Cartilage Markers

Urine CartiLaps® EIA

For the quantification of degradation products of C-terminal
telopeptides of type Il collagen (CTX-I1]) in urine.

immunodiagnosticsystems

Intended Use / Abstract”

The Urine CartiLaps® EIA detects degradation
products of C-terminal telopeptides of type |l
collagen. It is intended for in vitro diagnostic use
as an indication of degradation of cartilage and
may be used as an aid for:

e Quantitative assessment of disease activity (structural damage
of articular cartilage) in patients with RA and OA.

® Prognosis of disease activity in patients with RA and OA.

e Early assessment of long-term effect of therapy in patients
with RA.

Physiology

Disruption of the structural integrity of cartilage is the major
histological finding in osteoarthritis and rheumatoid arthritis.
Type Il collagen is the major organic constituent of cartilage
and fragments of type Il collagen (CTX-II) are being released
into the circulation and subsequently secreted into urine
following degradation of cartilage. In urine, the CTX-ll
fragments can be quantified by Urine CartiLaps® EIA.

The Urine CartiLaps® EIA has been reported to be useful in the
prediction of progression of osteoarthritis (Reijman (2003}, Garnero
(2003)), rheumatoid arthritis (Garnero (2002) and in other clinical
and pre-clinical investigations (please refer to References).

Clinical Application”

Clinical Studies

® Quantitative assessment of cartilage degradation in
rheumatoid arthritis and osteoarthritis.

® Monitoring therapeutic effect on cartilage degradation.
® Predicting disease progression in arthritis patients.

The Urine CartiLaps® ELISA is used for quantitative assessment of
cartilage degradation. The assay detects C-telopeptide fragments
of collagen type Il (CTX-II) generated during cartilage erosion.

Predicting disease progression in rheumatoid arthritis:
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Garnero et al. Arthritis Rheum 2002 Jan; 46(1):21-30
Baseline levels of CTX-II correlated with the changes over 1 year in the total sharp

score (JSN and bone erosion).

Predicting disease progression in osteoarthritis:
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M. Reijman et al. Arthritis Rheum 8: 2471-2478 (2004).

Baseline CTX-Il is predictive of hip OA progression in 1235 study participants
followed for 6.6 years.

Circadian variation of Cartilage Markers

Collection time should be consistent
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Assay Protocol / Workflow

Streptavidin Add standard/sample Add peroxidase Add substrate
coaled microtitre well + primary antibody conjugated antibedy solution (TMB)
+ biotinylated
antigen >
100 L Incubate, EID ain, g 404100 pl Incubate, 100 pL Incubaie, 60 min. 100 pL Incubate, 15 min.
reom temp. over night room temp. k without mixing
{18-22°C) {18+/-3h1) {18-22" C) $16p reaction
without mexing cold store L 1 without moang read A4es aatnm
wiash mmm mm wash
Code: AC-10F1 It is recommended to use second morning void urine specimens, but
Intended Use: For IVD use any spot urine sample may be used. Urine samples are stable for 24
Format: 96 Wells hours at 4°C and should be stored frozen (<-18°C) for longer storage.
Methodology: Competitive ELISA Urine samples are stable for at least 10 freeze-thaw cycles. Prior to

Number of Tests per Kit:

40 determinations in duplicate

Standards: 6

Controls: 2
Specimen Type: Urine
Specimen Volume: 40 pL
Sample Extraction: No

Min. Det. Concentration: 0.20 ng/mL
Specificity: Human
Assay Range: 0-10 ng/mL
Precision

CV'’s within run: (6%

CV’s between runs: <10%

Total Assay Time: Overnight
Hands-on Time: 60 minutes

Data reduction:

4-parametric curve fit

use, urine specimens should be shaken and sedimentation allowed for
a minimum of 30 minutes.

Do not add HCI to urine samples.

Analyte Stability

Urine
RT 8 hours
4-8°C 7 days
-20°C >36 months
-80°C >36 months
Expected Values

It is advisable for each laboratory to establish its own range of healthy
and pathological CTX-Il values. As an example, the geometric mean
values and 95% confidence interval (CI) for various populations are
given in the table below. For further information, please refer to the
reference list at the end of these instructions.

Expected values
Populations Number of Age Mean CTX-II 95% ClI
subjects (Years) (ng/mmol) (ng/mmol)
All women 459 20-85 299 79-1137
Pre 20-30 yrs 38 20-30 464 103-2086
Pre 30-60 yrs 165 30-59 200 65-618
Post 256 46-85 363 112-1172
Pre 48-53 yrs 28 48-53 164 66-410
Post 48-53 yrs 38 48-53 318 89-1132
All male 247 22-87 278 87-895
Male 20-30 yrs 27 20-30 501 214-1171
Male 30-60 yrs 141 30-60 236 89-628
Male > 60 yrs 79 60-87 305 85-1096

Visit www.idsplc.com for a list of world-

The CTX-Il value determined should be corrected with creatinine
concentration. Determine the concentration of creatinine (mmol/L) in
the sample using an enzymatic colorimetric routine method for clinical
chemistry analysers and perform the correction using the equation:

1000 x Urine CartiLaps (pg/L)
Corrected CTX-Il Value (ng/mmol) =

Creatinine (mmol/L)

wide distributors




Assay Features

® Easy to perform.

® All values should be corrected for creatinine.
® Overnight incubation.

® 2 kit controls supplied with the kit.

® Analyte is very stable.
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Contact Details

United Kingdom:

Immunodiagnostic Systems Limited (IDS Ltd)

10 Didcot Way, Boldon Business Park,

Boldon, Tyne & Wear, NE35 9PD, UK

Tel: +44 (0) 191 519 0660 Fax: +44 (0) 191 519 0760
Email: info.uk@idsplc.com www.idsplc.com

United States of America:

Immunodiagnostic Systems Inc.

8425 N. 90th Street, Suite 8, Scottsdale, AZ 85258
Tel: 480.278.8333 Fax: 480.836.7437

Email: info.us@idsplc.com www.idsplc.com

Germany:

Immunodiagnostic Systems GmbH (IDS GmbH)

Mainzer Landstrasse 49, 60329, Frankfurt am Main, Germany
Tel: +49 (0) 69 3085 5025 Fax: +49 (0) 69 3085 5125
Email: info.de@idsplc.com www.idsplc.com

France:

Immunodiagnostic Systems (IDS)

153 Avenue D'ltalie, 75013 Paris, France
T: 0140 77 04 50 F: 0140 77 04 55
Email: info.fr@idsplc.com www.idsplc.com

Scandinavia:

Immunodiagnostic Systems Nordic a/s (IDS Nordic a/s)
Marielundvej 30, 2. Sal, 2730 Herlev, Denmark

Tel: +45 44 84 0091

Email: info.nordic@idsplc.com www.idsplc.com
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