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Introduction. Inflammatory Bowel Diseases (IBD), Crohn's disease (CD) and ulcerative colitis (UC), 

are chronic relapsing disorders of unclear pathogenesis. The epidemiology of IBD are changing 

and the role of diet in the prevention and treatment of IBD has become very important. Despite 

one of the most frequently asked questions of IBD patients is what they should eat, the best dietary 

approach for CD and UC is still under investigation. 

Methods. We designed a pilot randomised clinical trial in IBD patients, in an active phase of the 

disease. After enrolment patients are randomised to three different type of dietetic approach: a) 

Mediterranean Diet (MD); b) MD + daily administration of a fermented food; c) MD + strict 

avoidance of ultra-processed food, described according to group 4 of NOVA Food Classification. 

The duration of the intervention is 4 months. All patients are weekly monitored by phone and 

monthly visited by expert dieticians in order to check adherence and to reinforce dietary advices. 

Ad hoc booklets were designed and printed for each arm of intervention, with recipes and 

suggestions for meal plans. The primary objective of the study is the improvement of quality of life, 

assessed with the validated IBD-Questionnaire, consisting of 32 questions about bowel and 

systemic symptoms, emotional function and social attitudes. The sample size calculation was 84 

patients with random allocation 1:1:1. 

Results. The trial was approved by the local Institutional Ethics Committee in January 2019 and is 

ongoing. From April we enrolled 10 patients (5 UC and 5 CD), 6 males and 4 females, mean age 

38 years. Current adherence is 100%. 

Conclusion. Dietary lifestyle intervention in IBD is of raising interest among physicians and patients. 

This randomised clinical trial aims to find the best dietary approach among patients in an active 

phase of disease. 

  


