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A. Menarini IFR S.r.l./ International Division 
Protocol Nr. MeFi/04/0BR-IBS/001 - Otilonium bromide 

2. SYNOPSIS 

Title Of Study: Otilonium Bromide in Irritable Bowel Syndrome - (OBIS) 
Double blind, randomized, parallel group, placebo-controlled study to evaluate the effect of otilonium bromide on abdominal pain 
and quality oflife in patients with irritable bowel syndrome 
Protocol number: MeFi/04/0BR-IBS/001. EudraCT number 2005-001655-38 

Investigator(s): Coordinating Investigator Prof. Jan Tack - Center for Gastroenterology Research - University Hospital - Leuven, 
Belgium 
List of Investigators: see Appendix 16.1.4 

Study Center(s): 34 centres in 8 countries: Spain (7 centres), Romania (8 centres), Greece (3 centres), Portugal (2 centres), Turkey 
(2 centres), Belgium (3 centres), Russia (6 centres) and Gennany (3 centres). 
List of sites see Appendix 16.1.3 

Publication(s): Abstract accepted to Gastro 2009 UEGW/WCOG- London 21-25 Nov 09 

Studied Period: First patient enrolled: 16.01.2006 I Clinical Phase: IV I III for Germany 
Last patient completed: 21.11.2008 

Objective(s): 
Primary: 
• To confinn the efficacy of otilonium bromide (OB) in tenns of symptom contro! (frequency of abdominal pain) in patients with 
irritable bowel syndrome (IBS) i1; a superiority tria! versus placebo. 
Secondary: 
• Definition of the pattern of phannacological effects of otilonium bromide on the other IBS symptoms 
• Assessment ofthe impact oftreatment with otilonium bromide on the patients' quality oflife 
• To evaluate whether long tenn treatment with otilonium bromide can bave long tenn effects on IBS symptoms, thereby delaying 
symptom relapse following treatment discontinuation 
• To evaluate the economie impact oftherapy 
• To evaluate the safety oftreatment 

Methodology: superiority tria! with a randomized, double-blind, parallel ·group, placebo-controlled design. Following a run-in 
peri od of2 weeks of single-blind placebo treatment, patients were randomized to receive in double-blind conditions either otilonium 
bromide or placebo for 15 weeks. Thereafter "treatment success" patients entered a 1 O-week post-treatment follow-up peri od 
without any additional treatment. 

Number of Subjects: 
Planned: 336 randomised patients 

Screened: 413 patients 
Randomized: 356 patients (179 to otilonium bromide OB and 177 to placebo). 
Completed treatment phase: 295 patients (OB 146 and placebo 149) 

Analyzed 
- Safety: 355 patients 
- Efficacy (F AS): 339 patients (OB 169 and placebo 170) 

Diagnosis and Criteria for Inclusion: 
Patients meeting the following criteda were included: 
- Mentally competent, able to give written informed consent prior to study entry and available for all the visits scheduled in the 

study 
- Male or fornaie patients aged over 18 years 
- Positive diagnosis for IBS according to the following symptom-based criteria (Rome II): 

- 12 weeks or more, which did not have to be consecutive, over the last 12 months of abdominal pain/discomfort that had two 
of the following three features: 
(a) Relieved by defecation 
(b) Associated with a change in frequency of stools 
(c) Associated with a change in consistency ofstools 

- At least 2 episodes ofabdominal pain for each week during the two weeks ofrun-in (at visit 2). 
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