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‘INTENDEDUSE \

The Inhibin A enzyme linked immunosorbent assay (ELISA) kit provides

materials for the quantitative measurement of dimeric inhibin A in human
serum. It is intended for in vitro diagnostic use as an aid in the diagnosis and
monitoring of various hormonal regroductive disorders. Down syndrome

(Trisomy 21) screening in the 2nd ed biochemical and

ultrasound markers may be asses, ith appro
software.?? It is strongly reco nded&vahdate
designated specifically for evf

combination with hAFP, hCG, an
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SUMMARY AND EXPLANATI

Inhibins are heterodimeric protein hormon

the ovary in the female and Sertoli cells o
selectively suppress the secretion of pituitary fi @tlmulati
(FSH) and also have local paracrine actions in the gon dC?

form of the inhibin molecule has a molecular weight of

tely

bru’g
Higher molecular weight forms, with precursor forms of the a%t also

occur in follicular fluid and serum.

and consists of the two distinct chains (o and B), linked by

In addition, free a—subunlt
unassociated with a B-subunit, and lacking inhibin bioactivity, are also p

Inhibin A consists of an a.-subunit and Ba-subunit. Measurements of Inhibi ﬂ

are shown to be useful in studying its role in human reproductive physiology.
In uncomplicated pregnancy, the maternal serum levels of inhibin A first
decrease, and then remain relatively constant in the first and second
trimesters of pregnancy. In the second trimester of pregnancy, inhibin A
concentrations are, on average, doubled in pregnancies affected by Down
syndrome.>> When screening is performed in the second trimester, upgrading
from the Triple to the Quad test may well be the only option that allows
national screening guidelines to be met. Inhibin A is also used in integrated
and serum integrated screening strategies.

PRINCIPLE OF THE TEST

The Inhibin A ELISA is a quantitative three-step sandwich type immunoassay.

In the first step Calibrators, Controls and unknown samples are added to
Inhibin A antibody coated microtiter wells and incubated. After the first
incubation and washing, the wells are incubated with biotinylated Inhibin A
antibody. After the second incubation and washing, the wells are incubated
with streptavidin horseradish peroxidase conjugate (SHRP). After the third
incubation and washing step, the wells are incubated with substrate solution
(TMB). After TMB incubation, an acidic stopping solution is added. In principle,
the antibody-biotin conjugate binds to the solid phase antibody-antigen
complex which in turn binds to the streptavidin-enzyme conjugate. The
antibody-antigen-biotin conjugate-SHRP complex bound to the well is
detected by enzyme-substrate reaction. The degree of enzymatic turnover of
the substrate is determined by dual wavelength absorbance measurement at
450 nm as primary test filter and 630 nm as reference filter. The absorbance
measured is directly proportional to the concentration of Inhibin A in the
samples and calibrators.
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‘ MATERIALS SUPPLIED

CAL-123A Inhibin A Calibrator A (Lyophilized)
One vial, labeled A, containing 0 pg/mL Inhibin A in animal sera and a non-

mercury preservative. Store unopened at 2-8°C until the expiration date.
Reconstitute calibrator A with 1.0 mL deionized water. Solubilize for 10
minutes, mix well, and use after reconstitution. Discard after 5 days, if stored
at 2-8°C. For longer storage after reconstitution, aliquot and freeze at -20°C
or colder for up to one year.

CAL-123B - CAL-123F  Inhibin A Calibrators B - F (Lyophilized)
Five vials, labeled B-F, containing concentrations of approximately 10-1200
pg/mL Inhibin A in animal sera and a non-mercury preservative. Refer to
calibration card for exact concentrations. Store unopened at 2-8°C until the
expiration date. Reconstitute calibrators B-F with 1.0 mL deionized water.
Solubilize for 10 minutes, mix well, and use after reconstitution. Discard after
L days, if stored at 2-8°C. For longer storage after reconstitution, aliquot and

&eez -20°C or colder for up to one year.

DIZATION NOTE: The Inhibin A calibrators are traceable to the

’ World e Ith Organization International preparation NIBSC code 91/624

Oversmn
123-I &
O 7 labele
concen ati

sm an

Inhibin A Controls | & Il (Lyophilized)
Is I and Il containing low and high Inhibin A
CLgra and a non-mercury preservative. Refer to

|brat|o T for exa ntrglranges. Store unopened at 2-8°C until the

tion da stitute @- Levels | and Il with 1.0 mL deionized

Iub|I|ze 10 minu , and use after reconstitution.

Discar ays, | t 2- 8 Ionger storage after reconstitution,
aliquot an eat 2 Iderf to one year.
PLT-123 l%bA oa otitration Strips

One stripholder, col x 12 stri 96 microtitration wells with Inhibin

A antibody |mmob|l|ze inside / each well. Store at 2-8°C until
expiration date in the res@e pouch

moisture.

a desiccant to protect from

-
ASB-123A  Inhibin A Assay Buffer A

One bottle, 6 mL, containing a protein-based (BSA)-buffer with a non-mercury

preservative. Store at 2-8°C until expiration date.

ASB-123B  Inhibin A Assay Buffer B
One bottle, 6 mL, containing a buffer solution with a non-mercury
preservative. Store at 2-8°C until expiration date.

BCC-123
One vial, 0.4 mL, containing detection antibody biotin in a protein-based

Inhibin A Biotin Conjugate Concentrate

buffer with a non-mercury preservative. Dilute prior to use in Inhibin A
Conjugate diluent. Store at 2-8°C until expiration date.
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CND-123 Inhibin A Biotin Conjugate Diluent
One bottle, 12 mL, containing a protein-based buffer with a non-mercury
preservative. Store at 2-8°C until expiration date.

SAR-123 Inhibin A Streptavidin-Enzyme Conjugate—Ready-to-Use (RTU)

One bottle, 12 mL, containing streptavidin-HRP (horseradish peroxidase) in a
protein-based buffer and a non-mercury preservative. Store undiluted at 2-
8°C until expiration date.

TMB-100 TMB Chromogen Solution
One bottle, 12 mL, containing a solution of Tetramethylbenzidine (TMB) in
buffer with hydrogen peroxide. Store at 2-8°C until expiration date.

STP-100 Stopping Solution
One bottle, 12 mL, containing 0.2 M sulfuric acid. Store at 2-30°C until
expiration date.

WSH-100 Wash Concentrate’A A

One bottle, 60 mL, containing phosph t@ff\sallne sgfuon with a nonionic
detergent. Store at 2-30°C untj iratio @Dllute h deionized
water prior to use.

MATERIALS REQUIRED BUT N

1.  Microplate reader capable of absorb @easure t450 n },

nm and 630 nm.

Microplate orbital shaker. O: i O

Microplate washer. Q
Semi-automated/manual precision pipette to deli 250 uL &

o vk wN

WARNINGS AND PRECAUTIONS

For in vitro-diagnostic use.

a) Follow good laboratory practice.

The following precautions should be observed: &O

b)  Use personal protective equipment. Wear lab coats and disposable
gloves when handling immunoassay materials.

c¢) Handle and dispose of all reagents and material in compliance with
applicable regulations.

d) If external package is damaged, inspect the components inside for any
other damage. Do not use if the components are damaged.

WARNING: Potential Biohazardous Material

Samples and blood-derived products may be routinely processed with
minimum risk using the procedure described. However, handle these products
as potentially infectious according to universal precautions and good clinical
laboratory practices, regardless of their origin, treatment, or prior
certification.® Use an appropriate disinfectant for decontamination. Store and
dispose of these materials and their containers in accordance with local
regulations and guidelines.

WARNING: Potential Chemical Hazard

Some reagents in this kit contain ProClin™ 300 and Sodium azide’ as a
preservative. ProClin™ 300 and Sodium Azide in concentrated amounts are
irritants to skin and mucous membranes.

For further information regarding hazardous substances in the kit, please refer
to the MSDS, either at AnshLabs.com or by request.

SAMPLE COLLECTION AND PREPARATION

a)  Serum is the recommended sample type.

b)  Sample handling, processing, and storage requirements depend on the
brand of blood collection tube that you use. Please reference the
manufacturer’s instructions for guidance. Each laboratory should

Vortex mixer. 0
Deionized water. O . @
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determine the acceptability of its own blood collection tubes and serum
separation products.

c) Samples may be stored at 4°C if assayed within 24 hours; otherwise,
samples must be stored at -20°C or -80°C to avoid loss of bioactivity and
contamination.

d)  Avoid assaying lipemic, hemolyzed or icteric samples.

e) Avoid repeated freezing and thawing of samples. Thaw samples no more
than 3 times.

f) For shipping, place specimens in leak proof containers in biohazard
specimen bags with appropriate specimen identification and test
requisition information in the outside pocket of the biohazard specimen
bag. Follow DOT and IATA requirements when shipping specimens®.

PROCEDURAL NOTES

1. A thorough understanding of this package insert is necessary for

successful use of the Inhibin A ELISA assay. It is the user’s responsibility
to validate the assay for their purpose. Accurate results will only be
obtained by using precise laboratory techniques and following the
package insert.

A calibration curve must be included with each assay.

w

Bring all kit reagents to room temperature (23 + 2°C) before use.
Thoroughly mix the reagents before use by gentle inversion. Do not mix
various lots of any kit component and do not use any component beyond
the expiration date.

4, Use a clean disposable pipette tip for each reagent, calibrator, control,
or sample. Avoid microbial contamination of reagents, contamination of

@ the substrate solutions with the HRP conjugates. The enzyme used as the

| is inactivated by oxygen, and is highly sensitive to microbial
cogtamination, Sodium Azide, Hypochlorous acid and aromatic
drocarbons often found in laboratory water supplies. Use

ncomp ashing will adversely affect the outcome and assay

z@—umlze potential assay drift due to variation in the
jato incu time, care should be taken to add the substrate
solu o the w void exposure of the reagents to excessive heat

or dlr /durmg @e and incubation.
R\EV GEN’M
@F and‘Min A Controls | & II: Tap and

rs A-% and Inhibin A Controls | & Il each

%lze for 10 minutes, mix well, and use

after reconstit

2. Wash Solution: ash con 25-fold with deionized water.
The wash solution |s for h at room temperature (23
2°C) when stored in a tlg aled bo tIe

3. Microtitration Wells: Select the number of coated wells required for the
assay. The remaining unused wells should be placed in the resealable
pouch with a desiccant. The pouch must be resealed to protect from
moisture.

4. Inhibin A Antibody-Biotin Conjugate Solution: The Inhibin A Antibody-
Biotin Conjugate Concentrate should be diluted at a ratio of 1 part
conjugate to 50 parts of Inhibin A Conjugate Diluent, according to the
number of wells used. If an entire plate is to be used pipet exactly 220 pL
of the Concentrate in to 11 mL of the diluent.

5.  Inhibin A Assay Buffers Premix Solution: The Inhibin A Assay Buffer A
(ASB-123A) and Inhibin A Assay Buffer B (ASB-123B) should be mixed by
gentle inversion in equal volumes (1:1 ratio) according to the number of
wells used. If an entire plate is to be used mix exactly 3 mL of the ASB-
123 B in to 3 mL of the ASB-123 A. The pre-mixture solution is stable for
use up to 4 hours. Discard the pre-mix solution after 4 hours.
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ASSAY PROCEDURE

Allow all specimens and reagents to reach room temperature (23 + 2°C) and
mix thoroughly by gentle inversion before use. Calibrators, controls, and

unknowns should be assayed in duplicate.

NOTE: All serum samples reading higher than the highest calibrator should be

mixed and diluted in the 0 pg/mL reconstituted Calibrator A prior to assay.

1.  Reconstitute Inhibin A Calibrators A-F and Inhibin A Controls | & Il each
with 1.0 mL deionized water. Solubilize for 10 minutes and mix well.
Label the microtitration strips to be used.

Pipette 50 pL of the Calibrator, Controls and Unknowns to the
appropriate wells.

4. Add 50 pL of Inhibin A Assay Buffers Premix Solution (ASB-123A and ASB-
123B in 1:1 ratio as described under the Preparation of the Reagents
section of this package insert) tggeach well using a repeater pipette.

5. Incubate the plate, shaking speed (60, rpm) on an orbital
microplate shaker, for 2.5 hour tempera (23 £ 2°C).

6.  During the last 20-30 m ation, the Inhibin A

Antibody-Biotin Conjufl‘I Iutlon ting t A Biotin

XDl nt as ed under

Conjugate Concentratein | @A Conju
the Preparation of the Reagents s

i ecfion ofthl age inserfl
7.  Aspirate and wash each strip 5 ti@' Wash Sol tion (3

well) using an automatic microplate

8.  Add 100 pL of the Antibody-Biotin Conj tlon t eII u5|
a repeater pipette.

9. Incubate the plate, shaking at a fast speed (60 pm) on
microplate shaker, for 1 hour at room temperatur 12

10. Aspirate and wash each strip 5 times with the Wash Soluf 50 u
well) using an automatic microplate washer. 6

11. Add 100 pL of the Streptavidin-Enzyme Conjugate-RTU to eac in
a repeater pipette.

12. Incubate the plate, shaking at a fast speed (600-800 rpm) on an o F#’;

microplate shaker, for 30 minutes at room temperature (23 + 2°C).

13. Aspirate and wash each strip 5 times with the Wash Solution (350 pL/per
well) using an automatic microplate washer.

14. Add 100 pL of the TMB chromogen solution to each well using a repeater
pipette. Avoid exposure to direct sunlight.

15. Incubate the wells, shaking at 600—-800 rpm on an orbital microplate
shaker, for 10-12 min at room temperature (23 + 2°C).
NOTE: Visually monitor the color development to optimize the incubation
time.

16. Add 100 pL of the stopping solution to each well using a repeater pipette.
Read the absorbance of the solution in the wells within 20 minutes, using
a microplate reader set to 450 nm.
NOTE: Zero calibrator should be programmed as “Blank” while reading
the optical density. If instrument has a wavelength correction, set the
instrument to dual wavelength measurement at 450 nm with
background wavelength correction at 630 nm.

RESULTS

NOTE: The results in this package insert were calculated by plotting the
log optical density (OD) data on the y-axis and log Inhibin A

concentration on X-axis using a cubic regression curve-fit. Alternatively,
log vs. log quadratic regression curve-fit can be used. Other data
reduction methods may give slightly different results.

Optimum results can be obtained at incubation temperature of 23 + 2°C.
Calculate the mean OD for each calibrator, Control, or Unknown.

Plot the log of the mean OD readings for each of the Calibrators along
the y-axis versus log of the Inhibin A concentrations in pg/mL along the
x-axis, using a cubic regression curve-fit.

b ‘
elNumber \,®IIContents Mean OD
/ o y; N
O
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4.  Determine the Inhibin A concentrations of the Controls and unknowns
from the calibration curve by matching their mean OD readings with the
corresponding Inhibin A concentrations.

5.  Any sample reading higher than the highest Calibrator should be
appropriately diluted with the 0 pg/mL (CAL A) and re-assayed.

6. Any sample reading lower than the analytical sensitivity should be
reported as such.

7. Multiply the value by a dilution factor, if required.

LIMITATIONS

The reagents supplied in this kit are optimized to measure Inhibin A levels in

human serum. If there is evidence of microbial contamination or excessive
turbidity in a reagent, discard the vial. For assays employing antibodies, the
possibility exists for interference by heterophile antibodies in the samples®.

The Inhibin A ELISA results should be interpreted with respect to the total
clinical presentation of the patient, including: symptomes, clinical history, data
from additional tests, and other appropriate patient examination information.

QUALITY CONTROL

. Each laboratory should establish mean values and acceptable ranges to

ensure proper performance.

. Inhibin A ELISA controls or other commercial controls should fall within
established confidence limits.

. The confidence limits for Inhibin A controls are printed on the Calibration

! card.

@ A full calibration curve, low- and high-level controls, should be included

ach assay.
should be colorless. Development of any color may indicate reagent

/: natlon or instability.

%RE(E‘N?K)IVE CALIBRATION CURVE DATA

Conc (pg/mL)

7, eiﬁrators 0.07

Q A1, A2 . o\ (Blank) 0
Jé , B2 6/', LN 0.04 9.9
‘&Q { c )k 0.12 26.4
v / D Y o040 99.0
E1 ff N R 1.14 323.4
F1,F2 'D Yy 3.06 1188.0
CAUTION: The ab@}ﬂ‘mus‘f no%mployed in lieu of data obtained by
the user in the labora y /‘
O, %«

ANALYTICAL CHARACTZRigTICS * /'
O

*
Analytical Sensitivity:

The analytical sensitivity in the assay as calculated by the interpolation of
mean plus two standard deviation of 42 replicates in 21 runs of calibrator A (0
pg/mL) and calibrator B (9.9 pg/mL) is 5.45 pg/mL.

Imprecision:

Reproducibility of the Inhibin A assay was determined in a study using Four
serum pools. The study included a total of 21 assays, four replicates of each
per assay (n=84). Representative data calculated are presented in the
following table.
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Mean significant cross-reaction. Specificity to other species has not been
Sample Within Run Between Run Total g P Y P
Conc. determined.
(pg/mL) SD %CV SD %CV SD %CV
Pool-1 101.34 4.8 4.7 4.2 4.1 6.3 6.3 % Cross-
Pool-2 | 34485 | 116 3.4 14.8 43 18.9 5.5 Sample Crossyreactant Concentration )
Pool-3 31.83 2.0 6.1 1.8 5.6 2.6 8.3
Pool-4 84.293 4.7 5.6 3.4 4.0 5.8 6.9 1 Inhibin A 1000 pg/mL 100%
2 Activin A 50 ng/mL ND
Recovery: 3 Activin B 50 ng/mL ND
Known amounts of Inhibin A were added to five serum samples containing 4 Activin AB 50 ng/mL ND
different levels of endogenous Inhibin A. The concentration of Inhibin A was 5 Follistatin 288 50 ng/mL ND
determined before and after the addition of exogenous Inhibin A and the 6 Follistatin 315 50 ng/mL ND
percent recovery was calculated. 7 Inhibin B 1000 ng/mL ND
8 Alpha 2 Macroglobulin 50 ng/mL ND
Endogen‘ous Expected Observed Average 9 FSH 50 ng/mL ND
Sample ID Value in . JmL N /mL %Recovery %R ng/m
pg/mL inpe/m inpe/m ecovery 10 Myostatin 50 ng/mL ND
1222 N\ 109.8 90%
1 68.9 170. J 138.8 1% 85% Interference:
214.9 179.3 S &3% ’
1333 N 9% When hemoglobin, triglycerides and biotin were added at a concentration
2 80.6 éﬁ % 89% greater than two folds of their physiological concentration to control sample,
5{) 1% 83% f My average Inhibin A concentration were within + 15% of the control as
18 4(' 180.2 99% . .
3 1321 281" | 42093 o2 c % represented in the following table.
269.8 4 ')5‘6'5 25% Interferent Sk 52‘:9:: Inhibin A Diff:fence
234.7 '@ D/‘ Interferent Dose Inhibin A Inhibi’; A Difference w
4 187.1 278.1 2109 994 @ 97 1 (pg/mL) (pg/mL) (pg/mL) Reference
317.6 2022 ) 2% ) / ¢ 100.7 89.6 -11.2 -11.1
2139 2108 p % 7, 1255 116.0 96 76
5 165.2 258.2 231.3 P78% é Hemoglobin 68 mg/dL 178.9 175.8 3'0 1'7
298.6 283.5 X ) - . — —
< ~ T 7 6 A 149.3 143.3 -6.0 -4.0
/‘ 0 D 102.1 99.6 25 25
Linearity: O @ ) ) 128.5 130.6 2.0 1.6
. o ﬁ * Triglyferiges 500 mg/dL
Based on NCCLS EP-6-P, multiple dilutions of the four serum safnples and / 195.2 204.9 5.7 5.0
Calibrator F containing various Inhibin A levels were diluted with calibr@ A. O 133'3 133'? %2 t’%
The % recovery on individual samples is represented in the following tab a—,’ ‘9 < 125:5 128:(, 2.'4 2:0
Sample Dilution Expected Observed Average'@ < 9\/ erides mg/dL 1789 1889 100 e
D factor (1in Value in Value in %Recovery %Recovery O / . m 1493 150.8 15 1.0
X) pg/mL pg/mL / B"f ./ 1200\’@ 249.7 259.2 9.5 3.8
Neat 1188.0 a " /] " _114.6 109.0 56 4.9
1:2 594.0 597.5 101% Q o I‘q %33 268.1 5.2 -1.9
Calibrator 1:4 297.0 281.4 95% 93% 4 A“n v/)ng/mL 1 117.4 1.3 1.1
F 1:8 148.5 130.2 88% ) e 2/ 272.5 0.3 0.1
1:16 743 65.9 89% ¢ 1BF )| 1178 1.7 1.5
1:32 37.1 34.1 92% * @
Neat 364.8 / .
2 1824 213.6 117% Expected V. 'g: ) Q
1 2 91.2 1023 112% 109% Serum samples e@ z‘ed ufing Ansh Inhibin A ELISA. The expected ranges
8 45.6 48.9 107% for Inhibin A were ?ted usi Phenon-parametric estimation using
16 22.8 22.7 100% Analyse-It® for Microso @Il‘ /}_‘
Nezat :;Zi 1123 108% o N OV Median conc. Inhibin A
2 4 53 O 60. 5 114‘;; 109% i L ‘ specimens (n) (pe/mt) (pe/mt)
3 26.5 265 100% Normal Cycling Females >
16 13.3 15.1 114% Early follicular phase (-14 to -10) 16 13.0 5.3-22.2
Neat 645.7 Mid follicular phase (-9 to -4) 43 19.5 5.3-72.1
2 322.8 340.5 105% Late follicular phase (-3 to -1) 23 51.7 22-115
3 4 161.4 173.4 107% 104% Mid cycle (Day 0) 7 99.4 90-151
0,
8 807 86.8 108% Early Luteal (1 to 3) 25 735 29-209
16 40.4 39.3 97%
Neat 418' ) - E Mid Luteal (4 to 11) 47 45.1 9-213
2 209'1 216.6 104% Late Luteal (12 to 14) 18 12.5 5.9-26
4 4 104.5 101.3 97% 93% Post-Menopausal Females (Years)
8 52.3 45.3 87% 54-74 39 1.17 ND - 5.24
16 26.1 22.2 85% Males Age (Years)
3-10 9 4.53 2.3-6.5
Analytical Specificity: 11-24 35 2.9 1.0-10.3
This monoclonal antibody pair used in the assay detects Inhibin A. Other 25-40 26 341 20-55
related molecules at the concentration in the table below did not show any 41-60 34 34 21-81
61-77 68 2.68 1.0-6.8
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The values represented in the graph and the table below are maternal serum
inhibin A in the second trimester.

Change in Inhibin A Concentration with Gestational Age
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Passing Bablok analysis of the results yielded the following Regression:
Inhibin A ELISA (AL-123i) = 1.03 (Method A) -14.9 (r=0.97; P<0.0001)

900 A
900 - ——95% Cl Notched Qutlier Boxplot E 800 4
* * . —95% CI Mean Diamond 5 700 |
800 - * * Outliers > 1.5 and < 3 1QR =2
700 4 ¢ + Outliers > 31QR % 600
E 6001 ; . o 500 1
B0 ! . : < 400 +
% 400 | : 4 300 A
— C
< 300 A = 200 A
- w
200 - < < & 100 4
100 - 0 T T T T
0 o K 0 200 400 600 800
150 16.0 17.0 18.0 19.0 20, 210 220 Commercial Inhibin A Kit (pg/mL)
Gestatjonal Age (Wks)
sooulati NO of sfbc 3 Me@c. Inhibin A (pg/mL) Receiver Operating Characteristic (ROC): The Inhibin A ELISA has been
opulation ¥ L (Pg/mimy 95% Cl compared to commercially available Inhibin A kit (DxI) using a case-control
Gestational Age (weeks) X AP o W' study set of 45 cases (Down Syndrome) and 221 controls. A receiver operating
7/ . . : s
15 [ 4 s (_ £490.02 ﬁ@ t0 208.20 characteristic (ROC) curve including Down syndrome samples indicated that
7 L4 the screening efficiency using the Ansh Inhibin A ELISA (AL123i) is comparable.
16 D) 169€0 {970 187.21
17 158 7 &) 14840 gy78.40 .
I r
18 108 ad 169. 90/1 149.7M & _,-r-r,(
-
19 48 46010 203 = 0.8 1
. i
20 26 ‘J 0 9. 232.6 =
/-” Y, 206 |
21 12 zMr\ 1359 dt0ag3.60 2
Qix
22 9 153.08%, .00 = Mo discimination

Note: It is recommended that each laboratory should determi 1Ons*ﬁs*
range(s) for its own patient population. The results of this assay e used
in conjunction with other relevant and applicable clinical information.

Intra-Cycle Variability of E2, Inhibin B and Inhibin A

The mean + SE concentrations of inhibin A, estradiol, and Inhibin B in 9 subjects SO

are shown, aligned relative to the day of the mid cycle LH peak. The inhibin A
levels remained low (13 pg/mL) during the early follicular phase and rose in
the late follicular phase to reach a peak concentration (99.4 mL) on the day of
the LH peak. After the LH peak, inhibin A levels fell briefly, then rose again
during early to mid-luteal phase, and fell again in concert with the drop-in
progesterone during the late luteal phase (12.5 pg/mL). Estradiol and inhibin
A were highly correlated during the follicular phase (day -14 to -2) as evident
by the following linear regression data:

250.

=o—Inhibin B
=#~Inhibin A
-m-Estradiol

200

pg/mL

g Kex—X

X.X_X—X-x-x
v 0-6 T v v T Y

-12 -9 -6 -3 0 3 6 9
Days from LH Surge

-15

Method Comparison:

The Inhibin A ELISA has been compared to commercially available Inhibin A kit
(Method A) using 116 pregnant female serum samples in the range of 50-795
pg/mL.

Anshinhibin A
(0.837)

Ol Inhibin A
(0.862)

0 0.2 0.4 0.6 0.8 1
0 O FPF (1 - Specificity)

statls@y significant difference between these assays in the
inhibin Xtr’lbutlon pa@eters or the proportion of cases with elevated levels.

%EREN@ 4 ( )
mon R afg Iman ated first- and second trimester Down

1. ga/
@me scre Qst am ﬁfected IVF pregnancies. Prenat.
1 129

. Cros&trimester marker ratios in prenatal
screening n ynd

renat. Diagn. 2006; 26: 514-523
3. Wald NJ, Rod ackshaxé,vwalters J, Chitty L., Mackinson AM.
Firstand second t er antena ﬁ ing for Down's syndrome: the
results of the Serum m and Ult 6d Screening Study (SURUSS). J
Med Screen. 2003; 10: 5
4.  Canick JA, MacRae A. Secondetrimester serum markers. Semin Perinatol.
2005; 29: 203-208.

5. Malone FD, Canick JA, Ball RH, et al.
evaluation of risk (FASTER) research consortium. First-trimester or

First- and second- trimester

secondtrimester screening, or both, for Down syndrome. N Engl J Med.
2005; 353: 2001-2011.

6. HHS Publication, 6th ed., 2020. Biosafety in Microbiological and
Biomedical Laboratories. Available:
https://www.cdc.gov/labs/pdf/SF__19_308133-A_BMBL6_00-BOOK-
WEB-final-3.pdf

7. DHHS (NIOSH) Publication No. 78-127, August 1976. Current Intelligence
Bulletin 13 - Explosive Azide Hazard. Available:
http:// www.cdc.gov/niosh.

8.  Clinical and Laboratory Standards Institute (CLSI). Procedures for the
Handling and Processing of Blood Specimens for Common Laboratory
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Wayne, PA: Clinical and Laboratory Standards Institute; 2010.

FOR EXPORT ONLY

9. Kricka L. Interferences in immunoassays — still a threat. Clin Chem 2000;
46:1037-1038.

This assay is intended for in vitro diagnostic use.

The Ansh Labs logo is a trademark of Ansh Labs.

v

Manufactured by:
Ansh Labs
445 Medical Center Blvd.

|\Neb5ter, TX 77598-4217, U.S.A. % A |
s O
C €z797 %Q G/‘ /‘///

Notified Body: ,O
BSI Group The Netherlands B.V. /b O

Say Building 6 &
John M. Keynesplein 9 O O //’
1066 EP Amsterdam O % L
Netherlands O/ & @
s G A

European Representative: O

*
QNET B.V. Vs O/‘
Kantstraat 19 @ O 0
NL-5076 NP Haaren + 0 O
The Netherlands (EU) & @/\

x %
Ansh Labs consumables are being shipped with English /

Instructions for Use (IFUs). You may contact your local Ansh Labs sales Os O

representative or technical support organization to obtain translated IFUs.

/
Les consommables pour Ansh Labs sont livrés avec des instructions O
d'utilisation en anglais. N'hésitez pas a contacter votre société d'assistance O

technique ou votre représentant Ansh Labs local pour obtenir des instructions @
traduites. ¢

Die Verbrauchsmaterialien von Ansh Labs werden mit englischer
Gebrauchsanweisung (IFU) geliefert. Wenden Sie sich gegebenenfalls an
lhren zustdndigen Vertreter von Ansh Labs oder den technischen
Kundendienst, um lbersetzte Gebrauchsanweisungen zu erhalten.

Los consumibles para Ansh Labs se entregan con las instrucciones de uso (IFU)
eninglés. También puede ponerse en contacto con el representante local de
ventas de Ansh Labs o con la empresa de asistencia técnica para obtener las
IFU traducidas.
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| Symbols used with Ansh Labs Assays

Symbol

English

Deutsch

Frangais

Espafiol

Italiano

European Conformity

CE-Konfirmitéats-
kennzeichnung

Conformité aux
normes européennes

Conformidad europea

Conformita europea

C g

Biohazard Biogefahr danger biologique Riesgo bioldgico rischio biologico
Caution Vorsicht mise en garde precaucion attenzione

. X . Consulter les
Consult instructions Gebrauchsanweisung Consulte las Consultare le

for use

beachten

instructions
d’utilisation

instrucciones de uso

istruzioni per I'uso

In vitro diagnostic

In-vitro-Diagnostikum

Usage Diagnostic
in vitro

Para uso Diagndstico
in vitro

Per uso Diagnostica in
vitro

Katalog-Nr.

Numéro de catalogue

Numero de catélogo

Numero di Catalogo

deyjce
&;ue numw

'Lot. &ch coo(}

}hargen—Nr.

Numéro de lot

Numero de lote

Numero di lotto

S

@age knvé?ye

La@stemperatur
y 3

Température de
conservation

Temperatura de
conservacion

Temperatura di
conservazione

SECEHHE RN

o~
U MindeM rkeits- | Date limite
Ex@aate 4 &X dutilisati Fecha de caducidad Data di scadenza
~ A um v/‘ utilisation
Date of M e ngsdat X(iate de fabrication fecha de manufactura | Data di produzione
Legal Manufactufer, ,"Herst (/'ﬁricant Fabricante Fabbricante
L]
Content Content kﬂ alt v C@ion ement Contenido Contenuto
> faX A
Volume/No. Volume / No. Vi W/An&y& Vquthité Volumen/NiUmero Volume/Quantita
P

N4

96-well plate

Platk’ mit \gé
4

placa de 96 pocillos

piastra a 96 pozzetti

Vertiefungm
< Iy

40 ueéQ(Q%\
2 e

O
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