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Safety information

The assay has to be performed exclusively according to the instructions for
use enclosed with the kit. Important safety information for this product can be
found in chapter WARNINGS AND PRECAUTIONS.
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1. INTENDED PURPOSE

IDK® TurbiFIT is an automated Latex turbidimetric immunoassay test designed for
the quantitative detection of haemoglobin (faecal occult blood) in human stool
samples from individuals suspected of lower gastrointestinal bleeding by the health-
care professional (HCP).

This test is intended to be used for research purposes, without any medical objective
is not regarded as devices for performance evaluation. For Research Use Only. Not for
use in diagnostic procedures.

2. PRINCIPLE OF THE PROCEDURE

IDK® TurbiFIT is a latex turbidimetric assay for the quantitative detection of haemo-
globin in human stool samples. This assay is simple, widely applicable and test results
are obtained in a very short time.

The intended use of the test is to make a presumptive diagnosis of faecal occult
blood (gastrointestinal bleeding).

IDK® TurbiFIT latex turbidimetric assay is based on agglutination reactions. These
involve in vitro aggregation of microscopic latex particles. This aggregation consists
in the specific reaction between antigen and antibodies, antigen contained in the
sample and the antibodies anti-antigen coated on polystyrene latex particles. The
sample is mixed with a suspension containing antibodies against the antigen bound
to latex particles. If antigen is present in the sample it will react with the antibodies
and form an aggregate. If no antigen is present in the sample the mixture will keep
its appearance as a smooth suspension. Such turbidity is measured as an increase
in absorbance at determinate wavelength and is proportional to the quantity of
antigen contained in the sample.
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3. MATERIALS PROVIDED

. Quantity for cat. no.
Label Kit components

TUR1032.1 TUR1032.8

Reagent 1 Reagent 1, ready-to-use 1x22ml 8x22ml
Reagent 2 Reagent 2, ready-to-use 1x7.5ml 2x25ml
CAL 0-5 Calibrators 0-5, ready-to-use 6x 1ml 6x 1ml
CTRL 1 Control 1, ready-to-use 2x 1ml 2x 1ml
CTRL 2 Control 2, ready-to-use 2x 1ml 2x 1ml

4. MATERIALS AND INSTRUMENTS REQUIRED BUT NOT
SUPPLIED

« Sample collection container.

« Centrifuge, 3000g

- Vortex

- Calibrated precision pipettors (adjustable volume) and 10-1000 ul single-use
tips

« Disposable gloves and laboratory equipment.

« Automated analyser (list of compatible analysers on request from
tech.support@immundiagnostik.com)

+ Reagent vessels that are approved for the used analyser

« IDK® TurbiTUBE® for sample collection (cat. no.: TU0091.A)

5. STORAGE AND STABILITY OF REAGENTS
Kit components must be stored at refrigerated temperature (2-8°C). Do not freeze.

Reagents are stable up to the expiration date printed on the label, always conside-
ring that reagent containers must be properly closed to avoid any contamination,
kept away from the sunlight and conserved at 2-8°C.
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6. SPECIMEN COLLECTION AND PREPARATION

Collect enough quantity of human stool samples. These samples should be collected
in clean and dry containers (no preservatives or transport media). The samples can
be stored in the refrigerator (2-8°C) for 3 days prior to testing. If not immediately
tested, freeze the stored samples at -20°C maximum 6 months. In this case, the
sample will be totally thawed and brought to room temperature (15-30°C) before
testing. Homogenize stool samples as thoroughly as possible prior to preparation.

To process the collected stool samples using catalogue reference IDK® TurbiTUBE®
(Kat. Nr.: TU0091.A) follow the indication of the instruction for use of the product.

7. ASSAY PROCEDURE

IDK® TurbiFIT Reagent 1 (Reagent 1) and IDK® TurbiFIT Reagent 2 (Reagent 2) are
ready to use.

Preparation of the calibration curve

The Cal 0-5 calibrator vials (Calibrators 0 through 5) are ready to use.

For calibration use only the following materials: Cal 0-5 vials.

The liquid calibrators contain human hemoglobin in various concentrations.
Concentration is indicated on the label of each vial.

It is strongly recommended that you calibrate the system at least once a month.

Recalibrate the system when changing reagent lots or if the controls fall outside the
range specified on the control label or the certificate of analysis provided with the
kit.

Label Concentration Lid Colour
CALO 0ng/ml Transparent
CAL1 50ng/ml pink
CAL?2 100ng/ml purple
CAL3 250ng/ml blue
CAL4 500ng/ml brown
CALS5 1000 ng/ml white
CTRL1 Control 1* green
CTRL 2 Control 2* red

* Prepared calibrators for performing the calibration curve (5 points and blank)
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Quality Control

IDK® TurbiFIT Control vials (CTRL 1 and CTRL 2) are ready to use.
For quality control only use the following materials:

IDK® TurbiFIT Control 1 and IDK® TurbiFIT Control 2:

The two controls contain human hemoglobin in two different concentrations.
The corresponding concentration is indicated on the vial label. The use of control
materials in two different concentrations is recommended to validate the calibration
curve. The controls should be tested daily before analyzing patient stool samples.
If the obtained results are out of the tolerance range, the equipment, the reagents
or the technique must be reviewed.

8. RESULT EVALUATION

It is recommended that each laboratory/end-user establish their own cut-off value
based on specific clinical and demographic needs, as well as the operational
requirements of their screening programs. Adjusting the cut-off enables programs
to optimize the trade-off between detecting significant neoplasia and minimizing
unnecessary colonoscopies.

Reference values
We recommend that each laboratory establish its own reference range.

9. LIMITATIONS

« IDK® TurbiFIT should only be used in human stool samples. Proper faecal
specimens must be obtained.

- Positive results determine the presence of human haemoglobin in faecal
samples. A positive result should be followed up with additional diagnostic
invasive procedures to determine the exact cause and source of the blood in
the stool.

- If symptoms or situation still persist, haemoglobin determination should be
carried out invasive techniques. Negative results do not exclude bleeding, as
some polyps and colorectal cancers may bleed intermittently or not during
certain stages of the disease. Moreover, blood may not be uniformly distrib-
uted in stool samples.
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« This test may be less sensitive for detecting upper gastrointestinal bleeding
because blood degrades as it passes through the gastrointestinal tract.

- Patients should not collect samples during their menstrual period, if they
have bleeding haemorrhoids, blood in urine or if they have strained during
bowel movement.

10. WARNINGS AND PRECAUTIONS

« All reagents in the kit are intended for research purposes only. They must not
be used for diagnostic procedures or medical purposes.

« The product is intended for use by qualified and trained clinical laboratory
personnel specifically instructed and trained in Turbidimetric technique,
autoanalyzer use.

« The analyser should be ready before performing any assay.

+ Read the instructions for use carefully before use the kit. Do not perform
the test without fully understanding the information on procedures, safety
precautions and limitations described in this instruction for use.

- Do not use after expiration date.

« Do not use the reagents if pack is damaged or opened.

« Do not freeze to maintain the integrity and performance of the test.
« Do not mix screw caps from different reagent vials.

« The kit does not contain materials of human origin.

« Components provided in the kit are approved for use in IDK® TurbiFIT. Do
not mix or use with components from other product kit or lots. Do not use
with other commercial kit components (from another supplier). The test’s
satisfactory performance is ensured only when components from the same
lot of IDK® TurbiFIT are used.

+ Follow Good Laboratory Practices, wear protective clothing, use disposal
gloves, goggles and mask. Do not eat, drink or smoke in the working area.
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« All the specimens should be considered potentially hazardous as well as
all the materials that have been exposed to the samples and they must be
handled according to the local or national safety regulations. Must be
handled in the same manner as an infectious agent. Use proper infection
control practices. These practices should include, but are not limited to,
personal protective equipment (PPE), such as laboratory coat, surgical or
appropriate mask, or face shield, disposable gloves, and eye protection. Take
necessary precautions during the collection, transport, storage, handling,
and disposal of the samples.

« IDK® TurbiFIT do not contain substances and/or mixtures which meet the
hazard classification criteria available in Regulation (EC) No 1272/2008 (CLP)
or which are in concentrations higher than the value established in the
mentioned regulation for their declaration. Material Safety Data Sheet are not
included with this device, nevertheless it could be consulted upon request to
Certest Biotec.

« Homogenise the reagents before use, make sure that the reagents are free of
bubbles.

- Evaporation of calibrators and controls can lead to incorrect results. Follow
the storage recommendations detailed in the following section.

« If the values obtained for the controls are not valid, repeat the quality control
measurement with new controls. If the control values are still invalid, recali-
brate the equipment.

« The solutions should be discarded in a proper container after testing follow-
ing local regulations.

+ In the event of warranty claims, the rejected material must be returned to the
manufacturer, Immundiagnostik AG, accompanied by a written explanatory
statement within 14 days.

« Serious incidents are to be reported to Immundiagnostik AG and the national
regulatory authorities.
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11. DISPOSAL

Liquid test components should be discarded in a proper container and vials should
be treated as ordinary laboratory waste unless otherwise stated. Specimens and oth-
er potentially infectious materials must be disposed of in accordance with regulatory
requirements.

12. SYMBOL EXPLANATION

Symbol | Description Symbol | Description

Manufacturer Temperature limit

Contains sufficient for
REF Catalogue number W <h> tests

Consult instructions for e
use or consult electronic ,-\\ Keep out of the sunlight
instructions for use

T Keep dry RUO Research use only

Use-by date LOT Batch code
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