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Determine whether AN-PEP enzyme is effective in mitigating the effects of 8 g wheat protein
ingestion in patients with celiac disease

Ethische beoordeling Positief advies
Status Werving gestopt
Type aandoening -
Onderzoekstype Interventie onderzoek

Samenvatting

ID

NL-OMON26422

Bron
NTR

Verkorte titel
N/A

Aandoening

Celiac disease patients

Ondersteuning

Primaire sponsor: DSM Food Specialties
Overige ondersteuning: DSM Food Specialties

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

Immunohistopathological changes in small intestinal biopsies to diagnose coeliac disease
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Toelichting onderzoek

Achtergrond van het onderzoek

Rationale:

Coeliac disease is an autoimmune disorder of the small bowel and is caused by a reaction to
a gluten protein found in wheat. Gluten proteins are resistant to degradation in the
gastrointestinal tract.

The AN-PEP enzyme was shown to degrade gluten in an in vitro digestion model.

Objectives:

Determine whether AN-PEP enzyme is effective in mitigating the effects of gluten ingestion in
patients with celiac disease

Study Design:

Randomised double-blinded semi-cross-over design

Patients:

Fourteen patients with coeliac disease, 18-70 years old

Treatments:

This study consists of three 14-d periods.

Period 1: Patients are given a food product containing 8 g of wheat protein, to which AN-PEP
is added, once daily for 14 d.
Period 2: Wash-out period of 14 d. During this period patients will consume a gluten-free diet.

Period 3: Patients who are negative for coeliac disease symptoms during the 1st period will
be randomised across two groups. Both groups receive a food product containing 8 g of
wheat protein once daily for 14 d. One group receives additional AN-PEP with the gluten meal
whereas the other groups receives the placebo.

- Primary study parameters:

Small intestinal biopsy material will be analysed for the following:

1. Histopathological changes according to the Modified Marsh criteria

2. The presence and activity of gluten reactive T cells isolated from biopsies
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3. The immunophenotype of lymphocytes (IEL and LPL) isolated from biopsies

- Secondary study parameters:

Peripheral blood samples will be analysed for the following:

1. The presence and activity of gluten reactive T cells

2. The presence of coeliac disease specific antibodies (EMA, tTGA)

3. The presence of coeliac disease- associated clinical symptoms based on a quality of life
questionnaire

Doel van het onderzoek

Determine whether AN-PEP enzyme is effective in mitigating the effects of 8 g wheat protein
ingestion in patients with celiac disease

Onderzoeksopzet

Before and after 2-week intake period

Onderzoeksproduct en/of interventie

Patients will consume 8 g wheat protein daily with AN-PEP enzyme for 14 d. After a 14-d
washout period, patients who are negative for coeliac disease symptoms during the 1st
period will randomly receive 8 g wheat protein daily with AN-PEP enzyme or placebo for
another 14 d.

Contactpersonen

Publiek

Department of Gastroenterology
VUmc, Amsterdam
P.O. Box 7057,
C.J. Mulder
Amsterdam 1007 MB
The Netherlands
+31 (0)20 4440613
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Wetenschappelijk

Department of Gastroenterology
VUmc, Amsterdam
P.O. Box 7057,
C.J. Mulder
Amsterdam 1007 MB
The Netherlands
+31 (0)20 4440613

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

1. Confirmed diagnosis of coeliac disease (Marsh III B/C) ; that means crypt hyperplasia and
subtotal or total villous atrophy, while using a normal diet followed by normalisation and
clinical improvement on a gluten-free diet.

2. Detectable coeliac disease specific antibodies (EMA, tTGA) at time of diagnosis.

3. A strict gluten free diet for at least 1 year and normalised villous architecture (Marsh 0/I).

4. Male and female, 18-70 years old.

5. No detectable anti-endomysium and low anti-tissue transglutaminase (<4 U/ml) prior to
the start of the study.

6. Patient is willing to undergo all protocol related assessments and visits (including up to 3
separate oesophago-gastro-duodenoscopies with multiple biopsies taken each time from the
descending duodenum.

7. Patient has read the information provided on the study and given written consent;

8. Female participants at fertile age must use adequate contraception.

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

1. Use of any immunoregulatory drug within the last 6 months

2. Use of any anticoagulant drug
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3. Clinically suspected bleeding tendency

4. Pregnancy or breast feeding

5. Presence of any concurrent active infection

6. IgA deficiency

7. Use of medication within 8 hour prior to intervention

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Parallel

Toewijzing: Gerandomiseerd

Blindering: Dubbelblind

Controle: Placebo

Deelname

Nederland
Status: Werving gestopt

(Verwachte) startdatum: 05-05-2008

Aantal proefpersonen: 14

Type: Werkelijke startdatum

Ethische beoordeling

Positief advies
Datum: 18-04-2008

Soort: Eerste indiening

Registraties
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Opgevolgd door onderstaande (mogelijk meer actuele) registratie

Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL1236
NTR-old NTR1281
Ander register : 20080328-ANP
ISRCTN ISRCTN wordt niet meer aangevraagd

Resultaten

Samenvatting resultaten
N/A


