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Supplementary Table 1. Exclusion criteria  

Other significant abnormalities at ileocolonoscopy that could have 

caused diarrhoea, with the exception of colonic diverticulosis and polyps 

<2 cm 

An infectious cause of diarrhoea 

Untreated active coeliac disease 

Clinical suspicion of drug-induced collagenous colitis  

Any severe concomitant cardiovascular, renal, endocrine, or psychiatric 

disorder 

Abnormal hepatic function (alanine transaminase [ALT] or aspartate  

aminotransferase [AST]> 2.5 x upper limit of normal), liver cirrhosis, or 

portal hypertension 

Local intestinal infection 

Radiation therapy towards the abdominal or pelvic region 

Diabetes mellitus, infection, glaucoma, tuberculosis, peptic ulcer disease, 

or hypertension if careful medical monitoring is not ensured 

Established cataract 

Known hereditary problems of galactose or fructose intolerance, glucose-

galactose malabsorption, sucrase-isomaltase insufficiency, Lapp lactase 

deficiency, or congenital lactase deficiency 

Established osteoporosis with T-score below -2.5  

Pregnancy or lactation 

History of cancer in the last five years 

History of significant bowel resection 

Immunomodulator therapy (azathioprine, 6-mercaptopurine, or 

methotrexate) in the last three months  

Treatment with oral, rectal, or intravenous corticosteroids including 

budesonide in the last month    

Known intolerance/hypersensitivity to study drug or drugs of similar 

chemical structure or pharmacological profile  
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Patients who were unable to adhere to the study visit schedule and other 

protocol requirements according to the judgment of the investigator 

Participation in another clinical trial within the last 30 days, except 

participants in the BUC-60/COC study*, simultaneous participation in 

another clinical trial, or previous participation in this trial 

*This did not apply to patients who participated in study BUC-60/COC in the event of non-

response during double-blind treatment or relapse during the follow-up period, or to patients 

who completed the study BUC-60/COC according to protocol. The latter, however could enter 

the current study at the screening visit.  
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Supplementary Table 2. Psychological General Well Being Index (PGWBI) global 
score and dimension scores for the double-blind phase of the study. Data are shown 
as median (IQR) values at the first visit and the last visit (last observation carried 
forward [LOCF]) of each phase. The PGWBI scores are standardized to a score 
between 0 and 100, with lower scores indicating lower quality of life.   

 Budesonide Placebo 

 First visit Final visit First visit Final visit 

Global score 80.9 (n=35) 
(74.5, 86.4) 

75.5 (n=40) 
(56.8, 82.7) 

82.7 (n=43) 
(68.2, 89.1) 

69.1 (n=43) 
(47.3, 80.0) 

Anxiety 88.0 (n=36) 
(74.0, 90.0) 

78.0 (n=40) 
(66.0, 88.0) 

88.0 (n=43) 
(72.0, 96.0) 

72.0 (n=44) 
(54.0, 80.0) 

Depressed mood 93.3 (n=42) 
(80.0, 100.0) 

100.0 (n=42) 
(73.3, 100.0) 

100.0 (n=44) 
(80.0, 100.0) 

86.7 (n=45) 
(60.0, 93.3) 

Positive well-being 65.0 (n=39) 
(55.0, 75.0) 

60.0 (n=43) 
(40.0, 75.0) 

65.0 (n=46) 
(55.0, 75.0) 

50.0 (n=43) 
(35.0, 65.0) 

Self-control 86.7 (n=39) 
(73.3, 93.3) 

86.7 (n=42) 
(66.7, 93.3) 

90.0 (n=44) 
(80.0, 100.0) 

80.0 (n=43) 
(60.0, 93.3) 

General health 86.7 (n=38) 
(73.3, 93.3) 

73.3 (n=43) 
(60.0, 93.3) 

86.7 (n=47) 
(80.0, 100.0) 

60.0 (n=43) 
(46.7, 80.0) 

Vitality 70.0 (n=39) 
(55.0, 80.0) 

65.0 (n=42) 
(45.0, 75.0) 

72.5 (n=44) 
(55.0, 82.5) 

55.0 (n=44) 
(35.0, 67.5) 

 

 


