitt LoD B7HEE2 et 0.0125 ng/mL (SD
0.0004)9] A1+5 ¥S31, LoB ulghe] Axk= giglek whebA, Az
Aol 4] A|X g LoB2} LoD= A &g 210 & 33:5FIrk(Table 2).

4, &gd 3 YRz ot
Passing-Bablok regression®|A] /A4 12 09994, H+t Hlo]
225 0,097 ng/mL, S+t HFo]o A MIELG.(0).C 5 89% T 7
A7 B A 7t -tk (Fig. 2).

5. H|QEI 7k AZ
Elecsys AMH plus A|2FO. 2 A 7HA] HAA|(A, =, s AMH)E
A o] HeE F=E X} 500 ng/mL7FA] 0% AMH

SA%E W32 5% m|Tto|giet. 7| AJSF Elecsys AMHE A&
gk S0l = 12'3 5= 1375 ng/mLY wj AMH Z73gko] 12% 5
714, B].2El 5= 7} 55 ng/mIoARElE AMH SA4%ko] A
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90% O|A} A5 th(Fig. 3).
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Table 2. Measurements for evaluating LoB and LoD

Runs LoB (ng/ml) LoD (ng/mL)
1 0.0038 0.0122
2 0.0046 0.0128
3 0.0049 0.0129
4 0.0041 0.0126
5 0.0032 0.0126
6 0.0033 0.0128
7 0.0042 0.0131
8 0.0040 0.0129
9 0.0036 0.0125

10 0.0037 0.0130

n 0.0035 0.0123

12 0.0037 0.0116

13 0.0040 0.0124

14 0.0034 0.0129

15 0.0032 00123

16 0.0047 0.0122

17 0.0027 0.0121

18 0.0035 0.0133

19 0.0036 0.0117

20 0.0036 00124

Abbreviations: LoB, Limit of blank; LoD, limit of detection.

= AMH 7ol 41(0-0.4 ng/mL) Hfo]ojA WE g0] 10.2%= A
A wholofs Mg -5.89%H0t Zith ¢ S AR 2 AME=
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Fig. 2. Method comparison. (A) Passing-Bablok regression; the dashed line represents the regression line and the dotted lines indicate 10% bias
claim plot. (B) Bias plot; the black horizontal dashed line represents mean bias. (C) Percent bias plot; the black horizontal dashed line represents

mean percent bias.
Abbreviation: AMH, anti-mullerian hormone.
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Fig. 3. Biotin interference test. (A) Low AMH concentration (0.267 ng/mL). (B) Medium AMH concentration (1.810 ng/mL). (C) High AMH concen-

tration (6.815 ng/mL).
Abbreviation: AMH, anti-mullerian hormone.
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