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INTENDED USE

Celiac disease (CD) also known as gluten-intolerance, is a disorder that involves a chronic immunologic reaction to
the gluten contained in some cereal grains. This reaction causes destruction of villi, the tiny, fingerlike protrusions
lining the small intestine, resulting in malabsorption of nutrients.

Disease symptoms include diarrhoea, abdominal bloating, weight loss, malnutrition and skin reactions.
Diagnosis based on the detection of antibodies is rather accurate. It is worth mentioning that current guidelines
like from the “American College of Gastroenterology” indicate that IgA anti-tTG detection remains the first choice
marker for diagnosing coeliac disease in patients aged over 2 years old.

Celiac Test is an immunochromatographic test designed for the detection of antibodies against transgluta-minase
and against gliadines in whole blood.

PRINCIPLE OF THE TEST

Celiac Test is an immunochromatographic test designed to detect, in human blood, IgA-type

antibodies against human tissue transglutaminase (tTG), the main autoantigen recognized by the anti-endomysial
antibodies, and antibodies against gliadins. The test uses a combination of:

1) red latex bead-conjugated human anti-IgA antibodies that will bond to the IgAs present in the sample and that
will be taken up by the recombinant human tTG located in the membrane (position T1) if the sample contains IgA
anti-tTGs, and/or deamidated gliadin peptides (DGP, position T2) if the sample presents anti-gliadin IgAs.

2) blue latex particles conjugated to an antigen recognized by an antibody specific for this antigen bound

to the membrane forming the so called test control band.

On testing the sample, IgA-type antibodies present in coeliac patient blood or serum, which can include IgA
anti-tTGs and/or anti-gliadin, will bond to the coloured latex beads coated with human anti-IgA antibodies.
These conjugates of latex beads/anti-IgA antibodies/IgAs migrate by a chromatographic process towards the
membrane where the test reading zone is located. In this zone, recombinant tTG protein and deamidated gliadin
peptides are located in different positions (T1 and T2 respectively). They take up the latex conjugates that form
based on the IgA anti-tTG and/or anti-gliadin IgA content in the sample, giving rise to the corresponding

red lines that appear. These lines are used to interpret the test result after 15 minutes incubation at room
temperature.

WHO DOES USE THE CELIAC TEST?

Celiac Test is useful in particular for: people with symptoms as abdominal bloating and pain, chronic diarrhea,
vomiting, constipation); patients with a first degree family member with CD; patients with Type Idiabetes. The
test is uself even for people suffering celiac disease in order to monitor if their nutritional planis correct (their
results should be negative).

WHAT SHOULD I DO IF THE RESULT IS NEGATIVE ?

A negative result means that the levels of Iga Anti-transglutaminase and anti-deamidated gliading peptides are
below the test's detection limit. Anyway isolated IgA deficiency in population with celiac disease is respectively
common and affects 2-3% of patients with CD and in case of this patients results will be probably false negative,
therefore patients will not be aware of their conditions. If symptoms persist, seek medical advice.

WHAT SHOULD I DO IF THE RESULT IS POSITIVE ?

A positive result means a probable celiac disease. Contact your medical doctor in to continue with diagnostic
procedure. The final and definitive diagnosis is established by the clinician.

HOW ACCURATE IS THE TEST?
Accuracy (tTG) = 98,00 % | Accuracy (DGP) = 98,00 %
CONTENTS

1 hermetically sealed protective aluminium package containing 1 device for the Celiac Test; 1 plastic pipette;
1 buffer vial; 1 pain-free, sterile lancing devices for obtaining a blood sample (Owen Mumford Ltd.).

PRECAUTIONS

1) Read these instructions for use carefully before performing the test. The Test is reliable only if all the
instructions are followed correctly.

2) Keep the Test out of the reach of children.

3) Do not use the Test after the expiry date or if the package has been damaged.

4) Follow the procedure exactly for the specified quantities of blood and diluent.

5) Store the Test components at a temperature between +2 °C and +30 °C. Do not free freeze it.

6) Use the test and lancing device once only.

7) Test for external use only. DO NOT SWALLOW.

8) In vitro diagnostic device for individual use.

9) Not recommended for people who take anti-coagulant medications (blood thinners) or people suffering from
haemophilia.

10) After using, please dispose of all components according to your local waste.

11) Do not take any decision of medical revelance without first consulting your medical doctor.

INTERPRETATION OF RESULTS

T1 = tTG | IgA Anti-transglutaminase
T2 = DGP | Anti-deamidated gliadin peptides

READ THE RESULTS AFTER EXACTLY 15 MINUTES. “ 1 5 minutes
DO NOT READ AFTER 20 MINUTES.

NEGATIVE RESULT

POSITIVE RESULT

RESULT NOT VALID
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