CELIACSTRIP

Test for the detection of HLA haplotypes associated to celiac disease

CELIAC DISEASE

Molecular and immunochromatograhic diagnostic
tests for the detection of Celiac Disease

CeliacStrip is an assay that allows the identification of the main HLA haplotypes associated with celiac

disease.

The test detects the presence or absence of haplotypes that encode HLA-DQ2 (cis and trans) and HLA-DQS8.

Procedure

Hybridation protocol

DNA sample extraction

* Opegen kits include all the necessary
reagents even Taq polymerase.

Just like all our products from the Opegen line based on reverse hybridization, CeliacStrip test can be
performed both manually or automatically, and the kit includes all necessary reagents and internal controls

ready for use.
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The presence of some of the haplotypes associated with celiac disease will be determined by the presence of the
group of bands that identify the alleles that form each one of the haplotypes. Therefore:
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A sample will be positive for DQ2 cis when at least the bands corresponding to haplotypes DQAT*05 -
DQB1*02 - DQB1*03 are present, in addition to the B-globin (BGB) band.

A sample will be positive for DQ2 trans when at least the bands corresponding to haplotypes DQA1*05
-DQB1*0301 - DRB1*11 0 DRB1*12 and DQA1*02 - DQB1*02 - DRB1*07 are present, in addition

to the B-globin (BGB) band.
A sample will be positive for DQ8 when at least the bands corresponding to haplotype DQAT*03 -

DQB1*0302 - DRB1*04 appear. OPERON S.A.

A sample that does not carry one of the haplotypes associated with celiac disease could yield: COFSiHO del P|C(m0/ 19 .

B R : 50410 Cuarte de Huerva (Zaragoza) * Spain
the 8-globin [BGB) band only, or Tel: +34 976 503 597 * Fax: +34 976 503 531

- some of the bands corresponding to the alleles that constitute the haplotypes detected with the kit, but

in the absence of others (incomplete haplotypes). Sales and Technical information: orders@operon.es

www.operondx.com
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Celiac disease is a chronic inflammatory autoimmune disorder of the small intestine, deriving from an One-step immunochromatographic test for detecting IgA-type human anti-tissue One-step immunochromatographic test for detecting human anti-tissue
aberrant immune response against the intestinal mucosa after gluten ingestion. This pathology is found transglutaminase antibodies and anti-gliadin in blood and serum transglutaminase antibodies in blood and serum
prevalently in susceptible individuals expressing the HLA-DQ2/DQ8 haplotype of the major histocompatibi-
lity complex (MHC) human proteins, resulting in damage of the infestinal villi and consequently in
anomalous absorption of nutrients.
Procedure Procedure

Celiac disease is a multifactorial disorder which diagnosis is difficult because of a broad range of ~ symp-
toms and variations in its clinical expression.
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Gluten is a mix of gliadin and glutenin proteins present in wheat and other cereals like rye and barley.
Gluten could be considered the essential driving factor in the pathogenesis of the coeliac disease.

Tissue transflutaminase (ITG), is a ubiquitous enzyme catalysing, among other functions, the deamidation
of glutamine residues to glutamic acid in the presence of water. Among all the suitable substrates for this
enzymatic reaction there are undigested gluten peptides, in particular glutamine-rich gliadin, which crosses
the epithelial barrier of the intestinal lamina propria.
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Sample collection

Sample collection

HLAs (Human Leukocyte Antigens) are cell-surface proteins responsible for the regulation of the immune

system in humans. In genetically predisposed individuals, the deamidation catalysed by TG gives gliadin a Accurate and safe Accurate and safe
much higher affinity for the HLA-DQ2 and HLA-DQ8 molecules, therefore triggering an autoimmune
response. As a consequence, antibodies against TG, gliadin and endomysium are secreted. A )
3 drops x 2 drops ©

The exacerbated tissue damage is characterised by villous atrophy, together with intraepithelial and lamina
propria infiltration of inflammatory cells. Typical clinical manifestations include weight loss, diarrhoea,
mood swings, lack of appetite, abdominal pain, constipation, mouth and skin diseases and/or children
failure to grow normally. In children the onset of symptoms is gradual and usually characterised by a time
lag of some months after weaning. In adults the diagnosis is often only suspected from abnormalities found
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on routine blood tests. Some cases are identified from family studies or screening programs.
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Celiac disease has an estimated global prevalence of 1%. It can develop at any age in genetically GEEIOELTUTS0 SR RO CIIG I m

predisposed people after gluten ingestion . People with first-degree relatives with coeliac disease have a 1 *User-friendly procedure: no special equipment requiered Easy interpretation *User-friendly procedure: no special equipment requiered Easy interpretation
out of 10 risk to develop the same pathology.
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Left untreated, coeliac disease can lead to additional serious health problems such as malnutrition, bone
weakening, infertility and miscarriage, lactose intolerance, nervous system problems and cancer. Coeliac
patients develop more frequently (~5%) concurrent autoimmune disease compared to healthy individuals. Results
In addition, conditions such as dermatitis herpetiformis, anaemia, infertility, recurrent abortions and
alopecia have all been associated with coeliac disease.

Results

patients. There are patients who are clinically diagnosed, usually because they are sick, showing evident ¢ ¥ ¢ "1
symptoms. Many individuals remain undiagnosed or misdiagnosed, mostly because of atypical signs or lack

Celiacs could manifest a wide plethora of clinically established symptoms, as well as being silent or latent l l l
of symptoms. A large number of people are silent and latent patients who present an abnormal serolo- ' I
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gy, together with a damaged or a normal mucosa, respectively. Specially these last two groups should be
identified timely in order to prevent the insurgence of the pathology.
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