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Serum CrossLaps® ELISA

ENZYME IMMUNOASSAY FOR QUANTITATIVE ASSESSMENT OF BONE RESORPTION

Streptavidin coated l> One step incubation with l>

Add substrate l>

microtitre well standard/sample + solution (TMB)

antibody solution

50+150 ul Incubate 100 ul Incubate

. 2 hours 15 min
room temp. 300 rpm
X ~ (18-22°) X_V stop reaction
300 rpm wash read A 450-650 nm

Performance Characteristics
Method: e Sandwich ELISA
Format: * 96-well microplate with reagents sufficient

to test 40 samples in duplicate

Detection limit: * 0.010 ng/mL

Analyte: * B-isomerized sequence (EKAHDGGR) spe-
cific for a part of the C-terminal telopeptide
al chain of type | collagen (CTX-1)

Specimen: e Serum or plasma

Specimen volume: * 50 ul

Precision CV intraassay: * < 6%
Precision CV interassay: ¢ < 10%

Species Reactivity: * Human, bovine, horse, sheep, goat, pig,
dog, elephant, chicken

Shelf life: e 12 months

Assay time: * Approx. 3 hours

Sampling
Collect blood samples after overnight fasting and separate serum or
plasma within 3 hours. For prolonged storage samples should be frozen
(<-18°C).

Analyte Stability

Serum Plasma
at +4°C 3 days >60 days
< -18°C >36 months >36 months

The Serum CrossLaps® ELISA kit is for in vitro only.
Product number #4CRL4000.

o

4.

nordicbloscience
diagnostics

Assay Procedure

1. Prepare Antibody Solution maximum 30 minutes before starting
the assay. Prior to use equilibrate all solutions to room temperature.
Perform the assay at 18-22°C.

2. Pipette 50 uL of either Standards, Control, or unknown samples into
appropriate wells followed by 150 uL of the Antibody Solution. Cover
the immunostrips with sealing tape and incubate for 120+5 minutes
at 18-22°C on a microplate mixing apparatus at 300 rpm.

3. Wash the immunostrips 5 times with Washing Buffer diluted 1+50 in
distilled water.

4. Pipette 100 ulL of the Substrate Solution into each well and incubate
for 15+2 minutes an 18-22°C in the dark on the mixing apparatus
(300 rpm). Use sealing tape.

5. Pipette 100 uL of the Stopping Solution into each well.

6. Measure the absorbance at 450 nm with 650 nm as reference within
two hours.

Expected values Mean = SD

Premenopausal women 0.321 = 0.155 ng/ml

Postmenopausal women 0.506 + 0.255 ng/ml

Males 0.332 = 0.190 ng/ml

Antiresorptive effects monitored by Serum CrossLaps® ELISA

% OF BASELINE A decrease in serum CTX-I considera-
200 tions where the group response
significantly exceeds the MSC occurs
after 1-6 months in all treatment
150 groups. MSC: minimum significant
change an individual should exceed
for the response to be significant

Alendronate 10mg/day =
Ibandronate 2,5mg/day
HRT =

Tribolone 2,5me/day =
Placebo -+

MONTHS
Mean responses to anti-resorptive therapies.

As assessed with the Serum
CrossLaps® ELISA, 34 out of 35 iban-
dronatetreated women (97%), 42 out
125 . - of 50 tibolone-treated women (84%)
. and 117 out of 127 HRT-treated
100 women (92%) showed response to
therapy, i.e. a response larger than the
Minimum  Significant Change (MSC)
after 6 months of therapy.

% OF BASELINE
50

Ibandronate Tibolone HRT

Individual responses to anti-resorptive therapies after 6 months.
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