2009-013426-16 - Summary

Title: Management of Irritable Bowel Syndrome in Primary Care: Feasibility randomised
controlled trial of mebeverine, methylcellulose, placebo and a patient self-management
cognitive behavioural therapy website

Objectives: Is it appropriate to test a fibre-based bulking agent in all groups of IBS patient?

Should the full trial test the website with minimal email support on request or with the
scheduled telephone nurse consultation after session two plus the minimal email support?

Methods: Feasibility Randomised Controlled trial of mebeverine, methylcellulose, placebo and
a patient self-management cognitive behavioural therapy website (MIBS trial).

3 levels of the website condition, Regul8 with a nurse telephone session and email support,
Regul8 with minimal email support, or no website, thus creating 9 groups.

ClinicalTrials.gov: NCT00934973
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2. Baseline Characteristic

Variable Website only
M=45

Website with support
N =45

No website
N=45

Test

Age (years), mean (50)

4.13(1013)

PP
4218 (11.48)

F2133 =1

Length of symptoms (years), mean (30)

900 (814)

KW, ap=0129

Median (IQR)

[B5-555 total, mean (S0)

13730(10078)

15136 (7592

EMMiin =177
2133 =(

[B5-00L score, mean (50) G732 (1789

6000 313

54,86 (1939)

F2,130) = 165, p=020

HADS score for anxiety, mean (50)

946(391)

P
1000 @12

FRA) =123, p=(130

HADS score for depression, mean (S04

KW,

Median (IOR)

Deprivation score, mean (50)

Median (IQR}

Gender n %)

Male

Female

Type of BS n (%)

Constipation 5 (385

Diarhoea 14{34.1)

Mixed X6 (321)

Severity IBS on [BS 555 n (%)

Mid 10(333)

AN
12 (400

K (=137, p=085

Moderate M (324)

B

Severe 11(355)

11 {355)

Education n (%)

X(10)= 345, p=057

No formal

GSCED

Alevd

Degree

Postgraduate

Other




3. Outcomes: Analysis of the 6 week follow-up scores

Variable Website Website + suppart No website group Significance
1B5-555 total mean (n=123) 1970(1724 -217) 2080 (188.1 - 2330) 1628 (1374 -1883) p=0037*
1B5-Q0L score (n=123) 716 (675-75.2) 676 (633+713) 694 (65.7-731) p=0313
HADS score for anxiety (n=114) 89 (7998) 97 (B&-106) 83(73-92) p=0109
HADS score for depression (n=114) (%) p=0122
Nomal (0-7) 35 (897) 28 (718) 31(795)

Mild (8-10) 1(5.1) 8 (205) &(205)

Moderate or Severe (11-21) 1(5.1) 3F7) 0 ()

Enablement score fn=113) (%) p= 0000+
0 7(184) 4(105) 21 (56.8)

I 7(184) 5(132) 4(108)

¥ 13 (342) 15 (333) 7{189)

612 11 (289) 14 (36.8) 5{135)

ANCOVA for IBS SSS, IBS-QOL and HADs Anxiety, Mean (95% CI). Ordinal Regression for HADs Depression and Enablement (n (%).

4. Adverse events

There was no evidence of increased dropouts or reported adverse events.
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