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INTENDED USE

CanChek Tumor Marker Control Serum is intended for use as an assayed quality control
serum to monitor the accuracy of laboratory testing for Neuron Specific Enolase (NSE),
S100B protein and Squamous Cell Carcinoma Antigen (SCCA).

SUMMARY AND PRINCIPLE

The use of a quality control serum is indicated to verify the performance characteristics of
a laboratory test and is an integral part of good laboratory practice. The CanChek
controls are available in two levels in order to provide performance monitoring over the

measuring range.

REAGENTS

CanChek Tumor Marker Control Serum is prepared from human serum with added
human proteins, excipient and preservative. To be reconstituted with distilled water

before use.

STORAGE AND STABILITY

CanChek Tumor Marker Control Serum is stable until the expiry date stated on the vials
when stored unopened at 2—-8°C. Once reconstituted, all analytes are stable for 2 weeks
when stored tightly capped at 2-8°C. SCC and S100 are stable for 3 months when
stored at -20°C or below.

Note: Following reconstitution, NSE antigen is not stable at -20°C.

PREPARATION OF REAGENT

Add exactly 0.75 mL of distilled water to each vial. Replace the stopper and allow
standing for 15 minutes, swirling occasionally. Gently invert the vial several times to
ensure homogeneity before use.

WARNINGS AND PRECAUTIONS

For Research Use Only. Not for use in diagnostic procedures.

e For professional use only.

e Please refer to the US Department of Health and Human Services (Bethesda, Md.,

US) publication No.
(CDC) 88-8395 on laboratory safety or any other local or national regulation.

e Follow local guidelines for disposal of all waste material.

Caution

Each donor unit used in the preparation of human source reagent has been tested and
found to be Non-Reactive for HIV-1/2 Antibody, HCV Antibody and Hepatitis B

Surface Antigen (HBsAg). Since no method can completely rule out the presence of



blood borne diseases, the handling and disposal of human source reagents from this
product should be made as if they were potentially infectious.

VALUE ASSIGNMENT

The assigned value ranges printed in this insert were derived from replicate analyses
using CanAg EIA kits and are valid only for this lot of CanChek Tumor Marker Control.
Since no common reference material is available for NSE, S100B or SCC antigen, the

assigned value ranges are traceable to a set of in-house reference standards.

LIMITATIONS

CanChek Tumor Marker Control Serum should not be used as a standard.
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