CYSTATIN C-CHECK-1

Quantitative determination of Cystatin C
in whole blood, plasma or serum samples
FOR EASY READER® AND EASY READER+® USE ONLY
Ref. 85091 (20 tests) / Ref. 85091-10T (10 tests)

I- PRINCIPLE

Glomerular filtration rate (GFR) is the best ind@aof renal
function. GFR is usually estimated by serum créagiror the
creatinine clearance calculated on urine collectedr 24
hours (1). Serum creatinine has a very poor sgitgitnd is

dependent of muscular mass, sex and age (2).

Cystatin C is a low molecular weight protein, agtias a
protease inhibitor, which is synthesized in all lrated cells
(3) and eliminated freely in urine by glomerulaltréition in

human kidney. This protein is quite completely batzed in

the proximal tubules and therefore its plasmaticcentration
might be used to estimate GFR in the context ofithiéation

of creatinine clairance determination.

Cystatin C also increases in the case of malignaianoma
and in patients infected by HIV.

As cystatin C levels are independent of sex, agen(fl to 50
years), diet or muscular mass (4), it should besiclened the
best alternative to serum creatinine for the evalnaof renal

function.

In case of renal dysfunction, the concentratiomdase 8 to 12
hours after the beginning of kidney failure befareatinine
level increase could be detected.

In healthy individuals, normal values of cystatinv&ry from

0.5to 1Img /L.

CYSTATIN C-CHECK-1 is a rapid quantitative test ftire
detection of cystatin C in whole blood, serum oaspha

samples. The method employs a unique combination of
dye conjugate and polyclonal-solid phase

monoclonal
antibodies to identify cystatin C in the test sasphith a high
degree of specificity.

Depending on the CYSTATIN C-CHECK-1 concentration,
different lines will appear in the reading windaalowing the
guantitative measurements of CYSTATIN C-CHECK-1gwh
used in combination with the EASY READERor EASY
READER+® rapid test readers.

lI- CYSTATIN C-CHECK-1 KIT COMPONENTS

Each kit contains everything needed to performrl2Qotests.
1- CYSTATIN C-CHECK-1 reaction devices 10 20
2- Tubes filled with 2mL of dilution buffer 10 20
3- Disposable plastic pipettes 10 20
4- Instruction leaflet 1 1

5- Positive and negative controls (ref. V8500 agid ¥8501)
(optional) a freeze-dried preparation of a non-infectious coumg
in diluted human serum, tested and found negativariti-HIV, anti-
HCV and HBs antigen, containing 0.05 % sodium azdepiionally
available as a positive and negative control (1% fL). The
concentration range is indicated on the vial label.

Material required but not provided
1- Automatic precision pipette for sampling (10 arid 20 pL
for samples).

2- Timer.

Il STORAGE AND STABILITY

1- All CYSTATIN C-CHECK-1 kit components, including
optional control before reconstitution with disidl water,
should be stored at any temperature between +4dG-36°C
in the sealed pouch.

2- Do not freeze the test kit

3- The CYSTATIN C-CHECK-1 kit is stable until thexry
date stated on the package label.

IV- PRECAUTIONS

1- This test is designed foim vitro diagnostic use and
professional use only.

2- Read carefully the instructions before using thst.

3- Handle all specimens as if they contained ibest agents.
When the assay procedure is completed, disposgesfraens
carefully after autoclaving them for at least oneuth
Alternatively, they can be treated with 0.5% to &étution of
sodium hypochlorite for one hour before disposal.

4- Wear protective clothing such as laboratory €oand
disposable gloves while assaying samples.

5- Do not eat, drink or smoke in the area whereigpens and
kit reagents are handled.

6- Avoid any contact between hands and eyes or dosag
specimen collection and testing.

7- Do not use beyond the expiry date which appearshe
package label.

8- Do not use a test from a damaged protective paap

V SPECIMEN COLLECTION AND PREPARATION

1- CYSTATIN C-CHECK-1 rapid test is to be performed
human whole blood, plasma or serum samples.

2- The specimen should be collected under the atdnd
laboratory conditions (aseptically in such a wayt@savoid
haemolysis).

3- If anticoagulant is needed, lithium heparinate pEDTA
are recommended.

4-Each specimen should be treated as if potentidiygtious.

5- Whole blood samples should be tested immediately

(<4hours). Finger prick samples should be assaystdgfter
collection.

6- The test is to be run within 48 hours after edion the
specimen should be stored in the refrigerator (+2°@8°C).
If testing is delayed more than 48 hours, the spegishould
be frozen. The frozen specimen must be completelyed,
thoroughly mixed and brought to room temperaturierpto
testing. Avoid repeated freezing and thawing.

7- In case of cloudiness, high viscosity or preserut
particulate matter into the serum specimen, it khdoe
diluted with equal volume (V/V) of diluting buffe(not
provided but available upon request) before testing
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VI ASSAY PROCEDURE
IMPORTANT : Switch the reader on and allow it to warm up forat least 30 minutes before performing any measuremes.

a) Samples dilution

1/ Label one tube containing the dilution buffethwpatient’'s name.

2/ Using a precision pipette, add 10 pL of seruasia into the tube. (If whole blood, add 20 pL it dilution buffer).
3/ Mix well for a few seconds

b) Control preparation (no dilution required)

Wait for 15 minutes after freeze dried dissolvimgl @roceed as indicated in “c) samples and contesting”.

The expected concentration level in mg/L is indidabn the vial label and obtained result must métetindicated value.
The concentration level can change slightly depenadn the lot number.

The reconstituted vial should be kept between +2°@nd +8°C and should be use within 1 week after reastitution.

¢) Samples and control testing

Please follow the below instructions or refer toglpicture n°1.

1- Allow samples and CYSTATIN C-CHECK-1 test de¢e come to room temperature prior to testing.

2— Remove the reaction device from its protectivapper by tearing along the split.

3— Label device with the patient's name or contwahber.

4.1 Controls: Dispense 150uL ofindiluted control (preparation described in VI b) witlab pipette (disposable tips)into the
sample well ).

4.2 Sample: Fill in, using the supplied plastic pipette, withuted sample and, by holding it vertically, disge 4 drops (150 pL into
the cassette sample wdlt)).

5— Read the resulin mg/L) after 10 minutes, either using the immediateaamtdown reading mode (see corresponding leaflet).

For general instructions describing how to useMB®ALAB's rapid test readers, refer to the corrasgog leaflet.

1. Add
4 drops of
diluted

sample
| 2. Place
into meter.

Picture n°1
VII- PERFORMANCES CHARACTERISTICS
a) Linearity Y=20.2788 + 175.3314x -30.5443x2 + 1.8857x3
The measuring range is 0.1 — 8mg/L.
For Cystatin C concentration below 0.1mg/L, theittewill be The results show a good correlation (r>96) of tlaues
shown as “<0.1mg/L". obtained with CYSTATIN C-CHECK-1 onVEDALAB’s
For Cystatin C concentration over 8mg/L the resuilt be readers.

shown as “>8mg/L".
c¢) Analytical sensitivity and abnormal values

b) Accuracy _ The analytical sensitivity of CYSTATIN C-CHECK-1 is
A study has been performed using the European @ysta 0.1mg/L when using the European Cystatin C refarenc
reference material n° ERM -DA471/IFCC, coveringaage of material.

0 to 8mg/L. Optical densities expressed as a fancof Levels over 1 mg/L are considered as abnormal salue

Cystatin C concentrations are described by follgwin
polynomial curve:
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d) Precision

A panel of 51 human serum samples pre-assayed dh BN
SIEMENS nephelometer has been tested
CYSTATIN C-CHECK-1 rapid test. Results were readhwi
the VEDALAB's reader and showed a coefficient of
correlation of 98.7% between both methods.

e) Hook effect
No hook effect was observed up to a Cystatin C eotnation
of 130 mg/L. The reader result was shown as : “>/8fg

f) Intra lot reproducibility

Within run precision was evaluated by using 20 iogpés of
three commercially available references contairing@ and
5mg/L of cystatin C as determined with quantitativ
CYSTATIN C-CHECK-1 for VEDALAB's readers.

The obtained CVs (coefficient of variation) werspectively
equal to 12.7%; 11.4% and 14.0%.

g) Effect of anticoagulants

Blood samples were taken from 3 different patieints3
different collecting tubes containing respectiveigparin,
EDTA and citrate. The overall nine samples werétesising
CYSTATIN C-CHECK-1 rapid tests and then were spiked
with a sample containing a high level of cystatin Spiked
samples were then assayed with the CYSTATIN C-CHHECK
tests. Table | reports the results obtained with different
assays after 10 minutes.

Heparin Citrate EDTA
Whole Serum Whole Serum Whole Serum
blood . blood . blood .
.~ | matrix .~ | matrix .~ | matrix
matrix matrix matrix
Results 0.9 0.8 1.3 2.2 2.1 2.3
0.8 0.9 1.6 2.4 2.1 2.1
(mg/L)

0.7 0.9 1.3 1.8 1.9 2.4

Mean 0.8 0.9 1.4 2.1 2.0 2.3

Table I: Effect of anticoagulants

There is no matrix effect when using whole bloodserum
samples containing Heparin, citrate or EDTA antizdants

VIII- LIMITATIONS

1- The CYSTATIN C-CHECK-1 test is useful to evakidhe
renal function in patients from both sexes.

2- A progressive increase of cystatin C concemmais seen
in patients over the age of 60 years.

3- The cystatin C level does not change in dialyzatients in
case of the use of a low flux membrane but caroterded by
30 to 50% in case the dialysis is performed usiftga flux
membrane (1).

4- As for any diagnostic procedure, the physicidioud
evaluate the data obtained using this kit in thyhtliof the
other clinical information available.

5- As for any diagnostic method or for any measenas
through analysers, there is a variability of théaoted result.
Therefore, a confidence range of +/- 25% should be
considered for the final value and for the clinisanificance
of the result.

using the

6- When the test is to be performed with whole blogdonly
fresh samples should be used (<4 hours). Finger pK
samples should be assayed just after collection.

7- High level of RF (Rheumatoid factor) or HAMA (bhan
anti-mouse antibodies) could give false positiauhe

8- High level of CRP (C-reactive protein) indicates
inflammatory process related to infection and tmeeased
concentration in poly-specific antibodies that cbglve false
positive result in some cases.

9-Do not use the reader for measurements befoleaat 30
minutes warm-up after having switched on.

10- This format of test is to be only used with VA&DAB
rapid test reader (EASY READERr EASY READERY).
11- If the reading time (10 minutes) is not stsiattspected,
wrong results will be obtained.

12- This format of test should not be used for @iseading.
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Read the instructions Forinvitro
before use IVD diagnostic use
Temperature ® Do not reuse
limitations

Manufacturer

L

Manufactured by VEDALAB - France
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