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Background. Recent guidelines for the treatment of irritable bowel syndrome (IBS) emphasize the need for research

to facilitate home-based self-management for these patients in primary care. The aim of the current study was to test

the efficacy of a manualized cognitive behavioural therapy (CBT)-based self-management programme for IBS in a

pilot randomized controlled trial (RCT).

Method. Sixty-four primary-care patients meeting Rome criteria for IBS were randomized into either self-

management plus treatment as usual (TAU) (n=31) or a TAU control condition (n=33). The self-management con-

dition included a structured 7-week manualized programme that was self-administered in conjunction with a 1-hour

face-to-face therapy session and two 1-hour telephone sessions. The primary outcome measures were the Subject’s

Global Assessment (SGA) of Relief and the Irritable Bowel Syndrome Severity Scoring System (IBS-SSS) assessed at

baseline, end of treatment (2 months), and 3 and 6 months post-treatment.

Results. Analysis was by intention-to-treat. Twenty-three (76.7%) of the self-management group rated themselves as

experiencing symptom relief across all three time periods compared to seven (21.2%) of the TAU controls [odds ratio

(OR) 12.2, 95% confidence interval (CI) 3.72–40.1]. At 8 months, 25 (83%) of the self-management group showed a

clinically significant change on the IBS-SSS compared to 16 (49%) of the control group (OR 5.3, 95% CI 1.64–17.26).

Conclusions. This study provides preliminary evidence that CBT-based self-management in the form of a structured

manual and minimal therapist contact is an effective and acceptable form of treatment for primary-care IBS patients.
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Introduction

Irritable bowel syndrome (IBS) is a chronic condition

characterized by abdominal pain and bowel distur-

bance in the absence of structural bowel abnormalities.

It is a common condition affecting 10–22% of the popu-

lation (Hellier et al. 2006). In the UK, approximately

240 000 primary-care consultations per year are new

cases of IBS (Ehlin et al. 2006) and the economic costs

of the illness in primary care are estimated to be well

over £200 million pounds (Akehurst et al. 2002). IBS

is also associated with considerable indirect costs

having a significant impact on all aspects of quality of

life (Akehurst et al. 2002 ; Dean et al. 2005).

There is no clear treatment approach for IBS. Drug

treatments provide symptom relief for a small pro-

portion of patients, but they have limited effects

(Brandt et al. 2002). Treatment trials suggest that

psychological therapies may be an effective way of

managing IBS symptoms (Lackner et al. 2004). How-

ever, most of these trials have been conducted in

specialist care with skilled therapists who are gener-

ally not available to the majority of patients. Current

guidelines for gastrointestinal disorders state that

more research is needed to facilitate home-based self-

management for IBS patients in primary care (Hellier

et al. 2006).

Two recent randomized controlled trials (RCTs)

have looked at psychological interventions for IBS
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in primary care. The first showed that nurse-led

cognitive behavioural therapy (CBT) significantly

reduced IBS-related disability up to 1 year follow-up

(Kennedy et al. 2006). However, CBT in this format

was not shown to be cost-effective and the drop-out

rate was high (McCrone et al. 2008). The second, a

Manchester-based primary-care RCT, investigated the

efficacy of a self-help intervention for IBS patients

(Robinson et al. 2006). The results suggested that self-

help information was very effective in reducing repeat

medical consultations but had minimal effect on the

severity or impact of symptoms.

The aim of the current study was to investigate

the efficacy of a CBT-based self-management man-

ual for the treatment of IBS. The self-help booklet in

the Manchester trial was based on information that

IBS patients felt was helpful for their illness such as

diet, exercise, alternative treatments and relaxation

therapy (Kennedy et al. 2003). By contrast, our self-

management approach was based on a cognitive

behavioural empirical model of IBS (Spence & Moss-

Morris, 2007). The focus of the manual is on changing

cognitive and behavioural responses to IBS symp-

toms, reducing stress and anxiety levels, and alter-

ing unhelpful beliefs associated with perfectionism.

Although our manual includes cognitive behavioural

techniques, they are presented in the form of self-

management of a chronic condition rather than as a

psychological therapy. In this way the manual may be

more acceptable to patients than traditional CBT.

Our primary hypothesis was that patients under-

going the self-management programme in conjunction

with treatment as usual (TAU) would report signifi-

cant symptom relief up to 8 months after the start of

the study (6 months post-treatment) when compared

to a control group of patients receiving TAU in pri-

mary care. We also hypothesized that those in the self-

management group would report a greater decrease in

IBS-related disability and improvements in mood than

those receiving TAU.

Method

This pilot RCT was approved by the Auckland

Human Ethics Committee (AKX) and was regis-

tered with the Australian Clinical Trials Registry

(ACTRN012605000286640).

Participants

Recruitment and screening

Participants were included in this trial if they: (a)

met Rome I modified and/or Rome II criteria for

IBS (Thompson et al. 1992, 1999 ; Thompson, 1999),

(b) were between the ages of 18 and 72 years, (c) could

read and write English, and (d) were living within

geographical proximity to the study centre. Rome I

cases were determined using the modified option

that requires both pain-related symptoms and the

disturbed defecation criteria (Thompson et al. 1992).

Rome II cases were determined based on the presence

of two or more abdominal pain-related symptoms

present for 3 months or more (Thompson et al. 1992,

1999 ; Thompson, 1999). The clinical usefulness of

the distinctions made by the Rome I and II criteria is

debatable (Boyce et al. 2000 ; Saito et al. 2000 ; Mearin

et al. 2001). Consequently, to gain the most represen-

tative group of IBS cases, we decided to include

patients who met one or other definition. At the start

of this study the Rome III criteria had not been pub-

lished (Longstreth et al. 2006).

Participants were excluded if they: (a) suffered from

another medical condition that had the potential to

affect their symptoms (e.g. coeliac disease, obstructive

bowel pathology, inflammatory bowel disease), (b)

had had bowel surgery that may have caused similar

symptoms, or (c) had a current serious mental dis-

order such as a psychotic disorder or substance abuse

problem.

Primary-care studies of IBS traditionally rely on

physician or general practitioner (GP) referrals. How-

ever, many IBS patients presenting to GPs are not

correctly diagnosed as having the illness (Thompson

et al. 2000). To avoid this bias, the majority of partici-

pants in the current study were recruited from an

earlier primary-care study database of over 1000

patients, which investigated infectious predictors of

IBS and chronic fatigue syndrome (Moss-Morris &

Spence, 2006). All patients at the end of this study who

were identified by the researchers as meeting Rome I

and/or II symptom criteria for IBS (regardless of

whether or not the IBS was post-infection) were con-

tacted to determine whether they would participate

in the current study. Interested participants who

met inclusion criteria received a 30-minute standard

medical screening examination with a GP employed

on the study. The protocol for the medical screening

was based on published guidelines (Jones et al. 2000)

and supervised by a consultant gastroenterologist

with expertise in the diagnosis and treatment of IBS.

Ninety-three participants were invited to attend

medical screening. Sixteen of these declined to par-

ticipate. Of the 77 screened, 22 met various exclusions

such as previous bowel surgery, obstructive bowel

pathology, and substance abuse problems. One of the

55 who met the criteria withdrew from the study be-

cause of unforeseen commitments. As this fell short

of the recruitment target, a further 10 participants

were recruited through the GP involved in the
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screening process. The total sample included 64 pa-

tients who met Rome I or II criteria for IBS.

Randomization

The 64 participants were randomized into one of

two conditions : the self-management programme in

addition to TAU or TAU alone. Randomization oc-

curred by placing the words ‘control ’ or ‘ treatment ’

in 70 separate opaque envelopes. The envelopes were

then ordered using computer-generated random num-

bers and sealed by an independent administrator. As

each participant entered the study, a different admin-

istrator opened the next envelope and the participant

was assigned to either the treatment or control group

depending on the word printed within the envelope.

Treatments

TAU (control condition)

Participants randomized into this group received an

IBS fact sheet after their diagnosis was confirmed. The

fact sheet included an explanation of how IBS is diag-

nosed and reassurance that the complete range of tests

had been conducted and that their history indicated

no structural causes. It was also suggested that they

should discuss further management with their GP.

The cognitive behavioural self-management programme

Participants in this group also received the fact sheet

after the diagnostic work-up. In addition, they were

provided with a comprehensive self-management

manual developed specifically for this study that

included the provision of information, real-life ex-

amples and weekly homework sheets that they were

encouraged to complete. The programme was divided

into seven chapters, one to be completed each week

over a 7–8-week period. A summary of the content

of each chapter is provided in Table 1. Some of the

information in chapters 2, 3, 4 and 7 and some ex-

amples were drawn from a previous CBT trial manual

(Kennedy et al. 2006).

Table 1. Summary of the content of the irritable bowel syndrome (IBS) self-management manual

Chapter 1 :

IBS explained

Treatment rationale, which includes the following explanations :

Illustrative physiology of the digestive system together with the functional changes

that occur in the gut as a result of IBS

How the autonomic nervous system (‘fight-or-flight ’ stress system) may interact with

the enteric nervous system

The interaction between thoughts, feeling and behaviours and how these can impact

on stress levels and gut symptoms

Chapter 2 :

Assessing symptoms and

self-monitoring

Participants begin to make the link between their own symptoms, thoughts and

behaviours. The pitfalls of becoming overly symptom focused are discussed

Participants keep daily diaries of the severity and experience of IBS symptoms in

conjunction with stress levels experienced and eating routines/behaviours

Chapter 3 :

Managing IBS symptoms

Behavioural management of the symptoms of diarrhoea and constipation and common

myths in this area are discussed. Goal setting is explained

The importance of healthy eating and exercise regimes is covered and participants are

encouraged to set goals for managing symptoms, exercise and diet. Goal setting,

monitoring and evaluation continue weekly through the programme

Chapter 4 :

Managing unhelpful thoughts

The concept of negative automatic thoughts and how these can impact on IBS symptoms

is introduced

Participants are asked to keep a daily thought record of unhelpful thoughts and to try

and come up with alternative thoughts

Chapter 5 :

Personal expectations and

activity patterns

The concept of perfectionism and unhelpful personal expectations is introduced. How

these may lead to an all-or-nothing style of activity is addressed

Participants are asked to keep daily thought records of unhelpful thoughts related to

personal expectations and patterns of overactivity

Chapter 6 :

Relaxation and stress

management

Basic stress management and sleep hygiene are discussed.

A relaxation CD is provided and participants are encouraged to set goals for relaxation

and improving sleep over a 15-day period

Chapter 7 :

Managing flare-ups and

the future

The probability of flare-ups is discussed and patients are encouraged to develop

achievable, long-term goals and to continue to use the skills they have learnt

throughout the manual to manage flare-ups and ongoing symptoms.
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Participants also received a 1-hour face-to-face

session with a health psychologist (R.M.-M.) at the

beginning of the programme. The content of chapter 1

was covered in addition to an explanation on how to

individualize the manual to their own personal diffi-

culties. Participants also received two 1-hour therapy

sessions by telephone scheduled midway and towards

the end of the programme. These were intended to

give the patient an opportunity to go through any

queries they might have, to clarify the appropriateness

of the goals set, and to work through some of the more

complex aspects of the programme such as managing

unhelpful thoughts.

Assessments

The assessments described below were administered

at four time-points : baseline (pretreatment), post-

treatment (2 months) and at 3 and 6 months post-

treatment. All assessments were sent out and

processed by a research assistant who was blind to

treatment condition. If assessments were late in re-

turning, a reminder letter was sent out, followed by

a telephone call. Participants were asked to provide

information at baseline only on their gender, duration

of bowel symptoms, age, ethnicity, marital status and

level of education.

Two primary outcomes were included. The first, the

Subject’s Global Assessment (SGA) of Relief (Muller-

Lissner et al. 2003) is used frequently in treatment trials

to identify IBS responders to therapy. Participants rate

their relief from IBS symptoms on a scale of 1 to 5

ranging from ‘completely relieved’ to ‘worse ’. Scores

are dichotomized so that patients scoring from 1 to

3 are considered responders and those from 4 to 5

non-responders. Because IBS is a cyclical illness, re-

sponders in this trial were defined as those who scored

between 1 and 3 at all three follow-up time-points.

Patients who returned no follow-up questionnaires

were rated as not relieved. Those who returned one or

more questionnaires were considered responders if

they had no ratings of 4 or 5 at any time-point.

The other primary outcome was the Irritable Bowel

Syndrome Severity Scoring System (IBS-SSS ; Francis

et al. 1997), which measure the severity of pain, dis-

tension, bowel dysfunction and quality of life/global

well-being. A decrease of 50 points on this scale has

been identified as a clinically significant change in

symptom severity.

Secondary outcomes included the Work and

Social Adjustment Scale (WSAS; Mundt et al. 2002)

and the Hospital Anxiety and Depression Scale

(HADS; Zigmond & Snaith, 1983) The WSAS is a

measure of quality of life that addresses the degree to

which a patient’s illness impacts on work, personal

relationships, home management, and social and

leisure activities. The HADS is a commonly used self-

report instrument for detecting depression and

anxiety in patients with medical illnesses. The IBS-SS,

WSAS andHADSwere all used in a previous primary-

care IBS CBT trial (Kennedy et al. 2006), which allowed

the data from this trial to be compared with earlier

work.

Acceptability of the self-management treatment was

assessed using three questions where patients were

asked to rate the overall effectiveness of the pro-

gramme, the efficacy of the programme compared

to other treatments they had tried, and whether they

enjoyed the programme.

To assess engagement with and adherence to the

self-management programme, participants were

asked to return their homework sheets to one of

the investigators not involved in the therapy (L.B.).

The quantity of homework completed was then as-

sessed by counting the sum of completed homework

sheets. Scores on this variable ranged from 0 (‘no

homework completed’) to 10 (‘all homework com-

pleted’).

Sample size

The sample size calculation was based on an effect size

of 0.54 drawn from a study that compared the effec-

tiveness of CBT to standard medical care for patients

with medically unexplained symptoms (Speckens

et al. 1995). With 80% power and an a level of 0.05,

27 participants were needed in each group to obtain

a significant effect. To account for 20% attrition, re-

cruitment was aimed at 33 participants per group,

giving a total n of 66.

Statistical analysis

Statistical analyses were performed using SPSS

version 14 (SPSS Inc., Chicago, IL, USA). Data screen-

ing showed that the assumptions of normality were

satisfactory for the distributions of all of the variables,

except the WSAS, and there were no obvious outliers.

All treatment effect analyses were by intention-to-

treat. For participants that dropped out, scores from

the previous time-point were carried forward. Logistic

regression was used to determine differences between

groups on the dichotomous variables. A series of 2

(group)r4 (time) ANOVAs were used to determine

whether there was a significant group by time inter-

action on the continuous primary and secondary out-

come measures. Greenhouse–Geisser was used to

determine significance as the sphericity tests were

significant. Independent-sample t tests were conduc-

ted on change scores computed from the WSAS.
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Results

Participant flow through the trial

Fig. 1 shows the flow of participants through the trial

and reasons for drop-out at each follow-up stage.

Thirty-one patients were randomized to the self-

management group and 33 to the TAU condition. One

self-management participant did not complete most of

the baseline questionnaire and could not be contacted

for treatment sessions or follow-ups so had to be

dropped from the analysis. A total of 29/30 partici-

pants completed the self-management programme,

60/64 (94%) participants completed post-treatment

questionnaires, 54/64 (84%) completed the 3-month

post-treatment follow-up and 52/63 (81%) the

6-month follow-up. Of the 14 participants who failed

to return one or more questionnaires, only one

self-management and one control group partici-

pant provided no follow-up data, seven returned one

follow-up and five completed two of the follow-ups.

Baseline patient characteristics

The mean age of the 63 participants was 39.5 (S.D.=
16.8) years and 46 (73%) were women. The majority of

the participants identified as white European (n=57;

93%), with three identifying as mixed ethnicity and

one as Maori. Almost half of the participants (n=30)

were university educated.

A total of 35 (56%) patients had received a diagnosis

of IBS before entry into the trial. Twenty-two (35%)

reported that their IBS symptoms started at the time

of an acute infection, and had experienced IBS symp-

toms for 6–12 months. Some of the remaining patients

Assessed for eligibility (n=103) 
93 from prospective primary care study 
10 presenting to GP for IBS symptoms 

Excluded (n=39) 

Reasons: 
• Not meeting inclusion criteria (n=22) 
• Refused to participate (n=17) 

Analyzed (n=30) 
Excluded from analysis because of
missing baseline data (n=1) 

Returned questionnaires (n=29) 
Reasons for non-return: 

• work commitments (n=1) 
• not contactable (n=1) 

Self-management intervention
(n=31) 

Received intervention (n=29) 
Did not receive intervention  

• felt the program was not 
applicable (n=1) 

• not contactable and missing 
baseline data (n=1) 

Returned questionnaires (n=31) 
Reasons for non-return: 

• work commitments (n=2) 

Treatment as usual (n=33)

Analyzed (n=33) 

Allocation 

Analysis 

End of treatment

2 months

Enrollment 

Randomized 
n=64 

Returned questionnaires (n=27) 
Reasons for non-return: 

• work commitments (n=1) 
• not contactable (n=2) 
• moved overseas (n=1) 

Follow-up
5 months

Returned questionnaires (n=26) 
Reasons for non-return: 

• not experiencing symptoms  ( n=2) 
• not contactable (n=2) 
• moved overseas (n=1) 

Follow-up
8 months

Returned questionnaires (n=27) 
Reasons for non-return: 

• not experiencing symptoms (n=1) 
• moved overseas (n=1) 
• no reason given (n=2) 

Returned questionnaires (n=26) 
Reasons for non-return: 

• work commitments (n=1) 
• no reason given (n=2) 
• moved overseas (n=1) 
• received psychological treatment (n=1) 

Fig. 1. Flow of participants through the study.
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found it difficult to report how long they had experi-

enced IBS symptoms but those who did, report-

ed symptoms ranging from 9 months to 16.7 years

(mean=4.5, S.D.=4.43). The mean score for the IBS-SSS

was 225.5 (S.D.=80.7), which is in the range for mod-

erate symptoms. Thirty-nine (62%) patients reported

that they experienced both diarrhoea and consti-

pation, 18 (29%) just diarrhoea and five (8%) just

constipation as part of their IBS. There were missing

data on these variables for one patient. Levels of

HADS depression were relatively low in the sample

(mean=4.0, S.D.=3.1) but the mean HADS anxiety

score was close to the case range for anxiety (mean=
7.9, S.D.=4.2).

Table 2 shows that the groups were well matched

on their demographic and baseline characteristics. The

only difference between the groups was on the HADS

anxiety scale, where the self-management group re-

ported significantly higher levels of anxiety than the

TAU group.

Patient health-care usage during the 2-month

self-management period

To ascertain TAU usage during the trial treatment

period, patients were asked to report at the end of

treatment follow-up how often they visited their

GP, specialist, or alternative health care practitioner

(e.g. acupuncturist, homeopath) for their IBS symp-

toms. The majority of patients did not seek medical

or alternative care during this time. In the self-

management group only four (13.8%) reported seeing

a GP compared to eight (26.3%) in the TAU control

condition. With regard to specialist care, one patient in

each group reported seeing a specialist for IBS symp-

toms (3.6% of self-management and 3.4% of controls).

One self-management patient reported visiting an

alternative health-care practitioner compared to four

(13.7%) controls. Using the Mann–Whitney U test,

there was no significant difference in total number

of health visits across the two groups (z=x1.03,

p=0.30).

Primary outcome data

Global rating of relief

Fig. 2 gives the breakdown of the percentage of

symptom relief reported by completers across groups

at each follow-up point. Our definition of responders

Table 2. Baseline demographic and clinical characteristics across groups

Self-management

(n=30)

Treatment as usual

(n=33)

x2 or independent

t tests for group

comparisons

Age (years), mean (S.D.) 40.0 (18.0) 39 (15.9) t(61)=0.23, p=0.82

Female, n (%) 22 (73) 24 (73) x2=0.003, p=0.96

European ethnicity, n (%) 26 (90) 31 (97) x2=1.63, p=0.44

University educated, n (%) 13 (45) 17 (52) x2=1.39, p=0.71

Diagnosed with IBS before the trial, n (%) 16 (53) 19 (58) x2=0.12, p=0.74

Post-Campylobacter IBS (symptoms

<12 months), n (%)

10 (40) 12 (41) x2=0.01, p=0.92

IBS symptom severity score, mean (S.D.) 228.5 (83.8) 222.81 (79.0) t(61)=x0.19, p=0.85

HADS Depression, mean (S.D.) 3.9 (3.4) 4.08 (2.9) t(61)=0.23, p=0.82

HADS Anxiety, mean (S.D.) 9.1 (3.8) 6.9 (4.3) t(61)=2.21, p=0.03

IBS, Irritable bowel syndrome ; HADS, the Hospital Anxiety and Depression Scale ; S.D., standard deviation.

0

20

40

60

80

100

120

End of treatment
(n=60)

3 months post-
treatment (n=54)

6 months post-
treatment (n=52)

Fig. 2. Percentage of patients rating symptom

relief on the Subject’s Global Assessment (SGA) of Relief

at each follow-up point. &, Self-management group ;

%, Treatmemt-as-usual control group.
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was those who rated symptom relief across all three

follow-ups. Nine controls had some missing follow-up

data. Based on our criteria (see Method), five of these

were considered responders and four non-responders.

Four self-management patients had some missing

data, of whom two were non-responders and two

responders. Using these data, 23 (76.7%) of the self-

management group were treatment responders com-

pared to seven (21.2%) of the TAU controls [odds

ratio (OR) 12.2, 95% confidence interval (CI) 3.72–

40.1)].

IBS-SSS

The self-management group showed substantial im-

provement in the severity of IBS symptoms from

baseline to end of treatment and then continued to

improve during the 6-month follow-up time period

(see Table 3). There was a significant group by time

interaction [F(2.6)=5.7, p=0.002]. The between-group

parameter estimates showed that at the 3-month

(t=x0.2.66, 95% CI x96.5 to x13.7, partial g2=0.10)

and 6-month (t=x0.3.4 ; 95% CI x117.9 to x29.8,

partial g2=0.15) post-treatment follow-ups, the self-

management group had significantly lower IBS-SSS

scores than the control group but the difference

directly post-treatment was not significant (t=x0.1.8 ;

95% CI x79.9 to x3.2, g2=0.05).

At 6 months post-treatment the mean change in IBS-

SSS in the self-management group was 109, compared

to 29.5 in the TAU group. Twenty-five (83%) of the

self-management group showed a clinically significant

change on the IBS-SSS (i.e. a change of 50 points) at

6 months post-treatment compared to 16 (49%) of the

control group (OR 5.3, 95% CI 1.64–17.26).

Secondary outcomes

The data for the WSAS were skewed at all four time-

points. The median score for the treatment group

at baseline was also slightly higher than that of the

control group (5.5 v. 4.0). Consequently, rather than

using non-parametric analyses, which would not

allow us to control for baseline, we created three

change scores for the WSAS data by subtracting each

of the follow-up points from the baseline score. Table 4

shows that, at each time-point, the self-management

group showed significantly greater improvement in

WSAS scores than the control group.

The means scores for the HADS across the trial

are presented in Table 3. The general linear models

showed no group by time interaction for depression

[F(2.36)=1.35, p=0.26] but there was a small inter-

action effect for anxiety [F(2.8)=14.92, p=0.05].

Between-group parameter estimates showed that

there were no differences in anxiety scores between

the groups at each of the time-points, but within-group

analysis showed that the self-management group

had a significant reduction in anxiety from baseline to

6 months post-treatment [t(29)=2.5, p=0.02] whereas

the control group did not [t(32)=0.8, p=0.41].

Acceptability and adherence to treatment

At the end of treatment 24 out of the 30 (80%) partici-

pants in the self-management group returned their

homework sheets. The mean score for the quantity

completed was 6.94 (S.D.=2.66) out of a total of 10

sheets. Twenty-one (70%) participants rated the self-

management treatment as much better or better than

any other treatment they had received to date. Three

(10%) said it was no different and 20% did not answer

Table 3. IBS-SSS and HADS scores in the self-management and control groups across the trial period (intention-to-treat data)

Baseline

End of treatment

(2 months)

3 months

post-treatment

6 months

post-treatment

IBS-SSS

Self-management group (n=30) 228.5 (83.8) 156.7 (81.9) 135.4 (73.3) 119.4 (81.7)

TAU control group (n=33) 222.8 (80.7) 195.0 (82.9) 190.5 (89.4) 193.3 (92.3)

HADS Depression

Self-management group (n=30) 3.9 (3.4) 3.9 (3.42) 2.9 (2.5) 2.9 (2.4)

TAU control group (n=33) 4.1 (3.1) 3.8 (3.2) 3.8 (3.5) 4.0 (3.7)

HADS Anxiety

Self-management group (n=30) 9.1 (3.8) 8.7 (4.4) 7.0 (2.9) 7.5 (3.8)

TAU control group (n=33) 6.9 (4.3) 6.6 (4.7) 6.7 (4.5) 6.4 (4.1)

IBS-SSS, Irritable Bowel Syndrome Severity Scoring System; HADS, Hospital Anxiety and Depression Scale ;

TAU, treatment as usual.

Values given are mean (standard deviation).
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the question. Eighteen (60%) rated the treatment as

highly or very effective and seven (23%) rated the

treatment as effective. Four (13%) felt the treatment

was not that effective but no participants rated the

treatment as not at all effective. Finally, 27 (90%) said

they had enjoyed the programme.

Discussion

This study shows that a structured CBT-based

self-management manual together with three 1-hour

therapy sessions (one face-to-face and two tele-

phone sessions) provides significant and consistent

relief from symptoms up to 6 months post-treatment

when compared to TAU in primary care. The self-

management programme also significantly improved

IBS symptom severity and the degree to which the

symptoms interfered with daily life.

However, the self-management treatment had no

effect on depressed mood. This may have been be-

cause the levels of depression in this sample of IBS

patients were very low. Anxiety levels were higher

and the self-management group reported a significant

reduction over the 8 months of the study in their

levels of anxiety. There was no reduction in anxiety

in the TAU group, but this may be an artefact of the

self-management group reporting higher baseline

anxiety.

The self-management approach seemed to be ac-

ceptable to patients. Only one dropped out of therapy.

The majority reported that they felt the treatment was

more effective than treatment they had received in

the past. Almost all of the patients reported that they

enjoyed the treatment and most adhered to the pro-

gramme by completing homework sheets.

Potential limitations of the study

Limitations of this study include an absence of a ther-

apy control condition for the self-management ther-

apy sessions. However, as this intervention included

limited therapy time, we thought it unlikely that sus-

tained improvements could be related purely to a

placebo or therapist effect. The fact that patients in

the self-management programme showed ongoing

improvement in both symptoms and IBS-related dis-

ability after therapy finished suggests that improve-

ment was related to patients continuing to apply the

strategies they had learnt. The mean change in IBS-SSS

in the self-management group at the end of the treat-

ment was 72 compared to a mean change of 109 at the

6-month follow-up, which is double the recommended

cut-off for clinical improvement.

No fidelity check was carried out on the three

treatment sessions. However, all patients received the

same structured treatment manual and homework

sheets to work through. There was also only one

therapist, who was an expert in medically unex-

plained conditions, which may have encouraged

patients to be more adherent to treatment. Finally, this

was a pilot RCT, so the numbers in each group were

small. Although these numbers were sufficient to

show a significant treatment effect, it is more difficult

to generalize the findings to the wider group of

IBS patients. The patients in this trial had moderately

severe IBS symptoms, but they were less disabled and

depressed than cohorts of patients in previous trials.

The sample was also highly educated and a percent-

age of patients had not previously sought treatment

for their IBS. It is also worth noting that all patients in

this trial were diagnosed according to either Rome 1

modified or Rome II criteria (Boyce et al. 2000 ; Saito

et al. 2000). There are now Rome III criteria for diag-

nosing IBS (Longstreth et al. 2006). However, it is likely

that the majority of the patients would have met the

new criteria as they all had had symptoms for more

than 6 months.

Implications of the findings

The results from this trial differed from previous

CBT trials in two key areas. Only one patient (3%)

Table 4. Independent-sample t tests across groups for change from baseline in WSAS at each follow-up period (intention-to-treat data)

Self-management

group

TAU control

group

t test dataMean (S.D.) Mean (S.D.)

Change in WSAS at end

of treatment (2 months)

3.7 (6.7) x1.2 (5.7) t=3.16, p<0.01, 95% CI 1.82–1.79

Change in WSAS at 5 months

follow-up

4.3 (6.2) x0.7 (5.5) t=3.41, p<0.001, 95% CI 2.07–7.96

Change in WSAS at 8 months

follow-up

4.7 (6.6) x0.72 (5.3) t=3.57, p<0.001, 95% CI 2.37–8.42

WSAS, Work and Social Adjustment Scores ; TAU, TAU, treatment as usual ; S.D., standard deviation ; CI, confidence interval.
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did not complete the treatment. Previous IBS studies

suggest that drop-out rates from CBT can be as high

40% (Boyce et al. 2003 ; Drossman et al. 2003 ; Kennedy

et al. 2005). This may be because traditional CBT re-

quires a substantial time commitment from patients.

The most common reasons for dropping out are being

unable to take time off work or childcare commitments

(Kennedy et al. 2005). Having fewer sessions and ses-

sions on the telephone may make the therapy more

widely available. In addition, presenting treatment as

self-management of a chronic condition rather than as

a psychological therapy may be more acceptable to IBS

patients.

The treatment effects for symptom severity in this

study are larger than those reported in many other

CBT trials. This may be because of differences in the

patient cohorts. In the London-based primary-care

CBT trial (Kennedy et al. 2005), the mean WSAS

score at baseline was 15 and the mean HADS de-

pression score was around 7. In the current study,

the median WSAS was 5 and the mean HADS de-

pression score was 4. As our study did not rely on

GP referral we may have accessed a cohort that

seldom gets offered therapeutic intervention or per-

haps even gets diagnosed. This is important, as our

results suggest that treatment effects may be greater

if patients are less disabled by their symptoms and

less depressed. There is certainly evidence that de-

pression in IBS is related to poorer treatment out-

come (Blanchard, 2001). This study indicates that

early intervention and diagnosis may not only

make treatment more effective but also prevent the

illness becoming more chronic and refractory to

treatment.

In conclusion, this study provides preliminary evi-

dence that CBT-based self-management in the form of

a structured manual and minimal therapist contact

may be an effective and acceptable treatment for

patients presenting with IBS in primary care. Future

studies should assess the effectiveness of the inter-

vention with a broader range of IBS patients and

therapists, including nurse practitioners. This study

included a relatively educated cohort of patients so

the usability of the manual needs to be more broadly

assessed. Comparing different dosages of therapy

and the cost-effectiveness of these would also be ben-

eficial.
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