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Summary 

Preparation of the study materials for the “Proof of concept human study: dietary intervention to 

modify intestinal inflammation in IBD” has been finalized and study registration has been performed 

at ClinicalTrials.gov. Patient recruitment strategies are prepared. 

 

1 Introduction 

The objective of this clinical study is to demonstrate efficacy and feasibility of a long-term dietary 

intervention to modify intestinal inflammation in inflammatory bowel disease (IBD) patient cohorts. 

To this end we will investigate a 1.5-year wheat protein-free diet in patients with IBD with and without 

associated primary sclerosing cholangitis (PSC). 

 

2 Description of Activities 

A final version of the study protocol has received formal ethical approval by the Ethics Committee of 

the Hamburg Medical Association, Hamburg, Germany, in January 2023 (Reference number: 2021-

100689-BO-ff). 

Study materials have been finalized and nutritional experts have been recruited and trained for the 

dietary intervention: administration of a >95% dietary gluten reduced normocaloric balanced diet 

according to a standard operating procedure. CRF documents have been prepared for all planned study 

visits. Online survey programming for the patient reported outcome measures (PROMs) has been 

completed using the web-based software tool Limesurvey. For the tracking of dietary changes, a 53-

item survey of the validated Robert Koch Institute FFQ (Haftenberger et al. Nutr J. 2010), has been 

adjusted for gluten reduced food and programmed for online survey use (web-based software 

Unipark).  

This Study has been registered at ClinicalTrials.gov registry (NCT05867537). Patient recruitment has 

been prepared and course of study has been tested in a pilot phase. 

 

 

 

 



miGut-Health (101095470)   D2.1 – Study initiation package 

4 
 

 

3 Study overview 

Below attached are screenshots from the ClinicalTrials.gov registry site, containing the most 

important information about the study. 
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4  Proof of ethical approval 

On January 9th, 2023, study protocol has received formal ethical approval by the Ethics Committee of 

the Hamburg Medical Association, Hamburg, under the reference number: 2021-100689-BO-ff). 

Screenshots of the approval letter are attached. 
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