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Abstract

Background: Inflammatory Bowel Disease (IBD) is a group of chronic gastrointestinal
diseases with a relapsing nature. The two main types are Crohn’s disease (CD) and
ulcerative colitis (UC). Both CD and UC patients experience very similar and distressing
symptoms: acute abdominal pain, vomiting, malnutrition, fever, fatigue, diarrhoea and
rectal bleeding. These symptoms are disabling and have a severe impact on physical and
psychosocial wellbeing. Around 30% of patients suffer from moderate to severe
psychological distress and have difficulties coping with the illness even in remission.
However, it appears that mental health is overlooked by clinicians who often focus on
physical gastrointestinal symptoms only.

Mindfulness-Based Cognitive Therapy (MBCT) is evidence based, group psychological
intervention that has been successful in reducing depression and anxiety scores in
patients with depression while improving overall quality of life. However, MBCT has never
been tested in the IBD population before.

PhD question: Can MBCT be used as an adjunct therapy to IBD symptom management,
for improving IBD patients' general well-being and quality of life?

Aims and objectives: The overall aim of the thesis was to develop and collate the
evidence for a definitive randomised controlled trial (RCT) testing the effectiveness of
MBCT for patients with inflammatory bowel disease (IBD). The thesis brings together six
publications. The six publications were integrated into four objectives that collectively
contributed in answering the overall PhD question.

Results: The findings from the first three publications highlighted the disease-related
concerns and psychological needs for patients with IBD. The findings from the last three
publications highlighted how feasible it is to use MBCT in IBD and emphasised the IBD
patients’ perspectives about MBCT.

Conclusion: The thesis concluded that a definitive RCT of MBCT for IBD patients is both

feasible and acceptable.
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Chapter 1

Introduction

The overall aim of the thesis was to develop and collate the evidence for a definitive
randomised controlled trial (RCT) testing the effectiveness of Mindfulness-Based
Cognitive Therapy (MBCT) for patients with inflammatory bowel disease (IBD). This aim
was set to answer the PhD question: Can MBCT be used as an adjunct therapy to IBD

symptom management, for improving IBD patients' general well-being and quality of life?

IBD is a lifelong condition affecting the gastrointestinal tract. The two main types are
Crohn’s disease (CD) and ulcerative colitis (UC). Both conditions are characterised by
periods of flair up (symptom exacerbation) and periods of remission (symptom
reduction). The severely disabling and distressing symptoms include and are not limited
to vomiting, bloody diarrhoea, faecal urgency, incontinence and malnutrition. It is
estimated that over 28 million people worldwide and over a quarter of a million people in
the UK are living with (IBD) (Lacatos 2006), with IBD incidence and prevalence of IBD
rising (Molodecky et al. 2012).

With the prospect of no cure, recurrent hospital admissions and lengthy treatments with
biological drugs, IBD severely affects patient’s quality of life. It is reported that around
30% of patients with IBD suffer from anxiety or depression and require psychological

support (Graff et al. 2009).

MBCT is a psychological group intervention designed by Segal et al. (2012). The MBCT
intervention is based on the concept that the participants of an eight week MBCT course
will experience reduced negative effects from physiological factors, such as pain and
psychological factors, such as anxiety and depression. MBCT is recommended by the
National Institute for Health and Care Excellence (NICE) guidelines as a preferred
psychological intervention in the ‘clinical management of persistent sub threshold
depressive symptoms or mild, moderate or severe depression in adults (including people

with a chronic physical health problem)’ (NICE 2011).
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MRC Framework for the development of complex interventions

According to the Medical Research Council (MRC) guidance for the development and
evaluation of complex interventions (Craig 2008), a question that is concerned with the
examination of the effectiveness of a complex intervention such as MBCT, would be
ideally answered by conducting a definitive multicentred RCT. However, although the
literature suggested that mindfulness based interventions are effective in the
management of chronic conditions, and MBCT has a good application in management of
depression, there were a lot of uncertainties regarding the use of MBCT in patients with

IBD. Some of the uncertainties were as follows:

. Feasibility and acceptability of conducting a RCT that uses MBCT for IBD patients;

. Recruitment and retention rates;

. Baseline for sample size power calculation;

. Acceptability of the intervention and trial procedures for patients such as

recruitment and consent.
All of these uncertainties arose as a result of a scarcity of evidence on the effectiveness of
MBCT in patients with IBD (MBCT has never before been examined in the IBD population).
Therefore, according to the MRC guidance, before a recommendation for proceeding to a
definitive RCT can be made, a significant amount of work needed to be completed. This

includes feasibility and piloting work as well as collating of evidence.

Aims and objectives and list of scientific papers:

Aim of the PhD
The overall PhD aim was to develop and collate the evidence for the feasibility and

acceptability of a definitive RCT testing the effectiveness of MBCT for patients with IBD.

Objectives of the PhD

To answer the overall PhD question and to explore the different aspects related to the

overall aim, four separate objectives were devised. These are as follows:

11



Objective 1: To ascertain the role of psychological factors in IBD according to the current
literature.

Objective 2: To establish the psychological needs’ gap in the current care services for
patients with IBD.

Objective 3: To explore feasibility and piloting of MBCT for patients with IBD.

Objective 4: To explore participants’ perspectives and acceptability of using MBCT for

patients with IBD.

Each of the objectives above has one or two papers associated with them (see Box 1
below). All of the papers collectively go beyond their original aims and provide a better
rationale and understanding of the feasibility and acceptability of MBCT for patients with
IBD in the context of future implementation of such an intervention as part of a holistic

IBD care.

Box 1: Objectives and associated papers

Objective 1: Paper 1. Schoultz, M. "The role of psychological factors in
To ascertain the role of | inflammatory bowel disease." British journal of community
psychological factors in IBD | nursing 17.8 (2012): 370.

according to the current | Paper 2. Schoultz, M., Atherton, I. M., Hubbard, G., & Watson, A.
literature. J. "Assessment of causal link between psychological factors and
symptom exacerbation in inflammatory bowel disease: a protocol
for systematic review of prospective cohort studies." Syst Rev 2.1
(2013): 8. [located in Appendix 1, p. 184]

Objective 2: Paper 3. Schoultz, M., Macaden, L. & Watson, A. J.” Co-designing
To establish the | inflammatory bowel disease (IBD) services in Scotland: findings
psychological needs’ gap in | from a nationwide survey.” BMC Health Services Research@16 (1),
the current care services for | 1.& Gut abstract: Co-designing inflammatory bowel disease (IBD)

patients with IBD. services in Scotland: the patients perspective. Gut 2015;64:A237
[located in Appendix 2, p. 192]
Objective 3: Paper 4. Schoultz, M., Schoultz, M., Atherton, I. M., Hubbard, G.,

To explore the feasibility and | & Watson, A. J. "The use of mindfulness-based cognitive therapy
piloting of MBCT for patients | for improving quality of life for inflammatory bowel disease
with IBD. patients: study protocol for a pilot randomised controlled trial
with embedded process evaluation." Trials 14.1 (2013): 1-9.

Paper 5. Schoultz, M., Atherton, I. M. & Watson, A. J.
"Mindfulness-based cognitive therapy for inflammatory bowel
disease patients: findings from an exploratory pilot randomised
controlled trial." Trials 16.1 (2015): 379.

Objective 4: Paper 6. Schoultz, M., Macaden, L. & Hubbard, G. “Participants’
To explore participants’ | perspectives on Mindfulness-Based Cognitive Therapy for
perspectives and | Inflammatory Bowel Disease: A Qualitative study nested within a

acceptability on using MBCT | pilot Randomised Controlled Trial.” Pilot and Feasibility Studies
for patients with IBD. 2:3 (2016).
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Rationale to submitted publications and their interrelationship

This PhD thesis presents a collection of six interrelated publications (see Box 1). The six
publications are connected through the overall aim to investigate the application of MBCT
for patients with IBD in Scotland. Although each individual publication focuses on
different aspects of the investigation, the publications collectively represent a body of

evidence unique to this field of knowledge.

IBD is a lifelong condition with severely disabling and distressing symptoms that impacts
on the everyday quality of life of patients (Lix et al. 2008). Faced with the realities of IBD
disease management, there is a growing demand for non-pharmacological interventions
and self-help tools that can improve the quality of life for patients (Bodenheimer et al.
2002; Barlow et al. 2002). With these facts in hindsight, the PhD journey started with the
broad question: Can MBCT be used as an adjunct therapy to IBD symptom management

in an aim to improve IBD patients' general well-being and quality of life?

The literature suggests that many IBD patients suffer from psychological distress and
disease related worries (Mussel et al. 2004) and this psychological distress in IBD is more
frequent than in the general population (Walker et al. 2008). Thus, stress (anxiety and
depression) has been identified as one of the strongest predictors for a poor quality of life
for patients with IBD (Vidal et al. 2008; Iglesias-Rey et al. 2014). Although there is no
evidence to suggest that stress causes IBD, there is evidence suggesting that stress could
affect disease activity and increase the risk of relapse (Jaghult et al. 2013). Accordingly,
developing interventions that can help IBD patients to manage and cope with stress in a
more efficient way seems to be a logical progression. Therefore, the first intended step
towards answering the PhD question was to examine the literature and prepare a

systematic review of psychosocial interventions in IBD.

One of the first literature searches revealed that such a review has already been
published. This was the Cochrane systematic review on psychological interventions in IBD
by Timmer et al. (2011). This review looked at twenty-one studies, with randomized,

quasi-randomized and non-randomized controlled design of psychological interventions
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in children or adults with IBD with a minimum follow up time of 2 months. The review
concluded that psychological therapy has no effect at 6 and 12 months for outcomes such
as quality of life, emotional status/depression and relapse/disease activity for patients
with IBD (Timmer et al. 2011). This was quite surprising, particularly with the evidence
around stress, relapse and the risk factors in IBD mentioned above. Thus, the review
findings raised a very important question: What is the role of psychological factors in IBD?
Consequently, this question formed Objective 1 and was the foundation for the first two

papers presented: Paper 1 and Paper 2 (see Box 1, p12).

Papers 1 and 2 looked at the evidence and critiqued the methodology of previous studies
that examined a variety of psychological factors in human and animal models of IBD and
the possible causation of stress and symptom exacerbation. The evidence from more
recent studies suggests that psychological factors may play a role in disease activity and

overall quality of life for patients with IBD.

Taking into consideration the findings from Objective 1 and the overall PhD question, it
was important to examine if IBD patients across Scotland felt that their emotional and
psychological needs were addressed in the current IBD care services. This enquiry formed

Objective 2 and Paper 3 (see Box 1).

Paper 3 was a nationwide survey and among other wider aspects, looked at the IBD
patients’ experiences of care services across Scotland. One of the questions asked if their
psychological and emotional needs were met through existing services and if not, what
should change to meet their needs. The conclusion of the study was that patients with
IBD asked for a more holistic approach to their care and wanted a greater involvement of
psychological services to help with adaptation and living with the disease. This enquiry
formed the foundation for the next objective, Objective 3 and Papers 4 & 5, examining

the feasibility and piloting of the use of MBCT for patients with IBD.

Paper 4 was a protocol for the pilot RCT and worked out the methodology according to
the Medical Research Council (MRC) guidance for development and evaluation of
complex interventions (Craig 2008). This was the methodology for a pilot RCT with a

nested qualitative study, looking at the use of MBCT for patients with IBD. This study,
14



incorporating 2 phases, received funding from 2 external sources: the charity Crohn’s and
Colitis UK and Research, Development and Innovation (RD&I), NHS Highland. Paper 5
reports the findings of the exploratory pilot RCT using MBCT for patients with IBD. The
primary aim of this paper was to gather the evidence around methodology and assess the
feasibility of conducting a large RCT testing the effectiveness of MBCT in patients with
IBD.

In order to fully answer the overall PhD question, it was important to examine the
perspectives and experiences of IBD patients about the acceptability on MBCT. This
formed Objective 4 and paper 6. Paper 6 was a qualitative study nested within the pilot
RCT, reporting on the experiences and perspectives of patients with IBD that went

through an 8 week MBCT program.

Thus, this thesis is presented in an alternative format. It describes the four objectives that
were designed to answer the overall PhD question. Collectively, they concluded the
piloting, feasibility and process evaluation phase of the complex intervention MBCT and
its use in the IBD population. After Chapter 1, which is the Introduction and setting of the
scene, Chapter 2-5 individually describe how each of the 4 objectives were achieved,
while incorporating the associated papers within each objective. Chapter 6 concludes this
thesis with discussion, summary and the limitations of the studies described and

implication for future practice and research.

Theoretical framework underpinning

The primary conceptual framework for using MBCT in IBD is based on the bio-
psychosocial model. Drossman (1998) applied the bio-psycho-social model to
gastrointestinal diseases, a model firstly suggested by Engel about the understanding of
determinants of health and disease (Engel 1981). This model presumes that biological,
psychological, and social factors all contribute to the expression of disease and illness.
According to the model (see Figure 1) environmental exposures and psychosocial
modifiers also affect the clinical expression of the condition, and ultimately, the outcome
in a reciprocal fashion (Drossman 1998, p260). Thus, a biological event such as

gastrointestinal infection could cause the onset of disease symptoms in IBD and affect the
15



bowel, the individual and the quality of life. Equally, a depression or other psychological
event can affect the quality of life and clinical outcome and might activate the disease
symptoms through biological effects on systemic immune and inflammatory function

(Drossman 1998; Maunder 2005; Mawdsley et al. 2005).

Environmental Psychosocial
Exposures Modifiers
Disease
Biologic/ Clinical
Psycholc_)glc Outcome
Predispositions lliness

Figure 1. Schematic representation of the bio-psycho-social model. (Figure from Drossman 1998,

p. 260)

This mind-body relationship is further examined by psychophysiology. The basic
assumption in psychophysiology is that cognitive, emotional, behavioural and social
events are mirrored in physiological processes (Hugdahl et al. 1995). Thus, all cognitive
processes such as thoughts and emotions may have an effect on body processes including
effects on health and illness. For example, chronic psychosocial stressors can have a
measurable effect on inflammation (Hansel et al. 2010). According to the concept, any
change in behaviour or attitude will make changes in physiological processes and by
observing changes in physiological processes; we can learn/understand individuals’
psychological status (Davidson et al. 2003). For example, there is evidence that an
exposure to a stressful situation will produce a result in the cardiovascular system such as
a change in heart rate (HR), vasodilation /vasoconstriction, myocardial contraction, or
stroke volume (Charkoudian et al. 2009). This is because the heart is affected by both the
sympathetic and parasympathetic system of the central nervous system, which means its
activity is affected by arousal but also by paying attention to other stimuli (Ward et al.

2003).
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As with the heart, the gastrointestinal tract is also affected by both the sympathetic and
parasympathetic system of the central nervous system in what is known as the brain-gut
interaction (affected by arousal or attention to stimuli) (Mayer et al. 2006). The brain-gut
interaction plays a vital role in the regulation of digestive processes, as well as gut-
associated immune system and regulation of the physical and emotional state of the body

related to digestion (such as feeling of satiety, abdominal pain etc.).

Alteration in the gut-brain interaction may be involved in the changes of symptom activity
in inflammatory bowel disease (Mayer 2000). Thus, introducing an intervention such as
MBCT may have an effect on the brain-gut interaction in a way that could change the
patient’s stress perceptions or/and effects of sustained life and acute stresses and change
the symptom activity in these patients. Consequently, any changes in stress and stress
perception, as well as symptom activity, should therefore be observed and measured

accordingly.

Contribution

There is a large body of research in the area of IBD and its relation to psychological
factors, quality of life, emotional well-being and psychological interventions.

However, to my knowledge, firstly, there is very little research about using mindfulness
based interventions in patients with Crohn’s disease and ulcerative colitis and secondly,
there is no research about the use of Mindfulness-based cognitive therapy with patients
with IBD. Thus, the contribution of this PhD is significant and original to the field of

knowledge about the application of MBCT in IBD.

The individual studies reported in these six papers were conducted over a period of four
years (2011-2015). The studies were funded by the University of Stirling, Crohn’s and
Colitis UK and RD&I NHS Highland. The six papers report on studies conducted in
collaboration with Professor Angus Watson, Dr Gill Hubbard and Dr Leah Macaden all
from the University of Stirling and Dr lain Atherton from Napier University, formerly
University of Stirling. Within this team, my contribution to the research studies and

papers was in excess of 90%, and | was the lead grant applicant and holder, principal
17



investigator and lead author. Further details of my contribution are provided in the

individual papers.

Summary

This chapter sets the context for the submitted publications. After highlighting the overall
PhD aim, the chapter outlines the main objectives and how they are addressed through
the individual publications in hindsight of the MRC framework for complex interventions.
It then briefly gives an overview of the publications interrelationship and rationale. After
discussing the theoretical underpinning for the research, the chapter closes with a report
on contribution. The key issues in the introduction are discussed in-depth in the later
chapters. The later chapters also indicate how the six submitted publications have made a

significant and original contribution to this particular field of knowledge.
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Chapter 2

Objective 1: To ascertain the role of psychological factors in IBD according to the

current literature

Chapter overview

As mentioned in the introduction, the purpose of this chapter is to discuss and investigate
the role of psychological factors in IBD by examining the current literature. As part of this
investigation and addressing Objective 1, two papers exploring this issue will be
presented. However, the chapter will firstly provide an overview of Crohn’s Disease and
ulcerative colitis, their clinical manifestations, extra-intestinal manifestations, treatment,
incidence, prevalence and aetiology, as well as the burden of disease, psychological
comorbidities and stress. The chapter will then present the two associated papers and

their critical reflections, together with how they contribute to the overall PhD question.

Inflammatory bowel disease (IBD)

IBD is a group of relapsing chronic gastrointestinal diseases characterised by inflammation
of the gut (Baumgart & Sandborn 2012; Head & Jurenka 2003). The two main types are
Crohn’s Disease (CD) and ulcerative colitis (UC). Dalziel was first to describe Crohn's
disease in Scotland in isolated cases in 1913 (Kyle & Stark 1980). However, Crohn’s
disease was named after Burril B. Crohn, an American physician, in 1932 when he and
colleagues clinically described the disease in further cases (Crohn et al. 1932). Ulcerative

colitis was first described in 1859 by a British physician Sir Samuel Wilks (Wilks 1859).

Clinical Manifestations

Although the disease course for both CD and UC follows a similar pattern with periods of
relapse and remission, there are differences in the clinical manifestation of the two. For
example, the manifestation of CD is by patchy inflammation that can affect any part of

the gastrointestinal tract, from mouth to anus, compared to UC, where the inflammation
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is continuous and affects only the large bowel (Hanauer 2006; Xavier & Podolsky 2007).
Both CD and UC have common symptoms: vomiting, abdominal pain, diarrhoea, weight
loss, anaemia and rectal bleeding. In CD, complications such as fistulas and abscesses are
more common (around one third) and perianal fistulas can often lead to faecal
incontinence (Lennard-Jones & Shivananda 1997; Friedman & Blumberg 2011). In UC,
while in relapse, the need to urgently defecate up to 15 or more times a day and the
feeling of incomplete evacuation of the bowel (tenesmus) can be common. Life
threatening complications such as bowel perforation, ileus and the development of
cancer can happen in both conditions (Selby 1997). Around half of UC patients might
relapse in a year, with 25-35% needing surgery (removal of large bowel and formation of
stoma), and up to 70-90% CD patients might need surgery, with 50% needing surgery in
the first 10 years (Rampton & Shanahan 2008; Berg et al. 2002; Gardiner & Dasari 2007).
Mortality of patients with CD is double that compared to the general population due to
complications such as sepsis, pulmonary embolism, immunosuppressive medical
treatment and complications of surgery, while mortality for patients with UC is higher
compared to the general population, due to increased risk of carcinoma in patients with

UC (Loftus et al. 2003; Loftus 2006; Bewtra et al. 2013).

Extra-intestinal Manifestations

Around 25-40% of both CD and UC patients can present with extra-intestinal
manifestations (EIMs) (Bernstein 2010). Although any organ of the body can be affected,
the most common extra Gl manifestations involve the musculoskeletal and dermatologic
systems, eyes, hepatobiliary and pulmonary system (Levine & Burakoff 2011). The EIMs
are directly related to the inflammation in the bowel, thus, if there is inflammation, the
likelihood of EIMs is increased. For some patients, EIMs can develop prior to colonic
symptoms. Most EIMs respond well once the underlying bowel disease is treated,
however, some diseases, such as primary sclerosing cholangitis (appears approximately in

less than a third of IBD) require lifelong monitoring.
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Treatment

Due to IBD being a chronic condition with no known cure, the main treatment aim is to
reduce symptoms, maintain remission, decrease disease-related complications and
improve the overall quality of life. There are a wide range of medical treatments for both
CD and UC using either a step up (using the “mildest” form of drug therapy to treat
patients first) or a ‘top down’ approach, (using biologic therapies early) aimed at inducing
remission as well as maintenance treatments and preventing a relapse. These are: anti-
inflammatory therapy (e.g., salicylates or corticosteroids) and immunomodulatory
treatment (e.g., azathioprine or anti-tumour necrosis factor (anti-TNF preparations))
(Lichtenstein et al. 2009). Particularly in CD, the concept of deep mucosal healing is
becoming increasingly supported. This treatment primarily involves anti-TNF agents and
its aim is to eliminate inflammation and to increase time in remission while avoiding
complications (Frgslie et al. 2007; Schnitzler et al. 2009). Several studies have shown that
the elimination of inflammation can contribute towards decreased rates of surgery and
hospitalization (Frgslie et al. 2007; Schnitzler et al. 2009; Baert et al. 2010; Colombel et al.
2010; Ha & Cornbluth 2010; Feagan et al. 2012). More biological therapies including
biosimilar medications are reaching the formulary all the time (Jung et al. 2015; Kang et
al. 2014). Although drug treatment is usually the primary option before surgery is
considered, removal of the whole or parts of the colon (such as bowel resection,
stricturoplasty or a temporary or permanent colostomy or ileostomy), is performed when
medical therapy is unsuccessful or when there is a substantial risk of cancer development

(Hwang & Madhulika 2008; Surlin et al. 2012).

Incidence and prevalence

The onset age for IBD is mainly during adolescence or young adulthood (15-30 years) with
a small peak of onset in individuals at the age of 50 to 70 years old (Johnston & Logan
2008). However, because most studies define the onset age as the age of diagnosis, the
actual time of onset of symptoms to time of diagnosis may vary widely between patients
and healthcare systems. Approximately 240,000 people are diagnosed with IBD in the UK
(IBD standards 2013) with an overall prevalence of IBD of 400 patients per 100.000

population. The prevalence for UC in the UK is higher than for CD and is 243 per 100.000
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and 145 per 100.000 respectively (Rubin et al. 2000). In addition to the high prevalence of
IBD in Europe, comparing to North America, Asia and the Middle East (Baumgart &
Carding 2007; Molodecky et al. 2012), the incidence of IBD in the UK is on the increase,
with up to a 76% increase in areas such as Scotland since the mid-1990s (Sawczenko et al.

2001; Henderson & Wilson 2012).

Aetiology of IBD

Despite intensive research, there is still no consensus on what causes UC or CD. The most
common hypothesis is that the diseases are a combination of genetic predisposition and
environmental factors (Blumberg & Strober 2001; Baumgart & Carding 2007). Widely
proposed current aetiologies include: an inappropriate reaction to a specific infection in
the intestine, subtle alterations of bacterial composition and function and overexposure
to resident luminal bacterial products (Thompson-Chagoya et al. 2005). However, IBD was
historically (UC in particular) considered a psychosomatic disease (Korzenik 2005). This
theory was developed in the early 20" century from retrospective studies grounded in an
association between “well-marked time relationship between emotional disturbance and
symptoms” (Murray 1930). Since then there have been a number of studies with
contradictory results regarding personality type as a predisposing factor for the
development of UC (North et al. 1990; Addolorato et al. 1997; Magni et al. 1991; Moreno-
Jiménez et al. 2007). This theory is now widely discredited through a number of studies
where psychological predisposition to IBD is not identified, but psychological problems
were found as a consequence rather than a cause of the disease (Helzer et al. 1982;

Korzenik 2005).

Diet and allergy are among the environmental factors that have been considered as an
aetiological factor for IBD. Historically, nutritional deficiencies were suggested to be
causes of IBD (Korzenik 2005). More recently, there has been focused interest on diet as
the initiating cause of IBD, including in areas such as high intake of sugar, fat and simple
carbohydrates (Nahidi et al. 2014; Reif et al. 1997; Hou et al. 2011). Although high fibre
and fruit intake was thought to be associated with decreased CD risk and high vegetable
intake with decreased UC risk, there is no consensus about diet as a risk/protective factor

for IBD.
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Cigarette smoking is another environmental factor that has been widely studied as a risk
factor for IBD. Smoking worsens the clinical course of CD and may exacerbate fistulas,
worsen symptoms and increase the need for surgery. Smokers have a twofold risk of
developing CD (Cosnes 2004; Calkins 1989). Contrary to this, smoking plays a protective
role in UC and in UC insomuch that smoking is associated with less frequent symptom
exacerbation (Feagan 2003). Other environmental factors have been studied, including
oral contraceptives, appendectomy, vaccines, airline travel and toothpaste. There is

insufficient evidence to support any of these theories (Schmidt & Stallmach 2005).

Evidence suggests that 5-22 % of UC patients have a first-degree relative with UC and CD
patients have a 2—-16 % chance of having a first-degree relative with CD. This suggests a
genetic component to disease aetiology, particularly in CD (Baumgart & Carding 2007).
Since the identification of the first gene on chromosome 16 that increases susceptibility
to Crohn's disease (NOD2/CARD15) in 2001, the genetic investigation in IBD is growing
(Hugot et al. 2001; Ogura et al. 2001; Cho 2002). Although there have been over 100
published IBD susceptibility loci (gene mutations), their overall contribution to developing

IBD remains low, categorising IBD as a polygenic disorder (Thompson & Lees 2011).

Burden of Disease/Evidence of psychological comorbidity

It is well documented that having a chronic disease leads to a greater burden of
psychological stress, depression and anxiety and this is no different for IBD (Knowles &
Mikocka-Walus 2014). Due to the chronic and relapsing nature of the disease, the
distressing and debilitating symptoms, the fear and humiliation surrounding incontinence,
feeling dirty, isolated and living in fear, the prospect of no cure and the early onset of the
disease, it is evident that the disease has substantial psychosocial implications beyond the
intestinal symptoms alone (Hall et al. 2005; Devlen et al. 2014). Evidence suggests that
the burden is even more prevalent when the disease activity is not managed well, or
when patients have active symptoms (Mikocka-Walus et al. 2007). This is reflected in the
increased rates of depression, anxiety and other psychosocial comorbidities for patients
with IBD and with a consequence on their ability to work and socialise (Fuller-Thomson &

Sulman 2006; Netjes & Rijken 2012).
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There is emerging evidence that stress and other negative psychological attributes may
have an effect on the disease activity (Bonaz & Bernstein 2013). However, it is still not
clear if the psychological effect is one directional, from illness leading to psychological
difficulties, or if there is a two way activity between psychological status and the disease
activity in a possible brain-gut interaction (see Diagram 1). This possible ‘brain —gut’
interaction can be understood if we look at the central nervous system. The
gastrointestinal tract is affected by both the sympathetic and parasympathetic system
and is also affected by arousal and attention to stimuli (Mayer et al. 2006). The brain-gut
interaction plays a vital role in regulation of digestive processes, as well as gut-associated
immune system and regulation of physical and emotional state of the body related to
digestion (such as feeling of satiety, abdominal pain etc.). An alteration in the gut-brain
interaction may be caused by sustained stressful life situations such as psychosocial
circumstances or acute stress situations, such as an exam or job interview (Savignac et al.
2011; Bonaz & Bernstein 2012). The literature suggests that an alteration in the gut-brain
interaction may drive changes in symptom activity in inflammatory bowel disease through
the following 5 systems: (1) the autonomic nervous system, (2) the central nervous
system, (3) the stress system (hypothalamic-pituitary-adrenal axis), (4) the
(gastrointestinal) corticotropin-releasing factor system, and (5) the intestinal response
(including the intestinal barrier, the luminal microbiota, and the intestinal immune

response) (Mayer 2000; Bonaz & Bernstein 2013).

Whether the effect of psychological stress is one or two directional in the disease course,
it becomes less important. It is well documented that disability and functional
impairment, related with health conditions, is associated with anxiety and depression
(Walker 2011; Kessler 2003) and therefore psychological stress is a great burden for

patients with IBD.

Diagram 1. Possible relationship between disease activity and psychological status/difficulties

Disease Psychosocial

Activity Difficulties
Or

Disease < > Psychosocial

Activity Status
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But, what is stress?

Stress as a concept, is the presence of stressful stimuli that can be external or
environmental, or can be internal as a feeling, or the perception of being overwhelmed by
a threatening situation (Lazarus and Folkman, 1984). To understand the experience of
stress, one needs to evaluate the threat potential of the stressor and the one’s capacity to
cope with it (Lazarus and Folkman 1984). In the IBD context, assessing perceived stress is

a way of evaluating stress and its role in heath as explored by Keefer et al (2008).

Stress as a risk factor for depression and anxiety

Stress has been identified as a risk factor for depression and anxiety. The evidence
suggests that stress interacts with genetic, biological, environmental and psychological
predisposing vulnerabilities, resulting in emotional distress and potentially in the onset of
mental and physical health disorders such as depression and anxiety (Taylor 2010).
Depression is defined as an umbrella term covering a broad range of states from feeling
sad, helpless and demoralised to grief, poor self-esteem or a major depressive episode
(Cooke 1980). Anxiety is defined as ‘anticipation in future misfortune or danger
accompanied by the feeling of dysphoria or somatic symptoms of tension’ (DSM-IV). In
IBD, several studies have suggested a significant association between perceived stress
and anxiety and depression (Camara et al. 2009). Further studies suggest a possible
association between the effect of stress, depression and anxiety in symptom exacerbation

in IBD (Sajadinejad et al. 2012).

Stress and symptom exacerbation

Inflammatory bowel disease is principally thought of as a disease of the intestinal system.
However, a purely gastrointestinal (Gl) centric view of the illness is not sufficient to
understand the full spectrum of patients’ experiences and concerns (Andrews et al. 2010).
As Andrews et al. (2009) remark, the gut is essential for nutrition, but it also contributes
to pleasurable experiences through taste, food satisfaction, satiety and emotional, social
and religious aspects of sharing meals. The inability to participate in these food/meal

based community aspects because of the gut disturbances, could cause distress for the
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individual. Thus, for many patients with IBD, stress is a very important part of the disease
experience. This is particularly evident when symptoms are active and higher perceived

stress is present due to a worry about the disease and its impact on broader life activities.

As mentioned above in the aetiology section, the idea of an association or even a causal
link between psychological stress and IBD symptoms is not new and the theory has been
around since the 1930s (Murray 1930a). Although some of the early discussions alluded
to a psychological background being of aetiological significance in UC, this author was one
of the first to highlight the effect of the disease on the mental health of patients with UC
and the necessity of addressing it. He suggested that mental health was often overlooked
by medical professionals due to the physical symptoms being so obvious and this was
where their focus often stopped (Murray 1930b). Since then, there has been a volume of
literature examining the evidence concerned with the issue and although there are some
contradictions in findings (Graff et al. 2009; North et al. 1990; Schwarz & Blanchard 1990;
North & Alpers 1994), the weight of evidence suggests that stress and psychological
factors play a role in the pathogenesis of IBD and in relapse of the illness (Searle &
Bennett 2001; Mikocka-Walus et al. 2007; Maunder & Levenstein 2008; Levenstein et al.
2000; Maunder 2005).

Higher levels of distress (anxiety and depression symptoms), or perceived stress, has been
reported by IBD patients with active symptoms compared to both patients in remission,
or in the general population (Graff et al. 2009; Hauser et al. 2011). A high number of
those with active IBD symptoms report IBD as a significant source of stress if their
symptoms do not improve over time, but also report significant stress related to all other
occupational and social daily activities (Bonaz & Bernstain 2013; Singh et al. 2011). This
broader life stress could be a contributing factor towards re-occurrence of relapse for
individuals with IBD. In view of this, there has been growing interest in examining the
impact of stress, depression and anxiety on IBD symptoms. The resulting reports have

been mixed.

Aim and linkage to research question
As discussed above, IBD is a chronic illness that affects around a quarter of a million

people in the UK. It has physical and psychological manifestations. While debate
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continues about the direction of the relationship between IBD symptoms and stress, it is
clear that people with IBD are likely to be caught up in a vicious circle where physical
symptoms exacerbate stress and vice versa. From the patient perspective, therefore, both
the physical and the psychological aspects need to be addressed. Hence, this PhD focuses
on the psychological aspects of IBD and investigates if MBCT can be used as an adjunct
therapy in addition to physical symptom management for improving IBD patients' general
well-being and quality of life. The first step towards answering the PhD question is
ascertaining the role of psychological factors in IBD through a thorough examination of
the literature. This first step is very important and creates the building blocks of being
able to fully understand the evidence around patients’ concerns and experiences of
psychological factors and IBD disease course. The findings from this step were used as a
rationale to devise the best strategy for examining the potential for MBCT to be used as
an intervention in IBD symptom management and quality of life improvement. Thus,
Paper 1 (embedded below) and Paper 2 (appendix 1) collectively contributed to achieving

the first steps towards answering the PhD question.
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Paper 1: The Role of Psychological Factors in Inflammatory Bowel Disease

Due to publisher restrictions, Paper 1 is removed from the electronic copy of the thesis
http://hdl.handle.net/1893/23931

Paper 1:

Schoultz, M. (2012). The role of psychological factors in inflammatory bowel disease. British journal
of community nursing, 17(8), 370. http://dx.doi.org/10.12968/bjcn.2012.17.8.370



http://hdl.handle.net/1893/23931
http://dx.doi.org/10.12968/bjcn.2012.17.8.370

Overview and critical reflection on Paper 1&2

The following paragraphs will give a brief critical reflection on Paper 1&2, their strengths
and weaknesses but also on the whole process of shaping and refining the specific
qguestion. Although some of the issues presented in the next paragraphs have already
been explored in the papers, in this chapter they will be discussed further, as the greater
detail is important for the PhD question and submission, but not necessarily for the

journal readership.

Methods and design

The process of writing Paper 1 was one of the key learning processes in the PhD journey
that enabled me to refine the PhD question (‘if MBCT can be used as an adjunct therapy
to IBD symptom management for improving IBD patients' general well-being and quality
of life) and makes sense of the literature on stress and IBD. As mentioned in the
introduction, the initial idea for Paper 1 was to perform a systematic review of
psychological interventions in IBD. When the search revealed that such a review was
already published (Timmer et al. 2011) in the first years that | started my search and PhD,
it was logical that doing the same review would amount to duplication of effort and
therefore was not feasible. However, the findings from the Timmer et al. (2011) review
(mentioned in the introduction), raised questions around stress and symptom relapse in
IBD. For example, | wanted to get to the bottom of the issue about psychological stress, to
understand how it affects disease activity and patients with IBD but also how the disease
itself affects the psychological status of patients. Thus, Paper 1 focused on the literature
surrounding the role of psychological factors in IBD and discussed the conflicting

evidence.

Although the format of Paper 1 followed the journal request to be a narrative review with
relevance to clinicians, the methodology used in the literature searches followed a
systematic approach. A search strategy and predetermined inclusion/exclusion criteria
were devised to detect all relevant studies examining psychological factors in IBD through
the databases (Medline and EMBASE via OVID, CINAHL and Psychinfo via Ebsco). This

included prospective and retrospective designs as well as previous reviews from 1991
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onwards. The main finding of this paper was that the evidence about the role of
psychological factors in IBD is contradictory. This paper highlighted and discussed the

main reasons for those contradictory findings.

The principal thoughts that polarised opinions and contributed to contradictory findings
for almost a century (as mentioned in the previous section) was that researchers’
approaches came from different paradigms and interpretations: either from a biomedical
or biopsychosocial model perspective. The first followed the genetic and biological model
in explaining causes and symptoms of IBD (Bouma & Strober 2003), while the second
argued that psychological factors may play a key role in pathogenesis and symptom
exacerbation in IBD (Maunder 2005). These polarised stances are not new in medicine
and health. Since Aristotle and Plato, the mind and body have been separated and
dualism of mind and body was the foundation for the biomedical model. This model has
reduced illness to a single factor problem of biological malfunctioning for the last 300
years, thus ignoring the patient as a human being and reducing the person and their
psychosocial circumstances in physico-chemical terms (Engel 1980; Knowles & Mikocka-
Walus 2014). Although this model might work well for acute health problems, it is not
effective in dealing with chronic conditions. Thus, with the growing incidence of chronic
conditions worldwide and the works of psychotherapy in the twentieth century, the
biopsychosocial model or concept of illness was born. This brought together biological,
psychological and social factors as contributors to symptom relapse (Engel 1980) and
enabled researchers and clinicians to understand the full spectrum of patient experiences

and concerns with IBD. This model fits with the theoretical underpinning of this PhD work.

As seen in paper 1, there was evidence to support both stances, with the biopsychosocial
model being more prominent in the later literature (the last millennium). However, even
within reviews that used the same biopsychosocial model, looking at the same topic and
published in the same year, there were contradictory findings (North et al. 1990;
Schwartz & Blanchard 1990). At first, this was quite confusing, but nonetheless, |
continued to review the rest of the literature. Very soon a pattern became apparent in
the similarity of discrepancies between the findings. These were: inadequate
methodologies, either in the original studies or in the reviews of those studies,

inconsistency in defining or interpreting psychological factors, a failure to distinguish
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between the two types of IBD (CD and UC), lack of consistency in standardised measures
of disease activity and the role of personality traits. These became the focus of discussion

in paper 1.

On reflection, the writing of Paper 1 enabled me to have a better understanding of
psychological stress through identifying the complexity of the issue with all of the
disparities. In addition, this paper was my first publication and this contributed towards
confidence building, but also skills development in terms of understanding and engaging
successfully with the publication process. However, although this narrative review was a
great process for the above reasons, at the time it felt that building confidence and skills
development was not sufficient. | wanted to further understand the issues around
psychological stress and to further examine the literature in a more systematic way with a
more specific question; | wanted to find out if there is a causal link between psychological
factors and IBD symptom exacerbation. | felt that this question was important,
particularly in providing the rationale for using MBCT, an intervention designed to
improve coping with stress and in the face of the negative findings of the Timmer et al.
(2011) review (see previous chapter). Such a question would enable a better assessment
of the literature, particularly prospective cohort studies that are more likely to detect an
association between stress and disease activity. Thus, this is how the idea for Paper 2

came about.

Systematic reviews are seen as an essential tool for summarising evidence accurately and
reliably and are therefore seen as a more rigorous scientific method compared to a
narrative literature review (Tranfield et al. 2003; Liberaty et al. 2009). They are often used
as a starting point for further research and they inform clinicians and researchers with the
most up to date evidence in a particular field (Swingler et al. 2003). However, the value of
the systematic review depends upon: what was done, what was found, and how the
results were reported. While there is a clear guidance for reporting systematic reviews
results, in order to allow readers to assess the strengths and weaknesses of the evidence
and provide transparency of process, more recently experts are encouraging researchers
to publish systematic review protocols too (Moher et al. 2009). Publishing a systematic

review protocol before conducting a systematic review, provides a transparency in the
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process as well as helping counter publication bias by providing a permanent record of

the planned review procedures (Moher et al. 2015).

In addition to the above justification, | was aware of my lack of confidence in being able
to critically examine observational studies. Thus, writing the protocol for a systematic
review was the perfect learning opportunity for adhering to the above guidance as well as
developing my skills and confidence. Nonetheless, this process (for me personally),
proved to be a lengthy and ‘painful’ one. Most of the expertise in systematic reviews that
| had direct access to was in reviewing interventions and RCTs and | had to seek external
experts. | also felt that the literature about systematic reviews was overwhelmed with
explanations of how to conduct systematic reviews for interventions and RCTs, and there
was less about systematic reviews on observational studies. However, once my
confidence in performing the task improved (which was bolstered by completing the
narrative review) | found the task of defining the specific aims for the systematic review
more straightforward. Publishing the protocol was another confidence builder in terms of
the methodology being peer reviewed by experienced systematic reviewers, and the

actual publication generated a lot of interest about my research and future outcomes.

At the time of preparing the protocol for publication, the screening and selection of
studies according to the identified criteria was taking place simultaneously (for full details
of inclusion/exclusion see paper 2). After saving the initial searches (over 2000), the
process of selection by reading abstracts and deciding if they fulfil the criteria for
inclusion begun. Good practice guidance and the PRISMA 2009 checklist, lists several
important steps in this process: with searching, screening and quality appraisal among the
first few (Moher et al. 2009). At the same time, a second researcher, independently
arranged papers according to selected criteria. Good practice suggests that two
researchers independently review the screened papers and then compare outcomes
(Moher et al. 2009; Higgins & Green 2011). This provides transparency and robustness of

the whole process and contributes to the quality assurance of the approach.

Whilst progressing through the selection process, | came across a review dealing with a
similar theme that was published in 2012 (Sajadinejad et al. 2012). Although this review

was not titled as a systematic review, it was a very comprehensive paper which focussed
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on all of the concerns | had intended to address in the systematic review, and maybe
even more. At this point | had to consult with my supervisors and co-authors as well as
the literature. At the conclusion of this consultation | resolved that the purpose of my
investigation was to find an answer to my question, so that | could continue to the next
stage of the research. | accepted that although this was not conventional, the answer to
my question came in a paper published at the same time by another author. In addition,
the literature highlights that systematic reviews are time-consuming and costly to carry
out, therefore duplication of effort should be avoided and avoiding unintended
duplication is important in ensuring that finite research funds can be used effectively and
efficiently (Davies 2012; Chang 2012; Stewart 2012). Therefore, it was decided not
continue with the review, but to accept the findings of the review by Sajadinejad et al.

(2012) as a sufficient rationale for the next stage of the research.

Strengths and limitations

There are numerous strengths to the first two papers, as well as limitations. In terms of
the PhD process, the first two papers were confidence builders, where | developed many
skills which enabled me to refine my PhD question. They also enabled me to really
immerse in the topic and understand why there were some conflicting results. | also
learned to look at the methodology of published literature and became able to critique

and differentiate between poor and good quality research.

Contribution to the research question

Objective 1, with the two associated papers, highlighted the disease related concerns and
its psychological manifestations. Despite the debates in the literature around the topic
area, one of the consistent findings was that IBD has substantial psychological
implications beyond intestinal symptoms. The evidence suggests that symptom
exacerbation or significant perceived stress or distress is a consistent predictor for a lower
quality of life (Graff et al. 2009; Guthrie at al. 2002; Zhang et al. 2013, Moradkhani et al.
2013). Thus, it highlights that a purely Gl-centric view of IBD is not an adequate way of

addressing the disease concerns, and attention to mental health should not be
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overlooked by clinicians who often focus on gastrointestinal symptoms only (Graff et al.
2009). Therefore, it advocates that mental health in IBD should be addressed and
provides the rationale for examining the potential of MBCT, an intervention aimed at
better coping and management of psychological stress, in IBD symptom management and

quality of life improvement.
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Chapter 3

Objective 2: To establish the psychological needs’ gap in the current care services for

patients with IBD

Chapter overview

The literature suggests that a purely G- centric view of IBD is not sufficient to appreciate
the full spectrum of the patient experiences and concerns (see chapter 2). This is because
psychological stress is an important part of the disease experience for patients with IBD.
However, according to the evidence, attention to mental health is still overlooked by
clinicians who mainly focus on intestinal related symptoms (Graff et al. 2009). Faced with
this evidence and with the PhD question in mind, it was important to find out if
addressing the whole disease (physical and psychological symptoms) is part of the current
standard care for patients with IBD and if IBD patients across Scotland felt that their
emotional and psychological needs were adequately addressed. If this was not the case,

what do patients as experts in their condition suggest?

Thus, the purpose of this chapter was to investigate if there is a psychological needs gap
within the standard care for patients with IBD in Scotland. In order to do so, the chapter
will firstly refer back to the literature on psychological needs in IBD, then describe and
discuss current IBD care services with an emphasis on the need for holistic care. It will
then discuss the unmet needs gap in the management of IBD and discuss the literature on
psychological therapies as a way of addressing the psychological consequences of IBD and
linkage to research question. Although paper 3 (Appendix 2) contributes to answering this
chapter’s objective ‘If psychological needs of patients with IBD are met through their
standard care’, the question within paper 3 is wider than the aim of the chapter. At the
end, the chapter will critically reflect on the methodology in paper 3 with reference to
literature, and then explicitly discuss the contribution of objective 2 to the research

question.
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The literature on psychological needs in IBD

Around 1 in 250 individuals in the UK and 360 in every 100,000 individuals in Western
Countries are diagnosed with IBD (Gasparetto & Guariso 2013). The impact of the disease
on daily functioning and quality of life for patients is substantial, with psychological
distress being a major feature. However, this high prevalence of depression and anxiety
experienced by up to 60% of IBD patients, continues to be undertreated (Knowles &
Mikocka-Walus 2014). Yet, the recognition and treatment of psychological comorbidities
could improve the quality of life of patients with IBD and increase the overall cost-

effectiveness of IBD treatment (Moser 2006).

The preliminary results of a questionnaire (ADAPT-Assessment of the Demand for

Additional Psychological Treatment) that was developed to assess the subjective demand
for additional psychological care in chronically ill patients, showed that a third of over 300
patients with IBD had a strong desire for additional psychological support (Miehsler et al.
2004). The findings exemplify that many patients with IBD require more than medical
care. Thus, clinical attention to psychological comorbidity and quality of patient coping
skills for dealing with the disease are essential components of a comprehensive and

successful management approach to IBD (Moser 2006).

Overview of current IBD care and services

The majority of patients with IBD in the UK are managed in secondary care. This is
because most patients with a suspected or confirmed diagnosis of IBD are referred to a
gastroenterologist (IBD Standards Group 2009). However, patients often report an
extended period of distressing symptoms with numerous visits to their GP before being
referred to secondary care or before a diagnosis was made. This may be due to the
heterogeneous nature of IBD and the variety of symptoms that patients may experience,
requiring excessive examinations and investigations (Carter et al. 2004). These pose a
great burden for the patient. Common concerns about the process of examination is that
patients may feel embarrassed at being required to expose their ano-genital area
(Knowless et al. 2014). Concerns about inadequate hygiene due to the disease symptoms

or embarrassment/disgust at being required to collect stool sample or the anxiety and
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discomfort of having a colonoscopy is very common and contributes to the overall
distress for patients (Turnbull et al. 1997; Bakun et al. 2006; Knowles & Mikocka-Walus
2014). The IBD Standards (2013) suggest developments of protocols and pathways for
prompt referrals to be established locally, such as utilising faecal Calprotectin testing,

which would reduce the referral and diagnosis time and hopefully distress (NICE 2013).

As discussed in Chapter 2, first line treatments include a hierarchy of drugs and/or
surgical treatments. These are used to induce symptom remission or maintain remission.
This process can take up to several months as some patients do not respond to the first or
second type of medication (Sokol et al. 2010). This is a very difficult part of the journey for
patients, as when the first few types of medications do not induce symptom remission,
they can often feel hopeless and powerless about their future (Srinath et al. 2012). This is
in addition to dealing with the actual disease symptoms. Although at this stage they are
cared for in the medical sense, this is the point where patients often report that they
struggle to adapt to the disease and the whole life adjustment that follows as a result of
diagnosis. This is the point where most patients diagnosed with IBD believe they would
benefit from psychological referral and input. This is also supported by the literature

(Graff et al. 2009; Knowles & Mikocka-Walus 2014).

Once a ‘stable remission’ of symptoms has been achieved, patients are offered a variety
of options for their further disease management. The majority of IBD patients are kept
under review due to the relapsing and unpredictable nature and the need for long term
cancer surveillance. Thus, being on a 12 month review warrants a rapid access back to
hospital care if needed for the patient. Nonetheless, it is believed that around 20-30% of
patients with mild to moderate disease may not be in secondary care follow up (BSG
2015), which creates additional distress for them. As the literature suggests, having rapid
access to services is important to patients with IBD, particularly with the unpredictable
nature of the disease and due to the rapid symptom exacerbation from remission for
some patients (Westwood & Travis 2008). Being discharged to primary care to a GP who
perhaps has little understanding of the condition, could also add stress for the patient.
This is another point that patients with IBD report they would benefit from psychological
referral and psychological input; to help them cope and manage the uncertainty and

unpredictability of the next symptom exacerbation (Carter et al. 2004). The IBD Standards
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suggest that not only should pain, fatigue and urgency be addressed as very significant
factors in the patients’ quality of life, but psychological support for patients with IBD
should be provided on a similar basis to services for patients with cancer (IBD Standards

2013).

The need for psychological support as part of holistic care in IBD

Psychological support in IBD is as important as the gastroenterological approach (Filipovic
& Filipovic 2014). Thus, a holistic team approach is needed in IBD care in order to address
both the significant physical and psychological impact on quality of life in IBD and the
interaction of somatic and psychological symptoms. Results of a survey by the European
Federation of Crohn’s and Ulcerative Colitis Association’s (EFCCA) (Ghosh 2007) reported
that quality of life (Qol) is still not taking a central role within the care of patients with
IBD, despite the large and convincing body of evidence that psychological wellbeing and
quality of life is important for all people in general, particularly for those with chronic
conditions such as patients with IBD (Graff et al. 2009). Therefore, it is of great
importance to pay attention to the evidence while offering a model of care that enables
people to receive a more holistic care (Mikocka-Walus et al. 2012). This, in particular,
means acknowledging the importance of the overall quality of life and psychological
status of patients with IBD. Current evidence suggests that access to psychological
support for patients with IBD remains very low, with only 12% of services reporting to

have access to clinical psychology through a defined referral pathway (RCP 2014).

A proposed way to improve the overall QoL and psychological status of patients is by
taking a holistic approach to care, which includes a good patient —clinician relationship,
appropriate patient education and timely treatment of psychological comorbidities such
as depression and anxiety (Husain 2004; IBD Standards 2013). However, the appropriate

and timely treatment of psychological comorbidities in IBD is not without its challenges.

Overview of current psychological interventions in IBD

Given the perceived needs of those with IBD and the recommendation for psychological

support by the IBD Standards and by IBD experts (Knowles & Mikocka-Walus 2014), it is
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very clear that effective IBD-focused psychological interventions are needed. However,
some of the evidence about interventions aimed at improving the psychological distress
suffered by IBD patients report only a modest benefit for a subsection of patients with
IBD Timmer (2011) and Wietersheim & Kessler (2006). In contrast, a recent review of
psychotherapy for IBD shows promise in terms of reducing pain, fatigue, relapse rate and
improving medication adherence (McCombie 2013). In addition, Knowles et al. (2013)
points out that when psychotherapies are grouped according to the theoretical approach
and skill learning strategy, their impact on psychological symptoms and quality of life in
IBD, differs than when ideologically dissimilar interventions such as educational,
psychodynamic and cognitive behavioural are reviewed together. For example, Knowles
et al. (2013) grouped the interventions into either psychoeducation, stress management
(relaxation techniques, autogenic training), psychodynamic psychotherapy (PD), cognitive
behavioural therapy (CBT) or hypnosis (HYP). Reviewing all the recent psychotherapy
studies in IBD in this way, Knowles et al. (2013) found that the psychotherapy
interventions that fell in the category or are informed by the CBT paradigm have a greater
effect on anxiety and depression, rather than on IBD symptoms or QoL. In addition, the
interventions that are predominantly focused on stress management and not on coping
styles and self-management skills (such as CBT), show more modest benefit for mental
health symptoms and QoL when compared to the first ones. Therefore, these findings
make a clear distinction between the types of psychological interventions that are more
suitable or matched with the desired outcomes in IBD and represent an important

rationale for exploring the use of MBCT in IBD.

Aim and linkage to research questions

In order to answer the overall PhD question (if MBCT can be used as an adjunct therapy
to IBD symptom management for improving IBD patients' general well-being and quality
of life), this chapter and objective 2 is expanding on the discussion in the previous chapter
and objective 1 of understanding the full spectrum of patient experiences and concerns
about the disease. What this objective contributes to the overall question is the
understanding of the context of the current care services for patients with IBD in the UK
and the lack of psychological support and input in the IBD care despite the widely

recognised need for it. This chapter links the evidence for psychological needs from the
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literature with the evidence from the survey presented and discussed in paper 3
(Appendix 2). Both, the literature and the survey findings highlight the importance of a
holistic approach to IBD care, with appropriate and timely psychological support being at

the heart of it.

Overview and critical reflection on paper 3

The overall concept for this paper was to explore IBD patients’ perspectives and
experiences of current IBD services. This work formed part of a national strategy to
improve the standards of care given to patients with IBD in Scotland. A co-design
approach was adopted. Although the remit of this paper appears broader than this
chapter’s objective, the survey findings and process was a very effective way of assessing
two important aspects relevant to the overall PhD question. Firstly, the survey was a
great tool to identify any needs gaps in services, in particular the need for psychological
support and input and secondly, the rationale behind co-designing and improving services
with patients, is an evidence based strategy (Bate & Robert 2006) for creating a more
holistic, person-centred and comprehensive care model for patients. The outcome and
recommendations from this survey are important as they form the rationale behind the

need for developing and testing psychological therapies appropriate for IBD.

Methods, design and theory

Faced with the evidence about the need for psychological support for patients with IBD
and other anecdotal evidence, it was important to examine if the experiences described
in the literature were similar for IBD patients in Scotland. Thus, in collaboration with
Crohn’s and Colitis UK and the Scottish Government, a cross-sectional survey was
designed to examine the IBD patients’ experiences and perceptions of services in

Scotland.

Fundamental to answering any given research question is the need to develop an
appropriate research design. The overall research question of the study in paper 3 did not
fit in the positivist paradigm that focuses on theory testing, establishing causal effect or

predicting and controlling variables (Polit et al. 2003). In contrast, a qualitative research
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method that enables a development of a theory and offers an explanation about the main

concerns of patients with IBD was deemed as more appropriate.

On reflection, choosing the most appropriate methodological approach for the survey
was a process of exploring and examining the different theoretical and methodological
perspectives available. For example, the literature suggests that there is a range of
qualitative methodological approaches that could be used to underpin the theoretical
approach, such as: narrative research, phenomenology, ethnography and grounded
theory. | looked at the examples of the different approaches used in different research
situations in the IBD population. For example, a qualitative narrative approach was used
by Dur et al. (2014) in determining concepts related to health for patients with IBD by
examining the patient experience. A narrative research normally focuses on one or few
individual life stories where data is gathered from (Finlay & Ballinger2006). This was not

the right approach for the survey.

The phenomenology approach seeks to describe the phenomenon of an everyday ‘lived’
experience of a certain event as opposed to an event that is observed as an external
entity (outside of the person) (Manen et al. 1990). This approach also emphasises the
importance of reflexivity, or awareness of the way the researcher with its social identity
and background can influence the research process. This approach has been used in a
number of studies with IBD (Schneider & Fletcher 2008; Dudley-Brown 1996), but again,
was not the right approach for the survey.

The ethnography approach was also not appropriate. This is because the ethnography is a
systematic approach where an interpretation of the cultural phenomenon and social
structures is conducted within the social groups from the viewpoint of the subject of the
study, and that was not the aim of the survey. This approach has been used in IBD for

describing the experiences of adolescents living with ostomies (Nicholas et al. 2008).

Although most consider grounded theory (GT) as a qualitative method, GT is actually an
inductive methodology and a general method or systematic generation of theory from
systematic research that can be used with both quantitative and qualitative data (Holton
2008). In other words, GT is a strategy, or set of rigorous research procedures, seeking to

generate conceptual categories related to the study’s topic (Glaser and Strauss 1967).
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These concepts/ categories are interrelated with each other as a theory or theoretical

explanation about the phenomenon being studied.

Grounded theory has been influenced by Symbolic Interactionism (Blumer 1969) where
meanings are derived from social interactions that one has with other fellows and then
interpreted and modified by the person that dealt with the encountered interaction. GT
became a foundation for social research in the 60’s as a new way of investigation and has
developed through different phases or historical moments. Denzin and Lincoln (1994: 1)
specify that “qualitative research operates in a complex historical field that crosscuts five
historical moments. These five moments simultaneously operate in the present'. Those
phases/ moments range from traditionalism associated with the positivist paradigm
(1900-1950s) to postmodernism doubting all previous paradigms (1990-present). This
move towards postmodernism has resulted in GT being attacked for its positivist

foundations.

The approach used in the study enabled the discovery, exploration and conceptualisation
of patterns and themes that were important to the study population. It also enabled the
understanding of the context and why certain themes were important to the participants.
This was enabled by the ability of the qualitative approach to be a vehicle for gathering
important insights into culture, practices and discourses in health and illness (Denzin
2000). Ma (2000) and Sofaer & Firminger (2005) suggest that qualitative methods are
better suited to reveal and appreciate the full spectrum of the patient experiences and
concerns with IBD. This method enabled participants to provide a depth of information
about their experiences and perceptions of their interactions with healthcare

professionals and services while using their own language.

Qualitative research is also interested in the subjective interpretation of the world with
the aim of exploring and understanding peoples’ beliefs, behaviours and cultures (Mason
2002). Moreover, it has been recognised as an essential method when trying to
understand the context in which individuals experience health related treatment decision
making (Paley and Lilford 2011). Context is particularly important when developing
complex interventions (Campbell et al. 2007), thus the understanding of the health

service system, the characteristics of the population studied and how they interact with
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each other is fundamental information in addressing the PhD question which is about a
complex intervention. Thus, adopting a qualitative design within this study allowed the
exploration of patients’ needs, values and experiences of current services and their views

of how they could improve to cater to their needs better.

Sampling in qualitative research

Sampling in qualitative research is an equally important aspect of the research process as
the research question itself (Wilmot 2005). In order to acquire valid answers, even if it
were possible, it is not necessary to collect data from everyone in a studied community.
Therefore, a subset of the studied population is selected (Patton 2005). The study’s
research objectives and the study population characteristics would determine the size of
the subset. However, in qualitative studies, it is not only the size of the sample that is
important, but the type of participants that can give the best insight into a researched
topic (Noy 2008). In doing so, a range of sampling methods can be employed. As with the
choosing of the most suitable methodological approach, different sampling methods
were explored and evaluated from the literature. The most common types used in
gualitative research are: purposive, convenience, snowball and theoretical sampling

(Wilmot 2005).

Purposive sampling is probably one of the most common sampling strategies, where
participants are grouped according to preselected criteria relevant to a particular
research question (Creswell et al. 2007). According to this type, sample size may or may
not be predetermined prior data collection and is often determined on the basis of
theoretical saturation (when new data would not bring any additional insight into the

research question) (Creswell et al. 2007).

Snowball sampling, also known as chain referral sampling, is considered as a type of
purposive sampling where participants who have already been contacted, use their social
networks to refer the researcher to other potential participants. This technique is often
used to recruit the so called ‘hidden populations’ that are difficult to access in other ways

(Howitt and Cramer 2005).
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Convenience sampling uses the principles of selecting the most accessible participants
and is the least rigorous method and may produce poor quality data that may not fully
enable the exploration of the studied issue, but is the least costly in terms of time and

effort (Marshall 1996).

Theoretical sampling is described as an iterative process and is an integral part in the
development of theoretical concepts (Glaser and Strauss 1967). This approach is often
used in GT research with the aim to develop a theory through the research process itself

and as new concepts emerge from the data, a new sample is pursued (Marshall 1996).

Sampling in this study

For this study a combination of two types of sampling was used: purposive and snowball
sampling. The justification behind the purposive sampling was to sample patients who
have a diagnosis of IBD and receive their treatment in Scotland. The justification of the
use of snowball sampling in this study, was to reach patients with IBD in rural areas that
would be difficult to reach, particularly because a national database of patients with IBD
is not yet available. Crohn’s and Colitis UK invited all their members with IBD to
participate in the survey and asked all members to invite other patients with IBD from
their networks to participate. The sampling method in this study also helped to establish
whether perceptions and experiences of IBD needs and services are different for people
living in rural and city areas across Scotland. This is in line with Jansen (2010) who
suggests that in order to represent the diversity of the studied phenomenon that covers
all the relevant varieties of the studied phenomenon, a purposively selected diverse

sampling should be selected.

Data collection

The method for data collection in this study was a qualitative free text survey. Many
gualitative studies use semi-structured interviews or focus groups as a data collection

method, which although very popular, is not without its criticism (Reichertz 2007). A

survey on the other hand, as defined by Groves et al. (2004, p.4) is: "... a systematic

method for gathering information from (a sample of) entities for the purpose of
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constructing quantitative descriptors of the attributes of the larger population of which

the entities are members." Although this definition by Groves is quantitative and
describes the numerical distributions of variables in the studied population, there is a
qualitative way of investigating variations in a population by determining the diversity of
the topic of interest in a population (Jansen 2010). Although the qualitative survey is
often not described in the textbooks of qualitative research, qualitative surveys gained
increased popularity in the 80s. It is thought that this was due to the limitations of
questionnaire survey type, that were considered as expensive, but not sufficient for
providing an in depth knowledge about the researched topic (Marsland et al. 2000). Thus,
taking into account that the survey was being conducted as part of a wider project for

improving services for patients with IBD, with time, cost and numbers being important

parameters, free text survey was chosen as the best available data collection method.

Data analysis

Qualitative data analysis (QDA) is a range of systematic processes and procedures of
understanding, explaining and interpreting the data from people and situations that are
investigated. It is an iterative process that begins at the conception of a certain project
and is based on an interpretative philosophy (Curry et al. 2009). The aim of the QDA is to
examine the meaning and symbolic content of the data, where the researcher ‘immerses
oneself in the data’ (Swallow et al. 2003) and concludes in a theory forming about the
studied topic. The literature suggests that the process of data analysis often involves
identification of themes using data and coding. While there are different approaches to
analysing data such as discourse, content, conversation or framework analysis, thematic

analysis has been seen as the foundation of QDA (Braun & Clarke 2006).

Thematic analysis is the process of identifying themes that arise at different stages from
the data. While some argue that thematic analysis is not a method in its own right, but an
approach used across other methods of analysis (Guest et al. 2011), this approach offers
accessibility, theoretical flexibility and inductive qualities of GT without necessarily
creating a theoretical model (Braun and Clarke 2006). Data was analysed after all data

was collected from the survey.

48



Rigour

The coding of the data was conducted independently by another researcher and me. We
independently familiarised ourselves with the data, and then generated the initial coding
by creating themes from the codes. We then met to discuss the findings and extract the
codes. It was at this point that my real appreciation for qualitative research grew. This
was my first qualitative analysis and being of a sceptical mind, | really wanted to see how
it worked in practice. Thus, when codes were compared at the first meeting, | was
surprised by the similarity of our findings and how we had used similar coding
independently. We also came up with almost identical themes. This was sufficient to see
in practice that qualitative research and analysis is a rigorous method and allowed a
depth of understanding about the topic to be assimilated. Rigour has been described as a
means by which integrity and competence are demonstrated within a study (Tobin &
Begley 2004). In qualitative analysis, the criteria for rigour are credibility, transferability,
dependability and confirmability (Long 2000) (discussed further in chapter 6). These
criteria were upheld throughout the analysis by being independently conducted by two

researchers.

Ethical issues

The most pertinent ethical challenges in qualitative research stemming from the
unpredictable nature of the methodology used are around informed consent, the
relationship between the researcher and the participants, the ratio between risk and

benefit, confidentiality and the dual role of the nurse-researcher (Houghton 2010).

There was a limitation of the study with regards to the informed consent. Although
informed consent was taken, all study information including permission for consent had
to be given on the first ‘page’ of the survey and it was not possible to provide a verbal
explanation or to take verbal consent. However, as with any paper-based information
sheet, the ‘first page’ of the survey identified who the researchers were, the reason for
conducting the survey, what the survey data will be used for and anonymity of the survey.
Participants had time to reflect after the information was presented and were given a

choice to withdraw from the study at any point. Participants also understood that all data
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is anonymous and cannot be identified by anyone else but the researcher. This was
ensured with allocating a participant number for each participant. An online copy of
participant responses could only be accessed with a username and password. It was
ensured that the printed copy of the participant responses (used in the analysis) did not

contain any identifiable data.

The study was funded by Crohn’s and Colitis UK and the Scottish Government. NOS REC

reviewed the study and the study received exemption from a formal ethical review.

Contribution to the research question

The conclusion of the study was that patients with IBD asked for a more holistic approach
to their care and wanted a greater involvement of psychological services in their care to
help with adaptation and living with IBD. Therefore, this chapter not only answered the
guestion that there is a gap in the current IBD services for psychological input, but also
provides an insight that there is a motivation and readiness amongst the IBD population
for psychological therapies, a prerequisite for MBCT where part of the entry criteria for
MBCT is the assessment of participants’ motivation. This was an important justification
and foundation for the next question about examining the use of MBCT for patients with

IBD and thereby provided the link for the next research step.
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Chapter 4

Objective 3: To explore the feasibility and piloting of MBCT for patients with IBD

Chapter overview

The findings addressing Objective 2 and discussed in the previous chapter (Chapter 3),
clearly suggested that patients with IBD across Scotland identify a strong need for
integrating psychological and counselling help as part of their care. They highlighted that
getting psychological help in the form of therapy or counselling could help with better
symptom management. This need for psychological support stems from the information
that many patients with IBD report to suffer from psychosocial difficulties, depression,
anxiety and adjustment to living with the condition (as discussed in chapter 2). Thus, as a
response to the highlighted need for psychological support in the previous chapter, the
following chapter discusses and explores the use of mindfulness based cognitive therapy
(MBCT), a particular psychological therapy. Before going into the description of the
feasibility and piloting process of MBCT for patients with IBD, the first part of the chapter
will discuss the origin of the concept of mindfulness, mindfulness theories, its use in
medicine and how the mindfulness concept got incorporated into psychological
interventions. The chapter will then present two papers, paper 4 and 5. This will be
followed by an overview and critical reflection of both papers and their contribution to

the research question.

What is mindfulness?

To discuss MBCT and its use for patients with IBD, it is important to first understand the
mindfulness concept. The mindfulness concept has recently gained significantly increased
attention in both clinical and experimental areas. The concept emerged from eastern
spiritual traditions suggesting that mindfulness can be cultivated through regular
meditation practice. The traditions suggest that through the cultivation of mindfulness,
one will likely experience results in reduced suffering and an increase in positive personal
qualities, such as awareness, insight, compassion, and equanimity (Goldstein 2002; Kabat-

Zinn 2000).
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In contemporary psychology and medicine, the mindfulness concept is taken out of the
religious context and has been defined by a number of practitioners/researchers. One of
the most popular definitions comes from Kabat-Zinn. He defines mindfulness as “a
particular form of awareness that emerges from paying attention, on purpose, in the
present moment, and nonjudgmentally to the unfolding of experience moment to
moment” (Kabbat-Zinn 2003, p. 145). Kabat-Zinn was the first to incorporate mindfulness
into medicine in the 70s (Kabbat-Zinn 1993). In addition, there are a few alternative
definitions being used in the literature. For example, Brown and Ryan (2003) define
mindfulness as the process of being attentive to what is taking place in the current
moment. Bishop et al. (2004) goes on to say that mindfulness is about being present-
centred, aware of all internal and external stimuli with the absence of elaborative and
judgmental processes. An earlier definition by Linehan is even more descriptive. He refers
to mindfulness as a series of skills including observing, describing and participating with a
non-judgemental attitude, while focusing on one thing in the moment and paying

attention to what is effective (Linehan 1993).

Despite the numerous definitions about mindfulness and the explosion of mindfulness
research in the last decade, consensus about what exactly is the ‘active’ ingredient in
mindfulness and what is necessary for its cultivation has not been reached. However,
many researchers agree on the importance of present-centred attention in the absence of
judgmental and elaborative processes (Brown & Ryan 2003). This absence of cognitive
elaboration and judgment is the one that separates mindfulness from other forms of
awareness such as private self-consciousness, self-awareness, and psychological
mindedness (Brown & Ryan 2003; Beitel at al. 2005). The attitude and process of non-
judgment and the absence of cognitive elaboration within mindfulness is believed to be
the one that can interrupt the ruminative thought patterns and decrease incidence of

depressive relapse, as theorised by Segal et al. (2002).

To better understand mindfulness as a construct, it can be contrasted with mindlessness.
In comparison to mindfulness, mindlessness can be defined as when an individual
operates much like a machine or robot; thoughts, emotions and behaviours. It means the

person relies on ‘programmed’ routines based on similarities and associations learned in
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the past (Pirson et al. 2012). It is theorised that mindlessness is a state of mind often due
to an over reliance on categories from past experiences and the tendency to apply
previously formed attitudes to current situations. This locks the person into a repetitive,
unelaborated approach to daily activities while being oblivious to novel or alternative
aspects of a given situation (Langer 1992). Mindlessness is compared to more familiar
concepts such as habit, functional fixedness, overlearning and automatic pilot (Langer
1992). In practice, an example of mindfulness could be eating a meal while immersing
oneself into the all five senses while eating; experiencing the flavours, texture, smell,
temperature or the sound made while eating the meal. In contrast, an example of
mindlessness could be ‘shovelling’” handfuls of crisps into the mouth while watching TV. In
the last example, many of the qualities of the food, such as smell, texture, flavour are
never attended to due to engagement with another experience. While some argue that
mindlessness is a necessity to get things done, at a closer inspection, the benefits of
mindlessness are rarely there, due to the effect of freezing responses and preventing

change (Langer 2000).

Mindfulness should also not be confused with other types of concentrative meditation
that has been previously researched such as transcendental meditation (TM). Although
some of the initial exercises in mindfulness include the concentration style of meditation
(Kabat-Zinn 1994; Germer et al. 2013), the difference is that in TM, the awareness is
focused upon a particular object, sound or so called ‘mantra’, which excludes all other
aspects of the experience (Travis et al. 2010). In contrast, in mindfulness, the focus of the
concentrative exercises is the practice of maintaining a clear and continuous focus as part
of the self-regulation of attention (de Silva 1990; Fernandez & Goldberg 2009). Once an
appropriate level of concentration is accomplished, the focus is then directed towards the
immediate and ongoing stream of present experience while adopting curious, open, and
accepting attitude. Because of the self-regulation of attention, Bishop et al. (2004)
hypothesised that an increase in mindfulness should lead to an increase in the attentional
abilities of sustained attention, or the ability to maintain a state of alertness over
prolonged periods of time. In addition, Posner & Rothbart (1992) talk about the flexibility
of attention or switching, where one can shift the focus of attention from one object to
another. These qualities, combined with an inhibition of secondary elaborative processing

(of thoughts, feelings, and sensations arising in response to a stimulus) (Posner 1990) and
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the open and accepting attitude towards all experiences, propose the hypothesis that
mindfulness practice should lead to less experiential avoidance and improved affect
tolerance and therefore lead to improvements in aspects of cognitive and emotional

functioning (Bishop et al. 2004).

The non-religious adaptations of traditional mindfulness concepts and practices have
been incorporated into a range of psychological interventions that conceptualize
mindfulness as a set of core skills that can be learned and practiced to reduce suffering
and increase well-being. One of the first of these interventions developed and applied in
medicine was mindfulness-based stress reduction (MBSR), initially used with chronic pain
sufferers (Kabat-Zinn 1982; Kabat-Zinn 1990). A further adaptation of MBSR with the
addition of cognitive-behavioural therapy created mindfulness-based cognitive therapy
(MBCT), which has been particularly successful with recurrent depression (Segal et al.
2002; NICE 2009). A further variation of the mindfulness concept has been used in other
psychological therapies such as relapse prevention for substance abuse (Marlatt &
Gordon 1985; Marlatt et al. 2001), dialectical behaviour therapy (DBT) (Linehan 1993a,
1993b) and acceptance and commitment therapy (ACT) (Hayes et al. 1999). The therapy

of interest in this PhD enquiry is mindfulness based cognitive therapy.

What is Mindfulness Based Cognitive Therapy (MBCT)?

MBCT is an 8 week structured psychological group intervention that combines
mindfulness meditation with cognitive therapy in order to alleviate suffering associated to
depression, anxiety and psychosomatic concerns through becoming more aware of body
sensations, thoughts and emotions (Segal et al. 2002). The program employs systematic
procedures and exercises aimed at developing improved awareness of moment-to-
moment experience of observable mental processes. The approach assumes that greater
awareness will provide more truthful perception, reduce negative affect and improve

vitality and coping with psychosocial stressors (Segal et al. 2002).

Although MBCT combines cognitive therapy with the existing MBSR (developed by Kabat-
Zinn), MBCT differs from traditional cognitive therapy. In MBCT, thoughts are not being

directly challenged like in cognitive therapy. Instead, the participants are taught to see
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their thoughts as mental events, not facts. Through distinguishing their thoughts within
the framework of “thoughts are not facts” participants gradually become aware of the
habitual thinking cycles. Once becoming aware of their habitual thinking patterns,
participants can easily detect negative thinking patterns which may lead to depressive
relapse without being caught up within them. This awareness of ones’ own thought
patterns without the automatic and habitual responding allows participants to discover
more skilful ways to deal with difficult thoughts and emotions (Segal et al. 2002). A full

description of the MBCT curriculum is described in Chapter 5.

Conceptual models

So, how does MBCT work? Here are some of the most suggested models:

Exposure or desensitization

MBCT is derived from MBSR intervention and are both based in parts on traditional
meditation practices, which often include extended periods of non-movement. While
meditating, the meditator is sitting in the same position for prolonged periods of time and
while a relaxed posture is usually adopted. Prolonged non-movement can lead to pain in
muscles and joints. As part of mindfulness meditation practice, the instructor/facilitator
often encourage students not to shift position to relieve the pain, but instead to direct
the focus of attention directly on the pain sensations, while adopting a non-judgmental
attitude toward these sensations. This non-judgemental attitude is further adopted
towards any thoughts such as ‘this is unbearable’ and emotions such ‘anxiety or anger’ or
any urges to shift position that may arise and often accompany pain. With each
meditation, the meditator when experiencing pain, applies this non-judgemental attitude
again and again, and with practice and time, the meditator becomes used to the
experience of pain without necessarily having the emotions of anxiety or anger that

would have accompanied the pain experience previously.

This principle of exposure and desensitization is used in psychology and was first
developed by Mary Cover Jones for the treatment of anxiety and phobia in children and

later further developed by John Wolpe in 1958 (Bernstein 2007). The core principle of
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exposure and the desensitization concept is for the person to be exposed (for prolonged
periods) to a stimuli that can cause anxiety (pain in this case), but in a relaxed
atmosphere. Being relaxed is the key. The rationale here is that you cannot have anxiety
and relaxation at the same time, and therefore cultivating relaxation while in pain can
bring absence of anxiety while in pain, and this may lead to desensitization and reduction
to emotional responses elicited by the pain. Thus, mindfulness skill practice could lead to
the ability to experience pain sensations without excessive emotional reactivity. Although
pain sensations will not be reduced, the suffering and distress might be alleviated. The
same principle works with anxiety and any other forms of distress caused by internal or

external stimuli.

Cognitive Change

The cognitive change model explains that when the meditator applies the non-
judgemental attitude, when observing pain and the anxiety related thoughts that often
accompany pain, this may lead to an understanding and learning that those thoughts are
‘just thoughts’ not facts or reflections of the truth and reality (Kabat-Zinn 1990). For
example feeling afraid does not necessarily mean that we are in imminent danger. With
this understanding, the meditator realises that there is no need to escape or avoid
situations (the fight and flight reaction). When the meditator understands and applies this
principle in future practices and life situations, it becomes easier to see that thoughts are
not facts and to respond to thoughts that arise from any stimuli in a way that is not going

to cause further distress.

Teasdale (1999) and Teasdale et al. (2000) when describing MBCT, suggested that when
the meditator notices depressive thoughts, instead of getting lost in the rumination
process (process often associated with depression), due to the mindfulness skill training,
the meditator can direct their attention to other aspects of the present such as breathing,
walking, or environmental sounds and not allowing the rumination process to take over.
Teasdale has described this perspective on one’s thoughts as a “metacognitive insight”, or
cognition about cognition, where the meditator has the knowledge of when and how to
apply particular knowledge for learning or problem solving. He further suggests that the

practical advantage of mindfulness skills is that they encourage cognitive changes and can
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be practiced at any time and a mindful perspective about one’s thoughts can be applied

to all thoughts.

Self-management

The improved self-awareness and self-observation as a result of mindfulness training may
promote the use of different coping skills. For example, Kabat-Zinn (1982) suggests that
with increased awareness of pain sensation and stress responses to pain, individuals may
develop and employ other coping responses that are not included in their treatment
program. Teasdale (1995) further suggests that because with mindfulness training
meditators become more aware of thoughts and emotions as they occur, the meditator
can detect depressive thoughts and emotions at an earlier stage when it is easier to
prevent relapse by using previously learned skills. Linehan (1993) points out that by
learning to focus the meditator’s ‘mindfulness attention” on the present moment, the
meditator develops a skill of controlling attention, a skill that might be useful for
individuals that find it hard to complete tasks when they are distracted by worry, negative

thoughts or emotions.

Acceptance

In psychotherapy, the central concept is the relationship between acceptance and change
(Hayes et al. 2006). Hayes suggests that sometimes clinicians are very goal orientated and
overemphasise the importance of changing all unpleasant symptoms without recognising
the importance of acceptance. For example, individuals with panic attacks or pain may
engage in maladaptive coping behaviours such as excessive drinking or non-prescribed

drugs in order to avoid symptoms which can have negative consequences.

The concept of acceptance is particularly important for patients with IBD as it is a disease
that is going to stay with the individual for the rest of their lives. Thus, acceptance is of
higher importance, especially where things cannot be changed. MBCT training includes
acceptance of pain, thoughts, feelings, urges, or other bodily, cognitive, and emotional
phenomena, without trying to change, escape, or avoid them and can be seen as a

method of teaching acceptance skills (Kabat-Zinn 1990).
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Mindfulness based therapies in medicine

Although a definitive consensus is not reached on how mindfulness based therapies work,
the list of studies researching the useful effect of mindfulness in psychology and medicine
is ever growing. Previous studies have demonstrated effectiveness of MBCT for patients
with depression (Kingston et al. 2007; Ma & Teasdale 2004; Teasdale et al. 2000; Williams
et al. 2000). A systematic review and a meta-analysis of the effectiveness of mindfulness
based interventions on anxiety, depression and psychological distress in patients with
chronic pain conditions (Rosenzweig 2010) and chronic medical conditions (Bohimeijer
2010) such as fibromyalgia, cardiac and cancer patients, have shown positive effect on
anxiety, depression and psychological distress. A number of randomised controlled
studies using mindfulness based therapies in other conditions have reported benefits on
psychosocial problems (Zautra et al. 2008; Mularski et al. 2009; Fjorback et al. 2011;
Grossman et al. 2004). Further to this, a recent prospective observational study
examining the relationship between mindfulness, quality of life, depression and anxiety in
UC patients, found positive associations between increasing mindfulness and reducing

depression and anxiety (Jedel 2012).

While the usefulness of mindfulness based therapies has been explored in a variety of
conditions as seen above, the relative effectiveness of MBCT has not been fully explored
in IBD. As there is no sufficient information to use statistical techniques to measure the
effectiveness of MBCT in IBD, (as mentioned in Chapter 1) the MRC guidance for complex
interventions (Craig 2008) suggests designing and conducting an explorative pilot study in
order to accumulate the needed knowledge. Thus, this was the purpose of aim 3 and

paper 4 and 5.

Aim and linkage to research question

As mentioned in the introduction, the PhD started with a wide question ‘Can MBCT be
used as an adjunct therapy to IBD symptom management for improving IBD patients'
general well-being and quality of life?” My first thoughts were that | would be examining
the effectiveness of MBCT in IBD. However, after the literature searches, it was apparent

that the only literature about similar psychological intervention used in IBD was about
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cognitive behavioural therapy (CBT). However, with CBT being an entirely different
intervention, a literature gap about MBCT and IBD was discovered. Thus, according to the
MRC guidelines for development and evaluation of complex interventions, feasibility and
piloting work was required before investigating the effectiveness of an intervention (Craig
2008). Subsequently, this was the foundation for objective 3 and the consequent papers
4 and 5. Paper 4 is the protocol for an exploratory pilot RCT that identifies the specific
objectives of a two phased trial. This paper is important in terms of peer review about
methodology and external funding for the project, but also about transparency in the
research process. Paper 5 reports on the feasibility and piloting work conducted, and
discusses how realistic it is to have a definitive RCT that will examine the effectiveness of
MBCT in IBD in the future. This paper is unique, as it is the first trial conducted exploring
the use of MBCT in IBD and therefore makes a unique contribution to the field of

evidence based practice.
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Paper 4: The Use of MBCT for Improving Quality of Life for IBD Patients: Study Protocol

Schouliz et al Trials 2013, 14:431
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The use of mindfulness-based cognitive therapy
for improving quality of life for inflammatory
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randomised controlled trial with embedded
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Abstract

Background: Inflammatory bowel disease (IBD) is a chronic condition with an unpredictable disease course. Rates
of anxiety and depression among BD patients in relapse (active disease symptoms) as well as in remission are
higher than in the general population Previous studies suggest that the prolonged effect of pain, anxiety, distress
and depression have a detrimental effect on patients quality of life (Qol). Poor QoL initself is associated with
further symptom relapse. Mindfulness based cognitive therapy (MBCT) s a psychological group intervention that
has the potential to improve QoL When used in other chronic conditions, it demonstrated reduced negative effect
from pain and psychological factors at completion of an Sweek MBCT course. The effect of MBCT has never been
researched in BD. The aim of this study is to obtain the information required to design a full scale randomised
controlled trial (RCT) that will examine the effectiveness of MBCT in improving quality of life for IBD patients.
Methods/Design: This is an exploratory RCT with embedded process evaluation. Forty [BD patients will be recruited
frorm NHS outpatient gastroentzrology clinics and will be randomised to either a MBCT (intervention) group or to a
walt-list [contral) group. All participants will underge 16 h of structured group training over an B-week period, with the
control group starting 6 months later than the intervention group. Primary outcomes are recruitment, com pletion/
retertion rates and adherence and adaptation to the MBCT manual for IBD patients. The secondary outcome is to
assess the feasibility of callecting reliable and valid data on proposed outcome measures such as quality of life, anxiety,
depression, disease activity and mindful awareness. The process evaluation will use a survey and focus groups to assess
the acceptability of the internvention and trial procedures for IBD patients.

Discussion: The outcomes of this study will help define the bamriers, uptake and perceived benefits of MBCT program
for IBD patients. This inforrmation will enable the design of a full-scale study assessing the effect of MBCT on quality of
life for |IBD patients.

Trial registration: Current Controlled Trials: [SRCTNZ7 934462

Keywords: Mindfulness-based cognitive therapy, Inflammatory bowel disease, Crohin's disease, Ulcerative colitis,
Quality of life, Pilot randomised controlled trial
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Background

Inflammmatory bowel disease (1BD) is a group of relapsing
chronic gastrointestinal conditions characterised by in-
flammation of the gut [1,2]. The condition affects the
normal function of the gastrointestinal system, resulting
in symptoms such as bloody diarrhoea, vomiting, severe
pain and malnutrition [3,4]. It affects approximately
250,000 people in the UK and 28 million worldwide with
its incidence rising [56]. The two main types are Crohn's
disease (CD) and ulcerative colitis (UC)., While there is a
concem about the increased risk of colorectal cancer
in IBD patients [7], the main burden for patients is the
relapsing course of the disease and its detrimental impact
on psychosocial functioning and quality of life [8].

Anxiety, depression and gquality of life in IBD

Anxiety and depression rates among [BD patients are
higher than in the general population even in remission
(when symptoms are settled) [9,10]. Previous studies
have suggested that the prolonged effect of pain, anxiety,
distress and depression have detrimental effects on qual-
ity of life (QoL) [11]. Poor Qol is further associated with
symptoms relapse and additional clinical difficulties such
as tissue inflammation [12,13]. Anxiety, depression and
relapse thus links together in a self-perpetuating cycle
with pernicious implications for those affected.

Use of medication for management of anxiety, depression
and pain and its limitations

Evidence suggests that the use of antidepressants can
have a positive effect on QoL and symptom management
for IBD patients by reducing anxiety and depression
[14-16]. This is encouraging. However, some patients using
antidepressants have reported unpleasant side effects while
others have reported that the antidepressants have no
effect on their low mood or anxiety [17-19].

The use of painkillers for pain management also has
its limitations. There are subgroups of IBD patients who
irrespective of using anti-inflammatory and pain medica-
tion continue to suffer severe discomfort, again with a
knock-on effect and making symptom exacerbation more
likely [20].

In addition, poor medication compliance is frequently
reported among [BD patients, with up to 40% of patients
regularly omitting their prescribed medications [21,22].
Pharmacology is thus very limited. The search for alter-
native evidence-based approaches is a pressing concern.

Mindfulness based cognitive therapy

Mindfulness based cognitive therapy (MBCT) is a non-
pharmacological psychological group program designed
by Segal et al. [23]. The MBCT program is largely based
on the mindfulness-based stress reduction (MBSR) pro-
gram developed by Jon Kabat- Zinn for coping with
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stress and chronic illness [24]. Both programs involve
teaching individuals various stress management, relax-
ation, self-care and self-help techniques in a systematic
way over an 8-week period. In both, the core skill taught
is mindfulness, which uses meditation practice to in-
crease attention and awareness [25]. The working defin-
ition of mindfulness in the program is: The awareness
that emerges through paying attention on purpose, in
the present moment, and nonjudgmentally to the unfold-
ing of experience moment by moment’ [26]. The main
difference to the MBSR program is that MBCT has com-
bined cognitive therapy exercises with the mindfulness
skill. This combination is believed to further enable
patients to increase their awareness and facilitate early rec-
ognition of any recurring unhelpful thinking patterns
often associated with depressive symptoms and anciety
[23]. Hence, the Mational Institute for Health and Care
Excellence puidelines makes a recommendation for the
use of MBCT program as a psychological intervention in
the ‘dinical management of persistent sub threshold de-
pressive symptoms or mild, moderate or severe depression
in adults (incduding people with a chronic physical health
problem)’ [27].

Although the exact mechanism of how mindfulness-
based interventions work is not yet fully understood, the
evidence so far suggests that at program completion,
participants would experience reduced negative effects
from pain, distress, anxiety and depressive symptoms.
For example, a systematic review and a meta-analysis of
the effectiveness of mindfulness-based interventions on
anxiety, depression and psychological distress in patients
with chronic pain conditions [28] and chronic medical
conditions [29] such as fibromyalgia, cardiac and cancer
patients, have shown positive effect on anxiety, depres-
sion and psychological distress.

An observational study examining the relationship
between mindfulness, QolL, depression and anxiety in
patients with ulcerative colitis found a positive association
between increasing mindfulness and reducing depression
and anxiety [30]. However, MBCT and its effect on QoL
has never been researched in a RCT with both Crohn's and
ulcerative colitis patients.

Thus, the MBCT program may be the therapy that
can provide a relief from the negative effects of a lifelong
management of the disease for |BD patients.

Hypothesis

The hypothesis is that MBCT will improve QoL scores
for IBD patients as well as improve anxiety and depres-
sive symptom scores. This hypothesis is based on
previous studies using mindfulness based programs in
other chronic condition populations. Hence, the pro-
posed pilat study is the first step towards testing the hy-
pothesis in a definitive RCT and gathering the necessary
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knowledge to close the existing evidence gap regarding
the usefulness of MBCT for IBD patients.

Aims and objectives
The overall aim of this study is o pilot the MBCT program
with IBD patients in a RCT and examine the feasibility of
running a large RCT testing the above hypothesis.

The specific objectives of the pilot are:

1. To determine the feasibility of conducting a
large-scale RCT of group MBCT for improvement
of IBD QoL

2, To adapt the intervention manual devised by Segal
et al. [31], outlining how to carry out an MBCT
program for [BD patients.

3. To use data arising from differences between MBCT
and control arm to inform a power calculation for
sample size of a definitive RCT.

4. Estimate trial eligibility, recruitment (percentage of
IBD patients who consent to the trial) and completion/
retention rates (percentage of participants completing
the trial).

5 To embed a process evaluation within the pilot trial
to assess the acceptability of the intervention and
trial procedures for IBD patients, such as:

a  Acceptability of recruitment, randomisation and
consent procedure
b. Acceptability and feasibility of collecting reliable
and valid data on primary and secondary
outcomes (including follow-up at & months)

Fidelity of intervention

Acceptability of length of intervention

e. Appropriateness/suitability of the intervention
used

f Barriers to attendance

g Expectations about intervention

h. Perceived impact on QoL

oD

Methods and design

Design

This exploratory trial is designed in two phases. Phase 1
is a two-arm pilot RCT (MBCT treatment vs. wait-list
control group) with three assessments (baseline, post
treatment and 6 months). Phase 1 will assess eligibility,
uptake, drop-out rates and sample size calculation as
well as adaptation and adherence to MBCT manual
This design is consistent with similar studies where a
non-pharmacological intervention is investigated in [BD
population [32-38].

Phase 2 is a process evaluation assessing the feasibility
and acceptability of the intervention, primary and sec-
ondary cutcomes and trial procedures as well as barriers
to attendance and perceived benefits to patients. This
design is in line with the Medical Research Council (MRC)
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framewaork for the development and evaluation of complex
interventions to ensure that both the intervention and trial
procedures are optimised and can be incorporated into
routine clinical practice [39].

Setting and recruitment

The study will take place across two health board areas
in the north of Scotland, an area comprising of approxi-
mately 800,000 people living across a large geograph-
ical area induding urban and remote rural locations.
Recruitment will focus on gastroenterology outpatient
clinics.

Phase 1 - Pilot RCT

Participant selection

Less than one-third of RCTs recruit to proposed number
[40]. Assessing recruitment is a key component of this
study. Ensuring an effective recruitment strategy is thus
important. Accordingly, the recruitment strategy devised
in this study draws on best evidence [41] tailored to the
specific requirements of people with IBD. Specific as-
pects of the recruitment strategy were developed in col-
laboration with all parties involved in the care of IBD
patients, namely specialist [BD nurse, gastroenterology
clinicians and research nurses.

Clinical staff at participating gastroenterology out-
patient clinics will identify people who meet the studys
inclusion criteria. They will approach consecutive pa-
tients in clinics or by sending an invitation letter with
study information and research team contact details. In-
terested participants will then contact the researcher by
telephone or email to register interest. A screening visit
with the researcher will then be arranged. Informed writ-
ten consent will be obtained at the first visit by a mem-
ber of the research team.

Inclusion criteria

1. Be able to verbally communicate and write in English
(English does not have to be their first language).

2. Able to give informed consent.

3. Age of 18 years or over (no upper limit).

4. Confirmed diagnosis of Crohn’s disease or ulcerative
colitis (by clinician).

5. Ability to do light exercise (for example, to lift arms
above the head or bend knees) because part of the
practices in the program require this movement.

6. Able to commit to attend the eight sessions
(participants should consider their personal
circumstances to assess if this is practical and
feasible for them).

7. To be able to commit to do home practice of up to
45 minutes daily over the 8 weeks of the study (this
is a core component of the program).
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8. No change of antidepressants (dose or type) within
the last 3 months Any change of antidepressants
within the last 3 months might interfere with the
program.

9. Participants will have to be in remission of
SYmpLoms.

Exclusion criteria

Anyone not meeting the above criteria by definition will
be excluded from the study. In addition, the following
exclusion criteria will apply:

1. Major psychiatric illness. The treatment for a major
psychiatric illness may interfere with the program.

2. Active alcohol or drug dependency. Any alcohol or
drug dependency may interfere with the program.

3. Scheduled for major surgery in the next 3 months.
Any scheduled surgery within the next 3 months
will interfere with the program schedule,

4. Participation in a pharmacological study or
psychological intervention study within the last
& months or intention to participate ina
pharmacological study during the duration of this
study. Both will interfere with the program.

5 Have recently (within the last 3 months) been
prescribed antidepressants. Any change of
antidepressant in the last 3 months may interfere
with the program.

6. With exacerbated symptoms (acute phase). Having
exacerbated symptoms will make it very difficult for
participants to attend the two hourly sessions or to
commit to the home practice. This could cause
extra unwanted stress for the patient.

Randomisation

Randomisation will be performed using a dedicated soft-
ware solution after participants have given written con-
sent and baseline data have been collected Group
allecation will be to ‘MBCT group’ or ‘wait-list control
group' in a 1:1 ratio. To ensure similarity between the
groups, randomisation will take account of gender and
type of disease. The randomisation will be carred out by
an independent statistician.

Minimising bias

Participants will selfcomplete all the questionnaires.
Data entry will be done by the lead researcher and inde-
pendently checked by a second person. Data analysis will
be done by two researchers independently and differ-
ences will be rectified by a third person.

MBCT intervention
The MBCT program used in this study will follow the
manual developed by Segal et al. [31]. In brief, the
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manual proposes the following format for the eight
EroUp SEssions:

e Welcome and introduction to the session theme
¢ A short opening meditation

e A discussion of at-home practice

e An introduction and practice of new exercises

e A group reflection/discussion

o A review of the next weeks' at-home practice

e A closing sitting meditation

A sample list of activities for session 1 is presented
below. The manual also suggests for an additional full
day of mindful practice to take place between weeks 6
and 7 (usually on a weekend). In the full day of practice
participants will go through all the learned meditations
one after another in silence, with the group reflection
and discussion taking place at the end of the practice
day. An example schedule for a day of mindful practice
is presented below. Due to resource constraint, in this
study, the full day of practice will be offered to partici-
pants after they have completed the 8-week course.

A sample list of activities for session 1
Theme: Awareness and automatic pilot

1. Establish the orentation of the dass
2. Set ground rules regarding confidentiality and
privacy
3. Ask participants to pair up and introduce
themselves to each other than to the group as a
whale, giving their first names and if they wish,
saying what they hope to get out of the program
The raisin exercise
Feedback and discussion of the raisin exercise
Body scan practice-starting with short breath focus
Feedback and discussion of body scan
. Home practice assignment:
e Body scan for & out of 7 days
« Mindfulness of a routine activity
e Distribute audio files: cd's for those that not have
email and session 1 participant hand-outs.
9. Discuss in pairs:
e Timing for home practice
e What ohstacles may arise
e How to deal with them
10. End the class with a short 2-3 minute focus on the
breath.

i A

Example schedule for a day of mindful practice [35]
9.45-10.00 Arrival

10.00-1005 Sit in silence
10.05-10.20 Welcome, introduction, ground rules
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10.20-10.50 Siting meditation: Breath, body, sounds,
thoughts and choiceless awareness

10.50-11.30 Mindful stretching

11.30-1200 Body scan

12.00-1205 Instruction for lunchtime: bringing focus on
awareness of eating, tasting, chewing,
swallowing, slowing down

12.05-13.05 Lunch followed by mindful walk

13.05-1320 Sitting meditation

13.20-13.50 Walking meditation

13.50-1420 Mountain meditation

14.20-14.40 Mindful stretching

14.40-1500 Silent sit or extended breathing space

15.00-1530 Feeding back experience of day in pairs

15.50-16.30 Large group discussion and close

The program will be delivered by two experienced
MBCT practitioners that have been briefed on the key
concerns and difficulties that [BD patients experience as
well as the nature of the disease. An experienced practi-
tioner will have completed an 8-week MBCT course and
maintained a personal practice for at least 1 year. In
addition they will have facilitated at least one 8-week
MBCT program.

Participants will be encouraged to do daily home prac-
tice for the duration of the program and keep a home
practice diary. Participants will be provided with guided
practice CDs and hand-outs with a written summary for
each session and instruction for home practice. Each
weekly session will be approximately 120 minutes and
will be audio recorded.

Wait-list control

The control group will continue to receive their standard
care and in addition will receive a leaflet entitled ‘Staying
well with IBDY. The leaflet is readily available to download
from the Crohn's and Colitis UK website, but participants
in the study will receive a printed copy [42]. After & months
follow-up data are collected; the wait-list group will have
an opportunity to attend a MBCT program if they wish

Data collection
A screening and recruitment log will be completed by a
researcher to document all patients considered for the
study and subsequently included or excluded at each
stage of the recruitment process with reasons given. This
log will include information such as date when informa-
tion was given about the study, and date of recruitment
and randomisation. The data will inform the estimate
for recruitment eates for a full trial and address aims 1
and 4. A full consort diagram of subject flow is pre-
sented in Figure 1.

At baseline, demographic information including age,
gender, education, income and marital status will be
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recorded, to allow the success of randomisation to be
assessed [43].

The MBCT practitioners will complete an attend-
ance log to document the number of practice sessions
attended by each participant. This log will inform the
estimated attrition rates for a full trial and will address
aim 3.

Semi-structured interviews with the practitioners de-
livering the MBCT intervention will be conducted to
find out if any changes to the manual should be done to
accommodate the needs of this patient group. This will
address aim 2.

Outcomes and assessments

The outcomes for this study are consistent with relevant
published studies assessing the use of mindfulness-based
program in populations with chronic health problems
[44] as well as with studies investigating the effects of
non-pharmacelogical programs on Qol in IBD patients
[35,36,45]. They include assessment of disease specific
Qol, mood mindful awareness, disease activity and
demographics. All assessment tools used in the trial are
validated and reliable. All outcomes will be assessed at
baseline, post treatment and & months,

Proposed primary outcome

Quality of life All participants will be required to
complete the disease specific [BD quality of life (IBDCQoL)
questionnaire consisting of 32 questions. The question-
naire has four domains, including bowel symptoms, sys-
temic symptoms, emotional factors and social factors.
Within the gquestionnaire, participants will rate their
symptom experience over the previous 2 weeks. Low
scores indicate more severe disease activity and/or higher
emotional and social dysfunction. A relatively good correl -
ation between the IBDCoL and a widely used measure of
disease activity, the Crohn's Disease Activity Index is re-
ported (r = -0.67; P <0.001) [46,47].

Proposed secondary outcomes

Anxiety Anxiety will be measured by the State and Trait
Anxiety Inventory (STAIL) Y1 and Y2 form, consisting of
40 questions on a selfreport basis The inventory mea-
sures two types of anxiety: anxiety related to an event
and anxiety level as a personal characteristic. Higher
scores are positively correlated with higher levels of anx-
iety [48]. This tool is widely used to measure anxiety
and regarded as highly reliable [13].

Depression Low mood and depression symptoms will be
measured with the Beck’s depression inventory (BDI-1I),
consisting of 21 group of statements referring to the last
2 weeks. Each answer is being scored on a scale value of O
to 3. Higher total scores indicate more severe depressive
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symptoms. Previous studies indicate the internal con-
sistency of the BDI-11 is high [49,50].

Disease activity Disease activity will be measured with
the eight-item questionnaire Crohn's Disease Activity
Index (CDAI) for Crohn's patients [51,52] and six-item
questionnaire Simple Clinical Colitis Activity Index
(SCCAL) for ulcerative colitis patients [53]. Both tools are
widely used to measure disease activity with [BD patients.

Mindful attention Mindful attention will be measured
with the 15-item scale Mindful Attention Awareness
Scale (MAAS). This scale consists of collection of state-
ments about everyday experiences graded by partici-
pants, using a scale of 1 to & which indicates how often
each experience occurs. Higher scores reflect higher
levels of dispositional mindfulness. The validation of this
tool has been examined in a series of studies indicating
strong psychometric properties and validity [54,55].

Phase 2 - Process evaluation

To address aim 5 and examine the implementation
and receipt of the intervention and trial procedures,
a detailed process evaluation will be undertaken. This

evaluation process will assess the acceptability of recruit-
ment, randomisation and consent procedure for patients,
acceptability and feasibility of collecting reliable and valid
data on primary and secondary outcomes, fidelity of
protocol, acceptability of length of intervention for
patients, appropriateness/suitability of the intervention
used, barriers to attendance, expectations about interven-
tion and perceived impact on QoL.

Observations of MBCT training sessions will be
undertaken by audio recording of all sessions to assess if
specific components of the protocol are delivered and to
use the qualitative data to assess the appropriateness of
the intervention used. These data will address aim 5c.

All participants will be asked to self-complete a postal
survey asking their views on research procedures such
as consent and randomisation procedures and reliability
of questionnaires. The MBCT group will answer further
questions on expectations, acceptability, appropriateness
and perceived impact of the intervention as well as the
length of the program. These data will address aims 5a,
5e, 5f, 5g and 5h.

A post-intervention focus group will be facilitated to
further explore the participants’ views and experiences
of the MBCT program and tral procedures, using the

65



Schoultz et al Trials 2013, 14:431
htt peffensnectrial sjournal .comdconte nt 141 /431

themes from the survey. The focus groups will be audio
recorded A list of topic guides for the focus group is
presented below.

List of topic guides for the focus groups

Expectations

1. Did you have any expectations regarding the self-help
program?

2. If yes, what were they?

3. Were your expectations met/ unmet in any way?
And How?

Length and difficulty of program

4. Was the length of eight weeks for the program
acceptable?

5. Did you find the program difficult to follow?

6. Please tell us which specific parts of the program
you found difficult to follow.

Potential benefits

7. Do you think this program has brought any benefit
to you?

8. Please tell us how you think the program benefited
YOLL

9. Do you think you will continue to use some of the
technigues you learned in the program?
Recruitment and randomisation

10. Do you think the process of recruitment was
acceptable?

11. Do you think the patient information sheet was
easy to understand?

12, Any suggestions to make it clearer to understand

13. Did you feel comfortable with the process of consent
and randomisation?

Questionnaires

14. Was filling the questionnaires at the start and at the
end of the eight weeks too much of a burden?

15. Can you please tell us what difficulties you came
across with the questionnaires and perhaps any
suggestions of how to overcome those difficulties
Barriers to attending

16. Were there any barriers to attending the program?

17. Can you please tell us what you think were barriers
to attendance?

What did you enjoy?

18. Did you enjoy the program?

19. Which parts did you most enjoy?
Availability of MBCT program

20. Do you think this program should be made available
to IBD patients through NHS?

Ethical and research and development approval

A favourable ethical opinion was obtained from NRES
Committee for North of Scotland on 8th April 2013 (REC
ref 13/NF/0018). NHS Highland and NHS Grampian R&D
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Management Approval was obtained on 9 April 2013 and
14 September 2013, respectively.

Sample size

The nature of this study is a pilot RCT. Thus, a formal
sample size calculation was not performed. The deter-
mined sample size of n =40 was calculated based on the
estimated number of participants expected to complete
the 8-week program.

This number was achieved by the following calcula-
tion. Recommendation for pilot sample size calculation
is 30 [56,57]. Literature suggest that attrition rate of ap-
proximately 25% is to be reasonably expected in mind-
fulness intervention studies [58]). A sample size of 40
with a 25% attrition rate will give an estimated sample of
30 subjects completing the 8-week program.

The approximate number of IBD patients is 600 in
NHS Highland and 1,741 at NHS Grampian. With esti-
mated recruitment rates of IBD interventional studies
ranging between 10% and 20% (234 to 468 between the
two sides), a sample size of 40 is reasonably achievable.

Analysis

Audio-recorded focus groups and interviews with practi-
tioners will be transcribed verbatim. Transcripts will be
analysed thematically using the framework amalysis ap-
proach [59] which is a rigorous method that allows themes
to be identified (and organised) within the groups or be-
tween the groups. Hence, notable differences in experi-
ences and perceptions can be identified.

From gquantitative data we will generate the following:
estimates of eligibility, recruitment and retention rates,
speed of recruitment, and completion rates of study as-
sessment tools (objectives 1 and 4); Descriptive presenta-
tions of the proposed primary and secondary outcomes
will be made to inform a sample size calculation for a
large-scale trial and decisions as to whether their inclu-
sion would be informative in a future trial (objective 3).

Discussion
There is increasing evidence that mindfulness-based in-
terventions can provide benefits to people with chronic
ill health in terms of improving QoL and reducing anx-
iety and depressive symptoms. However, the use of these
interventions in patients with both CD and UC is not
researched. This paper outlines a protocol for a pilot
RCT with embedded process evaluation that aims to
provide data on eligibility, uptake and retention rates,
barriers to recruitment and attendance and perceived
benefit to IBD patients. This information is required to de-
sign a full-scale RCT assessing the effectiveness of MBCT
on QoL for IBD patients.

This study is the first RCT to examine the use of
MBCT in patients with IBD. The study design is a
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multicentred RCT and uses robust methods to evaluate
feasibility and acceptability of the intervention in patients
with IBD. The 6-month follow-up data will give an indica-
tion as to how long (if any) benefit from the intervention
would last. The type of information that will be collected
from the evaluation process will give an insight into im-
portant questions such as participants’ subjective thoughts
and experiences about the intervention (expectations,
potential benefits, barriers to attending and availability of
the program through NHS) as well as their feedback on
recruitment process and procedures.

In addition, the results of this project will provide im-
portant information on integration of mindful ness-based
interventions with usual medical care as well as applica-
tion of MBCT for [BD.

Trial status
Recruitment commenced in May2013 and is ongoing.
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Abstract

Background: Inflammatory bowel disease (IBD) is a chronic gastrointestinal condition with a relapsing disease
course. Managing the relapsing nature of the disease causes daily stress for BD patients thus, |BD patients report
higher rates of depression and arwiety than the general population.

Mindfulness-based Cognitive Therapy (MBCT) is an evidence-based psychological program designed to help
manage depressive and stress symptoms. There has been no randomized controlled trial (RCT) testing the use of
MBCT in IBD patients.

The purpose of this pilot study s to test the trial methodology and assess the feasibility of conducting a large RCT
testing the effectiveness of MBCT in IBD.

Methods: The |BD patients, who were recruited from gastreenterology cutpatient dinics at two Scottish NHS Boards,
were randomby allocated to an MBCT intenention group (n=22) or a waitdist contrel group (n= 22). The MBCT
intervention consisted of 16 hours of structured group training over 8 consecutive weeks plus guided home practice
and follow-up sessions. The wait-list group received a leaflet entitled Staying well with 1BD'. All patidpants completad a
baseline, postdintervention and &month follow up assessment. The key objectives were to assess patient eligibility and
recruitment/dropout rate, to calculate initial estimates of parameters to the proposed outcome measures (depression,
anxiety, disease activity, dispositional mindfulness and quality of life) and to estimate sample size for a future large RCT.
Results: In total, 350 patients were assessed for eligibility. Of these, 44 eligible patients consented to participate. The
recruitment rate was 15 %, with main reasons for ineligibility indicated as follows norrresponse to invitation, active
disease symptormns, planned surgery or incompatibility with group schedule. There was a higher than expected dropout
rate of 44 %. Initial estimates of parameters to the proposed outcomes at post-intervention and follow-up showed a
significant improverment of scores in the MBCT group when compared to the control for depression, trait anxiety and
dispositional mindfulness The samplesize calculation was guided by estimates of dinically important effects in
depression scores.

Conclusions: This pilot study suggests that a multicentre randomized dinical trial testing the effectiveness of MBCT for
[BD patients is feasible with some changes to the pratocol. Improvement in depression, trait anxiety and dispositional
mindfulrness scores are promising when coupled with patients repoting a perceived improvement of their guality of life

Trial registration: I5RCTNZ7934462. 2 August 2013,

Keywords: Mindfulness-based cognitive therapy, MBCT, Inflammatony bowel disease, Crohn's disease, Ulcerative colitis,
Depression, Anxiety, Quality of life, Pilat randomizsed controlled trial
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Background

Impact of physical symptoms

Inflammatory bowel disease (IBD) is a group of idio-
pathic, chronic and disabling gastrointestinal conditions
with a relapsing disease course. The two main types are
Crohn's disease (CD) and ulcerative colitis (UC), both
characterised by symptomatic periods (flare-ups) com-
bined with less-symptomatic periods (remission) [1].
IBD symptoms are caused by inflammation of the intes-
tinal mucosa (the lining of the gut), and the most com-
mon symptoms are bloody diarrhoea, vomiting, severe
pain and malnutrition [2, 3].

Managing and learning to cope with the relapsing na-
ture of the disease causes daily stress for [BD patients.
As a result, high rates of IBD patients report anxiety and
depression not only when in symptomatic periods, but
even in remission [4, 5]. The prolonged effects of pain,
anxiety and depression have damaging effects on psy-
chosocial functioning and quality of life (QolL) [6]. Poor
quality of life is further associated with symptom relapse
[7, 8]. Thus, anxiety, depression and relapse appear to be
concomitant in a self-perpetuating cycle with devastating
effects for IBD patients.

Current management and limitations

Medication is the first line of treatment for patients with
LBD. The therapeutic goal is to induce disease remission
and keep symptoms at bay for as long as possible [9]. In
addition, antidepressants are used for reducing distress,
anxiety and depression [10-12]. However, the medica-
tion approach on its own is not without limitations.
Firstly, it is reported that up to 40 % of IBD patients
regularly omit their prescribed medications with a third
of IBD patients still developing flare-ups even when
complying with prescribed medication [13, 14]. Further
to this, those using antidepressants often report unpleas-
ant side effects while others report that antidepressants
have no effect on their low mood or anxiety [15-17].

These limitations are a cause for concern and have
prompted researchers and dinicians to look at other
possible ways of symptom management and improving
psychosocial functioning.

Accordingly, an alternative evidence-based therapeutic
approaches focusing on stress management could have
the potential to manage disease flare-ups and ultimately
improve overall QoL [18-21].

Mindfulness-based cognitive therapy

Mindfulness-based cognitive therapy (MBCT) s an
evidence-based psychological group program designed
to help manage stress and depressive symptoms [22, 23],
The core skill taught in the program is mindfulness,
which is developing a non-judgemental awareness of
ones own thoughts, emotions, body sensations and their
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interactions. The mindfulness skill is taught via a series
of meditation practices, cognitive behavioural exercises
and discussions [24]. The MBCT program curriculum is
structured and delivered over 8 weeks in a group setting,
Through practicing the curriculum exercises in the
group and at home, participants gradually develop better
awareness and understanding of their individual re-
sponses to stress (psychological or physical) and learn
new alternative ways to respond to stress. The evidence
suggests that at program completion, participants would
experience reduced negative effects from pain, distress,
anxiety and depressive symptoms [25].

The clinical effectiveness of mindfulness-based the-
rapies is evident in chronic pain conditions [26] and
chronic medical conditions [27] such as fibromyalgia,
cardiac and cancer patients, tinnitus and chronic fatigue
syndrome [28, 29]. Mindfulness-based intervention has
an anti-inflammatory effect on pro-inflammatory cyto-
kine profiles in patients with prostate and breast cancer
[30]. Systematic review and a meta-analysis of the effect
iveness of mindfulness-based interventions on anxiety,
depression and psychological distress in patients with
chronic conditions have shown positive effects [31, 32].
Hence, the National Institute for Health and Care Excel-
lence guidelines recommends the MBCT program as a
preferred psychological therapy in the tlinical manage-
ment of persistent sub-threshold depressive symptoms or
mild, moderate or severe depression in adults (incuding
people with a chronic physical health problem)’ [33].

A recent RCT suggests that mindfulness-based therapy
has some benefit on [BD patients with [BS-like symp-
toms [34] and mindfulness-based therapy might be
useful for UC patients with high stress reactivity [35].
However, MBCT and its effect on depression, anxiety
and Qol have never been researched in a RCT with
both Crohn’s and ulcerative colitis patients.

Due to the literature gap, and in accordance with
the MRC guidance for development and evaluation of
complex interventions [36], the aim of this study was
to pilot the mindfulness-based cognitive therapy
(MBCT) program with inflammatory bowel disease
(IBD) patients and to evaluate the feasibility of con-
ducting a full-scale RCT that will test the effec-
tiveness of MBCT for IBD patients. The specific
objectives were as follows:

1. Objective one was to assess eligibility and
recruitment/dropout rate.

2. Objective two was to obtain initial estimates on
parameters of the proposed outcome measures
(depression, arxiety, quality of life, mindfulness and
disease activity).

3. Objective three was to estimate a sample size for a
large scale RCT.
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Methods

Design and ethics

This study was a two-centre, two-amm, exploratory pilot
RCT (MBCT treatment versus wait-list control group)
with three assessments (baseline, post-treatment and &
months). The full protocol of the study reported in this
paper is the phase 1 of a two-phase pilot RCT described
elsewhere [37]. Phase 2 will be reported separately.
There were no deviations from the previously described
protocol. All pilot data were collected between April
2013 and March 2014. The study was approved by the
North Research Ethics Committee for North of Scotland
on 8 April 2013 (REC ref 13/NF/0018). NHS Highland
and NHS Grampian R&D Management Approval was
obtained on 9 April 2013 and 14 September 2013, re-
spectively. The trial was registered on the I[SRCTN regis-
ter (ISRCTMN27934462) on 02 August 2013,

Setting and recruitment
The study took place across two national health boards
in the north of Scotland, a broad geographical area com-
prising urban and remote mural locations with approxd-
mate population of 800,000 people. Recruitment focused
on outpatient gastroenterology clinics in the two areas.
Between May and October 2013, dinical staff at par-
ticipating gastroenterology outpatient clinics scanned
and identified potential participants that met the study
incdusion criteria. Then, either study invitation packs
were sent to patients with researchers contact details or
patients seen consecutively in dinics were apprached
with the study information. All study information was
co-designed with patients from the patient-involvement
group [38]. Interested participants then registered their
interest with the researcher by telephone or email. This
was followed up with a screening visit with the re-
searcher and then informed written consent was ob-
tained. The inclusion criteria were broad enough to
allow the sample to be representative of those diagnosed
with IBD. Patients were excluded if they had a major
psychiatric illness or alcohol dependency, were sched-
uled for surgery during the study period; if they were
participating in other phamacological or psychological
intervention study or had a recent change of antidepres-
sants or exacerbated symptoms. A full list of inclusion
and exdusion criteria is in Additional file 1.

Randomisation

Randomisation was performed after all participants had
given written consent and baseline data had been col-
lected. Participants were randomly allocated to the inter-
vention ‘MBCT group’ or *wait-list control group’ in a 1:1
ratio. To ensure similarity between the groups, ran-
domization was stratified on two varables - disease type
and sex. Random allocation was computer generated. A
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permuted block randomization procedure with randomly
varied blodk sizes was used. Blinding of researchers and
patients was not possible because the intervention in-
volved attending a course. Participants were informed of
the results of randomization by email or letter (depending
on their preference).

Minimising bias

Bias can occur at any stage of planning, data collection,
analysis or publication [39]. The following steps were
taken to minimise systematic errors or bias and improve
rigour: all participants self-completed all of the question-
naires, data entry was done by the lead researcher and
was independently checked by a second person, and data
analysis was done by two researchers independently.

MBCT intervention

The MBCT program used in this study closely followed
the 8-week MBCT manual developed by Segal et al. [23].
It comprised & weekly face-to-face group sessions, each
lasting approxinately 2 hours. The sessions included fa-
cilitator instruction, group practice and instructions for
home practice. In brief, the manual followed a similar
layout for each session and opened with introduction to
a new theme (see Additional file 2 for themes), followed
by short opening meditation and discussion. The group
was then introduced to a new practice/exercise, which
was followed by reflection, then review and instruction
for at-home practice and followed by sitting meditation.
A sample list of activities for session 1 is presented in
Additional file 3.

The type of practices wed in the MBCT curriculum
are a combination of formal exercises/meditations such
as body scan, sitting and walking meditation and mind-
ful stretching; cognitive behavioural exercises and infor-
mal practices and discussions with personal reflections
of everyday life events. A sample audio file of one of the
meditations is available in Additional file 4.

Part of the intervention involved home practice assign-
ments aimed at reinforcing the in-group leamed tech-
niques and strategies. The recommended home practice
was up to 45 minutes a day for 6 days a week, with
guided audio CD and outlined instructions for the home
practice. The hand-outs and audio CD's used for home
practice are ready available from the published books re-
spectively [23, 40].

To further reinforce the learned practices, the manual
suggests that an additional full day of mindful practice
take place between weeks 6 and 7 (usually on a weekend).
In the full day of practice participants go through all the
leamed meditations one after another in silence, with the
group reflection and discussion taking place at the end of
the practice day. Due to resource constraint, in this study,
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the full day of practice was offered to participants after
they have completed the 8-week course.

The program was delivered by two experienced MBCT
practitioners who have been briefed on the key concerns
and difficulties that IBD patients experience, as well as
on the nature of the disease. Both pradtitioners had com-
pleted an 8-week MBCT course, maintained a personal
practice and had facilitated a number of 8-week MBCT
programs each over the previous five years, fulfilling the
good practice guidance for teaching mindfulness-based
courses [41].

Each weekly session was audio recorded except the
last one due to failure of the recording device.

Waitdist control

The control group continued to receive their standard
care and in addition they received a leaflet entitled ‘Staying
well with IBD'". The leaflet is readily available to download
from the Crohn's and Colitis UK website, but participants
in the study received a printed copy [42]. After the
6-month  follow-up data were collected, the wait-list
group had the opportunity to attend a MBCT program.

Data collection, assessments and outcomes measures

As this was an efficacy trial with the primary objective
being to pilot the MBCT program with IBD patients and
to assess the feasibility of the program and methodology
in a definitive RCT, data were collected to assess trial
feasibility [43]. Data were also collected on the proposed
outcome measures to be tested in a definitive RCT.

Feasibility criteria and measures
The guidance for a good pilot study suggests setting a pre-
determined criterion for measuring the success of feasibil-
ity [44]. While literature suggests various figures [45, 46],
the feasibility criterion for assessing success of feasibility
in this study was set to at least 10% recruitment rate.

Screening and recruitment data were collected by the
lead researcher on all patients considered for the study.
Information was also collected on patients excluded with
reasons for exclusion at each stage, date of recruitment
and randomisation. A full CONSORT diagram [47] of
subject flow is presented in Fig. 1 and a CONSORT
checklist is available in Additional file 5.

To assess treatment compliance and to inform the es-
timated attrition rates for a full trial, facilitators recorded
a weekly attendance log for each participant.

Baseline characteristics

Demographic data (age, sex, marital status, education
and income) was obtained to assess the success of ran-
domisation [48]. Data were also collected on participants
locality (rural or urban), to assess if there is any relation-
ship between mirality and drop-out rates.
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Proposed outcomes measures

The following proposed outcomes were assessed at base-
line, post intervention and at & months: depression,
anxiety, dispositional mindfulness, disease activity and
quality of life.

Depression

Low mood and depression symptoms was measured
with the Becks depression inventory (BDI-II) [49]. The
BDI-1I is an established self-reporting tool for screening
depression, and it consists of 21 group of statements,
where the participant rates each statement on a four-
point scale of severity. The statements refer to the last 2
weeks. The interpretation is based on a 0 to 63 total score,
with higher total scores indicating more severe depressive
symptoms. Previous studies indicate high test-retest reli-
ability as well as high internal consistency [50, 51].

Anxiety

Anxiety was measured by the State and Trait Anxiety
Inventory (STAI. STAI is a widely used self-reporting
tool consisting of two parts: STAL- Y1 and STAL-Y2.
Both parts consist of a 20-item scale, with STAL- Y1
measuring the state or current anxiety (anxiety related
to an event) and STAL-Y2 measuring the trait or chronic
anxiety (anxiety level as a personal characteristic). Partic-
ipants are asked to rate each individual statement on a
four-point scale, depending on how well each statement
is describing the participants mood. The rating options
are ranging from “not at all” to “very much so”. Each of
the two parts of the STAI scores range between 20 and
80, with higher scores being positively comrelated with
higher levels of anxiety [52]. This tool is widely used to
measure anxiety and regarded as highly reliable [8], but
is particularly useful for [BD patients as each of the
statements is focused on the cognitive symptoms of
amxiety rather than mixing it with the somatic symptoms
related to the disease.

Dispositional mindfulness

Dispositional mindfulness or mindful attention was mea-
sured using the Mindful Attention Awareness Scale
(MAAS), This scale consists of 15 items that measure
the frequency of which participants experience mindful
awareness and mindful attention on a six-point Likert
scale. The scale items refer to statements about everyday
experiences graded by participants, using a scale of 1 to
6, which indicates how often each experience occurs.
Higher scores reflect higher levels of dispositional mind-
fulness. The validation of this tool has been examined in
a series of studies indicating strong psychometric prop-
erties and validity [53, 54].
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Disease activity

Disease activity was assessed with an eight-item question-
naire Crohns Disease Activity Index (CDAL) for Crohn's
patients [55, 56] and six-item questionnaire Simple
Clinical Colitis Activity Index (SCCAL) for ulcerative cal-
itis patients. The CDAI has been validated prospectively
and is the gold standard for the evaluation of CI» disease
activity [57, 58]. A decrease in the CDAI of 70 or 100
points has been defined as a CDAL-70 and CDAL-100 clin-
ical response, respectively [59]. The SCCAL as well as the
CDAL is a subjective disease activity index and rates over-
all well-being, daytime and night-time bowel movements,
bowel movement urgency and rectal bleeding. SCCAL dis-
ease activity scores =3 correlate with active disease [60].

Quality of life
All participants were required to complete a disease-
specific IBD quality of life (IBDC)) questionnaire. Although

the questionnaire used in this study closely followed the
validated [BD()} 32-item gquestionnaire that measures
health-related QoL in IBD patients, the questionnaire was
maodified from the original version of the IBDC). What
remained were the same the four domains, including bowel
symptoms, systemic symptoms, emotional factors and so-
cial factors. The only difference was that participants rated
their symptom experence over the previous 2 weeks on a
four-point Likert scale ranging from 0 (worse health) to 3
(best health) rather than 7-point. This was to reduce the
burden of patients. Thus, scores ranged from O to 96 rather
than 32 to 224 in the origina IBDQ), and similarly, low
scores indicated more severe disease activity and/or higher
emotional and social dysfunction. IBDC) directly assesses
the participants view on her/his disease and a relatively
good correlation between the IBD(O) and a widely used
measure of disease activity, the Crohns Disease Activity
Index is reported [61, 62].
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Sample size

Due to the nature of this pilot study, a formal sample
size calculation was not performed. The determined
sample size of n=40 was calculated based on the esti-
mated number of participants expected to complete the
B-week program. Full information on how n =40 was
achieved is reported elsewhere [37].

Analysis
In line with the good practice guidance for analysis of
any pilot study, the primary analysis of the study was de-
scriptive [63, 64]. Descriptive data were calculated repre-
senting frequencies, means and standard deviations for
all continuous data and n (%) for categorical data.
Further analysis was done to determine initial estimates
of the parameters for the proposed outcome measures, for
example, the mean and standard deviation required for
sample size calculation for a future large RCT [65]. As this
was an efficacy trial, the type of analysis was as per proto-
col [43]. For this, analysis of mixed covariance (ANOVA)
statistical method was used. This method looked at the
changes in outcome scores over time in the two different
groups. A significance level of 5 % was chosen for pro-
posed hypothesis testing. Data analysis was conducted
using [BM SPSS version 19 software.

Results

Objective one: trial methodology

Eligibility, recruitment and dropout rates

Recruitment, intervention delivery and follow-up took
place between May 2013 and March 2014, A total of 350
consecutive patients were assessed for eligibility. Study
invitations were sent to 297 eligible patients and 44 con-
sented to participate, giving a recruitment rate of 15 %.
A consort diagram of patient flow is presented in Fig. 1.
Although a total of 243 patients did not respond to
study invitation, a recruitment target of 40 was achieved.
In total, 44 participants were randomised, with 22 in
each arm. Table 1 summarises reasons for discontinuing
MEBCT, how many sessions each of the participants who
dropped-out attended and if they were from a rural or
urban area. One participant randomised to the inter-
vention arm ceased eligibility (had a flare-up) before the
commencement of intervention, and one participant ran-
domised to the wait-list control armm ceased eligibility
{attended mindfulness course elsewhere while in the con-
trol) after randomisation. Data for another 18 participants
were lost to follow-up (9 in each arm). In addition, 95.5 %
of participants were recruited from one board only.

Protocol adherence and success of data collection strategy

Completion of data collection at each time point is sum-
marised in Table 2. This also indicates the degree of ad-
herence to the research protocol. A log of attendance
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Table 1 Reasons for discontinuing mindfulness-based cognitie

thermpy (MBCT)
Reason Mumbser of Mumber of sessons  From rural

parfidpants (% attended area (%)
Mat for them {9 1 1{45
Travel time 2{9) 1 2{9)
Family illnessfcarer 1 {45) 1 1 {45
Work schedule {9 1 0{m
imerference
Family illnessfcarer 1 {45) 3 a
Acquired unrelated 1 {45) 3 1{45
sicknes
Seired eligibility 1 {45) 4] 0o
lbeffute start of
imtervention
Total 10 {45) 10 5{x27
Table 2 Data completion for research outcomes

Control MBCT Total Misdng/invalid

Total consented and 2 2 44 na
randomised
Dropped out
Prior start of MBCT a 1 1 na
Prior to MBCT completion 10 Q 19 nfa
Prior to & month follow up a a i} na
Basaline BDHI n by 43 1
Past-MBECT completion BOI-I 12 12 24 20
G-month follow-up BOHI 12 12 24 20
Bassline STAI-Y1 21 20 41 3
Past-MBCT completion STARYT 12 12 24 20
G-month follow-up STAFY 12 12 24 20
Baseline STAI-Y2 L 20 42 2
Past-MBCT completion 5TARY2 12 12 24 20
& month follow up STALYZ 12 12 24 20
Baseline MAAS 2 2 4 1]
Past MBCT completion MAAS 12 12 24 20
&-month follow-up MAAS 12 12 24 i
Bazeline 1B 21 21 42 2
Past-MBECT completion 1BDOQ 12 12 24 20
G-month follow-up IBDGQ 12 12 4 0
Bassline DA 21 i L] 1
Post-MBCT completion DA 12 12 24 0
G-month follow-up DA 12 12 24 20

Abbrevigons: BOH Beck Depression Inventory I, D8 Disease Activity, IBDQ
Inflammatery Bowel Disease Questonnaire, MAAS Mindfu nets Aflention
Aweareness Scale, MECT Mindiulness Based Cognitive Therapy, STAIFT and
¥2-State Trait Anodety Inventory
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Table 3 Mindfulness-based cognitive therapy (MBCT) attendance log

Week 1 Week 2 Week 3 Week 4 Week 5 Week & Week 7 Week B Semiomn Missed Sessdons attended
1. o 1 7
z ® S ® 3 5
E ® ® x x 4 4
4. x ® x ® x ® x 7 1
5 x 1 7
[ 1] ]
T % x % x % x % 7 1
B % % % % % 5 3
a 1] ]
0. i] ]
11 ® ® x ® x 5 3
12 x ® x ® x ® x 7 1
13 ® 1 7
14, 1] ]
15 1] ]
2] ® % ® % ® % ® % -] 4]
17 ® ® kS ® kS ® kS 7 1
18 i] ]
19 x ® x ® x ® x 7 1
F.4] % X % X % X % 7 1
21 % X % X % X % 7 1
2 1] ]

M-misded & sedtion

revealed that a total of 12 participants (56 %) completed
at least four sessions from the intervention over the 8
weeks (Table 3). An overall of 24 participants (56 %)
completed all assessments at post-intervention and
&-month follow-up.

Baseline characteristics

Table 4 shows the age, sex, income, disease type, marital
status and education distribution for the 44 consented
participants. An independent T-test between groups at
baseline showed no significant differences between the
two arms for baseline characteristics.

Objective two: initial estimates on parameters of the
proposed cutcome measures (depression, anxiety,
dispositional mindfulness, disease activity and quality

of life)

A mixed ANOVA was conducted on all dependent vari-
ables: depression, anxiety, dispositional mindfulness, dis-
ease activity and quality of life. All assumptions with
regard to outliers, normmal distribution, homogeneity of
variances and co-variances and sphericity were tested
and met. The means and standard deviation (5.0.) of all

proposed outcomes for MBCT and the wait-list group
over the three time points are presented in Table 5.

(BDI-11) depression

Per-protocol analysis revealed an improvement in de-
pression scores in the MBCT group at post-intervention
and follow-up. There was a statistically significant inter-
action between the MBCT group and time on depression
scores (F(4,84) = 3,975, P =027, partial n2 = 173).

(STAIY1) state anxiety

There was an improvement in state anxiety score in the
intervention arm over the post-intervention and follow up
period; however, the difference between the arms over
time was not statistically significant (F(4,.84) = 2,809,
P = 083, partial n2 =.135).

(STAIY2) trait anxiety

When the per-protocol population was analysed, the trait
anxiety scores between the two arms showed a statistically
significant interaction between the MBCT group and the
time on trait anxiety scores (F(4,84) = 3,286, P = (48, par-
tial n2 = .147).
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Table 4 Baseline chamacteristics

Intervantion Control
Age (years) {n, mean {=d)) 12, 4859 (12.046) 22, 4968 (15370)
Sex [F {n%] Min%] 16,{72.7) 6{27 3) 18{51.8) 4[182)
Income {n, %)
less 10K 1 {45) 6 {273)
10K-19K 7(318) 6 {273)
Z0K-Z5K 4(182) 281)
I0K-3FK 4 (182 4 {183
A0K-50K 2{91) 3{13.5)
SOK+ 4 (182) 1 ¢5)
Dizease type
D in, %) 9 {409) 12{54.5)
UCin, % 13(59.1) 10M5.5)
Marital status
Single in, % 5{183) 9 @09
Married/fcohabiting (n, %) 15 {687) B 364)
Widowed (n, %) oo 3{(13.4)
Separated/divarced (n, %) 3{135) 1 ¢@.5)
Education {High school n, %) 9 {405 9 @0
{Diploma n, %) 9 {409) 7318
{Degree or above n, % 4 {182) 57

OO Crohn's Disease, F female, Mmale, N nember, 50 standard deviation,

LiC Weerative colitis
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MAAS (dispositional mindfulness)

Dispositional mindfulness scores showed an improve-
ment in the MBCT arm in comparison to the wait-list,
with a statistically significant interaction between the
MBCT group and time on dispositional mindfulness
(F(4,84) = 3,998, P< =034, partial n2 =.174).

DA (disease activity)

Although disease activity showed improvement in the
MBCT arm, there was no statistically significant inter-
action between the MBCT and time on Crohns disease
activity scores (F(4,84) = 1410, P=.277, partial n2 = .168)
or between the MBCT group and time on ulcerative colitis
activity scores (F(4,84) =2.927, ' = 083, partial n2 = .268).

IBDQ (IBD quality of life)

While there was a small improvement in the IBD() score
at the 6-month follow-up, there was no statistically sig-
nificant interaction between the MBCT group and time
on quality of life scores (F(4,84) = 845, p=.437, partial
n2 = .043).

Objective three: sample size calculation

The sample size for a full RCT is caloulated on the basis
of the proposed primary hypothesis and clinically mean-
ingful effect sizes of changes in depression scores BDL A
change of five scores in BDI is deemed to be dinically
meaningful [66]. We have based our sample size estimate
on the most conservative standard deviation of 11.89. To
detect a mean difference in BDI score of five points at
week 8 with a two-sided significance level of 5 % and
power of 80 % with equal allocation to two arms would

Table 5 Means and standard deviation of proposed outcomes at baseline, post-MBCT and follow-up

Neasured outcome Condition Ba=line Post-MBCT & manth Follow up
Wiean sD M Miean 5D N WMean 50 N
EDHI MBCT 1436 Q520 n 1067 13996 12 1375 16355 12
Wait-list 1557 7291 n 1423 10,158 12 1417 173 12
STAI MBCT 3B8T6 113597 i 3774 15635 12 3967 16,188 12
Wait-list 726 10429 i} 43167 5.806 12 45.16 9347 12
STANZ MBCT 4550 10318 n 4167 16396 12 4258 1638 12
Wait-list 4745 B656 il 47,08 431 12 4592 7354 12
WMAAS MBCT I6586 7935 n 47758 1.0342 12 4.1450 11675 12
Wait-list 34005 5655 n 315769 5802 12 35433 TBET 12
DAl MBCT 10156 G0 ZB052 3 G2.0000 B6.15683 3 186833 1501002
Wait-list 145866 B4 75085 1018750 HEEI212 B 1397150 8344660
Al MBCT 43750 2T 38750 339905 ] 5.5000 417475
Wait-list 22500 267096 4 45000 3.0000 4 5.0000 439697
IBDQ MEBECT 343333 1217922 21 31.0833 180225 12 348333 nrml 12
Wait-list 365714 1440684 n 339167 151864 12 358333 120667 12

D prest i | BOHIE State andety (STAYTE Trait ansdety [STAN2); Dispositional mindfulnes (MAAS); Crohn's diseate activity index [CDA)
Ulcerative colitis activity index (SCAlL Disease specific Qol IBEDY)
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require 90 patients in each arm of the trial. To consider
and allow a 44 % drop-out (finding from this study), then
129 IBD patients should be recruited per amm (258 in
total ).

Discussion

This paper describes a pilot randomised control trial of
Mindfulness-based Cognitive Therapy for IBD. The re-
sults showed that it would be feasible to conduct a full
RCT. In conducting this investigation, we have identified
areas of critical importance if a subsequent study of
MBCT for IBD is to going to be conducted. These areas
are related to recruitment and retention, data collection
and trial design as well as to the intervention.

Objective one: trial methodology

Consent, recruitment and retention

Consent and baseline Recruitment for this trial was dif-
ficult, even though the recruitment target was reached.
It was estimated that each individual appointment for
discussing consent and making baseline assessments
would last approximately 45 minutes, but in reality
lasted approximately 1.5 hours. This was not due to the
assessments taking longer, but due to fact that for most
of the participants this was an opportunity for them to
voice their difficulties, particularly the stress and anxiety
related with the condition. Because much of the infor-
mation was shared before actually signing the consent
form, this information was not captured for analysis. In
addition, tester sessions were offered to prospective par-
ticipants before they made a decision to participate. This
idea came from some of the prospective participants
wanting to ‘test drive’ the intervention. Although only
three signed up for the tester session, all three partici-
pants that came for a tester session decided to partici-
pate and completed all the trial assessments.

Recruitment Although the recruitment was conducted
in two NHS Boards (approximately 2,341 IBD patients),
95.5 % of participants were recruited from one of the
boards. A number of strategies were devised to maxi-
mise the number of patients screened for eligibility into
the study. The most effective strategy of recruitment
(93.2 %) was through a letter of invitation send by an
IBD specialist nurse. We believe there are at least two
possible explanations regarding this. Firstly, it is possible
that this strategy was most effective due to the fact that
there was already an established trusted relationship be-
tween the patient and the IBD nurse, and the response
to the invitation to participate reflected that trust. And
secondly, it could be the actual high number of letters
that were sent to patients could be the reason for the
good response rate. Monetheless, this strategy was a
lengthy process of going through IBD patient records
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and sending invitation and information packs every week
for few months. To improve future recruitment, litera-
ture suggests three key areas of relevance: infrastructure,
professional and public engagement with research, and
methodological innovation [67]. A dedicated recruitment
person working dosely with the IBD nurse, using
current networks such as Crohn's and Colitis UK to aid
recruitment or offering incentives for prospective par-
ticdpants could make this process more effective. These
suggestions should be considered if a full RCT is to be
conducted.

Retention Both arms experienced an equally high drop-
out rate of 44 %, with 33 % attending only one session in
the intervention arm. If we only look at the intervention
arm, the high drop-out rate suggests that the inter-
vention may not be suitable or acceptable to all IBD
patients. However, whereas seven participants (33 %)
attended only one session, only two of them said the inter-
vention was not for them. The reasons that the other five
participants gave were that they realised the travel time
commitment was too much (2), there was work schedule
interference (2) and there was a family illness (1). Al-
though at recruitment, the commitment required for the
course was particulady highlighted, it appears that the
participants either overestimated their other commit-
ments and travel time or were overenthusiastic to start
with and had a decline in motivation or had a change of
circumstances by the time the intervention started. The
last one is a possibility if taken into consideration that the
time between recruitment and start of intervention was
around 5 months for some participants [68] and should
be addressed in any future trial.

If we look at the wait-list arm, the dropout rate was
the same, with nine participants not responding to the
wo communication attempts to complete assessments
after the post-intervention period or follow-up. In this
arm, it is possible that the participants lacked the motiv-
ation to stay in the trial and perhaps dedined participa-
tion outside of the trial setting, which could also be due
to the long wait between baseline assessment and post-
intervention and follow-up assessment. The other possi-
bility is that perhaps the participants in the control were
disappointed that they were not selected to be in the
intervention arm, although they were offered the inter-
vention after all data were collected. This was at least
the case with the one participant that was excluded from
the tral after they breached the protocol and did the
intervention while in the control group. In addition, a
log was kept for the wait-list arm attending the inter-
vention after the completed assessments, and their
attendance was dose to 100 %, with no drop-outs. Par-
ticdpants in the wait-list arm remained motivated to
complete all the follow-up assessments because they

77



Schouttz et ol Trals (2015) 16:379

knew they would be eligible for the intervention after all
data had been collected. In summary, while high drop-
out rates are a recognised occurrence in psychological
intervention trials [69-71], the demand for psychological
interventions in IBD is pertinent, and judging from
those that attended the intervention, it appears that
careful patient selection remains essential [72, 73].

Protocol adherence and success of data collection strategy
Complex psychological interventions are by definition
difficult to standardise and measure, and this always
should be considered [74]. Whereas a log of attendance
was kept for the intervention arm in this study, it was
very difficult to assess how much home practice the par-
ticipants did, and home practice was a particularly vital
component of the intervention. To be able to assess the
time spent on home practice and truly assess the effect-
iveness of the intervention in the future, a measurable
log of home practice might be introduced.

All data collected in the trial, including the consent
form, were collected by the lead researcher. This is par-
ticularly important to support a robust methodology, es-
pecially when front line dinicians’ priorities and time is
constrained. However, there is a debate that involving
clinicians in data collection is important, particularly in
context of culture and demonstrating the concept of
working together [75], and perhaps this should be con-
sidered in a future trial.

Data were collected at three time points, with the last
one at 6 months The six-month follow-up was to assess
the mechanism of how feasible it is to collect follow-up
data for a full RCT, thereby assessing the sustainability
of any effectiveness of the intervention. Ideally, a longer
follow-up, such as 12 months, would give us better in-
formation about any sustainable changes in a full RCT.
Initially, the pilot considered testing the feasibility of
data collection at 12 months; however, there were few
points taken into consideration. The recruitment process
was stretched over a few months, and judging by the
dropout rate in both arms and literature [76], it could
have contributed towards further drop-outs in both
arms, predominantly in the wait-list arm if patients had
to wait even longer to be eligible to attend MBCT after
all follow-up assessments. In a future trial, this could be
overcome by having a designated research person work-
ing fulltime on recruitment, which could reduce the
recruitment time, thereby enable a shorter lag time be-
tween recruitment and the start of intervention.

Objective two: initial estimate on parameters of the proposed
outcome measures (depression, anxiety, dispositional
mindfulness, disease activity and quality of life)

With respect to the initial calculations on parameters for
the proposed outcome measures for a full RCT, all
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outcome measures in the present study were validated
and found to be reliable measures. Although this ana-
lysis has its limitations due to the small sample size and
should not be generalised, it provides encouragement
that MBCT has the potential to help with management
of overall symptoms for IBD patients.

We measured the dependent variables (proposed out-
come measures) over time in the two different groups
and wanted to assess whether the dependent variables
responded differently over time in the groups. Thus, a
mixed ANOVA (with both between-subjects and within-
subject factors) analysis was conducted. For this analysis,
we looked at the group*time interaction where the group
(MBCT or wait-list) was the between factor, and time
(baseline, postintervention and follow-up) was the
within factor [65]. We did the analysis for each of the
dependent variables: depression, anxiety, dispositional
mindfulness, disease activity and quality of life. This also
gave the initial estimates of the parameters to the pro-
posed outcome measures (mean and standard deviation)
required for a sample-size calculation for a future large
RCT [64].

The mixed ANOVA per protocol analysis showed a sta-
tistically significant interaction between the group (MBCT
and wait-list) and time (baseline, post-intervention and
follow-up) on depression (BDL-11), trait anxiety (STAL-Y2)
and dispositional mindfulness (MAAS) scores. This is par-
ticularly interesting as the literature suggests that high de-
pression and anxiety are dosely linked with neuroticism.
In addition, the most common personality trait in [BD pa-
tients is reported to be neuroticism [77 -80]. High neuraoti-
cism scores are related to reduced psychosocial wellbeing,
psychological adjustment and quality of life in patients
with IBD [81] or higher depression and amxiety vulnera-
bility. Although we did not directly measure neuroticism
scores, their relation to depression, state anxiety and dis-
positional mindfulness has been well reported.

Considering that more than 30 % of IBD patients re-
port suffering from depression and that the preliminary
analysis showed that depression scores in the MBCT
group improved over time when compared to the con-
trol, these results are very promising. Further to this,
MBCT had significant effect on trait anxiety, whereas
the effect on state anxiety was not significant. This is
particulady interesting because changes in the trait anx-
iety scores suggest that they are not temporary changes
but they are more sustainable comparing to the state
anxiety. For example, a person who has a high trait
anxiety, views typical daily situation as more threatening
than those with lower trait anxiety and so responds with
a higher state anxiety. High trait anxiety is often linked
with neuroticism and higher vulnerability to depression
[82]. Reducing the trait anxiety could in return lower the
vulnerability for depression. In the long run, and taking
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into account that IBD is a lifelong condition with dis-
tressing symptoms, the potential of MBCT to help IBD
patients to respond to daily situations, as well as the dis-
ease symptoms in a less stressful way, is certainly prom-
ising. Of course, to get a better idea of how sustainable
this is, a full RCT has to be conducted.

The other interesting finding was the improvement in
dispositional mindfulness scores. Dispositional mind-
fulness has been shown to moderate the relationship
between neuroticism and depressive symptoms [83]. A
study suggests that neuroticism is significantly related to
depression in those with low to medium levels of dispo-
sitional mindfulness but not in those with relatively high
levels of mindfulness. [t also suggests that increased dis-
positional mindfulness may act as a protective factor
against the effects of negative emotional reactivity by
neurcticism. This could be very important for the future
tailoring of treatment based on patient characteristics
which is a well-accepted approach in IBD management
(for example, pharmacotherapy).

Disease activity, state anxiety and quality of life,
showed improvement over a period of time, but statis-
tical significance was not detected. This could be due to
the small numbers, particularly with the disease activity,
where the subgroup of CD and UC were very small to
compare between the two arms. The biggest surprise is
that quality of life change was very small and, in fact,
did not mimic the change in depression scores or trait
anxiety, as had been expected. One of the possible expla-
nations is that the sample was too small to detect any
significance. The second reason could be that the ques-
tionnaire used was an adapted version of the validated
IBDC) questionnaire and was not sensitive enough to de-
tect any real changes. What is also very interesting is that
in both arms, MBCT and the wait-list, there was a reduc-
tion in the quality of life scores at post-intervention, and
then increase of scores at the 6-month follow-up. It is
unclear whether any external factors contributed to this
or to the coincidental worsening in the quality of life for
both arms at post-intervention, with improvement at the
6-month follow-up.

Objective three: sample-size calculation

We estimated a sample-size calculation for a future trial
based on the dropout rate of this trial. However, we
should consider that the estimate from this study is only
an indication to what the ‘true’ dropout rate is, and per-
haps, the consideration of estimates from other trials
with similar type of intervention for this patient group
should be not dismissed

Conclusions
We completed an exploratory pilot RCT despite chal-
lenges in recruitment. Based on the study findings and
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the experience of conducting the pilot trial, we would
recommend a definitive multicentre trial with 129 par-
ticdpants in each arm. Whereas the recommendations
for consent, randomisation and data collection are to be
conducted by a dedicated research team, recruitment
should be in collaboration with clinical staff, particularly
IBD» specialist nurses, to maximise recruitment. Al-
though dropout rates were higher than expected, a future
trial could minimise this by decreasing the time lag be-
tween recruitment and start of intervention. Short tester
sessions could be offered to all potential participants to
help with appropriate patient selection and improving re-
tention. Retention rates were the same in both arms,
which suggests that randomisation was successful A
measurable log of home practice should be introduced to
better assess protocol adherence and intervention cormn-
pliance and therefore determine the ‘true’ effectiveness of
the intervention. Information on medication or dosage
changes during the study period should be collected to
assess if it affects outcomes. The improvement in de-
pression, trait anxiety and dispositional mindfulness
scores in the intervention arm at post-intervention and
follow-up suggest that MBCT holds a potential to im-
prove overall symptom management and quality of life
for IBD patients.
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Overview and Critical Reflection of paper 4&5

The next few paragraphs critically reflect on the methods and methodologies used to
evaluate the feasibility of MBCT. As paper 4 and 5 are interlinked, with paper 4 being the
protocol for the study reported in paper 5, the critical reflection will be done collectively
for both papers. Although full details of the strengths and weaknesses are provided in
both papers, the following paragraphs expand on these in more depth. In addition, some
of the reflections presented here are relevant to the PhD submission, but not necessarily

to the journal readership.

Methods and design

Writing the protocol for the pilot RCT (Paper 4), was a very constructive exercise as it
enabled a process of decision making and settlement on the trial methodology. Being a
new researcher and learning rapidly, it often happens that ideas and decisions about
designs and methodology will change, particularly when reading new information about
interventions, RCTs or even after talking to different researchers. For example, the initial
ideas about how many arms the trial should have were different to what was decided
later in the protocol. This was a result of different suggestions in the literature. There is
considerable evidence suggesting that using the simplest design when designing a RCT
could be the best solution (Hutchison & Styles 2010). This meant going for a design of two
parallel arms: one active arm and one control arm. Many trials designed this way have
been published and have been able to answer the proposed questions (Schulz et al.
2010). However, in psychosocial interventions, researchers often use a third arm to
compare the tested intervention with another similar intervention. This similar
intervention can be either sham, or an intervention that is comparable (Dincer &

Linde 2003).

At the early stage this was confusing as | wanted to use the best possible methodology for
answering the PhD question. Thus, it was first considered to have a trial with three arms,

an active intervention comparable to MBCT in terms of it being a group intervention with
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8-10 weekly face to face sessions and daily home practice. This meant that suitably
experienced facilitators for this intervention, as well as for the MBCT, were needed. It
also meant recruiting more participants, which could make the recruitment time longer.

Thus, a three arm design would have costed more in terms of money and time.

Being able to weigh the pros and cons between the two proposed designs and make a
decision was facilitated by another process. | was applying for external funding for the
project from the Crohn’s and Colitis UK charity. While preparing the funding application, |
looked extensively at the RCT literature, learning and understanding the different designs.
This was the turning point of the design decision. The literature is very clear that a third
arm is useful when looking at examining the effectiveness of an intervention (Armijo-
Olivo 2009). However, | was not. | was preparing the foundation for such a trial. The focus
of my PhD aim was to explore the feasibility of an RCT using MBCT for IBD and piloting the
intervention with patients with IBD. Consequently, the literature provided the evidence
and the confidence about choosing the right design for the research question. In addition,
the process of applying for external funding for the project encouraged the decision
making about the trial design and the writing of Paper 4. The process of writing Paper 4
not only enabled me to choose the right methodology, but more importantly, enabled the
fine tuning of the question through the learning of being able to distinguish between
efficacy and effectiveness trials. It also enabled me to secure external funding from
Crohn’s and Colitis UK and NHS Highland RD&lI, both involved extensive processes of peer

review (see Appendix 9).

Another challenging aspect about the design was the length of follow up. The initial
decision of six months follow up was challenged at the NOS Ethics committee (see Ethics
approval in appendices 1, 2 & 3 for full details). The committee suggested a longer follow
up of 12 months. The evidence suggests that a longer follow up is particularly desired if
the trial is an effectiveness trial (Armijo-Olivo 2009). However, this being an exploratory
pilot RCT, it made sense to keep to a shorter follow up in order to assess the dropout rate
at follow-up. In addition, because the control arm was a wait-list control, meaning the

participants would have waited for over 12 months from recruitment to have an
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opportunity to go through the MBCT program. Waiting for such a long period might have

increased dropout rates.

Strengths and limitations

Protocol

Having the protocol written and then submitted for publication was one of the strengths
regarding the methodology. Although it was a lengthy process, the benefits outweighed
the initial burden. It was a great opportunity for an early researcher to learn and develop,
particularly with the feedback gained from the peer review process. Furthermore, having
a definite protocol gave clarity to the whole execution of the trial, reduced ambiguity and
provided transparency about the whole process, as suggested by the literature (Moher et
al. 2015). However, the protocol was not without its limitations. For example, the current
protocol did not have a way of measuring compliance of home practice, although some of
the participants would have verbally said in the group. Devising a way to measure how
long each participants is spending on home practice, could really give a better idea if
there is a correlation between time practiced at home and benefit or perceived benefit of
the intervention, and thus could give a ‘true’ value of the effectiveness of the intervention

in future.

Wait-list control

Having a wait-list control rather than just a control arm gave strength to the design. This
possibly kept the wait-list arm participants motivated to complete all of the follow up
assessments. The literature suggest that the control arm participants can lose motivation
to complete follow up assessments, as they may perceive they are not getting anything
from the process (Kinser & Robins 2013). Although most participants take part in research
studies for altruistic reasons with an understanding that the research they participate in
may not directly benefit them, having a wait-list control means adding value or valuing
their input even further, with the opportunity of attending the intervention at the end as

a prize.
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Participants and recruitment

A strength in the recruitment process for this trial was that the recruitment target was
reached. The literature suggests that many randomised controlled trials do not meet their
recruitment targets (Treweek 2013). The consequences of a poor recruitment could
prolong study duration, cost more, could also affect the intended precise statistical
analysis and in the worst case, could be the reason for stopping the trial. The recruitment
process for this trial had two strategies. Both strategies used the NHS as sites for
recruitment and using gastroenterology clinicians to invite potential participants into the
trial. Although the recruitment was successful, this was a very lengthy recruitment
process which required a lot of time and commitment from everyone involved. An
additional strategy could have improved recruitment in terms of shortening the
recruitment time (around 5 months in this trial). The literature suggests three key areas of
relevance for improving recruitment: infrastructure, professional and public engagement
with research and methodological innovation (Bower et al. 2014). Using current networks
such as Crohn’s and Colitis UK to aid recruitment or offering incentives (for example a

voucher) for prospective participants could make this process more effective.

Data collection

Data was collected at three time points: baseline, post intervention and follow up. A
range of data collection methods were employed in the process of examining the use of

the intervention. An overview is presented in the table below:

Table 1 Data collection points

Data collection methods Baseline Post intervention Follow up
Consent interviews X

Demographic Data X

Questionnaires:

Depression: BDI-II X X X
Anxiety: STAI Y1 & STAI Y2 X X X
Disease specific quality of life: IBDQ X X X
Disease activity for Crohn’s disease: CDAI X X X
Disease activity for ulcerative colitis: X X X
SCCAI X X X
Mindful attention: MAAS

Survey questionnaire X

Focus groups X
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The consent interview together with filling in the questionnaires at baseline was
estimated to last around 45 minutes. However, in reality some of the consent interviews
lasted approximately two or three times the estimated time. This came as a surprise,
because as mentioned in Paper 5, many of the potential participants had the need to
discuss depression, anxiety and stress related to adapting to living with the disease. Many
of the potential participants provided detailed accounts of their difficulties dating from
before the diagnosis and onwards. The strength of this interview was that potential
participants clearly identified once again the need for psychological help. This was a great
confidence builder for me as an early researcher. The limitation was that | did not
anticipate a richness of information provided at this point, particularly before signing the
consent form for participation. Thus, this information was not captured. Therefore, in a
future trial, there should be a way of capturing the information with perhaps a separate

consent form for that initial discussion.

Demographic data was collected at baseline for gender, age, marital status, education,
diagnosis and income. At the time of writing the protocol, this information appeared to
be sufficient in order to assess if randomisation was successful between the two arms. On
reflection and after the trial was commenced and completed, an idea about additional
information on length of diagnosis, medical and surgical treatment as well as hospital
admissions might have provided better information for specific analysis. Nonetheless, this

can be carried forward in a future definitive RCT.

Validated questionnaires on depression, anxiety, disease specific quality of life and
disease activity were collected at three time points (See table 1 above). There was a long
debate about the best questionnaires capturing the above information and consensus
was reached through examining the literature and discussions about which
guestionnaires are most effective without bringing extra burden to the participants. More
details about each questionnaire are provided in paper 4 and 5. The survey questionnaire
and focus groups will be discussed in the following chapter (Chapter 5), as they are closely

related to the next objective.
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Data analysis

In line with the good practice guidance for analysis of any pilot study, the primary analysis
of the study was descriptive (Lancaster 2004). Descriptive data was calculated
representing frequencies, means and standard deviations for all continuous data and n
(%) for categorical data.

As mentioned in paper 5, additional analysis was conducted to determine initial estimates
of the parameters to the proposed outcome measures e.g. mean and standard deviation
which are required for sample size calculation for a future large RCT. The type of analysis
conducted was per protocol (PP). Pragmatically, intention to treat (ITT) analysis is
considered as the 'gold standard' for analysing the results of clinical trials (Armijo-Olivo
2009). However, for this type of analysis there are two key aspects to be fulfilled: a full set
of data, where all patients providing data are followed, irrespectively of any protocol
deviation and the type of trial is examining the effectiveness of an intervention. Thus far,
this trial like many other trials had to deal with non-compliance and drop-outs and was an
efficacy trial. Therefore, ITT analysis was not suitable and a different type of analysis was
deemed as more appropriate. This was a per protocol (PP) analysis, which deals with
patients who have completed all of the assessments according to the full protocol as
planned and had near perfect compliance (Armijo-Olivo 2009). This analysis is also called
‘compliers only’, due to only counting those assigned to the intervention that actually
received, complied and completed the treatment. For this, the analysis of mixed
covariance (ANOVA) statistical method was used. This method looked at the changes in
outcome scores over time in the two different groups. This method was chosen as the

most relevant to the question proposed.

Ethical review

Ethical review and approval was received by the University of Stirling Ethics Committee,
North Research Ethics Committee for North of Scotland on 8 April 2013 (REC ref
13/NF/0018). NHS Highland and NHS Grampian R&D Management Approval was obtained
on 9 April 2013 and 14 September 2013 respectively. See appendices 1-8 for full details of

submission.
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Contribution to the research question

The specific objective of this chapter was to explore the feasibility and piloting issues of
using MBCT for patients with IBD as a third objective in answering the overall PhD
question. Both associated papers: the protocol (paper 4) and results from the pilot RCT
(paper 5) provided all of the necessary processes and evidence about MBCT, an
intervention aimed at better management of psychological stress, that it is feasible to use
MBCT in the IBD population. In addition, the preliminary findings suggest that using MBCT

for patients with IBD has the potential to be beneficial in reducing psychological stress.
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Chapter 5

Objective 4: To explore participants’ perspectives and acceptability on using MBCT for

patients with IBD.

Chapter overview

The purpose of this chapter is to examine how acceptable the MBCT intervention is for
patients with IBD while assessing their perspectives and experiences of going through an
eight week MBCT program. This complements the previous chapter’s objective; the
examination of feasibility and piloting issues related to using MBCT with IBD patients in
the pilot RCT. While objective 3 was an essential objective that contributed to answering
the overall PhD question (particularly the preliminary analysis in paper 5, suggesting that
MBCT could be potentially useful in improving depression and anxiety scores, as well as
dispositional mindfulness), it did not actually communicate the whole story about MBCT
for patients with IBD. For example, it did not provide the depth of information about
participants’ experiences of the intervention, including how the intervention affected
them individually or as a group and what were the perceived benefits or barriers from the
intervention. Consequently, the purpose of this chapter is to directly address these issues.
Before presenting paper 6 and its critical reflection and contribution to the overall
guestion, this chapter will provide a full description of the MBCT curriculums’ content and
delivery used in the study. It will then carry on the review of the evidence base for MBCT

with a focus on qualitative studies exploring MBCT.

Description of the MBCT curriculum

The next section describes the MBCT curriculum used in this study, with an overview on

the structure, content and methods of delivery.
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The MBCT structure

The MBCT structure contained the following components: an individual pre-course
session; eight weekly sessions; guided home practice and a day of guided mindfulness

practice in silence.

An individual pre-course session: this session lasted anything between 30 minutes to an
hour. It was led by a mindfulness facilitator and its purpose was to assess the motivation
and suitability of the participant for the course, as well as orientation of the potential
participant to the course. This session had a strong emphasis on the commitment
required for the home practice and was an opportunity for the participants to hear about
the background of MBCT with a view of how it might benefit them. For the facilitator, this
session was an opportunity to learn about the factors associated with the onset of
difficulties for the potential participant and through dialogue determine if the course

would likely to be of benefit to the participant at that given time (Segal et al. 2002).

The eight weekly sessions: was face to face guided sessions over eight consecutive weeks
lasting approximately 2 hours each. The sessions included facilitator instruction, group
practice and instructions for home practice. In brief, the layout for each session was an
introduction to a new theme, followed by a short opening meditation and discussion. The
group was then introduced to a new practice/exercise, which was followed by reflection,
then review and instruction for at-home practice and followed by sitting meditation. A full

schedule of the weekly sessions (agendas) are available in Appendix 10.

Guided home practice: Participants were given instruction at the end of each weekly
session for the home practice. The home practice was up to 45 minutes a day for 6 days a
week, guided by an audio CD and outlined instructions for the home practice. This was
the most important part of the course, as it was aimed at reinforcing the in-group learned
techniques and strategies. The home practice activities were scheduled in a structured
way and were a combination of formal and informal practices. The home practice

reflections were discussed in depth in the weekly group practice.
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A day of guided mindfulness practice in silence: This was normally scheduled during the
sixth week of the MBCT program, but due to resource limitations, it was scheduled after
the eight week course, in this case. The day offered the participants to immerse
themselves into a day of mindfulness practice. This was enabled by the continuity of
practising the learned meditations one after another in silence, with the group reflection
and discussion taking place at the end of the practice day. Kabat-Zinn (1990) suggests that
participants often come to a significant understanding about themselves on the day of

silent practice.

The MBCT content

The MBCT content was divided into the following components: formal mindfulness
meditation practices; informal mindfulness meditation practices; inquiry or reflection and

discussion between facilitator and participants and didactic elements.

Formal mindfulness meditation practice

There were also a few further components that constituted the formal mindfulness
meditation practice: a)body scan, b)mindful movement, c) sitting meditation, d)3 minute

breathing space.

a) Body scan

The body scan meditation is the first formal meditation practice in the course. Kabat-Zinn
(1990, p77) describes it as ‘... lying on your back and moving your mind through the
different regions of your body’. The purpose of this practice is to enable the participant to
connect to their body and pay detailed attention to the sensations that arise in the body,
regardless of those sensations being pleasant or unpleasant or regardless of being
distracted by thoughts about something else (Segal et al. 2002a). This practice is an
effective technique for developing two core mindfulness skills simultaneously:
concentration or focused attention and flexibility of attention. Developing these skills is
an important foundation for the whole program, as it enables the participant to improve
self-regulation of their emotions and redirects their attention to present body sensations

rather than relying on thought-based processing of difficulties or emotions.
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b) Mindful movement

Segal et al. (2002a, p.180) describe the mindful movement as ‘meditation in motion’
where “ The focus is on maintaining moment-to-moment awareness of the sensations
accompanying our movements, letting go of any thoughts or feelings about the sensations
themselves’. This practice is introduced in week three of the course. The practice of

mindful movement acts as a bridge between formal practice and life’s daily activities.

One of the mindful movement practices is mindful walking, where the participants focus
on the complex activity of walking, one step at a time and where participants explore
walking at different speeds while observing different body sensations that arise as a
result. This exercise enables the participants to anchor to the present moment through
the sensations arising in the body as a result of walking without the goal of getting

anywhere in particular (Segal et al. 2002a).

The core of the other mindful movement practice is drawn from Hatha Yoga, Qi-Gong or
Tai Chi, depending on the confidence and practice experience of the facilitator. This
practice uses more stretching and gentle exercise types of movement, with invitation to
move close to the boundaries of what feels possible for the body in each moment of
movement. Kabat-Zinn (1990, p98) refers to it as a practice ‘... to be where we already are
and discover where that is’, as with all other mindful practices. This can be particularly
meaningful for people working with chronic illness or physical difficulties, as it enables
them to develop a moment by moment openness and responsiveness to their experience,
rather than staying fixed in their preconceptions about what is possible in any moment

(Kabat-Zinn 1990).

The mindful movement practice also offers an experience of working with one’s own
limitations, boundaries and intense sensations, in an accepting and present-centred way.
This offers the participants an alternative point of experience. Thus, this opportunity to
develop an ability to relate to one’s whole experience, with acceptance and awareness, is
the core skill of mindfulness practice. This learned core skill, through experience, can
enable participants to gain curiosity, openness and a sense of what is possible within their

emotional and cognitive experiences as well.
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c) Sitting meditation

The sitting meditation is where participants are guided into adopting an erect and alert
but relaxed posture. They are then invited to systematically bring their awareness to
different aspects of their experience usually starting with their awareness of breathing
and other bodily sensations. Other experiences explored during the sitting meditation
include awareness of sounds, to the process of seeing, to feelings, to thoughts and
‘choiceless’ awareness. The last activity is where participants do not focus on any
particular experience (i.e. sounds or breath), but allow for their awareness to follow any
experiences as they unfold, depending on which experience is predominant at that
moment. Similar to body scan, sitting meditation is a technique which further develops
two core mindfulness skills: concentration or focused attention and flexibility of attention
and developing awareness about where the mind wanders to. Segal et al. (2002a, p168)
describe the sitting meditation as ‘... the aim is not really to prevent the mind wandering
but to become more intimate with how one’s mind behaves’. In other words, this practice
offers an opportunity to observe the interaction between the mind and the body by
noticing when the body follows where the mind moves to. The practice offers an
alternative way of bringing awareness gently back to where it was initially intended,
instead of the body jumping to where the mind decides to go next, (Kabat-Zinn 1990).
This is particularly important when the mind is faced with habitual ways of dealing with

boredom, likes and dislikes.

d) The 3 minute breathing space

This meditation is a ‘concentrated mini version’ of longer formal meditations and the
purpose is to enable practical application of the formal practice into daily situations.
Although the meditation is dubbed as a ‘3 minute breathing space’, its length can be
adapted as needed, as long as the three main steps of the exercise are followed. The
three steps are usually described as the three parts of an hour glass clock, with the wider
part on top assigned to step one, the narrow part to step two and the wide part at the

bottom as step three. These are:
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1°* Stepping out of automatic pilot while recognising and acknowledging the current
experience in body sensations, thoughts and feelings. This means taking stock of how we
are in our body, thoughts or feelings at a given moment.

2" Bringing the attention to breathing. This involves narrowing the focus of attention to
the rhythmical physical sensation of breathing.

3" Using the awareness of the breath and the body as an anchor. This step is about

expanding the attention from breathing to all the experiences as they are happening.

The application of the 3 minute breathing space in daily life is developed in a structured
way between weeks three and seven, starting with using it three times a day in
predetermined times, through to seeing it as a ‘first step’ for coping with certain difficult
situations or before taking actions. The aim is that the exercise is used as a way of
reconnecting with the expanded awareness (of body sensations, thoughts and feelings),
rather than getting lost in anxious thoughts and with an openness to alternative actions
appropriate to the present moment (rather than going into a default anxious thinking)
(Segal et al. 2002a). For example, a person anticipating that a particular important
meeting will be stressful and overwhelming as they go into it can have a different
outcome if they use the 3 minute breathing space exercise. Using the technique would
allow the person to recognise their anxiety and then refocus their attention to the
breathing. This would allow the person to be open to a different action rather than

getting stressed and overwhelmed before going to the meeting.

The informal mindfulness meditation practice or ‘mindfulness in everyday life’

This part of the course content has two main components: a) deliberate awareness of
routine activities and b) awareness of pleasant and unpleasant events.

a) Deliberate awareness of routine activities: these include all daily activities such as
eating, walking, brushing teeth, washing, driving etc. Participants are encouraged
to bring deliberate awareness to these routine activities from week one and to
reflect on their routine activity observations.

b) Awareness of pleasant, unpleasant and neutral events: at week three, four and
five, participants are asked to fill in a daily reflection dairy: with a focus on

pleasant events in week three, unpleasant events in week four and neutral events
94



in week five. This a continuation from the formal practice applied in daily life as a
way of cultivating greater awareness of how the participants classify their daily
experiences according to the three categories above and according to their mood

and thoughts (Segal et al. 2002a).

The inquiry, or reflection, and discussion between facilitator and participants is largely
dedicated to the participants’ experiences and observations of the formal and informal
practices in the group and at home. The purpose of this component is to develop self-
regulatory capacity and skills through exploration of the patterns of thinking, obstacles

and difficulties that arise in the practices.

Didactic elements is where participants are given contextual information about applying
the practices to particular difficulties that the group is working with, such as depression,
anxiety, gastrointestinal problems etc. Although the curriculum of the program is

established, the facilitator responds to the unique needs of the group.

Method of delivery

The structure in which the practices were delivered has been carefully designed to enable
the participants to cultivate their practice in a systematic way. Although the curriculum
has been previously established, (Segal et al. 2012) the facilitator is responsive to the
groups’ particular aspects of experience, and might expand certain aspects of the
practices to fit the groups needs in order to encourage participants to open up to

alternative options of thinking or acting.

Evidence base from qualitative studies exploring MBCT

The previous chapter looked at the evidence base for MBCT, primarily in RCTs, which
showed great potential for using MBCT in a variety of conditions, starting from depression
and anxiety, to patients with Parkinson’s, cancer and IBD. However, although the previous
chapter also looked at the conceptual models of how mindfulness works, there is
currently very little evidence about the mechanism of MBCT and how it works, why MBCT

is useful for patients and who it is useful for (Coelho et al. 2013). Thus, the literature
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suggests that a development of a broader theoretical understanding of the psychosocial
mechanisms of MBCT is needed (Allen et al. 2009). One of the ways this could be done is
by exploring and understanding the subjective experiences of those receiving MBCT. In
doing so, qualitative studies, some of them embedded or nested within RCTs exploring
MBCT, have emerged (Finucane and Mercer 2006; Mason and Hargreaves 2001; Ma and
Teasdale 2004; Smith at al. 2007; Allen et al. 2009; Williams et al. 2011). Qualitative
studies are particularly appropriate for studying a phenomenon or topic that is new and
needs to be defined and understood better (Malterud 2001; Denzin et al. 2005). The
gualitative approach builds a platform for explanatory processes that are important on
theoretical grounds (Bendassolli 2013). MBCT is an experiential program or phenomenon,
where participants are trained to become more aware of how they experience their
thoughts, feelings and body sensations. Thus, it makes sense that through the qualitative
approach, the richness and quality of those experiences can be better captured. The next
few paragraphs will review some of the findings and evidence from qualitative studies of
MBCT in various conditions, highlighting their strengths and limitations, and as a

background and comparison to the qualitative study described in paper 6.

MBCT in depression

Soon after MBCT was developed for depression, in order to add to the quantitative
evidence base for MBCT, participants’ accounts of MBCT were explored using the
qualitative approach in a few key studies. For example, Mason and Hargreaves (2001)
used a sample of seven and a grounded theory approach, to explore the participants’
accounts of MBCT for depression. The findings suggested that the participants valued the
cultivation of the mindfulness skills and the attitude of acceptance and living in the
moment. One of the limitations of this study was that it was not well adapted to
examining the long term effects of MBCT, due to more than half of the participants being
interviewed immediately after the completion of the program, without having the

opportunity to practice their skills as part of the relapse prevention.

Another study by Ma et al. (2002) used a larger sample of 41 participants and an
interpretative phenomenological analysis approach to examine the participants’ accounts

of MBCT for depression after 12 months of program completion. The limitation of this
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study was that the interview questions were limiting participants’ reflections in

‘predefined dimensions’ such as ‘usefulness’ and ‘difficulty’.

A mixed methods approach was used by Finucane and Mercer (2006). They interviewed
13 participants with depression, 3 months after they completed an eight week MBCT
program. A limitation of the study was similar to the first one above, where the timing of
interviews would have limited the breadth of findings with regards to long term

effectiveness of MBCT.

MBCT In physical health chronic conditions

After MBCT became established as a recommended therapy for recurrent depression
(NICE 2009), it has been explored in other chronic conditions. For example Griffiths et al.
(2009) used a small sample of six participants that were diagnosed with cardiac conditions
and in need of cardiac rehabilitation, to explore their experience of MBCT. They used an
interpretative phenomenological analysis approach to explore how the participants
experienced the intervention as well as its overall impact on their lives, in a bid to
understand the psychological mechanism of cultivating mindfulness. The findings
suggested that not only did the participants perceive benefits in terms of developing
increased awareness regarding thoughts and feelings, but it also improved an

understanding of their cardiac problems and the impact of stress on the body.

Fitzpatrick et al. (2010) used a sample of twelve participants with Parkinson's disease (PD)
to explore the experience of participating in an 8 week MBCT course. He used an
interpretative phenomenological analysis approach and concluded that the participants
particularly found the group support very useful in addition to the experience of
mindfulness meditation itself. In addition, they suggest that MBCT could contribute to
various changes in patterns of coping with PD and has the potential to address the

extremely distressing psychological needs of people with PD.

Moore & Martin (2014) used seventeen chronic pain participants who participated in a
MBCT group within a public hospital pain unit, between 8 and 50 months previously, to

do a qualitative study. They used a thematic analysis approach to identify themes and
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explored the perceived benefits from MBCT after completion of the program. Although
the sample included participants with different lengths of follow up to the program, the
study did not clarify if there was a difference in perceptions and applicability of the
program depending on how long ago the participants attended the MBCT program.
However, it brought new questions about ‘booster groups’ or follow up groups’ where

participants could continue practicing the learned MBCT skills.

While participants’ accounts of MBCT have been explored in depression and other chronic
physical conditions, participants’ accounts of MBCT have never been explored in IBD.

Thus, this was the purpose of this chapter and paper 6.

Aim and linkage to research question

In order to be able to answer the PhD question, (Can MBCT be used as an adjunct therapy
to IBD symptom management for improving IBD patients' general well-being and quality
of life?) getting evidence from only the quantitative data was not sufficient. As mentioned
in the previous chapters, the MRC guidelines for development and evaluation of complex
interventions suggests that feasibility and piloting work is required before investigating
the effectiveness of an intervention (Craig 2008). Additional work on acceptability and
evaluation of the intervention is also necessary to fully inform the development of a
definitive RCT. Thus, paper 6 describes a qualitative study nested within the pilot RCT,
reporting on the acceptability of MBCT for patients with IBD. This study is unique, and
makes an original contribution to the field of knowledge, as it is the first study to examine
the accounts of patients with IBD going through an MBCT program. In addition, the
findings from the study add to the knowledge base from the previous objectives required

for the development of a definitive RCT and therefore the answering of the PhD question.
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Paper 6: Participants' perspectives on Mindfulness-Based Cognitive Therapy for
Inflammatory Bowel Disease: A Qualitative study nested within a pilot Randomised

Controlled Trial
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Participants’ perspectives on mindfulness- @
based cognitive therapy for inflammatory
bowel disease: a qualitative study nested
within a pilot randomised controlled trial

Mariyana Schoultz’, Leah Macaden and Gill Hubbard

Abstract

Background: Mindfulness-based interventions have shown to improve depression and anxiety symptoms as well as
quality of life in patients with inflammatory bowel disease (IBD). However, little is known about the experiences of
this group of patients participating in mindfulness interventions, This paper sets out to explore the perspectives of
patients with IBD recruited to a pilot randomised controlled trial (RCT) of mindfulness-based cognitive therapy
{MBCT) about the intervention.

Methods: In a qualitative study nested within a parallel two-arm pilot RCT of mindfulness-based cognitive therapy
for patients with IBD, two focus group interviews (using the same schedule) and a free text postal survey were
conducted. Data from both were analysed using thematic analysis. Data and investigator triangulation was
performed to enhance confidence in the ensuing findings.

Forty-four patients with IBD were recruited to the pilot RCT from gastroenterclogy outpatient clinics from two
Scottish NHS boards. Eighteen of these patients (ten from mindfulness intenvention and eight from control group)
also completed a postal survey and participated in two focus groups after completing post intervention
A5SESEMENTS.

Results: The major themes that emerged from the data were the following: perceived benefits of MBCT for IBD,
barriers to attending MBCT and expectations about MBCT. Participants identified MBCT as a therapeutic, educational
and an inclusive process as key benefits of the intervention. Key barriers included time and travel constraints.

Conclusions: This qualitative study has dernonstrated the acceptability of MBCT in a group of patients with IBD.
Participants saw MBCT as a therapeutic and educational initiative that transformed their relationship with the illness,
The inclusive process and shared experience of MBCT alleviated the sense of social isclation commoenly associated
with IBC. However, time commitrment and travel were recognised as a barrier to MBCT which could potentially
influence the degree of therapeutic gain from MBCT for some participants.

Keywords: Inflammatory bowel disease, Mindfulness, MBCT, Focus groups, Qualitative study
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Background

Inflammatory bowel disease (IBD) is a group of chronic
gastrointestinal diseases with relapsing nature. The dis-
ease affects around 250,000 patients in the UK and
around 28 million people worldwide [1, 2]. The two main
types are Crohn's disease (CD) and uleerative colitis (UC)
[3]. IBD incidence and prevalence are increasing with fu-
ture prevalence likely to be considerably greater than at
present [4]. To date, there is no cure for the disease and
the main focus 15 on maintaining remission and keeping
relapse at bay, managed primarily by medications [5]. In
addition, patients with [BD are at increased risk of surgery
and other complications.

The symptoms experienced by both CD and UC are
very similar and very distressing. They incude and are not
exclusive to acute abdominal pain and gut spasms, vomit-
ing, malnutrition, fever, fatigue, diarthoea and rectal
bleeding. These symptoms are potentially disabling and
can cause severe impact on both physical and psychosocial
wellbeing [6]. In fact, around 30 % of these patients suffer
from moderate to severe psychological distress and have
difficulties in coping with their illness [7, 8]. This distress
is not only because they have to deal with the symptoms
described above, but because they often experience fear
and humiliation as a result of faecal incontinence, which
has a profound effect on family, work, social life and iden-
tity [9-11]. In addition, they have to deal with the sense of
loss of control, feeling ‘dirty and smelly’ and feeling they
are unable to fulfil their potential at work and in sexual re-
lationships [12, 13]. Moreover, the steroidal treatments
can often induce side effects such as weight gain and
mood swings [14], which might require treatment
with antidepressants. Consequently, the proportion of
anxiety and depression among these patients is not
related to the disease severity, but to their level of
perceived stress [15, 16].

There is a considerable body of research investigating
the relationship between perceived stress and mindfulness.
A number of studies have reported a negative correlation
between perceived stress and mindfulness [17-19]. Mind-
fulness or mindful awareness is the core skill taught in
mindfulness-based interventions such as mindfulness-
based stress reduction (MBSR) and mindfulness-based
cognitive therapy (MBCT). MBCT combines cognitive
therapy with MBSE (a programme developed by Jon
Kabat-Zinn initially for patient with chronic medical con-
ditions) [20]. MBCT is an 8-week, faclitator-led, group-
based psychological intervention. In addition to the 2-h
weekly group sessions, there is a guided home practice
component for up to 45 min a day. Within the 8 weeks,
participants practice a series of mindfulness medita-
tion, cognitive behavioural therapy and stretching ex-
ercises within the group and at home [21]. During the
programme, participants become more aware of their
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body sensations, thoughts and emotions and their
interrelatedness [21]. This process of cultivating aware-
ness enables participants to explore the change (shift) in
their perception and learn how to recognise certain mal-
adaptive thinking patterns and behaviours and replace
them with more helpful ones [22]. The National Institute
for Health and Care Excellence (NICE) guidance recom-
mends MBCT as a preferred psychological therapy for re-
current depression and chronic worry [23].

Previous studies have demonstrated effectiveness of
MBCT for patients with depression and anxiety [24],
chronic pain [25], fibromyalgia [26] and chronic fatigue
syndrome [27]. In addition, there is an encouraging early
evidence about the use of mindfulness-based interven-
tions in either patients with CD or UC in improving de-
pression and anxiety scores and quality of life [28, 29].
However, little is known about the perceptions of this
group of patients about any perceived therapeutic benefit
of mindiulness-based interventions and particulady
MBCT. Thus, this embedded qualitative study is the first
of its kind in its investigation and is aiming to close such
an evidence gap.

This paper reports the findings from two focus groups
and free text survey. This nested study together with a
pilot RCT is part of a wider developmental and feasibil-
ity work for a full-scale RCT testing if MBCT can be
used in IBD patient care as an adjunct therapy. This is
in line with the Medical Research Council (MRC) frame-
work for development and evaluation of complex inter-
ventions [30], which recommends that such a process
evaluation, nested within a trial, can provide an insight
into why an intervention works and how it can be opti-
mised for patient benefit.

Mested design is when one methodology (for example
qualitative) is placed within the framework of another
(for example quantitative} [31].The pilot RCT, where this
qualitative study was nested, was a paralle]l two-arm, ex-
ploratory pilot RCT (MBCT treatment, n=22 versus
wait-list control group, n=22) with three assessments
(baseline, post-treatment and 6-month follow-up). The
full protocol of the pilot RCT and its results are reported
elsewhere [32, 33].

Although the nested RCT designs across the health
and soctal seiences are rising [34], there is still some
criticism over using this design [35]. The criticism is
mainly due to researchers not having sufficient and ad-
equate guidance of how to deal with issues intrinsic to
nesting qualitative methods within an RCT framework
[36]. Recently, such guidance has been developed by
OF'Cathain et al. [37] for maximising the impact of qualita-
tive research in feasibility and pilot randomised controlled
studies (RCT). This qualitative study fits with the above
guidance, and the focus groups and survey from the
nested qualitative study were included as an important
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element of the pilot study to provide a better understand-
ing on how acceptable the MBCT programme is for this
group of patients.

Objectives

This qualitative study aimed to explore the perspectives
of patients with IBD recruited to a pilot RCT of MBCT
about the intervention.

Methods
The consolidated criteria for reporting qualitative research
(COREQ), a 32-item checklist (see Table 1) for interviews
and focus groups [38], was used to guide the structure of
this paper.

Participants and setting

All patients that participated in the qualitative study had
consented at baseline to participate in both parts: the
pilot RCT and the qualitative study. All participants were
recruited from two Scottish NHS boards covering city
and rural areas in the north of Scotland. Recruitment
took place at outpatient gastroenterology clinics through
letter of invitation or in person while attending out-
patient clinic. Potential participants were given details of
the studies and invited to participate in both parts. At
recruitment point, all participants had symptoms in re-
mission. Participants were eligible to participate in the
gualitative study if they had completed post intervention
assessments. Invitabion to the eligible participants with
details about the focus groups was made by letter or
telephone (depending on their preference).

Design

As mentioned abowve, this qualitative study was nested
within a parallel two-arm pilot RCT of MBCT for pa-
tients with IBD. The pilot RCT had three assessment
points: at baseline, post intervention and &-month
follow-up. All participants who completed the post
intervention assessments from both arms were invited to
participate in the focus groups as well as to complete a
free text postal survey. Further details about the full de-
sign of the pilot RCT is published elsewhere [32, 33].

Data collection

Qualitative data was gathered through two focus groups
and a postal survey involving patients with IBD partici-
pating in a pilot randomised controlled trial exploring
the use of MBCT. The focus groups were audio-

recorded and took place at a university campus.

Focus groups

The focus groups aimed to explore and understand the
views and experiences the participating group of patients
had about the 8-week MBCT intervention. Both focus
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groups examined potential benefits and barriers of
MBCT. A facilitator familiar with the aims of the quali-
tative study and the pilot RCT facilitated both focus
groups. Two focus groups lasting approximately 80 min
each were conducted with each focus group following
the same predesigned topic schedule in order to main-
tain the methodological consistency. The topic schedule
was based on the questions used in the free text survey.
A full topic schedule is presented in Additional file 1.
The schedule reflected the specific acceptability ques-
Hons set out in the pilot RCT protocol [32] and guided
by the MRC guidance for developing and evaluating
complex interventions [30] to determine how well the
intervention was received by the target population [39).
In addition, a wide literature search on psychological in-
terventions identified a range of issues related to expec-
tations, benefits, barriers, availability and length of
programme. The topic guide was piloted with volunteer-
ing colleagues. Travel expenses were reimbursed for all
participants. The first focus group took place a week
after the MBCT follow-up assessments were completed,
consisting of n =11 participants (four from the MBCT
intervention arm and seven from the control arm). The
second focus group took place 3 weeks later and com-
prised of n=7 participants (six from the MBCT inter-
vention arm one from the control arm). All participants
self-selected to participate into the first or the second
focus group depending on their availability and conveni-
ence and consented to the discussions being aodio-
recorded.

Focus groups have long been recognised as a purpose-
ful interaction for generating data [40] and were used in
this study because they created an opportunity for par-
ticipants to reflect on their responses, which cannot be
captured in a questionnaire [41]. In addition, using focus
groups is particularly useful when investigating not only
wihat participants think about a topic, but also wihy par-
Heipants think in that particular way [42].

Survey
A cross-sectional postal survey was sent to all the partic-
ipants following completion of post intervention assess-
ments. The survey consisted of a series of questions
including free text to give opportunity to participants to
express their perceptions about their experiences of the
MBCT programme. The questions used in the survey
mirrored those of the focus group topic themes (see
Additional file 2). Participants then sent the completed
and anonymised survey (containing only study ID num-
ber) in a self-addressed prepaid envelope back to the
researcher. A reminder to complete the survey was sent
after 2 weeks.

Survey research is the most common method of col-
lecting data in health and health service research,
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Table 1 COREQ 32 checklist
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Mo lem

Guide questions/desciption

Response

Dormaln 1: Reseanch teamn and reflexhity

Personal characteristics

1. Intendewer
facllitator

Credentials
Ocoupation
Gender

e and
tralning

T

Which author’s conducted the Intendew or focus group?

‘What were the researchers credentlak? eg. PhD, MD
‘What was thedr ccoupation at the time of the study?
Was the researcher make or fermale?

‘What experience or tralning did the researcher hawe?

Relationship with particlpanits

6. Relatiorship
established

1. Participant

knowdedge of the
Intendewer

8 Intendewer
characteristics

Dormaln 2 Study design
Thearetical framework

9. Methodological
orlentation and

theory
Participant selection
10 sampling

11. Method of
approach

12 Sample size

13 Non-pamidpation

Setting

14 Satting of data
collection

15 Presence of non-
particpants

16 Desorption of
samiple

Data collection
17 Intendew guide

18 FRepeat interviews

19 Audiodsual
reconding

20 Fleld notes

21, Duration
22 Data saturation

Was a relationship established prior to study commencement?

‘What did the participants know about the researcher? e.g. personal
goals, reasons for doing the research

‘What characteristics were reported about the IntendewernTacllitator?
eq. Blas, assumptions, reasons and Interests in the research toplc

‘What methodological onentation was stated to underpin the study?
eg. grounded theory, discourse analysis, ethnography,
phenomenology, content analysis

Howw were participants selected? eig purposive, comvenlence,
consecutive, snowball

How were pamicipants approached? e.g. face-to-face, telephone, mail,

emall
Howe many particlpants were in the study?
How many people refused to partidpate or dropped out? Reasons?

‘Where was the data collected? e.g. home, clinic, workplace
‘Was anyone else present besides the pamicipants and researchers?

‘\What are the Imporant charactenistics of the sample? eg.
demnographic data, date

Were questions, prompts, guides provided by the authors? Was it
pilot tested?

‘Were repeat interviews carrled out? If yes, how many?
Did the research use audio or visual recording to collect the data?

‘Were field notes made during and/for after the Interview or foous.
growp?

‘What was the duration of the intervews or foous group?

\Was data saturation discussed?

Marlyana Schoultz Clindcal Acadernic Fellow at
University of Stiding PhD Candidate (conducted
focus groups).

Leah Macaden Lecturer University of Stirding Phi.
Gill Hubbard Reader Universny of Stirling PhD.
All 3 researchers are fermale.

M5 had a qualitative research tralning through the
PFhiD and hawve presvdously conducted qualitative
resaarch.

LM and GH are both qualitative researchers.

The participants were not acquainted to the
researchers pror to the study ComMMmEncements.

The participants knew that the intent of the
evaluatlon was to identify benefits and barriers
encountered in ander to make Improvements 1o the
MBCT prograrmme. Intendesvees knew that the
researchers were affiliated with University of Stiding.

‘We usad a thematic analysis approach (see [45]).

Participants were recruited consecuthely.

Farticipants were approached by mall and recrulted
by face-to-face.

18 in total.

& pamicipants that were Invited for the foous groups
did nat respond.

Foous groups were conducted at University
Building.
o,

Age, gender, level of education, Income, marital
status and disease type were Induded In Table 2
reporied in Tabde 4 of the manuscrips.

Prompis and questions were provided by the
author. The guides were not tested in a pllot sudy,
bbut were discussed.

Mo,

Foous groups was audio-recorded and transoribed
[priar T analysis.

hao.

Focus groups: 1 hour aponos.
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Table 1 COREQ 32 checklist (Continued)
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‘Yes—data collection from participants ended when
saturation was achleved.

23 Transcripts ‘Where transcripts returned to participants for comment andfor Mo, Transcrpts were reviewed by researchers who
returmed comection? listened 1o the audio recordings to verify thelr
ACCUFACY.
Dormaln 3 Analysis and findings
Data analysis
24 MNurmnber of data How many data coders coded the data? 2 researchers (MS and LM).
coders
25 Desciption of the  Did authors proside a description of the coding tree? Mo However, Initlal coding was informed by the
coding tree interview guides but codes were continually refined
as simultaneows data collection & analysls provided
P18 tDem-adun af ‘Were themes dentified In advance or derived from the data? rew Insights. Codss were grouped Into similar
hemes descriptive categories. The final themes were agreed
upon by the analysls team through consensus
27, Software ‘What software, I applicable, was used to manage the data? Mo software was used.
28 Participant Did participants provide feedback on the findings? o,
checking
Reporting
29 Quoations Were pamicipant quotations presented to lllustrate the themes! Yes
presented findings? \Was each quotation identified? eq. particdipant number
30 Data and findings  \Was there consistency between the data presented and the findings? Yes
conslstent
3. Cardty of major ‘Were major themes dearly presented in the findings? Yes
themes
32 Oarty of minor ks there a description of diverse cases or discussion of minar thermes?  Yes
themes

designed to provide a snapshot of how things are at a
specific moment [43]. It is a tool that can be used when
describing attitudes, experience and behaviours [44],
which fits with this study research question. The survey
was used in addition to the focus groups to maximise re-
sponse from participants about MBCT, particularly from
those living remotely and to validate the results from the
focus groups.

Analysis

Two researchers (M5, LM) analysed the data, one of
whom was invelved in conducting the focus groups. The
focus groups were audio-recorded and transeribed ver-
batim. Respondent wvalidation was undertaken during
focus groups to ensure rigour with data collected. Data
were analysed using a thematie analysis framework ap-
proach [45]. This approach is a rigorous method that
provides a structure for gualitative data to be organised
and coded and for themes to be identified. Initially, the
first three phases of familiarisation with data, generating
initial codes and searching for themes among codes were
done independently by the two researchers for the sur-
vey and the focus groups separately. This is referred to
as an investigator triangulation [46]. The researchers
then met to discuss their findings for the initial analysis.

All initial codes and themes were compared and any dif-
ferences rectified. The researchers then extracted the
core themes and went through the next three phases of
reviewing themes, defining and naming themes for the
survey and the focus groups. Before producing the final
report of key themes and sub themes (see Table 2), tri-
angulation of data was performed between the survey
and focus groups. The data and investigator triangula-
tion was performed to enhance confidence in the ensued
findings as well as to reduce the uncertainty of interpret-
ation [46, 47].

Table 2 Cverview of themes and subthemes derived from the
focus groups and survey

Main themes Subthemes
Benefits from MBCT MBCT as a healing/therapeutic process
MBLCT as an educational process
MBICT as an inclusie process
Bamiers for MBCT Time
Trarvel
Expectations about MBCT Open
Fixoad
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MEBCT intervention

The intervention referred to in this study was MBCT,
which followed the 8-week MBCT manual developed by
Segal et al. [48]. This included eight 2-h weekly face-to-
face group sessions. Each session included a facilitator
instruction which included a new theme (see Additional
file 3 for themes) and instruction for a new group prac-
tice/exercise. This was then followed by reflection of
practice and then a review and instruction for home
practice. Each session would normally dose with sitting
meditation. A sample list of activities for session 1 is
presented in Additional file 4.

Home practice assignments were the other part of the
MBCT intervention. The aim of the home practice is to
reinforce the learning of the in-group strategies and
techniques. The recommended ‘dose’ of home practice
was up to 45 min a day, 6 days a week guided by an
audio CI¥ and outlined home practice instructions. The
home practice handouts and audio files used for home
practice are readily available for the published books
respectively [48, 49].

Research team

Two investigators (M5 and LM) were involved in data
analysis, with the lead author conducting the focus
groups and collecting all the data. None of the investiga-
tors were involved in providing patient care, and both
investigators were employed by the University of Stirling
as a clinical academic fellow and a lecturer. A third re-
searcher (GH), employed as a reader by the university,
overlooked the process. All of the researchers had previ-
ous experience of qualitative research and thematic
analysis, with two of the researchers having extensive ex-
perience in thematic analysis,

Ethics

A favourable ethical approval was granted by the NRES
Committee for North of Scotland on 8 April 2013 (REC
ref 13/NF/0018). NHS Highland and NHS Grampian
R&D Management Approval was obtained on 9 April
2013 and 14 September 2013, respectively.

Results

Characteristics of respondents

Out of the 44 patients who consented to participate in
the pilot RCT, 24 of them completed follow-up assess-
ments and were eligible to participate in the focus
groups and complete the postal survey (see Additional
file 5 for patient flow). Six participants declined partici-
pation in the focus groups and did not return a com-
pleted survey. Thus, this section presents the results for
the 18 participants that took part in both, the focus
groups and the survey. The focus group and survey
participants’ characteristics are shown in Table 3.
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Table 3 Focus groups and survey demographic and clinical

characteristics of participants

Baseline
Age (years) (n, mean (sd)) 18, 45 (13886}
Sex F {n, Bl M {n, 56} 13(723), 5 (27.7)
Income (n, %)
Less 10K 4022 2
TOK—-19K 3016, &)
JOK~29K 3018 &)
0K~39K 50227
A0k-50K 211, 1)
S0K+ 1105 5)
Disease type
€D in, %) 844
UC in, %) 10 {B6)
barital status
Single (n, %) 5227
Marded/cohabilting (n, %) 11481, 1)
Widowed (n, %) O
Separsted/divorced (n, %) 20,1
Education
High schoal (n, %) 5227
Diploma {n, %) & (500}
Degree or above (7, %) 402223
Geographical area
Rural {r, %) (500
Urban in, %) & (50

The key themes that emerged across both focus groups
and the free text from the survey were the following: ‘Ben-
efits of Mindfulness-Based Cognitive Therapy for 1BDY
‘Barriers for Mindfulness-Based Cognitive Therapy for
IBD' and ‘Expectations about Mindfulness-Based Cogni-
tive Therapy”. All of the major themes had few sub themes
each (see Table 2) that were interlinked. The foundations
for these themes are described separately alongside the
verbatim quotes.

Benefits of mindfulness-based cognitive therapy for IBD
patients

Three sub themes emerged from the above theme: (1)
healingf/therapeutic process, (2) educational process and
(3) an inclusive process.

1)} Healing/therapeutic process
The perceived main benefits of MBCT for patients
with IBD were that participants saw the MBCT
intervention as a healing/therapeutic process.
Participants noticed that the intervention offered
alternative methods for dealing with anxiety, poor
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sleep, pain and depression (Table 4, quotes 1, 2 and
3) and insight into gaining more control over the
management of their symptoms (Table 4, quote 5).
Being able to relax and regain control over
symptoms is something that is very important for
patients with [BD as dealing with pain and other
daily symptoms brings on anxiety, depression and
poor sleep for many of them [50]. These are
normally managed by medications, which often have
side effects and further issues. Being able to learn
techniques that will ease the pain, help to relax, feel
calmer and have a better sleep, while not having to
rely on medications, is something that more than a
few described as essential to therapeutic gain.
Many patients with IBD worry about how they
would deal with a flair up (symptom exacerbation) if
it happens and often become either anxious or
depressed about it. Participants found the
intervention helpful (both emotionally and on a
practical level) in dealing with their worry, andety
and depressive thoughts. They found the
programme particularly useful in changing their
unhelpful habitual behaviours such as spiralling
downward into depressive thoughts with more
helpful ones, but also providing them with a respite
from their anxiety and a way of dealing with crisis
(Table 4, quotes 4, 6 and 7).

Maoreover, due to the nature of the disease, food
or relationship with food is often a challenging
aspect. These patients often cannot keep food
down due to vomiting which brings a lot of fear
and anxiety related to food and eating. This
contributes to further malnutrition in addition to
the malnutrition caused by inflammation of the
gut. Thus, for some, like participant POL6,
restarting to enjoy eating was a significant
therapeutic experience (Table 4, quote 8).

2} Educational process

Some of the participants saw the intervention as an
educational process. There was a prevailing
perception of learning to self-care as a result of the
intervention as described by participants’ quote
(Table 4, quote 9). The learned techniques that
facilitated self-care and coping were seen through
the awareness and recognition when it was time to
slow down or even stop before becoming too
unwell (Table 4, quotes 10 and 11). The realisation
of being able to take control of their body and
relinguishing the state of ‘auto pilot’ transformed the
rdationship with self and the illness (Table 4, quote
13). For another participant, the transformation was
through the learned acceptance of the illness, by
timely recognition of mental and physical exhaustion
(Table 4, quote 12).
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Participants agreed that the applications of the skills
learned through MBCT are transferrable and
applicable to different everyday situations. They
found that MBCT gave them the tools which can be
used in different ways and be applied to everyday
living while dealing with cramps, stress and other
daily frustrations (Table 4, quotes 14, 5 and 15).
One noteworthy example of “everyday’ application of
the mindfulness skills was deseribed by a patient
who normally struggled with using the MEI scanner
(IBD patients often need scans to check changes in
the bowel [51]), but using one of the technigues
from the class helped the participant cope with the
event better (Table 4, quote 16).

3) Inclusive process
And finally, some of the participants saw the
intervention as an inclusive process that fBaeilitated
peer support and a supportive environment that
resulted in general feeling of inclusion and less
isolation.
Participants believed that the MBCT intervention
for patients with IBD provided them with an
opportunity for peer support in an inclusive and
supportive environment. Their view was that the
peer support ascended from shared experiences of
participating together in group-based exercises,
shared experience of similar diagnosis and shared
experience of learning in an environment where they
felt safe to express their emotions without being
judged. For example, one participant identified that
the sense of support in the group was of a great value
for them (Table 4, quote 17). Another participant
described the sense of support from the peers as being
in a little club’ where you can feel free to be yourself
(Table 4, quote 18).
For many participants, not being judged and being
left to be themselves in the group made them feel
free and comfortable and increased their sense of
inclusion and belonging (Table 4, quotes 19 and 20).
Consequently, even though the MBCT programme
is not a talking therapy, and some participants say
very little, the programme offered an opportunity
where participants could tap into support from their
peers by just being there. For others, it was a
confidence booster or a platform where they felt a
part of an inclusive and supportive group in which
they were free to express themselves and felt less
isolated in their illness because of it (Table 4, quotes
21, 22 and 23).

Difficulties and barriers for mindfulness-based cognitive
therapy

Although participants focused on the benefits largely in
their discussion, there was a part of the discussion that
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Table 4 Bensfits quotes

MBCT as a healing/therapeutic process
Quote  Codes
o

1 Easing the paln

2 Antlidepressant/de-stress and pain relief

3 Batter sleep, sense of peace

4 An antidote for anxlety, wormy and
depression

5 Stress and paln rellef

-] Relaxation

E Helping with spiralling down (depression)

] Help with food
Educatkonal and transformational process

] Learned self-care and change of relation-
ship with lliness and self

10 Realisation about taking charge of
wellness

1 Transformed through reflection

12 Learmed acceptance
13 Evaluate, change

14 Alternative 1o getting ‘wound up’
Can do It amywhere

15 Stress relief toolks
16 Everyday application

Process of indusion with emotonal suppon
17 Supported, not judged
18 Belonging

19 Balonging
20 Monjudgemental emdronment

Quinte

"it's, i's mastly painklllers that I'm on — Pve hardly used any In the last elght weeks, hardly any
ar all, 5o em..' [PO14)

The short meditation technigue ks a great way o control yourselfevhere antl-depressants can
cause bigger Issues o the userfstress, helps you 1o relax and ease the paln away” (PO10)

1 feel calmer, and the brain feels less nushed, em you've just got a mane Inner sense of peace.
I'm, I'm not a poor sleeper, but | was a bight sleepar — my quality of deep'’s improved that | can
skeep siralght through and fieel you know that I've had a good sleep” (FO15)

‘mot worying about something that's happened, or something that may, you know, and just
showving down really” (PO14)

‘Gave me an Insight an how | can relax, through breathing technigues and can do It anywhere
anytime. Help In working through pain to relax through cramps, sleep. [PO0T)

‘helps me to deal with immediate crisls. . .allows me to relax for a short period.” (POGR)

1 still have that urge just 1o go to bed, just pull the covers over my head and, not sleep
necessarily, but just ... curl up in a ball and just lie there..... but now | go up and | just, | go Tm
doing meditation, Ml be half an hour, and that1l gimme the kick in the arse that | nesd ._. really,
| supposea getting me out of really spiralling downward, eh or maybe that was just habit

.. NPO13Y

1find that food tastes differently because I'm taking time to eat It and t@ste It ..." (PO1&)

1 thimk the fact that | learnt to think about me for a while and to leam to look after myself and
to leamn when my body Is telling me to relax and give it a rest’ (POOZ)

1 understand now that It i ok to stop for 5-10 minutes & fts ok 1o think about me for a change.
The processes involved in this programme made me realize | was quite unwell and have helpad
me throughout' (PO13)

1 realised | was dolng everything at high speed and move than one thing at a time, whether It
was at horme or at work, | was never switching off ... | could dio that as | was walking to work,
and even at work you know Mwe seen the benefit now of focusing on what I'm doing — being
In the moment’ (FO0EYL

‘as It opened my eyes 1o accept the lliness, but also the mental and physical exhaustion that
comes with I [PO0T)

‘made me stop & evaluate my lifed realiza | was able to take control of my body. Mo longer on
auto pilot’ (FO17)

“fou dont have 1o go 1o dass or yoga. You can actually do it amywhere at any time when you
ready to do your three minute breathing you can just take that dme out and that's.. ammm to
allows the anger and ather things that get you all wound up _coz a lot of tme | get grrm | get
really wound up abowt over other things and full of frustration of whatever and. .. it and that
has helped me over In a really difficult dme. ts It's kind of alternative to get wound up. Aha’
[FO0E)

‘Help me deal with stress, gave me the tools” (PO03)

‘Wow | don't really like dosed spaces, and how tight s It Inside that blinking MRI thing?_And
when they slid me Inside | was just about 1o squeeze that wee thing and shout ‘get me out of
herel’ And you rememnber on the course we did that — near the end of the course — we did
that meditation where we were thinking about being a mountain?.well | used the visualisation
technigue in that MR scanner, | started 1o breath, stared to, just Ty and calm rmyself down; and
| 'was In that thing for an hour and fifteen minutes with no problerrs at all’ (PO15)

| felt very supported and not judged for feeling ermotional and not having to explain rmyself

I's allmaost like. . little chub . ..its like 3 everyone gets o know evenybody and you didn't fesl ...
you know the barmers were coming away and everybody was..... | felt _..more freely
talking.(F013)

‘Belng par of a group of fellow sufferers was postive...norHudgemental’ (PO17)

‘Bur that's what it was all abour, allowing us 1o be, ‘cause | know | was emotional one night and
| 'went away and | was quite relieved when | came back and nobody som of sald "are you all
right?” and |, you know | felt that i, it was comfortable 1o be like that. 11l come back and go
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Table 4 Berwfits quotes (Continued)

Page 9 of 13

with this and be supported, and that's what it's been like; nobody's judging or _.. and that's so

Irmportant _.." (PO13}
n Mot alone
n olation
23 Share experlences with athers

To know you are not alone Is a boost 1o moral In isel (FO08)
1BD can feel very done and ksolated’ (PO0)
It wias reassuring to meet others In a similar situation where you can share experiences which

very often turn out o be very similar 1o your owen’ (POOT)

explored barriers that they faced in accessing or attending
the MBCT programme. Within this theme, the largest
focus was on ‘time’ and management of time. While for
some participants it was difficult to allocate the time for
attending the class after work, for others it was the time
required to do the home practice component (homework)
of the programme. "Homework” was a component of the
programme  where participants were encouraged to
reinforce the MBCT skills through regular practice. Some
of the participants recognised their difficulty in juggling
work and family life together with the programme and
identified that as a barrier (Table 5, quote 1). Others

Table 5 Difficulties ard barriers quotes

Tirme &5 a bamler
Quote  Quote
mo

1 It was quite difficult having it from 530 1o 730 because that's
when most people will eat especially when you are coming
stralghit from work _and ht's difficult 1o get tme off off work.
for doing something like this but erm. ' (POO3)

2 "but the homewark was hard, - hard to find the time
sometimes ... but | dao, | really enjoy the support _.." (PO17)
3 ‘Finding the time to do the homeworks sort from week three

and orwvardsit got quite(pause). week three and four was
quite Intense emn. PO03)

4 ‘it was difficult to fiv In all the hormework’ (POOT)

5 ‘wea...some talking.just (laugh) but aleo felr coz. .| also felt
_..erm.._Its taking e were having to find time for oursalves.

-] I think: for most folk the time constraints to do meditation
were the blg Issue weren't they? 5o | can see whene some
people are coming from when they say they find doing the
rreditations. difficult I you're busy, but, it's literally a case o
trying to find time, lsn’t K (PO15)

7 1 diidn't get that much time to do It at home, not as much. ..
but | just didn't hawe the time and personally | don't feel |
was commitied encugh to it &s | should have been' (POOF)

a 1 found you do have to fully embrace Its concepts and the
time you Invest Is well rewarded (PO0E)

4 ‘once you reallse how to prioritise ywour day, setting aside time
to do the homewaork practices was stralghtstrait forward”
PO14)

Distance as a barrler

10 Distance...some., | don't come from that far but others

come from | bit further and going home this time of year for
the next one with the weather and things.” (PO0H)

struggled managing to find time for homework and they
recognised the effort it takes to fully participate in the
programme (Table 5, quotes 2 and 3).

In contrast to the benefits of MBCT where partici-
pants recognised that slowing down and finding time for
onesell is an integral part of staying well, they also
recognised that the key aspect of the programme of find-
ing time was gquite difficult. While some participants
viewed time as a barrier, there were others who recog-
nised this barner but worked towards making time for
MBCT practice {Table 5, quotes 4 and 5). Other partici-
pants recognised that to get the full benefit of the
programme, they somehow had 'to shift’ the way they
perceive time and create or find the time in the day to
do the home practice (Table 5, quote &).

While in discussion about time as a barrier to MBCT
and home practice, one particdipant notably acknowl-
edged a key point that perhaps others did not recognise,
and that is the personal commitment to make time
{Table 5, quote 7).

When talking about time as a barrier, some partici-
pants recognised that finding time for practice was re-
lated to the attitudes towards committing time for the
practice. They talked about time as an investment into
wellbeing, that can be very rewarding and about learning
to prioritise daily activities in order to create time for
home practice (Table 5, quotes 8 and 9).

In addition to the time barrier, travel and distance were
difficulties recognised by some. While there were a num-
ber of participants that lived rurally, only a small number
of participants (two) acknowledged the travel and distance
as a barrier to attending the programme. One participant
recognised that it could be difficult to travel a distance for
some, especially in the winter periods (Table 5, quote 10]).

Expectations about mindfulness-based cognitive therapy

Literature suggests that clarifying patients’ expectations
is associated with engagement and health outcome [52].
When participants were asked what their expectations
about MBCT were, there were a range of responses.
More so, the type of expectations participants had about
the MBCT programme seemed to determine their
insight and engagement into the programme, and there-
fore influence their perception about benefits or barriers
with MBCT. When looking at the participants responses
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about expectations, their responses were either wvery
open with very little expectations or very specific and
fixed ones. For example, many participants talked about
the importance of being open minded before the
programme and the willingness (attitude) to go into it
with no fixed expectations, such as curing the illness
(Table 6, quotes 1, 3, 4 and 5). One participant described
how their expectation changed during the programme,
from worrying that the programme will be “airy-fairy’ to
being pleasantly surprised at the outcome (Table 6,
quote 2).

On the other hand, there were participants that de-
scribed  their expectations related to the MBCT
programme as more specific and fixed. For example, few
were hoping that the programme would help them
understand their condition, how the body works and
how that affects them (Table 6, quotes & and 7). Another
participant described her expectations about the
programme as being a ‘cture’ for the condition and pro-
vide overall improvement of the condition and lifestyle
(Table 6, gquote 8). While another participant talked
about his specific expectation about the content of the
programme, which remained unchanged at the end of
the programme (Table 6, quote 9).

Discussion

The study set out to explore participants’ perceptions of
mindfulness-based cognitive therapy for patients with
IBD recruited to a pilot RCT. It 15 important to acknow-
ledge that the study used a standard curriculum of

Table & Expectations about MBCT

Flesible iopen mindad)
Quote  Quote
mo

1 ‘Camne with an open mind 1o see how far this could be taken,
If it wiould make me feel better.. .and I found It great, It was

good” (PO15)

2 1 womled It was going to be hippy, ary falry, but was
pleasantly surprised” (POO3)

3 ‘Mo expectations, open mind” (FO01)

4 1 didn’t expect to cure my lliness, had an open mind and was
pretty good. (PUTE)

5 It was Important to come with an open mind and be willing
o go into i’ (POO2)

Flxed {specific)

1 ... understanding the condition and effects it has on me'
G

7 ...Altematise therapy o drugs, hoping to understand mare
of how my body works' (PO12)

a Wy ulcerative colitls would Improve. Lifestde would Irmprove.”
(PO0E)

G ‘Expected to talk mone about depression. . | prefer to be In a

group and talk about how | feel’ (POOT)
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MBCT programme [32] which brought a variety of par-
ticipants’ experiences and perceptions.

The sub themes of therapeutic and educational process
were at the heart of the benefits theme, Participants de-
scribed their personal experience of the programme as a
therapeutic and an educational initiative that has en-
abled them to transform their relationship with the ill-
ness and being empowered to take control over their
symptom management. This transformative effect of
mindfulness on attitudes and perceptions is documented
in different clinical and nonclinical populations before
[53, 54] and is a result of learning the key skill of being
mindful. Thus, learning to respond mindfully to chan-
ging life situations and loss has enabled the participants
to see stressful events such as their condition, rather
than as defining characteristics of their identity. This is
particularly noteworthy for patients with 1BD, because
some of their symptoms such as faecal incontinence and
lack of bowel control could lead to loss of self-worth
and exacerbate further stress and depression [55, 56). In
addition, through the programme, participants learned
that some of their previous habitual responses to stress
and symptoms were not always helpful, and therefore,
they attained skills that enabled them to change those
patterns into more helpful ones. This fits with a pro-
posed mechanism of mindfulness where participants are
able to see things from a completely different perspec-
tive as a result of the 'shift’ in perception that happens
in the meditation practice [22]. Both the versatile nature
of the skills and their transferability into everyday situa-
tions acquired through MBCT were viewed as critical
benefits by the participants to continue the use of
mindfulness.

The shared experiencefpeer support sub theme has
been previously highlighted in IBD and mindfulness lit-
erature. Sharing a similar diagnosis can often create a
sense of community for the participants, which could al-
leviate the sense of sodal isolation commonly experi-
enced by many patients with chronic conditions,
including patients with IBD [57-60]. This is particularly
important for patients with IBD, as their condition is
hidden and they often appear well to others. However, it
was very clear in this study that while the shared diagno-
sis benefit might have attracted participants to partake
in the study, the experience of learning together to man-
age their symptoms in a non-pharmacological way and
in a non-judgmental and supportive environment added
to the benefit of peer support role and their motivation
to stay in the programme. The participants themselves
described the importance and value of the group ex-
perience as an aid to the therapeuotic process and gain.
The process of participants sharing their experience of
the meditation journey as well as the process of group
cohesion growth noted here is been seen in groups of
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other supportive expressive therapies in [BD and
mindfulness-based therapies in other chronic condi-
tions patients [61, 62]. This is particularly interesting
since the format of the programme is mainly experien-
tial rather than sharing and talking.

The largest participant focus in the barrer theme was
on time or management of time, particularly with home
practice. The other barriers identified were travel and
distance. It was noted that there was a contrast between
the benefits where participants acknowledged the neces-
sity of finding time to listen to the body and its needs
through practice; participants also reported that finding
time for practice for some of them was very difficult
What is striking that one of the participants clearly
pointed out that the attitude of commitment was an in-
tegral part in finding or creating time for practice. This
attitude of commitment is at the core of the mindfulness
practice teaching itsell. According to Jon Kabat-Zin, atti-
tudes involve intention and intention sets the stage for
the mindfulness practice. Thus, the attitude is described
as "the soil in which you will be cultivating your ability
to calm your mind and to relax your body, to concen-
trate and to see more clearly” [20]. Closely connected to
the attitude topic is the theme of expectations. Patient
expectations in a healthcare setting are a set of beliefs
concerned with the treatmentfintervention and the out-
comes of the treatment [63]. Expectations about inter-
ventions have been seen to be associated with engagement
and health outcome [52] and therefore influence the per-
ception about benefits or barrers of the intervention.
Open and more positive expectations have been linked to
better outcomes [64]. This is linked to the mechanisms in-
volved in producing the placebo effect or patients’ beliel
about outcome can be a powerful predictor of actual out-
come or benefit of the intervention [64]. Patient expect-
ation measures should be incorporated into future trials,

Strengths and limitations
Qualitative analysis of particdpants’ perceptions and ex-
periences of MBCT for IBD provided within a pilot RCT
is novel and has not been explored before. This study
was nested within a parallel two-arm pilot RCT examin-
ing the use of MBCT for patients with IBD. The data
was obtained from participants with a wide range of age,
education and social background and geographical area.
The findings from this qualitative study are consistent
with and supplement the quantitative data findings from
the pilot RCT [33] which showed that depression and
anxiety improved at post intervention and 6-month
follow-up from baseline in the intervention arm. The
findings of this study extend the findings of the pilot in
few ways. First, the perceived benefits of the MBCT
intervention that paricipants experienced and discussed
in the qualitative study supplements and warrants the
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recommendation of the pilot RCT for a future full scale
RCT exploring the effectiveness of MBCT in IBD. Sec-
ond, the findings about barriers about the MBCT inter-
vention should be considered in the recruitment process
for a full RCT and might be able to ameliorate the
higher than expected drop-out rate from the pilot RCT.
And last, the findings from the qualitative study about
participants’ expectations should be regarded in a future
full RCT: patient expectations should be explored and
patient expectations measures should be incorporated
into such a trial at baseline and follow-ups. This could
improve treatment recommendations for effective
methods of fostering positive expectations that can ul-
timately improve health outcomes.

A limitation is that the study had a small sample. As
with any qualitative study, the findings of the study can-
not be generalised beyond this group of participants,
who are unique in their characteristics. However, al-
though the attained benefits of practice and recognised
barriers of MBCT for these participants may not be rep-
licated by every patient with IBD, they are certainly pos-
sible. The clinical implications of the findings suggest
that MBCT could be an acceptable and beneficial inter-
vention for people with IBD and could help them cope
better with the disease and symptom management.

Findings also suggest that this intervention may not be
appropriate for everybody. Participants’ reports about
their initial expectations of the MBCT programme suggest
those to be highly important in influencing their experi-
ence of the programme and ultimately the therapeutic
gain. Participants with fixed expectations and attitudes
may need individual support at the start to fully gain the
benefits of the programme and should be considered at a
point of recruitment.

Because researchers are not immune to their own as-
sumptions about stress, depression and meditation, par-
ticipants’ own words and phrases were used to allow the
reader to make their own judgments about the trust-
waorthiness of the analysis,

Conclusions

The findings from this study have provided evidence
around patient experiences using MBCT in IBD which
has not been explored before. The analysis has given an
insight into what is important for patients with IBD after
diagnosis and when considering psychological therapies.
Participants described their personal experience of MBCT
a5 a therapeutic and an educational initiative which has
enabled them to transform their relationship with the ill-
ness. As a result, many felt empowered with regaining
sense of control over their body and symptom manage-
ment. In addition, the inclusive process and shared experi-
ence of MBCT have alleviated the sense of social isolation
commuonly associated with IBD.
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However, time commitment and distance were recog-
nised as a barrier to MBCT and it could potentially in-
fluence the degree of therapeutic gain from MBCT for
some parbieipants. This study has implications for pol-
icymakers and providers of care for patients with IBD.
Providers of care may wish to consider offering an 8-
week MBCT programme to patients with IBD to help
with symptoms of depression and anxiety.

To conclude, this qualitative study has demonstrated
the acceptability of MBCT in a group of patients with
IBD. Together with the pilot RCT where this study was
nested, both findings form a knowledge base for a future
full-scale RCT investigating the effectiveness of MBCT
in IBD. This trial is novel in its investigation and will hope-
fully encourage more research to address the psychological
needs of patients with IBD and the use of MBCT.
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Overview and critical reflection on Paper 6

The next few paragraphs will critically reflect on the methods used in paper 6. The
strengths and weaknesses of the methods used are provided in paper 6, nonetheless the

following section will expand on these in more depth.

The overall concept for this paper was to explore the perspectives and experiences of
patients with IBD recruited in a pilot RCT of MBCT regarding the intervention. The findings
derived from this study together with the findings from the studies described earlier in
the thesis, were to collectively and specifically collect evidence for a definitive RCT of the
effectiveness of MBCT for patients with IBD. Examining and understanding the
participants’ perceptions and experiences of MBCT is a fundamental part of the
preparation process for a future trial, particularly when this has been uncharted territory,

in this patient group.

Methods

The study described in paper 6 utilised a qualitative research method, which unlike the
guantitative method that seeks to enable clear and generalizable conclusions and
statistical analysis, seeks insight and draws out the individual perceptions about a certain
topic. This approach enabled discovery, exploration and conceptualisation of patterns and
themes that arose from the participants’ views and experiences of the intervention.
Although the findings from this approach are specific to the researched group, findings
that are derived through sound qualitative methodology should be replicable

(generalizable) (Bell 2014).

However, this qualitative study did not sit in isolation. From the onset of preparing the
protocol for the pilot RCT (see previous chapter 4), it was decided to embed a study using
a qualitative approach to elicit the participants’ perspectives of the intervention.
Embedded or nested design is where one methodology (for example qualitative) is placed
within the framework of another (for example quantitative) (Creswell et al. 2011).
Depending on what the research question is, qualitative design can be embedded at

different points of the framework of the intervention in a RCT. For example, it can be
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prior to the intervention, to inform strategies to best recruit individuals or develop the
intervention; during the intervention, to examine the process experienced by the
participants or after the intervention, to follow up and further better understand the
quantitative data (Curry et al. 2009). In this case, the qualitative design was embedded
within the intervention procedure in order to understand participants’ experiences of the

intervention.

The number of embedded or nested RCT designs across the health and social sciences are
rising (Kaptchuk et al. 2009; Lipman et al. 2010). This is predominantly due to the
scholars’ criticism over the limitations of traditional RCTs and the benefits and usefulness
of using qualitative methods in combination with RCTs (Creswell et al. 2009). However,
despite the rising numbers of embedded designs, there are still criticisms and concerns
that need to be considered when applying this type of design. Some scholars note that
gualitative methods within quantitative intervention studies are not well planned, or the
embedded procedures are not well conceptualized (Song et al. 2010; Creswell and Zhang
2009). Others argue that the researchers using mixed method approaches are often
guided by a post-positivist framework and therefore do not fully utilise the insights that
are gained through using qualitative approaches. This is believed to be due to the
tendency to undervalue these insights but also, due to the fact that RCT design
parameters can limit the qualitative data collection and analysis (Giddings 2006). Thus,
Plano et al. (2013) debate that these limitations are due to researchers not having
sufficient and adequate guidance about dealing with issues intrinsic to embedding
interpretive qualitative methods within an RCT framework. A recent guide by O’Cathain et
al. (2015) has been developed to maximise the impact of qualitative research in feasibility
studies for RCTs and aims to enable researchers to consider the full range of contributions

that qualitative research can make in relation to the RCT.

The biggest argument in the literature is that embedded designs are seen as having an
unequal priority of the comparative importance between the quantitative and qualitative
components in addressing the research questions (Plano et al. 2013). It is believed that
researchers choose the embedded type of design when the research questions they want
to answer are categorized into primary and secondary. The secondary questions are often

seen as having less importance or priority when addressing a related, but different
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guestion to the primary question, with a view to enhance the interpretation of the larger
design. Greene (2007) goes further to say that the embedded method has less priority
and being located in a larger design is not only constrained, but often seen or described
as supplementary, subservient and supportive. Further criticism by Morse and Niehaus
(2009) states that an embedded design does not make sense, particularly if the findings
from the qualitative study will be ignored, submerged and make no contribution to the
result. Thus, Plano et al. (2013) make a suggestion that the secondary research question
from the qualitative method is embedded in the context of the primary research
guestion. Thus, when the qualitative study described in paper 6 was designed, the above
was considered. For example, the aims and objectives of the study reported in paper 6
were built directly onto the aims and objectives of the primary questions in paper 4 (as
seen in the previous chapter). Similarly, taking into account the criticism of Morse and
Niehaus (2009), the findings of this study are reported separately as planned from the

onset.

Collection of the evidence

As mentioned above, a large portion of the literature about embedding focuses on the
constraints of the design and the methods used. In addition to all limitations that all study
designs experience, (i.e. resources, ethical considerations, and the researchers’
assumptions) a sticking point for the embedded design are the assumptions and
requirements associated with the primary RCT design. This comes from the high level of
internal validity needing to be achieved in order for cause —effect claims to be made.
Thus, the ‘typical’ qualitative and quantitative approaches were considered in each major
design decision: sampling, data sources, data collection procedures and relationship
between researchers and participants. Thus, the sample for the embedded study was
small, data collection was as per protocol and qualitative data was collected through
audio recording of focus groups and postal free text survey. The qualitative data analysis
was kept distant from the participants in order to adhere to the parameters of the pilot

RCT.
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Focus groups and surveys

As with any other research decision making, selecting the most appropriate method for
data collection goes through a series of questions and factors for consideration. The
literature suggests that when seeking a complete response, interviews and focus groups
are most likely to provide the depth of information needed when compared to a survey
(Adams & Cox 2008). From a distance, focus groups and interviews seem to provide the
same outcome, in that both are intensively moderated, focused qualitative
methodologies. However, there are differences. Although interviews can obtain a greater
depth of information, the focus groups can get more done in a shorter time. In addition, a
focus group simulates a real-world dynamics, and it is an appropriate method when trying
to gain multiple perspectives in an interactive group setting, (Stewart & Shamdasani
2014) such as in this study. Furthermore, focus groups allow for participants to
brainstorm, where participants’ comments feed off of each other’s comments, allowing
the group to really ‘dig deep’ into an issue (Silverman 2000). While some will argue that
interviews are superior to focus groups (Heary & Hennessy 2006), considering the
mentioned benefits of focus groups and the logistics, focus groups were chosen over

individual interviews.

There were a few benefits that the focus groups provided: firstly an opportunity for the
participants to interact with each other (similarly to the interaction while attending the
MBCT intervention) and secondly, it provided an opportunity for the control group to
learn about the experiences of the participants. In order to validate the results from the
focus groups, a decision was made to obtain data from multiple data source, which led to

creating the free text survey using the same topic guides as the focus groups.

Survey research is a common method of collecting data in health and health service
research, designed to provide a snapshot of how things are at a specific moment
(Denscombe 2014). It is a tool that can be used when describing attitudes, experiences
and behaviours (Kelley et al. 2003), fitting with this study’s’ research question, in a non-
intimidating environment. The survey was used, in addition to the focus groups, to
maximize responses from participants about MBCT, particularly from those living

remotely and to validate the results from the focus groups.
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Contribution to the research question

The specific objective in this chapter was to explore the participants’”” accounts of MBCT
for IBD as the fourth and last objective necessary for answering the overall PhD question.
The findings from paper 6 suggest that, although MBCT might not be for every patient
with IBD, participants described their personal experience of MBCT as a therapeutic and
an educational initiative which has enabled them to transform their relationship with the
illness. In addition to the preliminary findings from the quantitative data in the previous
chapter, it confirms that MBCT for patients with IBD has the potential to be beneficial in

reducing psychological stress.
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Chapter 6

Discussion and conclusion

Chapter overview

With the IBD incidence and prevalence on the increase (Molodecki 2012) and the high
percentage of IBD patients suffering from moderate to severe psychological distress
(Graff et al. 2009), there has been an emerging need to minimise the psychosocial impact
of IBD. Previous use of psychotherapies and antidepressants in IBD had mixed results:
were suboptimal, did not have sufficient benefit for patients or had side effects. There
has been very little research to date on whether MBCT, an evidence based therapy

successful in recurrent depression, could minimise the psychosocial impact of IBD.

The overall aim of this thesis was to provide understanding if MBCT can be used as an
adjunct therapy to IBD symptom management for improving IBD patients' general well-
being and quality of life? This was done through the development of evidence for
feasibility and acceptability of a definitive RCT testing the effectiveness of MBCT for
patients with IBD. The thesis achieved its aim through the four objectives. The first two
objectives highlighted the disease-related concerns and psychological needs for patients
with IBD. The second two objectives highlighted the feasibility and acceptability of using
MBCT as an approach in holistic IBD patient care and symptom management. Collectively,
the four objectives demonstrated that a definitive RCT of MBCT in IBD is feasible and
acceptable to patients and the submitted papers have added to the body of knowledge

related to using MBCT for patients with IBD.

This chapter therefore summarises why using MBCT for IBD; the key findings of each of
the individual objectives, discusses how the findings fit the overall aim, while recognising
the strengths, weaknesses and limitations of the studies described, individually and
collectively. The chapter then discusses how the recommendations from the research fit
into the wider body of evidence in this field and concludes with implications and

recommendations for future research.
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Why MBCT for IBD

As mentioned in the previous chapters, it is clear that managing and learning to cope with
the relapsing nature of IBD causes daily stress for patients. As a result, high rates of
patients with IBD (around 30%) report psychological comorbidities (anxiety and
depression), higher than other chronic conditions (Graff et al. 2009; Knowles et al. 2013).
The prolonged effects of anxiety, depression and pain have damaging effect on
psychosocial functioning and QoL (Faust et al. 2012). Poor quality of life is further
associated with symptom relapse (Levenstein 2004; Simrén et al 2002). Thus anxiety,
depression and relapse appear to be concomitant in self-perpetuating cycle for patients

with IBD.

Some propose that treating psychological co-morbidities with antidepressants may help
to manage the disease better and improve quality of life (Filipovic & Filipovic 2014; Taylor
et al. 2011). However there is limited evidence suggesting that using antidepressants are
effective in reducing IBD related distress, depression and anxiety (Mikocka-Walus et al
2006; Mikocka-Walus et al 2007). There is also evidence to suggest that antidepressants
have side effects and that around 40% of IBD patients regularly omit their medications

(Andersohn et al. 2009; Jackson et al. 2010).

Previous studies have found that IBD patients expressed a greater need for a
psychological support compared to other chronic condition patients, suggesting that a
third of IBD patients’ psychotherapy needs are not met (Miehsler 2008; McCombie et
al. 2013).

Given the high prevalence of psychological comorbidities, the growing evidence for the
negative effect psychological distress has on symptom exacerbation and the perceived
need for psychological support by patients with IBD, it is clear that an effective evidence

based psychotherapeutic approach is needed.

However, determining which patients will respond to a specific psychotherapy is complex.
To date, there have been a number of psychological interventions aimed at reducing

distress in IBD. Their focus has been varied. For example some have focused on
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psychoeducation (Bregenzer 2005; Jaghult 2007); others on stress management (Larsson
et al. 2003; Garcia-Vega & Fernandez-Rodriguez 2004); psychodynamic (PD)
psychotherapy (Deter 2007); cognitive behavioural therapy (CBT) (Diaz et al 2007,
Kaneko 2009), or hypnosis (Emami et al. 2009; Keefer at al. 2007).

The variable psychotherapeutic foci are understandable due to the variable requirements
of the individual IBD patients who may benefit from psychotherapy and the variable
stressors that they may have. These interventions have had inconsistent effect on
symptoms such as depression, anxiety, distress, QoL or disease symptoms and course. A
review by Goodhand et al (2009) concluded that IBD patients are most likely to benefit
from psychotherapy if it is individualised, holistic and targets psychological symptoms as
well as individual life stressors and is CBT based. This was contradicted by a later review
(Timmer at al. 2011) where the authors concluded that there was no evidence for efficacy
of psychotherapy in adults, but there is in adolescents. A further review by Knowles at al.
(2013) concluded that psychotherapy informed by CBT seem to have a positive effect on
IBD related anxiety and depression rather than on the physical symptoms of IBD or QolL.

In contrast, hypnosis has been seen as beneficial for physical symptoms and QoL.

Given the conclusions of the two reviews suggesting that CBT focused psychotherapy will
be most beneficial for those IBD patients that require psychotherapy; MBCT sits well
within this paradigm. The MBCT approach contains CBT elements that the MBSR
approach lacks. Therefore, that strengthens the justification for choosing MBCT over
MBSR for IBD patients. In addition, the curriculum for MBCT, allows individualisation and
adaptation to the participants’ needs/stressors and fits with the recommendations by
Goodhand et al (2009). Furthermore, the rationale for choosing MBCT over regular CBT is
due to the rest of the principles and extra activities that MBCT offers in addition to the
CBT approach. For example, CBT is an analytical or ‘thinking’ therapy where cognition is
used to understand the negative thought processes. Although CBT takes note of the body
reaction to stress and negative thoughts, the main focus is to ‘push out’ the negative
thoughts. MBCT on the other hand uses mindfulness, a wider approach of experiencing
the present moment. The tools used in MBCT are different to CBT, and often integrate the
attention and awareness through noticing how the body feels thought the different

exercises (focused breathing, body scan and sitting meditation). Thus, although MBCT still
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requires a lot of work through recognising the thought patterns, MBCT is more ‘body

based’ and experiential than CBT.

Like CBT, the goal of MBCT is to develop consistent awareness of your thoughts and
reactions to them, which will help the person notice when they are becoming triggered by
negative thoughts. MBCT teaches the best ways to notice these triggers and to manage
the stress and anxiety by not only the ongoing awareness, but by acceptance of the
present moment. Thus, in MBCT instead of pushing the thoughts the person have out of
consciousness; it promotes accepting the thoughts without judgement while allowing
them to drift away from the minds without attaching to much meaning to it. Thus, this
principle of non-judgement and of acceptance typical for MBCT is particularly important
for patients with IBD, especially with things that cannot be changed such as having the

disease, which is going to stay with the individual for the rest of their lives.

The improved self-awareness and self-observation as a result of mindfulness training may
promote the use of different coping skills that can be used for disease related stressor as
well as wider life stressors. For example, Kabat-Zinn (1982) suggests that with increased
awareness of pain sensation and stress responses to pain, individuals may develop and
employ other coping responses that are not included in their treatment program.
Therefore, theoretically, MBCT fits with the recommendations of Goodhand et al (2009) &
Knowles at al. (2013) for a possibly suitable psychotherapy for patients with IBD. The
developmental work undertaken within this thesis looked at the practical application of
this psychotherapy with IBD patients, while looking at areas of usefulness as well as areas

that need further development.

Summary of key findings and contribution to literature

Chapter 1 outlined the objectives of this thesis with four specific research questions
which the subsequent papers endeavoured to address. This section summarises the main

findings of each of the objectives and discusses their contribution to the literature.

Collectively, the findings of the studies described in the four objectives revealed that IBD

has substantial psychological implications beyond the intestinal symptoms and that the
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purely gastrointestinal centric view of the illness is not a representative of the IBD patient
experience and concerns. Instead, depression, anxiety and stress negatively affect the
quality of life of patients and their ability to work and socialise. The results also revealed
that attention to the psychological needs for patients with IBD is often overlooked by
clinicians and healthcare systems in Scotland and the nationwide survey suggested that
patients with IBD in Scotland have a strong desire for additional psychological support.
The perceived needs of IBD patients, together with the recommendations for
psychological support by IBD standards and IBD experts, justified the need for
development and testing of focused psychological interventions such as MBCT. The
findings suggest that MBCT has the potential to provide the needed psychological support
for patients with IBD. Depression, trait anxiety and dispositional mindfulness improved in
the intervention group at post intervention and follow up. Although these findings cannot
be generalised, together with the feasibility findings of the pilot, they suggest that a
definitive RCT testing the effectiveness of MBCT in IBD is feasible. Also in support of a
further trial are the findings from the qualitative study. This study was nested within the
pilot RCT and explored the IBD participants’ perspectives and experiences of the MBCT
intervention. The findings demonstrated the acceptability of MBCT for IBD, with
participants describing their personal experience of MBCT as a therapeutic and

educational initiative that enabled them to transform their relationship with the ilness.

Overall, the studies presented in this thesis allow the researcher to draw three main
conclusions. Firstly, patients with IBD across Scotland identified a psychological needs gap
in the current IBD care and a strong desire for psychological help. Secondly, an eight
week, facilitator- led MBCT program has the potential to produce a positive effect on the
psychosocial wellbeing of patients with IBD. Lastly, an eight week MBCT program is
feasible, adhered to and received positively (accepted) by the participating patients with
IBD. The significant and original contribution of this work in the field of MBCT as an
adjunct therapy for patients with IBD is discussed in detail through the findings of the

individual objectives below.

121



Objective 1: The role of psychological factors in IBD according to the current

literature.

In retrospect, the narrative review of the role of psychological factors in IBD (Paper 1) and
the systematic review protocol (Paper 2), contributed indirectly to my understanding of
how feasible it is to use MBCT for patients with IBD. These two papers, which addressed
objective 1, provided a better understanding of the magnitude that psychological factors
and psychological status have on the overall wellbeing and quality of life for patients with
IBD, regardless of the directional influence of these psychological factors. They also
provided the evidence and rationale for the design (explained in detail below) of the pilot
RCT and its specific objectives, in order to fully explore the potential of using MBCT for

IBD.

As discussed in chapter 2, in both papers (Paper 1 and 2), there has been a lengthy debate
about the associations between psychological comorbidities and disease activity. The
process of reviewing and making sense of the literature and the reasons for the lengthy
debate actually served as a rationale in the designing process of the pilot/feasibility work

that followed the review.

For example, as discussed in paper 1, conceptually it has been difficult to define
psychological factors. Even the terminology used to describe or define psychological
factors varies historically. The term ‘psychological factors’ is often used as an umbrella
term, including a variety of psychosocial events that could cause pathopsychological
changes within the individual (Keefer 2008); ranging from specific psychiatric disorders
such as depression and anxiety, to stressful life events, daily stress and perceived stress.
Therefore, as North and Alpers (1994) pointed out, due to the heterogeneity of ‘events’
that constitute psychological factors, the review of the topic becomes like comparing
apples, mangos and pears. Bearing in mind this heterogeneity of ‘events’, there is also
heterogeneity in the measurement of these psychological factors, which becomes
another issue. As the literature pointed out, the range of tools used to measure the
different psychological factors varied from a ‘psychological stress diary’ (Greene et al.
1994) through ‘Holmes recent life changes’ (Mardini et al. 2004) to ‘Beck depression

inventory’, making the review of the topic even more complex. However, the detailed
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examination of this issue provided the rationale for choosing to measure the most
relevant psychological factors (depression and anxiety) and use the most appropriate

measurement tools (BDI, STAI Y1 & Y2) for the pilot RCT.

Secondly, other complexities contributing to the lack of consensus in the literature were
due to the studies not explicitly distinguishing between CD and UC when examining
psychological factors (North and Alpers 1994; Britton et al. 2003). In other words, some
studies have assumed that the relationship between psychological-physical symptoms is
the same in both conditions, which could be misleading if we consider the evidence that
some clinically similar conditions such as UC and CD can differ physiologically at molecular
level (Shanahan 1997; Vermeire et al. 2006) and therefore have a different psychological-
physical symptom relationship. This finding prompted the decision for having an even
distribution of patients with CD and UC in both arms of the RCT and allowing any

definitive RCT to consider a separate analysis for both conditions.

Thirdly, the inconsistency in standardised tools to measure disease activity for both
conditions created a comparability issue. For example, some of the tools for measuring
disease activity use only patient recall data for scoring (such as Harvey Bradshaw Index
for CD and Simple Clinical Colitis Activity Index —SCCAI for UC) while others (such as
Crohn’s’ Disease Activity Index —CDAI for CD) uses a biochemical test for scoring. The
major criticism of these scoring systems is the recall bias associated with the tool that
does not use biochemical testing (Maunder & Levenstein 2008). Thus, this finding
provided the rationale for choosing the disease activity tools (CDAI and SCCAI) that are

not only most reliable for both CD and UC, but also provide least burden for the patients.

Fourthly, the evidence suggested that psychological factors might be more important or
not important at all for certain personality types (Boye et al. 2008). For example, some
researchers believe that the personality traits can modify the relationship between stress
and immunological reaction to it (Thornton and Andersen 2006). Some patients also
believe that their own personality is a major contributor to the development of their
disease (Roberson et al. 1989). This provided the rationale for using STAI Y1 and Y2

(State/Trait Anxiety Inventory, fully described in paper 4 &5), which considers the trait
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personality when measuring anxiety, without actually overburdening the patients with an

extra separate tool.

Finally, the direction of causality between psychological factors and disease activity has
been debated for a very long time, due to studies being unable to detangle whether
stress causes symptoms or symptoms cause stress. In relation to the overall PhD
guestion, reviewing this issue provided the necessary understanding that regardless of
which direction the causality goes, both paradigms highlight the key issue: that patients
with IBD experience an extra burden of depression, anxiety and stress that needs
addressing. Thus, this finding on its own is a strong rationale to trial MBCT, a
psychological intervention designed for addressing depression and anxiety, which has

never been examined or utilised in the IBD population.

Consequently, objective 1 and papers 1 and 2 collectively made an important contribution
to the overall PhD work. Traditionally, a systematic review of psychological therapies in
IBD would have been conducted to guide the design of a pilot RCT. However, objective 1,
provided the evidence and rationale in an alternative way, suggesting that reviewing RCTs
of psychological therapies in IBD alone would have not been sufficient to understand the
complexity of the issue of psychological factors in IBD; or the understanding of the
important part psychological stress plays in the disease experience for patients with IBD.
In line with the guidance for development and evaluation of complex interventions (MRC
2000; Campbell et al. 2007; MRC 2008), paper 1 and 2 therefore identified a need for
adopting a broader and more inclusive approach to gathering evidence for addressing

psychological needs in IBD.

Objective 2: The psychological needs’ gap in the current care services for patients

with IBD

The findings from objective 2 and Paper 3 also made a significant contribution to the
knowledge base in the field of psychological aspects and needs of IBD. They emphasized
the participants’ concerns about the impact of IBD on their quality of life and highlighted
the need for a more holistic approach to IBD care that includes psychological and

counselling services, at least at the point of diagnosis. The identification of the
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psychological needs gap provided a direct justification for the preliminary testing of MBCT

as a potential psychological intervention to address those needs.

As discussed in chapter 3, these findings explored the perspectives and experiences of
over 700 IBD patients across Scotland about the current IBD services. The survey was
carried out as part of a co-design process for improving IBD care and was conducted by
the national charity, Crohn’s and Colitis UK. Participants described their needs as being
much wider than medical and biological and the findings provided further evidence that
psychological stress is a notable part of the disease experience and has an impact on their
overall quality of life. For example, participants described the effects of living with IBD on
their mental and emotional health as being worse than a terminal illness. This is due to
the nature of the disease that often causes patients to be ridden with fear about the next
flair up and can often cause fear fixation for patients (Knowles & Mikocka-Walus 2014).
Prolonged exposure to this fixated state of fear could cause chronic anxiety in patients
(DSM-5 APA 2013). In addition, the prolonged emotional exhaustion from the relapsing
nature of the disease, the extra-gastrointestinal manifestations and side effects from
medication often causes depression in patients (Levine & Burakoff 2011). Thus, to cope

mentally with this, many participants in the survey reported taking antidepressants.

The findings from the survey are consistent with the literature. Depressive symptoms
have been reported to be greater at times of increased disease activity, or may precede a
relapse of disease activity (Porcelli 1994; Mittermaier et al. 2004; Faust et al. 2012). Thus,
emotional support plays a key part in the quality of life for patients with IBD. As Drossman
et al. (1991), De Boer (1998) and Miehsler et al. (2008) suggest, this is reflected in how
patients with IBD use healthcare. For example, patients often attend outpatient clinics,
not just with medical issues, but because of psychological factors, which are often
unrecognized. This can result in the request of unnecessary investigations and
prescriptions instead of psychological interventions. Altogether, these unmet
psychological needs cause a major increase in the use of services (Miehsler et al. 2008).
Accordingly, providing psychological interventions for patients with IBD in order to fulfil
their emotional and psychological support needs, will not only improve the quality of life

for patients, but has the potential to lessen the burden of health services in general.
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Participants also described that psychological stress affects all aspects of social and family
life and sometimes leads to social constraint or isolation. This may be due to the IBD
patients being unable to take part in simple social activities, such as going to town or for a
meal. This is consistent with the literature, which suggests that IBD patients have higher
levels of social constraint compared with healthy controls (Lix et al. 2008). In addition,
research in other chronic conditions has revealed that increased social constraint is
associated with greater psychological distress and poorer quality of life (Cordova et al.
2001; Zakowski et al. 2004). Thus, providing psychological support through psychological
therapy, such as MBCT, can have a twofold benefit for patients: firstly, the intervention
has the potential to help patients deal with the psychological stress related to the disease
and secondly, it can provide a social venue and support for discussing stressors and other
traumatic events where patients feel unsupported or constrained by their own social

networks.

Perhaps the most significant contribution of objective 2 findings, is the readiness for
psychological therapies in IBD as articulated by the participants. This is particularly
important, because so far, controlled trials of psychological interventions in IBD failed to
demonstrate a convincing benefit (as seen by the Cochrane review by Timmer et al.
(2011) (details in chapter 1). With a large body of evidence suggesting that the effect of
psychotherapy is dependent on a patient’s motivation to undergo psychotherapy
(Schneider et al. 1999; Ryan et al. 2010), it appears that these findings provide a valuable
insight about the motivation of patients with IBD in Scotland. Thus, this paper not only
provides the evidence around the psychological needs gap in the current IBD services, but
also provides an insight about the motivation and readiness amongst patients with IBD
for psychological therapies, which is a prerequisite for MBCT (part of the entry criteria for

MBCT is the assessment of participants’ motivation, see objective 4).

Objective 3: Feasibility and piloting the use of mindfulness based cognitive therapy

for patients with IBD.

Following on from paper 3, the findings from paper 4 and 5 provided the direct findings
necessary for answering the overall PhD question. As discussed in chapter 4, the study

described in papers 4 and 5 was the first to: pilot the MBCT program in the IBD
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population and to evaluate the feasibility of conducting a definitive RCT. Thus, the key
findings concerned with the trial mechanisms, testing of the proposed outcome measures
and sample size have provided a valuable insight into how a definitive RCT may be

conducted.

As there was no previous study examining MBCT in the IBD population, objective 3 aimed
to explore the factors associated with recruitment of IBD patients. It was unknown
whether a sufficient number of patients with IBD would be interested to participate in
such a trial that requires a long commitment (8 weekly group meetings and daily home

practice).

Although recruitment for the trial was lengthy and difficult, the recruitment target was
reached and surpassed, validating the approach used. In addition, many of the potential
participants welcomed the recruitment process, as for some, this was a first opportunity
to discuss at length their psychological distress. Unfortunately, this information was not
captured in the trial due to participants sharing most of the information before the
consent form was signed. Future trial should ask for permission to capture such data, as
that would provide a further understanding of the psychological impact of IBD and the

daily issues IBD patients have as a result.

The findings around recruitment are also significant in the field of clinical RCTs. Only less
than a third of RCTs achieve their target recruitment and more than half of RCTs have to
extend the recruitment period. In addition, some studies close prematurely due to poor

recruitment (Treweek et al. 2013; McDonald et al. 2006; Watson & Torgerson 2006).

Expanding to the findings about recruitment, are the findings related to retention, or
drop-out rate of participants. The drop-out rate of the pilot was higher than predicted,
when compared to similar studies using MBCT in other conditions (Rimes & Wingrove
2013). However, it is interesting that the dropout rate of 44% was equal in both arms. As
described in chapter 4, the higher dropout rates could be linked with the longer
recruitment period and drop of motivation in the wait-list control arm (details in paper 5).
With the intervention group, however, there is a possibility that a better retention of

patients could have been achieved with an enhanced participant commitment and
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motivation assessment at the start (see chapter 5 for pre-MBCT entry assessment) and
improved management of expectations about what is involved in the intervention. These
findings are consistent with studies of mindfulness based therapies in other chronic
conditions, suggesting that careful patient selection remains essential (Ljdtsson et al.
2010; Kearney et al. 2012; Gaylord et al. 2011). In other words, the findings highlight that
if more time and effort in the process of recruitment and consent process are invested, it

could have a positive effect on retention rates.

In summary, although the improvement in the preliminary outcomes (depression, anxiety,
dispositional mindfulness, disease activity and quality of life) from the pilot cannot be
generalised, they provided encouragement that MBCT has the potential to help with the
management of the psychological impact of the disease. Other studies have confirmed
that MBCT can also be a very cost effective way of psychological support for patients
when compared to antidepressants (Kuyken et al. 2015). This supports the need for
further investigation of MBCT in the IBD population in a definitive RCT, in order to
determine any effectiveness that can be generalised. In addition, patients with IBD are
increasingly seeking out psychological support, which was demonstrated by their interest
to participate in the study. Having access to appropriate psychological support can build
the self-efficacy for making lifestyle changes (Bandura 1986). This highlights the need for
accessibility of such an intervention to patients, which should be investigated in a future

trial.

The last but not least finding of this study is the sample size calculation for a future RCT.
No other study has calculated this due to the very limited research in this field, making
this information of particular value. Although an estimate of 129 participants in one arm
was reached considering the dropout rate of this trial (44%), literature suggests
consideration of estimates from other trials with similar type of intervention for this

patient group not to be dismissed (Armijo-Olivo 2009).

The overall finding of objective 3 about feasibility and piloting of MBCT for patients with
IBD postulates that a definitive RCT is possible and MBCT has the potential to provide the
needed psychological support for patients with IBD, which provides vital contribution to

the research in this field.
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Objective 4: Participants’ perspectives and acceptability on using mindfulness based

cognitive therapy for patients with IBD.

Objective 4 found that patients with IBD that participated in the eight week MBCT
program deemed MBCT as an acceptable intervention for them. With paper 5, it could be
argued that Paper 6, which described the findings from the qualitative study nested
within the pilot RCT, makes the most significant contribution to answering the PhD
question, and makes an original contribution to the knowledge in the field. This was the
first qualitative study of IBD participants’ perceptions and experiences of MBCT to be

published in the literature.

As discussed in paper 6, the analysis has given an insight into why participants considered
MBCT as an acceptable intervention for them. The findings indicated what is important to

the IBD population after diagnosis and when considering psychological therapies.

Firstly, participants described their personal experience of MBCT as a therapeutic and an
educational initiative which has enabled them to transform their relationship with the
illness. For example, the skills they attained through the eight week MBCT program,
enabled them to change their previous habitual responses to stress and symptoms from
unhelpful to helpful. As a result, many felt empowered by regaining a sense of control
over their body and symptom management. A transformative effect of mindfulness on
attitudes and perceptions through shifts in perception, has been previously documented
in different clinical and nonclinical populations (Shapiro et al. 2006; Cordova &

Andrykowski 2003; Schure et al. 2008).

Secondly, the inclusive nature of the process and the shared experience of undergoing
MBCT may have alleviated some of the sense of social isolation commonly associated
with IBD. This is supported by other published work which suggests that sharing a similar
diagnosis can often create a sense of community for the participants. This could alleviate
the sense of social isolation commonly experienced by many patients with chronic
conditions, including patients with IBD (Sparacino 1984; Drossman & Ringel 2000;
Friedmann et al. 2006; Kiebles et al. 2010).
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Thirdly, the findings about participants’ expectations about MBCT provided an insight into
how expectations can influence the perceptions about benefits or barriers of the
intervention. This is supported by the literature and suggest that patients’ expectations
are associated with engagement and health outcome (Mondloch et al. 2001). It appeared
that the type of expectations participants had about MBCT seemed to determine their
insight and engagement into the programme, and therefore influence their perception
about benefits or barriers with MBCT. Open and more positive expectations are often
linked to better outcomes, due to the mechanisms involved in producing the placebo
effect or patients’ belief about outcome (Goossens et al. 2005). Therefore, in light of this
finding, a definitive RCT should consider expectations as a powerful predictor of actual
outcome or benefit of the intervention, and should therefore incorporate a patient
expectation measure. Thus, the overall finding of objective 4 was that despite the barriers
of time and distance for some of the participants, MBCT is an acceptable intervention for

patients with IBD.

Methodological considerations

The collection of studies can be described as a piece of health services research using
pragmatic approach. The thesis therefore describes a combination of quantitative and
qualitative approaches or a multiple method approach (see box 2 below). Using a multiple
method approach allowed for a more comprehensive depiction of the investigated
phenomenon compared to either approach alone (Creswell 2013). The approach

contributed to the strength of this thesis.

Box 2. Study design and methods used for objectives 1-4

Objective Study Design Data collection Method of analysis
methods

1 Literature review Online database search  Descriptive

2 Qualitative cross-sectional study  Online survey with Thematic analysis

open ended questions

3 Pilot Randomized controlled Questionnaires, three Descriptive
study with intervention and wait- data collection points guantitative and
list controls mixed ANOVA

4 Qualitative cross sectional study Focus groups, open Thematic analysis

ended question survey
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This section will discuss the strengths and limitations of the designs used to address the

different objectives individually and collectively.

Objective 1: The role of psychological factors in IBD according to the current literature

Methodological strengths and limitations

The approach to answering objective 1 could be criticised in several ways. Firstly, the
literature review was not systematic. Secondly, the systematic review protocol was not
followed through with an actual review and thirdly, no systematic review of RCTs was
conducted for this objective. However, my approach had many strengths. Firstly, the
narrative review used a systematic approach. Using a systematic approach in reviews

contributed towards the rigour of the review (Whittemore & Knafl 2005).

Secondly, it reviewed different types of literature (such as observational studies). The
limitation of reviewing only one type, as initially planned, would have not enabled a
deeper understanding of the issues around the role of psychological factors in IBD. For
example, if observational studies were excluded and only RCTs were reviewed, | would
not have detected and fully appreciated the important findings related to psychological
stress and IBD. The issue with a systematic review of only RCTs is related to the
methodology and inadequate intervention description within the RCTs included in the
review and to an extent, the inappropriateness of categorising a number of educational
or other interventions as psychological interventions. Therefore, the initial idea of

reviewing only RCT to answer the question would have been a limitation.

Thirdly, the strength of the approach used in objective 1 was that it provided the
fundamental steps for designing the pilot RCT. Both papers identified that there is a two
directional influence of psychological stress on IBD and its impact on quality of life is
significant. This work, therefore, created a rationale to examine the utility of MBCT in IBD
to improve psychological stress. Furthermore, the detailed investigation of the IBD
literature, supported the decision making of using the most relevant and most

appropriate measure tools for psychological factors and disease activity in the pilot RCT.
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Finally, it taught me that the research process is not a straight forward one. On the
contrary, it is a very iterative process that requires a lot of flexibility, evaluation and
clarification of the aims, particularly when faced with new evidence that might change

the direction of the enquiry (Marshall & Green 2004).

Objective 2: The psychological needs gap in the current care services for patients with

IBD

Methodological strengths and limitations

The qualitative design used in this study allowed the participants to express their
perceptions and experiences of using IBD services within NHS in Scotland and talk freely
about their disease related concerns and needs. While some of the strengths about the
study lie within the key aim to co-design IBD services in the NHS in Scotland with service
users, as well as the diverse and large sample of patients plus the systematic method of
data analysis, there are areas of limitations and these should be considered when

interpreting the findings.

One of the limitations was related to not having an opportunity to provide oral
explanation about the study or take oral consent, due to all study information being
provided on the first ‘page’ of the survey. However, this is not uncommon for surveys.
Every step was taken to provide information to the potential participants that identified
the researchers and the reason for the survey, as well as assuring potential participants

about anonymity of the survey.

Although qualitative research is not aiming to be representative and although the sample
contained a diverse group of participants in terms of age, sex, socio-economic status, and
length of diagnosis, all participants that responded to the survey did so through the web
links. This means that we could not observe the opinions and experiences of services by

patients with IBD that have no access to internet.

A methodological issue in qualitative research is the researchers’ own assumptions and
pre-understanding of the issue, which could affect objectivity. To reduce this subjective

bias that could affect objectivity, qualitative studies are often judged on the basis of
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trustworthiness and rigour (Creswell 2013). The rigour of this study was upheld
throughout the analysis by being independently conducted by two researchers. The rigour
of sampling was ensured through purposive selection using both intensity sampling
(experts in the subject — people living with IBD) and maximum variation sampling (diverse

sample) to make the data “information rich” (Patton 2005)

Objective 3: To explore feasibility and piloting of MBCT for patients with IBD

Methodological strengths and limitations
Although the findings of the pilot RCT present some interesting results about the use of

MBCT among patients with IBD, it is important to acknowledge some of their limitations.

The study described in objective 3 used prospective quantitative design (RCT) with
guestionnaires as outcomes measures at three data collection points. While RCT design is
often treated as a gold standard among experimental methods (particularly in clinical
trials) (Moher 2010), self-reported measures (the questionnaires used) are often seen as
a limitation. For example, self-reported measures may result in participants giving socially
desirable answers. Social desirability bias is a well-documented phenomenon and refers
to the propensity of research participants to give socially desirable responses rather than
accurate ones (Paulhus 2002, Robinson et al. 2013). This may be particularly relevant
when participants report sensitive topics such as depression, anxiety, disease activity,

where the individuals may feel they are judged on their behaviour.

Self-reported measures are also subject to recall bias as patients may not always be able
to remember events that occurred several weeks, months or years ago. Some evidence
suggests that around 20% of events details are irretrievable after one year (Bradburn et
al. 1987). This of course could threaten the internal validity of a study (Hassan 2005). In
order to minimise the bias that could arise from the recall period, all questionnaires in the

study were asking participants to recall events not longer than 2 weeks ago.

Not everyone diagnosed with IBD and eligible for participation within the Scottish health
boards was invited to the study. This was due to the limited resources and time available

for recruitment. In addition, not everyone that was invited to the study responded. The
133



external validity of the study relies on the assumption that the study participants are
representative of the population from which they are recruited. Thus, bias can be
introduced by non-response and attrition. The response rate was 15% for the pilot trial.
Unfortunately, no information was available on non-responders. It could be speculated
that the non-responders were less interested in the topic of MBCT or too busy to take

part in the study.

The attrition rate was higher than expected in both arms. It appears that the higher
dropout rate could be connected to the long recruitment time, causing participants to
lose motivation. Perhaps employing an additional recruitment strategy such as involving
networks like Crohn’s and Colitis UK could have enabled reaching more potential
participants in a shorter time, and therefore reduced the dropout rates, particularly in the
waitlist group. The type of analysis used to detect change in variables over time, required
for the participants to have full data at all three data collection points on at least one
variables. Thus, as described in paper 5, those that remained in the study until the last
data collection point were subsequently included in the analyses. This has therefore
introduced bias, as those who dropped out of the study and were not included in the

analysis.

The inability to blind participants and research staff to the intervention allocation due to
the nature of the study was another limitation. Although randomized double blind
placebo control studies are considered to be the gold standard as they provide the
strongest possible evidence for causation, the inclusion of waitlist control group was
important in order to compare the differences between MBCT groups and leaflet only.
While having a placebo control would allow participants, investigators and study staff to

be blinded, due to resource constrain, this was not possible to do.

A further limitation is the relatively small sample size. Nonetheless, it should be noted
that considering the limited resources and the aim of the pilot/feasibility study to provide
information about future definitive RCT, the sample size was acceptable. A development
of a nationwide, multidisciplinary team in collaboration with existing Crohn’s and Colitis
UK network, could allow data collection from more centres and would therefore improve

the sample size and the overall research design.
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Information about the length of diagnosis and current medication at the three
assessment points were not collected, which could be interpreted as another limitation. It
should be noted that due to the many questionnaires used at the three assessment
points, the main rationale was not to overburden participants with even more
questionnaires. A future definitive RCT should consider the use of smart technology for

collecting any additional data without overburdening participants.

With home practice being such a key component of the MBCT programme, objective
measure of home practice could have given a better idea of correlation between practice
time at home and improvement in scores. Thus, this could be deemed as another
limitation of the study, or a learning point that a future study should design a method of

objective measure of home practice without overburdening participants with more forms.

Objective 4: Participants’ perspectives and acceptability on using mindfulness based

cognitive therapy for patients with IBD

Methodological strengths and limitations

The study described in Objectives 4 used a qualitative design. This design allowed the
participants to express their perceptions and experiences about the eight week MBCT
program and how the program fitted with their needs. As with the findings of the pilot
RCT, the findings of the embedded qualitative study present a case for the usefulness of
MBCT among patients with IBD. Nonetheless, it is also important to consider the
limitations when interpreting the results. The following are in addition to those identified

in paper 6.

It can be debated that one of the limitations of the embedded qualitative study could be
the small sample size. Literature suggests that sample sizes for qualitative research in
feasibility studies can be small (between 5 and 20) (Mhurchu et al. 2009 & Mittal et al.
2009). In addition, O’Cathain et al. (2015) and Faulkner (2003) suggest that having 10
participants can possibly be sufficient to identify a minimum of 80% of problems when
testing usability of technology and having 20 participants can apparently identify 95% of

problems. Considering this suggestion, it will appear that the sample size of 18 in the
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study would be sufficient. However, further limitations lie with the diversity of sampling

and the sample.

The diversity of sampling in qualitative research is not related to the sample being
representative, but is about including a diverse range of patients to allow for identifying a
wider range of issues that the receivers of the intervention might have. In this study, the
sample was diverse in some aspects and included participants at various points from
diagnosis, with different treatments, different ages and both sexes. However, most of the
participants were well educated and had a higher income. Getting a wider and more
diverse sample could have possibly been achieved by having another focus group with the
participants from the waitlist control group after they experienced the MBCT

intervention.

Further limitations to this study lies with the self-selected bias as well as the focus groups
sample (containing a mixture of participants from both arms, intervention and wait-list
control). The self-selection bias relates to the possibility that the self-selected participants
could have been more motivated or been better informed than the general population or
the rest of the participants in the pilot RCT. In relation to the focus group sample
containing participants from both arms, the rationale for this was to get data to answer
the questions not only about the intervention, but also on the trial procedures as part of
the feasibility process. As noted in the literature, the priority of the questions changes
throughout the feasibility study (O’Cathain et al. 2015). Thus, paper 6 focused on the
participants’ experience of the intervention, without using the data that was covering the
broader issues related to mechanism of the pilot procedures. Nonetheless, there is the
potential bias that this could have influenced the group dynamic of the focus group and

therefore potentially influenced the participants’ responses.

Qualitative studies are often judged on the basis of trustworthiness, which concerns

credibility, transferability, dependability and confirmability (Creswell 2013).

Credibility is the criteria of internal validity, seeking to ensure the study measures what
was actually intended to be measured (Shenton 2004). One of the strategies employed to

ensure credibility was triangulation. For this study, two data collection methods were
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utilised (survey and focus groups) to achieve a higher degree of validity and reliability and
to overcome the deficiencies of the single methods. In addition, the first author (MS) was
involved in the recruitment and consent procedure of participants, but was not involved

in their care.

Transferability is the degree to which the qualitative research findings can be generalized
or transferred to other contexts or settings. While there is a debate if generalizability is
possible at all, due to the findings in qualitative studies being specific to a small number
of particular environments and individuals, it was ensured that there was sufficient
contextual information and description of MBCT and IBD. This was to allow the readers to
have an appropriate understanding of it and thereby enable them to compare this with

similar research.

Dependability is an issue of reliability, which means if the research work was repeated, in
the same context, with the same methods and with the same participants, similar results
should be obtained. This again is debatable, as technically you cannot measure the same
thing twice. As by definition, if you are measuring twice, you are measuring two different
things (Trochim 2006). However, we took the approach of reporting the processes within
the study in detail, which should enable a future researcher to repeat the work, but also
to allow the reader to assess the extent to which appropriate research practices have

been followed.

Although in qualitative research there is a tendency to assume that the researcher brings
a unique perspective to the study, confirmability refers to the degree to which the
researcher is objective. To ensure confirmability, both researchers checked and
rechecked the data from the study. The authors, independently, read and analysed all the
text. Consensus was achieved with discussion if there was any disagreement in the

analysis and interpretation of the themes.

Potential impact of personal bias and belief in MBCT

When discussing the limitations about the individual studies described in the thesis, it is

important to also mention the potential impact of personal bias about MBCT from the
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point of clinical perspective and experience. Being a mindfulness practitioner and teacher,
| have been involved in facilitating MBCT groups for a number of years with a variety of
patients suffering from depression, anxiety and chronic conditions. Seeing the
improvement in depression and anxiety scores and the reported perceived benefit of
MBCT by patients in clinical practice, | could see how my personal experience could have
influenced the decision making related to study design, analysis, and study
recommendations. For example, there is a possibility that the study recruited to target
due to my close involvement in the recruitment process. There is also a possibility that
the participants committed to participate in the study due to my enthusiasm about MBCT
in the initial interview. This is of course debatable and perhaps a further study elsewhere

could show if this aspect is replicable.

There is a further possibility that my subjective belief in MBCT could have influenced the
analysis or study recommendations. Due to the subjective nature of qualitative research,
this is very likely. However, many steps was taken to reduce bias in design and analysis.
For example, for the pilot study, the design was peer reviewed at different stages by
different internal and external colleagues. The statistical analysis and report were
independently checked by an experienced external statistician and the journal peer
reviewers. The qualitative data analysis was done independently by two researchers and
then checked by a third and then peer reviewed by the journal. Nonetheless, the
direction the research has taken could have been influenced by my clinical experience

and therefore is a potential bias.

Implications and future directions

The findings of this thesis have considerable implications for the development and testing
of psychological/ behavioural interventions as adjunct therapies in the holistic care of
patients with IBD. Although there have been other psychotherapies in IBD
(psychodynamic therapy, cognitive behavioural therapy, systemic therapy or relaxation
techniques and patient education programs) with mixed results, they were either not
appropriate for implementing on a larger scale, or did not have sufficient benefit for
patients (Abbass et al. 2009; Mickocka-Walus et al. 2010; Garcia- Vega et al. 2004;

Bregenzer et al. 2005; Jaghult et al. 2007). For example, a stress management program in
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IBD was successful in reducing tiredness, constipation and abdominal pain at post
treatment in the intervention group (Garcia- Vega et al. 2004). However, this study did

not measure depression and anxiety and therefore it is not clear how it affected mood.

Although there is a suggestion that perhaps IBD is less amenable to change via
psychological interventions comparing to other chronic conditions (chronic pain, chronic
fatigue syndrome, and diabetes) (McCombie 2013), antidepressants therapies show that
they can have effect on mood and possibly disease activity (Mikocka-Walus et al. 2006;
Mikocka-Walus et al. 2007; Esmaeili et al. 2008). In addition, there have not been many
psychological/behavioural interventions for IBD in the UK that have included mindfulness,
despite the consistent evidence that psychological stress exacerbates IBD (Goodhand et
al. 2009) and despite MBCT being a recommended therapy for reducing stress and
depression (NICE 2010).

In response to the above need, the findings of this thesis have generated implications
that are encouraging for patients with IBD as well as healthcare practitioners and
researchers. This is because they indicate that an eight week instructor led group-based
MBCT intervention for patients with IBD (with potential to reduce depression and anxiety)

is feasible, adhered to and received positively amongst patients with IBD.

The results from the collection of studies in the thesis came about during a time when
Crohn’s and Colitis UK and the Scottish Government have been working on a series of
projects to improve services for patients with IBD. The findings from objective 2
(nationwide survey) highlighted the IBD patients’ need for psychosocial support. This
suggests that health care staff should become more observant and vigilant of the
psychosocial wellbeing of patients with IBD, especially patients in relapse and possibly
offer psychosocial distress screening as part of routine care. Thereby, this would enable
early detection of any psychosocial issues and adequate referral of patients to
appropriate psychological support. This is in line with the bio-psycho-social model
suggested for the management of chronic diseases in the late 1970s by Engel (1980)
which was further utilised by Drossman (1998) for an understanding of patients’
experience and behaviour related to gastrointestinal symptoms and IBD. In addition, this

highlights the need for healthcare professionals involved in the care of patients with IBD
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to be appropriately trained to acknowledge the psychological needs of IBD patients.
Furthermore, it highlights a clear need to identify ways of incorporating psychological
care into the IBD care pathway, as supported by the IBD standards of care (IBD Standards
2013).

The findings from objective 3 and 4 informed the developmental work for a definitive RCT
in a number of ways. The analysis of the pilot RCT showed encouraging improvement in
psychosocial symptoms (depression and anxiety) as well as mindfulness awareness for the
intervention group. These findings on their own are very promising, and in line with the
theory about correlation of mindfulness and depression and anxiety (Barnhofer et al.
2011). The findings support the theory of the clinical application of mindfulness as a
trainable skill (Baer et al. 2006) that can protect against the negative effects of emotional

vulnerabilities such as stress (Giluk 2009).

These findings, when coupled with those (from objective 4) about participants’
perceptions of the intervention as beneficial and acceptable, suggests that MBCT could be
used towards psychological support for patients with IBD. The findings also suggest that
further investigation of MBCT in IBD, on a larger scale is needed and warranted. Any
future study of MBCT should include a 12 month follow up, to allow researchers to

investigate the long term effects of MBCT.

Further research investigating the ‘dose’ depended relationship between MBCT home
practice and psychological symptoms and disease activity is also needed. This could be
achieved by introducing a method of monitoring home practice without adding extra
burden to participants. Similarly, there is a need for more studies to investigate the ‘dose’
of MBCT home practice that is required to detect improvements in objectively assessed
psychological symptoms and disease activity. The pilot RCT described here is the first of
its kind. Consequently, further research is required in order to provide healthcare staff
with more accurate recommendations about the role of MBCT in improving overall

quality of life for patients with IBD.
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Conclusions

The collection of studies in this thesis, document the developmental work and
justification towards a definitive RCT investigating the effectiveness of MBCT in IBD
population. The steps of this developmental work were guided by the MRC framework for
the development of complex interventions. Objective 1 and 2 collectively provided
enough evidence and cemented the rationale for investigating the feasibility and
acceptability of MBCT in IBD, a psychological intervention aimed to improve depression,
anxiety and stress. This is evident from the literature advising that regardless of which
direction psychological factors influence disease activity in patients with IBD, the bottom
line is that around 30% of patients with IBD require psychological input. Supporting this
need for psychological input were the findings from the nationwide survey in Scotland,
confirming a strong desire among the IBD population for psychological support as part of
their care. Objective 3 and 4 collectively provided sufficient evidence about feasibility,
adherence and acceptance of an eight week group based MBCT intervention among
patients with IBD. This is evident by the recruitment and feasibility findings, but also by
the promising findings of the pilot RCT reporting significant improvement in in measures
of depression, trait anxiety and dispositional mindfulness in the intervention arm when
compared to control arm. Furthermore, the findings about the participants’ perceptions
of the MBCT intervention as beneficial are evidence about the acceptability of the

intervention for patients with IBD.

The collection of studies within the thesis makes an original contribution towards the
body of knowledge in the field of IBD and MBCT. The nationwide survey as part of
objective 2 is the first of its kind in Scotland exploring the psychological gap within IBD
service. The pilot RCT as part of objective 3 is a first of its kind piloting and exploring the
use of MBCT for both Crohn’s and colitis patients. The qualitative study as part of
objective 4 is the first of its kind to explore the perceptions and experiences of the
participating IBD patients in an eight week MBCT intervention. The strengths, weaknesses
and limitations of each of the individual studies are acknowledged at each stage. The
collection of studies concludes that a definitive RCT of MBCT for patients with IBD is

feasible and acceptable.
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Chapter 7

Dissemination

Journal standing, journal choice and reception of submitted papers

Paper 1. "The role of psychological factors in inflammatory bowel disease (Schoultz 2012)
This paper was published in the British journal of community nursing (BJCN). BIJCN is the
only peer-reviewed professional journal for community nursing in the UK. This journal
promotes excellence in clinical practice with an emphasis on sharing of innovation and
expertise in clinical, professional and policy developments. This journal was targeted
because of the professional audience-community nurses, who are involved in the care of
patients with IBD; however, they might not be aware of the evidence on relationship and
implication of psychological factors in disease activity and overall wellbeing for patients
with IBD. Strategically, it was a great journal for the authors’ first publication, where the
author learned the mechanism of peer review process and publishing. This journal has a

citation index of 0.25 (as at August 2012). (Licence for reprint available in Appendix 11)

The aim of paper 1 was to discuss and inform clinical practice and future research,
therefore a journal easily accessible to nurses was an advantage. Although the journal
does not have a very high impact, it is perceived as a credible source of evidence among
nurses. Because this paper was the first publication for the author, it was also seen as a
great starting point and confidence builder for writing for publication. As at August 2012,
Paper 1 has received 7 citations, mainly international ones such as Sweden, Greece and

China.

Paper 2. Assessment of causal link between psychological factors and symptom
exacerbation in inflammatory bowel disease: a protocol for systematic review of
prospective cohort studies (Schoultz et al. 2013a)

The paper 2 was published in the Systematic reviews journal (Syst Rev). This was the
target journal for the publication due to the paper being a protocol for a systematic
review, and Syst Rev is a journal that promotes the attitude of transparency in research

by encouraging authors to publish all aspects of the design, conduct and reporting of
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systematic reviews. The journal is also open access, which allows a wider access to the

publications and therefore better chance of citations and impact of the publications.

The aim of paper 2 was to discuss the evidence and methodology of publications
reporting on psychological factors in IBD and devise a protocol for such a review that will
systematically examine the evidence. Although the journal does not have an impact factor
yet, due to being a fairly new journal, this journal is perceived as very credible for
publications related to systematic reviews. As at January 2013, the paper has been highly
accessed and falls in the category of mostly viewed articles on BioMed Central. In
addition, the paper has received 9 citations, mainly international ones such as ltaly,

Canada, Spain and China.

Paper 3: Co-Designing Inflammatory Bowel Disease (IBD) Services in Scotland: Findings
from a nationwide survey (Schoultz et al. 2016b) BMC Health Services Research. 16(1),1
Paper 3 was presented as a poster presentation at the Digestive Diseases Week DDW in
London 2015. The abstract selection process for the conference was peer reviewed and
the abstract was published in Gut (see appendix 2). The journal Gut aims to publish
original articles related to gastroenterology describing novel mechanisms of disease or
new management strategies, both diagnostic and therapeutic, that might impact on
clinical practice in the field. The impact factor of Gut is 14.66.

A full paper 3 was published in BMC Health Services Research. The aim of paper 3 was to
explore the IBD patients’ experiences of current services and make a recommendation for
future IBD service development. This was closely related to the target journal, as the aim
of the journal is to provide debates and research on improving quality of healthcare, and
is aimed at academics, clinicians, healthcare managers and policy makers. The impact

factor of the journal is 1.77.

Paper 4: The use of mindfulness-based cognitive therapy for improving quality of life for
inflammatory bowel disease patients: study protocol for a pilot randomised controlled
trial with embedded process evaluation (Schoultz et al. 2013b) Trials 14(1), pp.1-9

This paper was published in Trials, which is an established, interdisciplinary, open access,
peer-reviewed and online journal focusing on all aspects of the performance and findings

of randomised controlled trials in health. This journal was targeted due to its credibility
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for reporting randomised controlled trials and due to its open access, making the
publication freely and permanently accessible online after publication and therefore
increasing chances of citations. Paper 4 describes the protocol and methodology of a two
phased RCT exploring the use of mindfulness based cognitive therapy in IBD. Publishing
the protocol in the journal improves outcome reporting by providing a record of the
intended method. Although the main intervention in the RCT is MBCT, mindfulness
journal was not considered at this stage due to mindfulness journals being classed as a
niche. The research team felt that a more interdisciplinary journal with a good standing
will reach a wider audience including gastroenterology clinicians and researchers as well
as mindfulness practitioners and researchers. This reinforced Trials as a first choice
journal.

At time of publication, the impact factor was 2.12. To date (January 2016), this paper has
received 8 citations, from international researchers (Germany and America). The paper
has also received ‘highly accessed’ status and falls in the category of mostly viewed

articles on BioMed Central.

Paper 5: Mindfulness-Based Cognitive Therapy for inflammatory bowel disease patients:
the findings from an exploratory pilot randomised controlled trial (Schoultz et al. 2015)
Trials, 16(1), p.379.

This paper was published in Trials as well as the previous paper. In addition to what was
mentioned above about the journal, further rationale for publishing in the same journal is
that having the protocol and results in the same journal makes it easy for the reader to
access both. Likewise, this can also allow for readers to easily critically assess the
outcome in light of the original study aims. Because the paper was published at time of
writing of the thesis, only 4 citations are available at present.

Paper 5 was also presented at two international conferences: ISQua (International Society
for Quality in Health Care) in Rio de Janeiro 2014 (oral presentation) and UEG (United

European Gastroenterology) Vienna 2014 (poster presentation).

Paper 6: Participants’ perspectives on Mindfulness-Based Cognitive Therapy for
Inflammatory Bowel Disease: A Qualitative study nested within a pilot Randomised

Controlled Trial (Schoultz et al. 2016)
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This paper was published in Pilot and Feasibility Studies, but this was not the first choice
journal. Paper 6, which is a qualitative study, highlighted the experience and perspectives
of patients with IBD using MBCT, while discussing acceptability and barriers to its use.
This is an original paper as it is the first to report on this topic. The first choice was BMJ
open (Impact factor 2.271), but disappointingly the submitted manuscript was returned
without reaching peer review. This is due to the journal’s policy of not publishing papers
using data from RCTs that have been retrospectively registered. The paper was then
submitted to Trials. Trials said this paper will not be relevant to the journal readership
and again did not reach peer review. However, they did suggest that Pilot and Feasibility
Studies Journal might be more suitable. Thus, the paper was submitted to this journal and
accepted for publication. Pilot and Feasibility Studies is an open access, peer-reviewed,
online journal publishing articles related to all aspects of the design, conduct and
reporting of pilot and feasibility studies in biomedicine, with intention to future clinical
trials. The journal is new and does not have impact factor, but it is part of the reputable

BMC group.

| am a sole author for the first paper. The rest of the papers were co-authored with a
team of co-authors. Within this team and for each paper my contribution was in excess of
90%. This meant, as a lead author | drafted each paper and the co-authors had an
opportunity to comment before the paper was submitted to the respective journals. In

addition, | was the lead grant applicant and holder and principal investigator.
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Appendix 1: Paper 2: Assessment of Causal Link Between Psychological
Factors and Symptom Exacerbation in Inflammatory Bowel Disease: A
protocol

Schoultz et al Systematic Reviews 2013, 28 -
httpfwwwsystematicreviewsjounal.comdcontent/ 2/ 1/8 l - SYSTEMATIC

B9 REVIEWS

PROTOCOL Open Access

Assessment of causal link between psychological
factors and symptom exacerbation in
inflammatory bowel disease: a protocol for
systematic review of prospective cohort studies

Mariyana Schoutz, lain Atherton, Gill Hubbard and Angus M Watson

Abstract

Background: Inflammatory bowel disease is an idiopathic chronic disease that affects around 28 million people
workdwide. Symptorns are distressing and have a detrimental effect on patients’ quality of life. A possible link
between exacerbation of symptoms and psychological factors has been suspected but not established. Previous
review s concernad with this link had conceptual and methodalogical limitations. In this paper we set out a
pratocol that lays the foundations for a systermatic review that will address these shortcomings. The aim of this
review is to provide researchers and dinicians with clarity on the role of pspchological factors in inflammatory
bowel disease symptom exacerbation.

Method/design: We will identify all original, published, peer reviewed studies relevant to the topic and published
in English from inception to November 201 2, The databases MEDLINE, EMBASE, CIMAHL and PsychINFO will be
systematically searched. The search terms will include: inflammatory bowel disease, Crohn's disease, ulcerative
colitis, psychological stress, mental stress, life stress, family stress, hassles, social stress, coping, mood disorders,
arwiety and depression in sequential combinations.

Studies will be screened according to predetermined indusion and exclusion criteria by two reviewers. We will
include dinical prospective cohort studies of all human participants aged 18 years or over with a diagnasis of
inflammatary bowel disease. All eligible papers will be independently and critically appraised using the Critical
Appraisal Skills Programme (CASP) tool by two reviewers. Two reviewers will independently extract and synthesise
data from the studies using a predefined data extraction sheet. Disagreements will be resalved by discussion
between reviewers and a third party will be consulted if agreement is not reached. Synthesised data will be
analysed using Bradford Hill criterion for causality. If data permits, meta-analysis will be performed.

Discussion: This study will provide the most comprehensive review and synthesis of current evidence around the
link between psychological factors and symptom exacerbation in inflammatory bowel disease. Results will inform
dinicians in appropriate intervention development for this patient group that would reduce symptom exacerbation
and therefore improve patients’ quality of life.

Keywords: Inflammatory bowel disease, Crohn's disease, Ulcerative colitis, Psychological factors, Symptam
exacerbation, Systermatic review protocol
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Background

Inflammatory bowel disease (IBD) is an idiopathic chronic
disease that affects around 250,000 patients in the United
Kingdom and around 28 million people worldwide [1,2].
IBD incidence is increasing with future prevalence likely
to be considerably greater than at present [3]. With no im-
minent prospects of cure, the need for effective symptom
management is becoming ever more pressing. Part of the
development of such interventions to relieve symptoms
requires a better understanding as to what actually trig-
gers those symptoms.

IBD encompasses various different conditions, with the
main two types being Crohn's disease (CD) and ulcerative
colitis (UC). Both conditions are characterized by chronic
inflammation of the gastrointestinal tract. Clinically, they
are often considered together given their similar aetiology
and symptoms, but they differ in terms of which part of
the digestive tract they affect and in the nature of the
inflammation that they cause [4].

The symptoms experienced by this group of patients
are often distressing. They indude abdominal pain, bloody
diarrhoea, nutritional failure and weight loss. However,
they are not limited to the gastrointestinal tract only and
can also cause ocular, musculoskeletal and skin patholo-
gies [5]. All can ocour intermittently, with periods of
remission and exacerbation being experienced throughout
the patient’s life. The impact of these |BD symptoms can
adversely affect patients’ quality of life, affecting them psy-
chologically, socially, educationally and vocationally [6].

Evidence suggests that a high proportion of IBD patients
suffer from amxiety and depression, a percentage that is
maore than double when compared to healthy population
[7]. This observed high anxiety and depression comorbid-
ity in IBD patients have led many researchers and clini-
cians to believe that there could be a causal relationship
between anxiety, depression (psychological factors in gen-
eral) and IBD symptoms, even more so when other chro-
nic diseases have established such links [8-10].

The idea about possible causality between psycholo-
gical factors and IBD symptoms is not new and firstly
emerged in the 1930s [11]. Since, there have been a num-
ber of reviews examining the evidence concemed with
the issue, and to date, their conclusions remain somewhat
contradictory [12-20]. Some have conduded that psycho-
logical factors contribute to exacerbations of symptoms
[15,17] while others have refuted it [14]. More recent re-
views, however, are leaning towards psychological factors
having an impact on [BD symptomaology, but they remain
controversial and unclear [12,18-20].

This lack of darity has brought a lot of confusion [21],
particulady when empirical evidence from animal stud-
ies is sugpesting potentially causal mechanisms between
depression and inflammation [22,23]; and around 74% of
IBD patients seem to believe that psychological factors
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such as anxiety and depression contribute towards symp-
tom exacerbation [24].

This potentially causal mechanism between depression
and inflammation and the patient’s belief are noteworthy
influences when considering why the previous reviews
have arrived at contradictory findings. Methodological
weaknesses of the reviews themselves and weaknesses
of the studies on which they were based on are just
some of the possibilities explored by previous researchers
[25] as well as the conceptual limitations [16]. Both me-
thodological and conceptual limitations have stemmed
from the complexity of the disease, the difficulty in de-
fining psychological factors and their relationship with
symptom exacerbation. All of them need a careful con-
sideration when planning and determining the objectives
of a systematic review such as this one. A summary of
those identified potential limitations and recommenda-
tions are as follows:

1. The aggregation problem: some studies have
assumed the psychological-physical symptom
relationship to be the same for both UC and CD
[19,26,27];

2. Disease activity measures: different measures of
disease activity have varying levels of validity and
reliability. Contrasting findings may thus have
resulted depending on which tools were used [12,25];

3. Definition and measurement of psychological factors:
psychological factors are complex and encompass a
range of aspects and degrees of severity which could
each have different implications for disease
symptoms [17,25]. Similarly, utilising different tools
may lead to apparently contradictory findings [28];

4. Direction of causality: studies available to previous
systematic reviews have been unable to disentangle
whether stress causes symptoms or symptoms cause
stress, which more recent studies may have
addressed [17];

5. A moderation affect: psychological factors may be an
important factor for some personality types but less
50, or even not at all, for others [29]. Study
participants will have had different degrees of coping
skills with implications for the relationship between
psychological factors and disease activity., Those with
maore effective ability to cope will potentially have
been less at risk of experiencing exacerbation of
symptoms [30,31].

Previous reviews

Systematic reviews provide robust and comprehensive
overviews of research findings within a specified topic area
The aim of systematic reviews, unlike the non-systematic
approach of literature reviews and overviews, is to minim-
ise bias and offer reproducibility while using scientific and
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transparent approach [32]. The approach is achieved by
following transparent, systematic and robust procedures.

A number of previous reviews concerned with the role
of psychological factors and symptom exacerbation have
not followed a systematic approach [12,18]. These papers
were limited because only a single database was searched
and potentially important studies were missed This li-
mitation might have resulted in the authors ariving at
misleading concusions. Others did not provide a clear de-
scription of their methods [19,20], denying other research-
ers the opportunity to make judgments on their scientific
robustness [12,13,18].

Some reviews have treated IBD as a single entity [17]
while others analysed specifically UC patients [14] or
CD patients [15]. We highlighted earlier that IBD con-
sists of two different diseases. For most purposes they
are so similar that aggregating them together makes sense
[33]. However, it has been shown that patients with dinic-
ally similar disease might vary physiologically, at a mo-
lecular level [34,35], which makes its just possible that the
relationship between the psychological and physical symp-
tomology differs in individual patients. If this were the
case, then the constituent conditions should be disaggre-
gated for analytical purposes where psychological influ-
ences are being considered. The subtlety different focuses
may be a reason why the papers arrived at differing con-
clusions and why a review is required that distinguishes
between UC and CD.

Justification

Among the crticism about methodological and concep-
tual limitations, there are recommendations of previous
robust reviews that should not be ignored [14-17]. How-
ever, the most recent of these is now more than a decade
old, a period of time during which many more studies are
likely to have been carried out. Hence, that makes a clear
justification for this review to fill such a literature gap.

Causality

Simply reporting an association between psychological
factors and symptom exacerbation in [BD is not suf
ficient to establish causality. To prevent misleadingly
causal associations, the epidemiologist Bradford Hill pro-
posed a number of viewpoints later used as criteria that
should be considered before declaring a causal relation-
ship truly exists [36]. To date, no systematic review
examining causality between psychological factors and
symptom exacerbation in IBD has explicitly applied the
Bradford Hill criteria to assess the evidence supporting a
potentially causal association between the two.

Hence, in this paper we set out a protocol that lays the
foundations for such a systematic review that will apply
the Bradford Hill criteria for causality while bypassing the
limitations noted from previous studies. The outcome of
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this review will provide clinicians with a clear foundation
on which they might be able to develop therapies that
reduce the likelihood of symptom exacerbation and there-
fore improve patient quality of life.

Study aim and objectives

The aim of this study is to provide researchers and dini-
cians with clarity on the role of psychological factors in
IBD symptom exacerbation. In doing so, we will conduct
a systemmatic review that will synthesise available evi-
dence from prospective cohort studies that are reporting
on cawsal associations between psychological factors and
symptom exacerbation in IBD and on which we will
apply the Bradford Hill criteria for causality. Guided by
the recommendations from previous reviews outlined in
the background section, the specific objectives that will
help us attain our aim are:

1. To determine whether there is a causal relationship
between minor stressors and exacerbation of
symptoms in [BD patients and if any causality differ
between UC and CD patients;

2. Whether there is a causal relationship between life
events and exacerbation of symptoms in [BD patients
and if any causality differ between UC and CD
patients;

3. Whether there is a causal relationship between
personality type/trait and exacerbation of symptoms
in IBD patients and if any causality differ between
UC and CD patients.

To address the above specific objectives we will firstly
identify and then examine studies concerned with the
relationship between minor stressors and symptom re-
lapse, life events and symptom relapse, and personality
and symptom relapse in all 1BD population. We will then
synthesise and evaluate data against Bradford Hill criteria
for causality and do meta-analysis if deemed appropriate.

Method/design

Study method

To ensure the methodology of this systematic review is
robust, we will follow the 27 checklist of PRISMA state-
ment and the guidance outlined by the Centre for Reviews
and Dissemination (CRD) [37,38]. Following this guidance
would ensure the methodological limitations of previ-
ous reviews outlined in the background section will be
avoided

Criteria for considering studies for this review

Inclusion and exclusion criteria

To be included in the review, the papers will have to meet
the following set criteria relating to study type, population
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of interest, risk factors studied, outcome measures and
language restrictions:

Study types We will only utilise prospective cohort stu-
dies that report on causal association between psycholo-
gical factors and symptom relapse in IBD patients. Thus,
data obtained from long-term cohort studies is of consid-
erably higher quality to those obtained from retrospective/
cross-sectional studies and retrospective cohort studies
[39]. Using prospective cohort study data for the system-
atic review will help observe the risk factors for symptom
relapse in IBD patients. Cohort studies involve observa-
tion of the individuals (over a period of time), and col-
lection of data at regular intervals, which reduces recall
ErTOF.

Cross-sectional studies are not able to ascertain the
direction of effect and thus will not be included in this
review. Previous reviews have acknowledged that using
studies with retrospective design to answer this question
could have contributed to the contradictory findings and
introduced recall bias [25]. Thus we will limit our review
to prospective cohort studies only.

Population of interest We will include studies with all
patients aged 18 years or older with diagnosis of Crohn's
disease or ulcerative colitis. Studies using mixed sample
of both diagnosis will also be included. We will not use
any studies using mixed sample of children and adults.
While symptom presentation and therapeutic presenta-
tion could be similar between adults and children, signifi-
cant differences are noted between the two populations
[40].

Risk factors/exposure Psychological variable specifica-
tions.

We will include studies reporting on psychological fac-
tors where they are clearly defined and the measurement
tools used are cleady identified. As mentioned in the
background section, psychological factors can be many
and varied and often different studies will measure dif
ferent psychological factors. For example, unspecified
‘stress’ will not be considered as valid psychological factor
since is too vague and difficult to be accurately measured,
but ‘daily stress’ or ‘perceived stress’ will be considered as
valid. A sample list of clearly identified psychological
factors is presented in the list below (the list is not
definitive).

A sample list of Psychological factors

Ariety

Depression

Depressive mood

Major life events/bereavement /separation
Daily events
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Social stress/support

Life stress
Work/employment stress
Family stress/support
Coping

Personality

Financial stress
Satisfaction/quality of life

Types of outcome measures reported by studies
Disease activity and symptom relapse/exacerbation
specifications

Studies reporting on disease activity and explicitly giv-
ing details on tools used to measure disease activity/
symptom relapse will be included in this review. Similar
to the psychological variable factors, disease activity and
symptom relapse/exacerbation have to be dearly defined
and measured. To be included in the review, studies will
have to give details on tools used for disease activity
measurement (for example, simple clinical colitis activity
index -SCCAI), and details on frequency of relapses,
exacerbations of symptoms and change of symptoms.

Language and geographical area limitations Only stu-
dies published in English will be incduded in the review.
Due to funding constraints, we are unable to translate
studies published in other languages at this stage. There
will be no geographical limitation for the included studies.

Search strategy for identification of studies

We will follow the guidance outlined by CRD [38] in the
search and selection of studies for the review to ensure
robustness, Two reviewers will independently attempt to
identify all studies relevant to the review while using a
pre-set screening checklist presented in Table 1. We will
only indude those studies that meet all criteria. The
following four methods will be used to identify studies:

Electronic searches The database Medline will be sear-
ched via Ovid and PubMed, EMBASE via Owvid and
CINAHL and Psychlnfo via Ebsco will be searched for

Table 1 Screening check list for inclusion to review
Title

Yes Na Linsure
Human

English language

Prospective cohaort study

Reporting on psychological factors in 1BD,
U ar {0 and dissase symptoms

Psychological variables {exposure) defined

Dizea= activity and symptom esacerbation
measures chearly defined
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relevant articles published in English from commence-
ment of databases to November 2012 The CRD guidance
does not specify what constitutes a sufficient number of
databases searched for a review as that number can va-
ry from topic to topic [38]. Pragmatically, Medline and
EMBASE might reveal most of relevant studies, however,
the use of more specialised databases in addition might
bring studies that are relevant to the systematic review
and not incdluded in the previous two [41].

We will use subject term services of the different data-
bases The following search terms and their MeSH (medical
subject heading) equivalents will be used: inflammatory
bowel disease, Crohn’s disease, ulcerative colitis, psycho-
logical stress, mental stress, life stress, family stress, hassles,
social stress, coping, perceived stress, mood disorders, anx-
iety, depression, personality . These terms will be used in
various combinations and wildcards will be used to pick up
variant terminology. As per CRD puidance [38], a sample
search strategy for Medline is presented in the list below.

Search strategy for MEDLINE

Inflammatory Bowel Diseases/

Crohn's Disease/

Colitis, Ulcerative/

Stress, Psychaological/

mental stress.mp.

life stress.mp.

family stress.mp.

hassles.mp.

social stress.mp.

10, oo ping. mp.

11. perceived stress.mp.

12. mood disorders.mp. or Mood Disorders/

13. Anxiety/

14. Depression/

15.4or 5or6or 7 or 8 or9or 10 or 11 or 12
or 13 or 14

16.1or 2or 3

17.15 and 16

oofe -l g BN Lo e

Reference lists We will manually check the reference
list of all the studies included and identified by the above
search strategy to identify relevant studies that have not
been detected with the database searches These studies
will be assessed against the inclusion criteria and
incuded if appropriate. We will also check the reference
list of any previous reviews on psychological factors in
inflammatory bowel disease for papers suitable for inclu-
Sion in our review.

Citations databases We will check Citations Google
Scholar, Citations Web of Science and Citations Scopus
for papers that have cited the Seare and Bennett [17]
review to identify further papers that could be relevant
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and eligible for the review but that have not been identi-
fied wsing the search strategy identified above. We be-
lieve that this review is a key paper for the period up to
2001 and this paper would be referenced in more recent
studies.

Grey literature We will include unpublished material as
part of our search given that not all relevant material
will have been published. CRD recommends looking at
databases such as NTIS (National Technical Informa-
tion Service) and HMIC (Health Management Informa-
tion Consortium) for grey literature which may reveal
unpublished papers relevant to our review. We will also

Table 2 Data extraction sheet
General information

Researchers name
Date of data extraction
Author
Article title
Citation
Type of publication for example,
journal article, conference abstract)
Country of ongin
Study characteristics Aim/objectives of the gudy
Study design
Study inclusion and excluson aiteria

Recruitment procedures used
{for esample, details of randomisation,
blinding)

Unit of dlocation for example,
participant, GF practice, and =0 on)

Age
Gender
Ethnicity

Participant characteristic

Socioeconomic siatus
Disease characteristics
Co-morbidities
Mumber of partidpants
Setting of the study
Qutcome/results

Whether all outcomes were defined
and reported

Measurement tool or method used
Unit of measurement (if appropriate)

Length of follow-up, number andjfor
times of followup
Type of analyss used in study
(for example, intention to treat,
per protocol
Conclusion as per authors
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Table 3 Grouping of studies data for analysis
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Studies reporting on Studies reporting on symptom
following psychological exacerbation in these patient

Studies reporting on symptom
exacerbation in these patient

Studies reporting on symptom
exacerbation in these patient

factors groups groups groups

Minor stresors U patients (D patients Mimed CDand UC
Major life events U patients D patients Mied CDand UC
Personality UC patients D patients Mimed CDand UC

attempt to contact authors and experts in the field for any
relevant materials rough the British sodety of gastroen-
terologists (BSG) or the Wordd Gastroenterology Orga-
nisation (WGO). An updated search will be conducted
immediately prior to data synthesis

Data collection and management

Screening and selection of studies All retrieved studies
identified by the search strategy will be downloaded onto
RefWorks and duplicates will be removed. Two revie-
wers will work independently. They will read title and
abstract of all papers sourced to determine suitability for
incusion into the study based on the predetermined eli-
gibility criteria (see Table 1). Discrepancies and disagree-
ments regarding eligibility will be resolved by discussion.
All papers meeting the eligibility criteria will be induded
for quality assessment in this systematic review. We will

record reasons for exclusion of any papers excluded in
quality assessment stage.
Authors will be contacted in order to darify missing data

or undear information

Data extraction and management The two reviewers
will independently extract data using a predesigned data
extraction form (see Table 2). The extracted data will be
grouped in general information, study characteristics,
participant characteristics, setting and intervention and
outcome/result data as per CRD guidance for systematic
reviews [3B]. Any discrepancies in extracted data will be
discussed by two authors, and if consensus is not reached,
a third party will be consulted. In case of incomplete data,
authors will be contacted for darification.

Assessment of risk of biases and methodological
quality Methodological rigour can vary from study to
study and certain flaws in design or study conduct can

Table 4 Bradford Hill criteria for assessing causation in cohort studies and interpretations to be used in this review

Criterion no. Bradford Hill Criteria [36]

Interpretations for this review

1. Strength of the asodation

2. Consistency of findings

3. Specificity of the association

4. Temporal saquence of association

5. Biological gradient

& Bialagical plausbility

7. Coherence

B Experiment

The stronger the association betwesn a
risk factor and outcome, the mare likely
the relationship is to be causal

Have the same findings been observed
among different populations, in different
study designs and different times?

When a single assumed cause produces a
specific effect outcome

Exposure must precede outcome

Changes in dissase rates should be azodated
with changes in exposure (dose—response)

Presence of a potential bickgical mechanism
of causality

Does the relationship agree with the cument
knowledge of the natural historng'hickogy of
the dizeass?

Does the removal of the expasure alter the
frequency of the outcome?

*For strength of association we will use odds ratio
which will be graded as 1, 2, 3, 4 with 4 being strong
association, 3 being moderate, 2 being weak
aszorciation and 1 protective [46]

Findings of associations between psychological
factors and symptom esacerbation have bean
establiched in other populations

This is nat going to be evaluated because sngle
expasure to psychological fctors and outcome
of symptom relapse does not predude a causal
relationship

Anatyses will be restricted to prospedive cohort
studies, a design that ensures exposure will precede
outoome

Changes in dissase Eymptom) activity should
mmespond to changes in exposure (length or
intensity of exposure to peychological factors

or degree of stress experienced)

Exposure selected in this review mests the criteria
for plawsibility of sdentific oedible mechanism for
ausality [1517]

Current evidence nesds to support an association
betwean psychological factors and symptom relapse

There are experimental studies supporting the
plausibility of usal relatiorship between psychological
factors and symptom exacerbation [47]
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result into bias which could influence the end result or
concusion of a study. This is particularly important for
observational studies as they are often seen as at greater
risk for bias.

The first step of assessing any potential bias within
the eligible studies is by evaluating their methodological
quality. For such evaluation the Critical Appraisal Skills
Programme (CASP) tool for cohort studies will be used
[42]. The CASP tool uses a systematic approach to ap-
praise three broad areas for consideration: study validity,
an evaluation of methodological quality and presentation
of results and an assessment of external validity [42].
There are 12 specific questions in total assessing the fol-
lowing study validity, risk of bias in recruitment, exposure,
outcome measurement, confounding factors, reporting of
results and the trandferability of findings. Each of the ques-
tions can be answered with yes! 'no’ or ‘can't tell’ and each
study can have a maximum score of 12,

Two reviewers will independently use the CASP tool
for cohort studies and record each quality assessment.
The scores will be used to grade the methodological
quality of each study assessed. Discussion of unresolved
disagreements regarding quality assessment with a third
person will further ensure methodological rigour.

Data presentation As per CRD [38], summary of
extracted data from included studies will be presented in
tabular form as part of the review.

Data synthesis, subgroup analysis and investigation
of heterogeneity We will combine data in groups by
psychological factor (minor stressors, major life events
and personality) with each containing three subgroups
for UC, CD and mixed sample of IBD in order to address
each of the aims of the systematic review (see Table 3).
We will then apply the Bradford Hill criteria for causal re-
lationship [36].

The Bradford Hill criteria are widely used to evaluate
systematically whether a causal link between an expos-
ure of interest and a health outcome exists. These cri-
teria are often used by epidemiologists to test a causal
hypothesis [43-45]. Table 4 is summarising the Bradford
hill criteria for assessing causation in cohort studies to-
gether with interpretations of each criterion that will be
used in this review. In addition to the Bradford Hill ana-
lysis, we will consider pefforming meta-analysis if appro-
priate. As recommended by CRD [38] and if studies
characteristics are homogeneous enough, we will group
studies and perform meta-analysis of the pooled data.
All meta-analyses would be performed using subgroup
analysis by type of disease and by type of psychological
factors.
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Discussion

There is still a debate and controversy about the influ-
ence of psychological factors in symptomology in IBD.
In times when the prevalence of IBD is increasing word-
wide [3,48] it is important to tackle this issue. Symptom
relapse in |BD patients is often associated with worsen-
ing of quality of life [29,49]. Thus, it is important that
service providers and IBD dinidans are provided with
clear evidence about the relationship between psycho-
logical factors and symptom exacerbation in order to de-
velop and implement appropriate therapies and services.
Consequently, new therapies may help improve the qual-
ity of life for IBD patients by reducing factors that cause
symptom exacerbation.

Systematic review status

The systematic review is cumently in the phase of
screening and selection of studies. We expect comple-
tion by December 2013. PROSPERO registration number:
CRD42012003143.

Abbreviations
O Crohn's dissase; IBD: Inflammatony bowel dissass; SCCAE Simnple clinkcal
caolitis activity index; UC: Ulcemthe colitis.
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Co-designing inflammatory bowel disease
(Ibd) services in Scotland: findings from a
nationwide survey

Mariyana Schoultz (@, Leah Macaden and Angus J. M. Watson

Abstract

Background: The Scottish Government’s ambition is to ensure that health sendces are co-designed with the
communities they serve. Crehn's and Celitis UK and the Scottish Government acknowledged the need to review
and update the current IBD care medel. An online survey was conducted asking 1BD patients about their
experiences of the MHS care they receive. This sunvey was the first step of co-designing and developing a national
strategy for IBD service improverment in Scotland.

Aim: To explore IBD patients’ experiences of current services and make recormmendations for future service
development.

Methods: This study was part of a wider cross-sectional on-line survey. Participants were patients with IBD across
Scotland. 777 people with 1BD took part in the survey. Thematic analyds of all data was conducted independently
by two researchers

Results: Thres key themes emerged:

Quality of life: Participants highlighted the impad the disease has on quality of life and the desperate need for IBD
serices to address this more holistically.

IBD clinicians and access: Participants recognised the need for more IBD nurses and gastroenterologists along with
better access to them. Those with a named |1BD nurse reported to be more satisfied with their care,

An explicit IBD care pathway: Patients with 1BD identified the need of making the BD care pathway more explicit to
service Lsers.

Conclusions: Partidpants expressed the need for a more holistic approach to their BD care. This includes
integrating psychological, counselling and dietetic services into [BD care with better access to BD clinicians and a
miare explicit IBD care pathway.

Keywords: Inflammatory bowe| disease, Co-designing, Qualitative study, Patient survey, Crohn's disease, Ulcerative

colitis
Background project. The aim of this survey was to explore IBD pa-
Introduction tients' perspectives and experiences of curent services

Crohn’s and Colitis UK and the Scottish Governments
ambition is to ensure that health services are co-

central to the co-designing process to direct the service
improvement [2-5].

designed with the communities they serve. Co-design is
becoming an increasingly popular process in many orga-
nizations [1]. However, it is not always very clear how
co-design can contribute to a service improvement

* Correspondence: meBd@stirac uk
Schoal of Health Scences, University of Stirling, Highland Camipus, Inverness,
LK

() BioMed Central

However, over the last decade, research on patients’ per-
spectives on care in the UK and US has produced infor-
mation about variations in experiences of services and
standards of care across geographical areas and hospitals
[6-8]. Similar findings were recorded with the first
national UK audit on IBD services and care in 2006, dis-
covering substantial local vardation in the provision,
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organization and clinical quality of services with aspects
of care not meeting dinical guidelines [9]. The findings
prompted a UK-wide strategy to improve services and
care for patients who have Ulcerative Colitis or Crohn's
Disease. The strategy produced collaboration between pa-
tients and professionals, defining the minimum standards
for patient-centered and high quality [BD services in 2009,
The update of this strategy in 2013 suggests that significant
improvements were made in [BD care and service delivery;
however it also identified deficits in certain aspects of
provision across the board [10]. Acknowledging this report,
Crohns and Colitis UK and the Scottish Govemment
recognised the need to review and update the current [BD
care model in Scodand to a model that fully reflects the
range of needs of patients with 1BD.

Inflammatory bowel disease

IBD is a group of chronic gastrointestinal diseases with
relapsing nature and unpredictable disease course. The
disease affects around 28 million people worldwide and
around 250,000 patients in the UK [11, 12]. The inci-
dence of IBD in the UK is on the increase, with up to a
76 % increase in Scotland since the mid-1990s, making
Scotland the highest UK region with an incidence of
0.65 per 10,000 per year ([13, 14].

Although IBD is principally thought to be a disease of
the intestinal system, a purely gastrointestinal (G} centric
view of the illness is no longer sufficient [15]. The com-
plexity of IBD is becoming well recognized. In addition to
the multiple challenges in the disease management caused
by the nature of the disease (incurable, unpredictable
symptoms and severity), medication side effects and sur-
gery; the psychological stress and burden from the disease
is an important part of the disease experience for patients
with IBD [16, 17]. This is evident throughout the literature
in the proportion of IBD patients experiencing depression
and anxiety [16, 18]. In retum, higher depression and
anxiety in IBD patients have been linked to further exacer-
bation of symptoms [19], recurrent hospital admission,
non-compliance and poor quality of life [20, 21]. Thus, ad-
dressing the disease management of [BD in a more holistic
way that acknowledges the psychological burden of the
disease, should be reflected in the IBD services.

Models of integrated IBD care in other countries

Previous attempts to integrate IBD care in a holistic way
have been seen in a number of countries as described by
Mikocka-Walus [22]. For example in Adelaide (Australia)
an IBD service model of care has been developed based
on the recommendation of the British IBD Standards [9].
The model involves collaboration between all specialists
involved in the care (gastroenterologists, [BD nurses and
clinical fhealth psychologists as a core specialists and sue-
geons and dieticians as resources available), as well as
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number of services led by IBD nurses [22]. Similar patient
focused models of IBD services based on multidisciplinary
integration of activities is seen in Italy at Istituto Clinico
Humanitas in Milan, Metherlands at the Erasmus Medical
Centre and Canada at the 1BD clinic at Winnipeg [22].
However, although the above examples use a holistic ap-
proach to care for IBD patients, those models are not a
representative of common organisation and practice of
services in the respective countries.

Crohn's and colitis UK
Crohn's and Colitis UK is a charity organisation founded
in 1979 dedicated to improve lives of people affected by
Crohn's discase and ulcerative colitis. The 28,000 mem-
bers include not only patients, but their families, health
professionals and others who support the work for im-
proving quality of life and clinical care for people with
Crohn's discase, ulcerative colitis and other 1BD discases.
This paper reports the findings from the free text data
of an online survey about the perceptions and experi-
ences of service users of the current IBD services across
Scotland. The study was part of a wider survey and the
first of its kind in Scotland.

Aim

To explore IBD patients’ perspectives and experiences of
current IBD services and make recommendations for future
service development.

Method
The consolidated criteria for reporting qualitative research
(COREC)) was used to guide the structure of this paper.

Study design

This qualitative study was part of a wider national on-
line survey on patient perspectives and experiences with
current IBD services across the NHS in Scotland. The
cross-sectional survey was made available between
March and May 2014, Open invitations to take part in
the survey were placed on the website of Crohn's and
Colitis UK, Crohn's and Colitis UK Newsletter and an
online survey link was distributed by Crohn's and Colitis
UK members wing social networks such as Facebook
and Twitter.

Participants and setting

The survey was organised and administered by Crohn's
and Colitis UK in collaboration with the Scottish Gow-
ernment as the first step of a pilot project for co-
designing IBD services in a bid to improve standards of
care for 1BD in Scotland. Participants in the study were
patients across Scotland with a diagnosis of IBD. Partici-
pants recruited fulfilled both of the inclusion criteria: 1)
to have a diagnosis of Crohn's disease or ulcerative
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colitis and 2) to receive their treatment in Scotland (see
Additional file 1 for full survey). Any respondent who did
not meet the above criteria was excluded from the survey
analysis. There is an understanding that online surveys do
not require separate consent form, however the introduc-
tion paragraph accompanying the survey link as well as the
introductory paragraph of the survey, conveyed the infor
mation about the purpose and anonymity of the study and
consent was obtained by virme of completion of the study.
Fesearch Governance at NRES (Mational Research Ethics
Service) Committee for North of Scotland reviewed and
exempted the study from a formal ethical review.

Questionnaire

The on-line questionnaire was developed and designed by
patients with [BD and members of Crohn’s and Colitis UK
using Survey Monkey. Survey Monkey is a web-based, flex-
ible and secure survey development tool [23] The survey
had 22 questions in total and took no more than 10 min to
answer (see Additional file 1). However, only the findings
from the three open ended questions, (see research ques-
tions) are presented in this paper. All open responses were
reviewed in detail to identify common themes.

Research questions

1. Please tell us two things which you think are good
about your NHS care?

2. Please tell us two things which you think would
improve your NHS care?

3. Anything else you would like to tell us about living
with IBD?

Analysis

Two researchers (MS, LM) independently coded the data
to minimize subjectivity. All data were analysed using a the-
matic analysis framework approach [24]. This method is a
rigorous approach consisting of 6 phases that provides
structure for qualitative data to be organised, coded and
themes to be identified Both researcher read all data twice
in order to become familiarzed with it. After familiarization
with data, generating initial codes and searching for themes
among codes independently, researchers met to discuss
their findings and extract the core themes Then, re-
searchers reviewed, defined and named the themes before
producing the final report of key themes and sub themes
(see Table 1). A report on the findings was presented to
Crohn’s and Colitis UK members and discussed with therm.

Rigour

Qualitative studies are often judged on the basis of
trustworthiness and rigour [25]. Rigour has been de-
scribed as a means by which integrity and competence
are demonstrated within a study [26]. These criteria
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Table 1 Themes and subthemes
Themes
Quality of life

Subthemes

a.lmpact on emotional’mental health
b.impact an physical health
clmpact on sodal heatth

d_lmpact on oocupational heatth

IBD dinicians and better -
acess

Qear IBD care pathway  a. Aocess to psychological and distidan
EIVIES

b.More advice and practical support on
Ining with IBD

c.Batter education for GPs and ARE staff

d. Availability of 18D care facilities

were upheld throughout the analysis by being inde-
pendently conducted by two researchers. Researcher
met at three points (after the third, fifth and sixth
step) to discuss findings and rectify any differences.
Rigour with sampling was ensured through purposive
selection using both intensity sampling (experts in
the subject—people living with IBD) and maximum
variation sampling (diverse sample) to make the data
“information rich" [27].

Results

Demographics

Ot of the 777 participants that responded to the survey,
10 (1.29 %) were excluded from the analysis as they did
not meet the eligibility criteria of receiving treatment in
Scotland. Table 2 includes the demographic data and din-
ical characteristics of participants in the sample (note that
not all participants answered all demographic questions).

Key themes

Three major themes emerged at the final point of analysis:
quality of life, access to IBD clinicians and the need for an
explicit IBD care pathway. The themes occurred across all
of the three questions. Further to the main themes, separ-
ate areas or sub themes unfolded (see Table 1).

Quality of fife

Survey data suggested that some of the participants were
concerned about the impact of IBD on their quality of
life. Four categories or domains of quality of life were
identified in the coding process. The categories that
were consistently identified by the participants as being
associated with quality of life, were: emotional/mental,
physical, social and occupational health. The foundations
for these sub themes are described separately alongside
the verbatim quotes. Some of the quotes illustrate more
than one sub theme simultaneously. See Fig. 1 for inter-
connectedness between the subthemes in this theme.

a lmpact on emotional/mental health
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Table 2 Baseline demographics and clinical characteristics of Participants described that living with 1BD affects
participants their emotional and mental health in a way that
Bassline some consider it to be worse than a terminal
Answering the 1% questian (n%) 610 {78.50) illness (Table 3, quotes 1 & 2). Some participants
Answering the 2 question {1%) 800 (77.23) described tbat the jenmtio.nal impact for them is so
Arswering the 3* question 1% 419(B.92) great, that is affecting their confidence and sense
o ' of self (Table 3, quote 3). Others describe that the
Age (yeard n, %) disease has left them feeling embarrassed and
Under 16 37 {aE5) isolated with very little energy to form or keep up
16-£5 &71 (28.08) relationships (Table 3, quates 4, 5, 6 &7).
Cher 65 54 (709) Participants described experiencing depression and
Sex amdety that often followed exacerbation of
symptoms, and therefore a identifying a need for
F(n, %) 406 {55.58)
acknowledgement and support for that aspect of
M {n, %) 204 (B4 the disease (Table 3, quotes 8, 9 & 10).
Last flair up {n, %) b. Impact on physical health
Less than & manths ago 357 (5062 In addition to the mental health, participants
617 months ago 124 {17.10) identified the effects of constant tiredness, fatigue
1-2 years ago 107 (14.76) and Fﬂin (often present even in remission) on their
4 year ago 70 (@55} physical health as a key area that needed to be
addressed by practitioners. The quotes 1, 2, 3 & 4
Mare than 4 yearsage 7089 (Table 4) demonstrate the participants’ experience
Length of diagnasis {n, %) of the physical effect the disease has on quality of
Less than a year 17 {233) life that they feel is underestimated.
1-5 years 265 (3%.35) ¢. Impact on social health
510 years 181 (MET) The quotes in this section describe the patients’
1020 years 12 (104 experiences of the impact that thg dlse—ase has on .
every aspect of social and family life, leading to social
Owver 20 years 124 {17.00)

isolation in some instances. Simple social activities
that most people ke for granted, such as going to

Fig. 1 Thematic map showing interconnectednes between subthemes. The thematic map is showing how Quality of life is chsely interconnected
and affected by the physical, social, emotional and oocupational health. In addition, it shows how for example physical symptoms fatigue, tiredness &
exacerbated symptoms) @n have effedt on specific aspecs of sodal, conupational and emotional health and vice vera
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Table 3 Cuality of [fe: Impact on emotional/mental heatth

Quote no. Quote

Quality of life:  Impact on physical health
1. “The extreme tiredness is very hard to cope with(P315

2 “Feel tired even when asymptomatic. This affects my
wiorking ability and it woukd be very helpful to receive
some sort of finandal help like a tax credit or small benefit
50 | oould always work 4 days a wesk without
struggling TP412)

3 “The fatigue that is debilitating and under estimated” {P61)

4. "My life has went on hold since diagnosis. Either because of
pain or fatique | have been unable to go on holiday, and
worse stil, my work has been hugely affected with long
absenoes. . [P169

Quality of life:

5 *Can be difficult when out for day and have to join queue
for tailet-if use disable one @n get dagger looks from other
people whao are me judging me as they don't realiss what
it is like as| do not look any different .* {P5)

Impact on social health

3 “I have kost 3 years of an importamt stage in my life to
Crohn’s and it has affected my fiendships, my family and
my education. “{P50)

7. *Alsa feel quite fed up about having 1BD because of
travelling izsues and being anxious abouwt needing the toilket
and having access to a toilet. The far never goes away and
you are always on the alert for where the nearest toilet is
even if you handly ever have to go urgenthy. [P138)

Quality of life:

8 “It's very difficult and | worry a lot about not being able to
wiork and pay my mortgage. Was refused benefit when |
was off for around & months the last time” {P41)

Impact on oocupational health

q. “It izt easy. Struggling maore with working as | get alder
and coping with IBDS (P1032)
10, It s a congant struggle to get any welfas when not able

to work | have worked zince | was 16 and paid my way but
never there when | need it adding to stress levels” (P168)

town, or for a meal, can often be very stressful events
due to not having access to disabled toilets (Table 4,
quotes 5, 6 & 7). Participants wished for more
support to be given to deal with these issues.

d. Impact on occupational health
The impact the condition has on occupation is
particularly intedinked with the other domains of
quality of life. Participants identified that coping
with the disease and all the side effects, makes
waork very difficult for them (Table 4, quote 9).
They also expressed the need for better help with
benefits and welfare when unable to work
(Table 4, quote 8). Some felt that the impact on
occupational health presents a great cause for
further distress (Table 4, quotes 9 & 10).

IBD clinicians and better access

An important issue that participants highlighted was the
need for more IBD nurses and gastroenterologists, to-
gether with improved access to them (Table 5, quote 3, 5,
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Table 4 Quality of lfe: impact on physical, social and
occupation health

Cuote no. Quate

Quality of life Impact on emaotionalimental health

1. .at keast cancer has the decency of killing you after torture.
Mot build you up and attack again...Alko on
antideprezants...” (P1)

2 “it takes ower your life. .. aways have constant fear of what's
next” (P148)

3 ~impact on confidence is greatly affected " (P8)
“This illnes is so debilitating and embarrassing..." (P131)

“peopie don't realice just how low you @n get when having
aflare up. . it just drains you emationally.” (P95)

% “its been horrendowsly isolating . .. has preduded me from
wontemplating =eeking a panner.” (P139)

7. “its horrible and upsetting and makes life a kot more difficult
for the sufferer and sufferer famiky.” (P40)

8 “Maore could bedone on the counseliing side of things tog,
depression and anxiety can follow a flare up” (F385)

9. I find stres makes me flare up and feel that the nurses and
Gz s=em to be disregarding the help people nesd
emationally” {PES)

10, “Fatigue, stres and anxiety all make the conditon wose and
are brought about by it but no strategies are ever offered by
NHS staff” (P155)

8 & 9). Approximately one third of the participants agreed
that having a named 1BD nurse is one of the best things
about their care (Table 5, quote 4, 6, 7). When asked about
the part of the care that patients were happy about, partic-
ipants described that nursing and consultant care were

Tabde 5 1BD clinicians and access
Quote no. Quaote
IBD Qinicians

1. “Quicker access to medical help over the weekend, my
inflasmmatory flare ups always happen ower the weskend
NH3 24 = hopeles ower the weskend “[PTE]

2 “That they don't onlby support your physical dissase but the
emational sa@rs it leaves. That between the Gl ward and IBD
nurse it just feeks like one big family. “(F78h)

3 “Waore frequent gastroenterology visits with
gastroeneralogist or 1BD nurse. Surdy an IBD nurse for
every sufferer in Scotland is achisvable (P213)

4. “IBD nurses are amazing people and having a named nurss
to call when things go wrong is an amazing resource that is
sniowshy undenalued.” [P58)

5 | wasn't refamed to the IBD nurse until | firg went to
haspital on the mainland | e in 3 wery remote area and
knowing that this resource was available would hawe besn
wery useful when | was first diagnosed. (P359)

% But having a nurse specialist is of great support and keeps
things manitared much mare dosaly (PE)

7. Easier access to |BD and stoma nurse. (P54)

- Maore staff/nursed The current ones are overworked and
undernpaid. (PES)
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the parts of the service that they were happy about
(Table 5, quote 2}, but having better acoess to nurses and
the gastroenterology team would improve the care for
many (Table 5, quote 1 & 8).

Some participants described that a particular improve-
ment to services would be an access to an IBD nurse or
consultant over the weekend. They highlighted that it is
difficult to cope with exacerbated symptoms over the
weekend if they are not able to access a knowledgeable
healthcare professional (Table 5, quote 1).

A more explicit IBD care pathway

Participants are looking for a more consistent and explicit
care pathway that they can navigate with ease. For ex-
ample, a participant expressed dissatisfaction with the care
due to the poor coordination between departments which
resulted in the patient staying at the bottom of their wait-
lists. In addition, the perception of the patient is that the
different departments were working in isolation within
their own deadlines, without working in a holistic person
centered way (Table 6, quote 1).

Other participants felt are left not knowing who to
contact for advice when sick and have a flair up, without
getting conflicting advice (Table 6, quote 2); or feel that
are getting lost' in the system (Table 6, quote 3). Ac-
cording to the participants’ answers and suggestions to-
wards service improvements in the IBD pathway, four
main areas were identified:

a Access to psychological and dietician services:
Participants repeatedly described the need for
availability and access to psychological and dietician
services as part of the IBD care pathway (Table 6,
quotes 4 & 5 and Table 3, quote 8). This would
enable many diagnosed with IBD to cope better
with a condition and symptoms that are a taboo.

b. Better information and practical support on living

with IBD:
This sub theme identifies the need for a more
holistic approach to the condition, where all
symptoms, including the extra-gastrointestinal
ones are addressed early on Quotes 6, 7 & B
(Table &) describe the need for advice and support
being available to patients with IBD as part of the
care package.

¢ Better education for GPs and ALE staff:

Patients with [BD felt that health professionals
have to be better educated about the condition.
Participates often felt they had to ‘fight' with
clinical staff because of their lack of knowledge on
IBD and often felt like they are on opposite
‘teams’. In addition, they recognised that it is very
difficult or impossible to be an advocate for the
disease and their care particularly at critical times,
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Table 6 An explicit BD care pathwway
A mare explict 18D care pat way

. “...but | kept being put back to day one in waiting lists in the next
department, and &l thers was a real lack of co-ordination betwesn
different departments in the hospital for outpatients, and was egularky
made 1o feel that every depatment worked in isolfion and only iner-
ested in ther own deadlines. . 50 | would impeove the NHE by making
different departmeants working together mor mther than in tunnel -
sion. TP145)

2 “lI'have never seen the IBD nurse. | would like to know if be is
available to me. Mot sure whao to ask” (P234)

Acces to psychological and distidan srvices

3. “Ithink mare psychological help shoukd be available especially for
people diagnosed as chikdren, teenagers or young adubhs asit
impacts your whaole lile
and is =ill a taboo subject so it's difficult 1o talk about it™ (P179)

4. “A reviaw by a distician who i knowledgeable abowt IBD and
allergic reactions of gut to chamicals"{P 20)

Better information and practical support on living with IBD
5 “more advice on how to live with IBDPST)

6 “Starter information pack giving new sufferers advice about lifestyle
and diet” (P170)

7. “NH% @re would also be improved by holistic approach that
tacklad non bowel symptoms such as fatigue.” (F213)

Better education for GPsand ASE staff

& “There needs to be more belief in what patients are saying to
health professionals about our symptoms and pain | have &l on
=0 many ooasions that 'monot being believed. it minimises my
pain and agony which affects my belief and trust in myself and my
doctors too. .. i alko makes me feel like | need to be on top of my
game all the time, fighting and advoting for mysalf and the
comect treatment. Sometimes | feel like its Them vs me’ whan we
should all be working for the same end goal at getting me better.
This can be even mare exhausting on top of the disease itself”
{P135)

Availability and coordination of IBD care fadiities and senices

9 “When in hospital | think putting uin a ward with a shared toilet i
a bit hard"{P184)

1@, "1 have had very little follow up cre after being diagnasad in 2012
My referral has been kost twice and | am still not under the careof a
gastoantemlogist or on any mediation despite my diagnosis (FREE)

when their symptoms are exacerbated. Quaote 9 in
Table & comprehensively captures what other
participants also described.

d. Awvailability and coordination of IBD care facilities

and services:

Another area highlighted by patients was the
availability of their own toilet on the ward, not
having to share a room with others and the poor
quality of hygiene in hospitals (Table 6, quote 10).
In addition: quicker appointments, quicker
diagnosis, regular follow up and at least, an annual
review of care and local IBD facilities for patients
living in the remote areas was among the other
key areas identified by the participants in need of
improvement (Table 6, quote 11).
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Discussion

The primary aim of this survey was to explore 1BD pa-
tients' experiences of current services and make recom-
mendations for future service development. The strength
of this study lies in: the key aim to co-design IBD services
in the NHS in Scotland; the diverse sample of patients
(making it a cross sectional representation of patients with
IBD in comparison to other similar studies [28-30]) and
the systematic method of data analysis. To the authors'
knowledge, this is the first study to qualitatively explore
the 1BD patients’ experiences and perspectives about their
NHS IBD care in Scotland using a cross-sectional analysis.
The findings have given a clear insight into what is im-
portant to patients with IBD.

Participants expressed that while living with [BD, their
needs are wider than just being medical or biological.
Coping with the extra-gastrointestinal manifestations,
side effects from medications and particulady the dis-
tress from the relapsing nature of the condition was
something that participants found challenging when not
supported adequately. They also acknowledged that ex-
acerbation of symptoms often caused extra stress associ-
ated with travel to and from work. This in addition to
the tiredness, fatigue and pain, made working full time
very difficult. The participants also reported that the dis-
abling impact of IBD was not always recognised by the
employers and the public in general and therefore sug-
gested that strategies needed to be put in place to raise
awareness on the disabling nature of [BD.

The data reflects that the participants perceived that the
disease had wider effect on their quality of life (inclusive
of mental/emotional, physical, social and occupational
health). This highlighted the need for a more holistic ap-
proach to their care, which includes psychological, coun-
selling and dietician services at least at the point of
diagnosis. This is supported by evidence from the litera-
ture that emotional and dietary support plays a key part in
the quality of life for patients with IBD and should be met
accordingly [31-35].

In addition, they suggested practical advice and strat-
egies on how to live with IBD as soon as diagnosed. For
example, one of the main symptoms, poor bowel control,
is a major concern for patients with [BD, because it limits
their personal, working and social lives in complex ways;
thus practical advice at diagnosis would be invaluable for
better quality of life [36]. This is also in line with evidence
from recent literature that highlights the limitation of a
purely Gl-centric view of IBD [37], advocating the need
for a biopsychosocial model in gastroenterology particu-
larly for chronic Gl conditions [38].

Participants were most satisfied with their care when
had good access to IBD clinicians and IBD patients with
a named IBD nurse reported higher satisfaction. In con-
trast, some service users were not aware of such a
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specialist role, and many participants described that im-
proved access to an IBD clinician (IBD nurse and gastro-
enterologist) would be an advantage when having
exacerbated symptoms. In fact, previous studies suggest
that hospital visits were reduced and remission increased
among patients with IBD when IBD specialist nurse was
involved in their care management [39, 40].

And finally, participants described that one of the diffi-
culties with their care was not having a dear IBD care
pathway. They felt that there were gaps in communica-
tion across different departments and as a result, their
care was not well coordinated which resulted in waiting
for appointments with specialists for months or have
even been referred to the wrong place. The relapsing na-
ture of the disease can have a restrictive effect on many
aspects of daily life for patients. Thus, the services for
these patients should not only be comprehensive but
also easily accessible and well-coordinated This requires
integration and coordination of different health care sec-
tors, medical and non-medical professionals, social and
health care facilities and funding agencies [41]. In return,
integrated care with a cear pathway for patients could
play a significant role in determining health-related qual-
ity of life for IBD patients [22, 42].

Thus, findings that illustrate the patients’ perspective
about the care received, are worth considering by clini-
cians, researchers and policy makers aiming at improv-
ing the standards of care for patients with IBD. This
study has provided strong evidence from patients’ per-
spectives that a purely Gl-centric view of IBD is no lon-
ger an adequate way of addressing the disease concerns
and attention to mental and sodal health should not be
overlooked by healthcare providers who often tend to
focus only on gastrointestinal symptoms [16]. Thus, the
patients’ accounts from the study make a stronger case
for adopting the biopsychosocial model in IBD care. Al-
though the biopsychosocial model is not new in gastro-
enterology and IBD care and has been applied in various
degrees in different countries as mentioned before,
nonetheless is still rare even more so on a national scale.

This model identifies the need for specialists from dif-
ferent disciplines to work together in a holistic and coor-
dinated way. This means that the various specialists
(services/teams/clinicians) communicate regularly, have
a collective referral system and work together to offer in-
tegrated treatment to patients In return, this would
lessen the confusion not only among patients, but also
among healthcare providers when giving advice or mak-
ing referrals. This in addition, could prevent patients be-
ing lost’ in the system and allow an early engagement
with services when needed before escalating to emergency
admissions. Patients also require easy treatment access to
IBD specialists such as IBD nurses Patients expressed a
greater satisfaction with their care when they consulted
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IBD nurses. Evidence also suggests that having [BD nurses
with extended roles results in improvement in health out-
comes and saving in healthcare costs [22].

Limitations
A limitation of this study was that all study information
had to be given on the first ‘page’ of the survey and it was
not possible to provide an oral explanation or to take oral
consent. However, as with paper-based information sheet,
the ‘first page’ of the survey identified who the researcher
was, reason for conducting the survey, what the survey
data will be used for and anonymity of the survey [43].
Another limitation is that the experiences of the re-
spondents may not be representative of all 1BD service
users in Scotland as not everyone with [BD responded
to the survey. Patients with [BD that do not have access
to the media that was used to distribute the survey were
not able to participate. However, in qualitative studies,
the strength lies with the richness of data, which was re-
ceived from those that participated, providing invaluable
feedback about the current IBD services.

Condusions

In conclusion, this study described the personal experi-
ences of IBD services by the users who identified key
areas for improvement. Although these findings do not
represent the views of all patients with 1BD in Scotland,
the findings give a clear insight into some practical rec-
ommendations for treatment providers, service man-
agers and policy makers to enhance the IBD standard of
care. These findings also provide information for service
planners and policy makers on the importance and value
of co design both for designing and restructuring of ser-
vices that are relevant for service users.
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Scotland IBD Steering Group Survey

Introduction

Crohn's and Colitis UK is seeking the views of people with IBD in Scotland, to better understand the standards of
treatment and care that they are receiving. This includes diagnosis, symptoms and the length of time you wait for
advice and treatment.

We will use the trends identified, to demonstrate the need for further improvements in standards of care for everyone
with these conditions in Scotland, at a meeting of influential MSPs and patients later this year.

This is a short, anonymous survey that will take up to 10 minutes to complete.

*1.Do you receive your treatment in Scotland?

O Filling in thiz on behalf of & childe

4. What was the year of your diagnosis of Crohn’s Disease or Ulcerative Colitis

Page 1
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Scotland IBD Steering Group Survey
5. Do you have an IBD Nurse?

7. Who by?

O Gastroenterologist

8. How long ago were you last poorly (flare up) with Crohn’s Disease or Ulcerative
Colitis?

O Less than & months =

O 6 - 12 months 800 =
O 1 -2 years ag0 =
O 2 - 4 years g0 =
D Mare than four years

If you were last poory more than four years ago, please specify below...

Page 2
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Scotland IBD Steering Group Survey
9. What were the symptoms of your most recent flare up?
|| piarmoea
I:I Change in bowel habit
|:| Urgency
[ ncontinence =
D Rectal bleeding =

I:' Active fistulalabscess =
I:' Abdominal pain =
I:I Constipation

[:| Vomiting =

|:| \Weight loss

|:| Loss of appetite w

I:' Symptoms outside the bowel (skin, eye, joint inflammation)

Other (please specify)

10. What did you do?

O Contact health professional

Other (please apacify)

11. Did you follow guidelines agreed with a Health professional for your self treatment

() ves
() o

Flease explain

Page 3
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Scotland IBD Steering Group Survey
12. Who did you contact?

() aee-

() 180 Nurse

O Gastroenterclogist
() civana
(Dera

O Secretaryl/Admin staff

Other (please specify)

13. How long did you have to wait for advice, after contacting your health service...

O Less than 24 hours =

O 24 — 48 hours =
O 2-5days =

Mare (please specify)

Page 4
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Scotland IBD Steering Group Survey

14. What action was taken

I:' No action taken =

I:' Advicelinformation about managing my illness «
I:' Old medication altered =

D Mew medication begun =

Mutritional therapy begun =

|| Biood test

D Stool test =

[ ] Endescopy

[:| Faecal Calprotectin test m
|:| X-rayw

[ ] scan

I:' Referral to & Gastroenterslogist =
D Referral to & Surgeon =

I:' Referral to 8 Rheumatologist =

I:' Referral to a Dermatologist -

I:' Referral to an 1BD nurse =

I:' Referral to & Dietitian =

[_| Referral to & CounssllonPaychologist
I:' Admission to hospital =

Oiher (please specify)

15. Would you have liked to have been referred to
I:' Gastroenterologist =

I:' Surgeon =

I:' Rheumatologist =

D Dermatologist «

I:' IED nurse =

I:' Dietitian =

I:l CounselloriPaychologist =

Other (please specify)

205



Scotland IBD Steering Group Survey

16. Would you have liked a referral to any of the following
|:| Occupational Therapist w

D Careers Adviser =

D Social Worker =

|| vecationsi Renabilitation Service

Other (please specify)

17. Overall how satisfied were you with your treatment

ey satisfied Quite satisfied

O O Mot gﬁed Very Slsﬁeﬂ

18. During this flare up did you take time off:-

() ves
O No

O Mot Applicable

19. How long?

O Less than one week =

20. Please tell us two things which you think are good about your NHS care:-
=

[

Page 6
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Scotland IBD Steering Group Survey

21. Please tell us two things which you think would improve your NHS care:-
-
[ -
22, Anything else you would like to tell us about living with IBD?
-
[~
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Inflammatory Bowel Disease ||

PWE-058 Co-designing inflammatory bowel disease
(ibd) services in scotland: the patients perspective

M Schoultz, L Macaden . A Watson - and NHS Highland IBD QIP Group

+ | Author Affiliations

Abstract

Introduction The Scottish Government—s ambition is to ensure that health services are co-
designed with the communities they senve.

IBD lifelong management has historically been dependent on the available health services.
Crohn's and Caolitis UK and the Scottish Government have recognised the need to review and
update the current IBD care model o a model that reflects the range of daily needs for IBD
patients.

An anline survey was conducted where IBD patients were asked to express their views on
what is good about the NHS care they receive, what should improve and anything else they
would like to add about living with IBD. This survey is the first step of co-designing and
developing a national strategy for IBD service improvement in Scotland.

Aim To explore IBD patients’ experiences of current services and make recommendation for
future service development.

Method This study was part of a wider on line survey. The online survey was opened between
March and May 2014. Paricipants were IBD patients across Scotland. 777 took partin the
survey and 279 participants responded to the open ended questions about their experiences
with IBD services. Thematic analysis of all data was conducted independently by two
researchers and then grouped under the key themes.

Results Three key themes emerged from the analysis:

1. Quality of life: IBD patients highlighted the huge impact the disease has on quality of life and
the desperate and urgent need for better addressing this in a holistic way.

2.IBD clinicians: IBD patients recognise the need for more IBD nurses and gastroenteralogists
along with better access to them. Those with 2 named IBD nurse reported to be more satisfied
with their care.

3. Clear IBD care pathway: IBD patients identified that better coordination of care and
communication between all departments involved in IBD care delivery is needed along with
making the IBD care pathway more explicit to IBD patients.

Conclusion IBD patients recognise that while living with IBD, their needs are wider than
medical and biological; therefore a more holistic approach to their care is needed. While IBD
patents with named IBD nurse reported higher satisfaction with their care, they recognise the
need for integrating psychological, counselling and dietician services in the IBD care, together
with practical advice an how to live with IBD as soon as diagnosed.

Disclosure of interest Mone Declared.
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Appendix 3: Ethics application documents: NRES approval with amendments

Aberdeen
AB15 BRE

»
Telephone: 01224 556450 Gramplan
Facsimile: 01224 558609
Emall: nosras@nhs. not

NRES Committees - North of Scotland
Summerfield House
2 Eday Road _

8 April 2013

Mrs Mariyana Schoullz
Clinical Academic Feallow
University of Stirling
Centre for Haalth Science
Old Perth Road
INVERNESS

W2 3JH

Dear Mrs Schoultz

Study title: The use of Mindfulness based cognitive therapy for improving
quality of life in inflammatory bowel disease patients: A pilot
randomised controlled trial with embedded process evaluation

REC reference: 13/NS/0018

IRAS project ID: 73028

Thank you for your email of & April 2013, respending to the Committes’s request for further
infarmation on the above research and submitting revised documentation,

The further information has been considered on behalf of the Committee by the Acting Scientific
Officar. :

We plan to publish your research summary wording for the above study on the NRES website,
together with your contact details, unless you expressly withheld permission to do so.
Publication will be no sarlier than three months from the date of this faveurable opinion letter.
Should you wish to provide a substitule contact point, require further information, or wish to
withhold permission to publish, please contact the Co-ordinalor Mrs Carol Irvine,
carolirvine@nhs.net.

Confirmation of ethical opinion
On behalf of the Committee, | am pleased to confirm a favourable ethical opinion for the above

resaarch on the basis described in the application form, protocel and supporting documentation
as revised, subject to the conditions specified below.
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Ethical review of research sites
MNHS sites

The favourable opinion applies to all MHS sites taking part in the study, subject to managemant
permission being obtained from the NHS/HSC RE&D office prior to the start of the study (see
“Conditions of the favourable opinion” below).

Mon-NHS sites

The Committee has not yet been notified of the outcome of any site-specific assessment (S5A)
for the non-MHS research site(s) taking part in this study. The favourable opinion does not
therefore apply to any non-NHS site at present. We will write to you again as soon as one
Research Ethics Committee has notified the outcome of a S5A. In the meantime no study
procedures should be initiated at non-NHS sites.

Conditions of the favourable opinion

The favourable opinion is subject fo the following conditions being met prior to the start of the
study.

Management Qemlésion or approval must be obtained from each host organisation prior to the
start of the study at the site concerned.

Management permission ("R&D approval™) should be sought from all NHS organisations
involved in the study in accordanca with NHS research governance arrangements.

Guidance on applying for NHS permission for research is available in the Integrated Research
Application System or at http:/hwww.rdforum.nhs.uk,

It is the responsibility of the sponsor to ensure that all the conditions are complied with
before the start of the study or its initiation at a particular site {as applicable).

Approved documents

The final list of documents reviewed and approved by the Committee is as follows:

Document T e | Version Dafe.

Covering Email ' 3 April 2013
Evidence of insurance of indemnity 12 February 2013
Interview Schedules/Topic Guides 1 14 Fehruary 2013
Invésﬁgaior CW: Mariyana Schoultz 14 February 2013
Letter from Sponsor 12 February 2013 |
Lefter of invitation fo participant: L1 3 8 April 2013 |
Information for Clinicians 2 24 January 2013
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Document Version. - |Date
CV - Claire Byard } 18 February 2013
CV - Angus Walson 18 February 2013
CV - lain Atherton ) 18 February 2013
CV - Peter Wilkes 18 February 2013
Flow Diagram 1 |24 January 2013
GCP Certificate of Completion - Claire Byard 4 April 2013
Parlicipant Consent Form 2 24 January 2013
Participant Information Shest: P2 |3 " |26 March 2013
Brotocol: P1 nre . 3 8 A 2073
CQuestionnaire: UK Inflammatory Bowel Disease S 1 14 February 2013
Questionnaire
Questionnaire: Beck's Depression Inventory 1 14 February 2013
CQuestionnaire: Self Evaluation Questionnaire STAl Form Y-1 |1 14 February 2013
Cluestionnaire: Self Evaluation Questionnaire STAl Form Y-2 |1 14 February 2013
Questionnaire: Crohn's Disease Activity Index (CDA) 1 " |14 February 2013
CQuestionnaire: Simple Clinical Colitis Activity Index 1 14 February 2013
Questionnaire: Day-to-Day Experiences 1 14 February 2013
Questionnaire: SQ 1 30 November 2012
Questionnaire: Demographic Information 1 |24 January 2013
REC application - 73028/41612 |14 March 2013
317580
Referees or other scientific critique report 18 February 2013
Response to Request for Further Information 4 April 2013
Response to Request for Further Information & April 2013

Statement of compliance .

The Commiltes is constituted in accordance with the Governance Arrangaments for Research
Ethics Committess and complies fully with the Standard Operating Procedures for Research

Ethics Committees in the UK.

After ethical review

Reporiing requirements

The aftached document “After efhical review — guidance for researchers” gives detalled
guidance on reporting requirements for studies with a favourable opinion, including:

Notifying substantial amendments

Adding new sites and investigators
Motification of serious breaches of the protocol
Progress and safety reporis

Motifying the end of the study

- 82 & » 8
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The NRES website also provides guidance on these tapics, which is updated in the light of
changes in reporting requirements or procedures,

Feedback

You are invited to give your view of the service that you have received from the National
Research Ethics Service and the application procedure. If you wish to make your views known
pleasea use the feedback form available on the website.

Further information is available at National Ressarch Ethics Service website > After Review.

[ 13/NS/0018 Please quote this number on all correspondence |

We are plaased to welcome researchers and R & D staff at our NRES committee members’
fraining days — sea details at http:/lwww.hra.nhs.uk/hra-training/

With the Committee's hast wishes for the success of this project.

Yours sinceraly
Cowls) 1¥¥ing

Dr Alex Johnstone
Chair

Enclosures: " After ethical review — guidance for researchers” SL-AR2

Copy to: ‘Ms Carol Johnstone .
s Frances Hines, MHS Highland Research and Development Office .
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NRES Committees - North of Scotland
Summerfield House

2 Eday Road

Aberdeen

AB15 6RE

Telephone: 01224 558458
Facsimile: 01224 558609
Email: nosres@nhs.net

28 August 2013

Mrs Mariyana Schoultz
Clinical Academic Fellow
University of Stirling
Centre for Health Science
Old Perth Road
INVERNESS

IV2 3JH

Dear Mrs Schoultz

Study title: The use of Mindfulness based cognitive therapy for improving
' quality of life in inflammatory bowel disease patients: A pilot
randomised controlled trial with embedded process evaluation

REC reference: ~ 13/NS/0018
Amendment number: AMO1
Amendment date: 06 August 2013
IRAS project ID: 73028

Thank you for your email of 28 August 2013, notifying the Committee of the above

amendment and the omission of the Protocol.

The amendment has been considered by the Ethics Co-ordinator.

The Committee does not consider this to be a “substantial amendment" as defined in the
Standard Operating Procedures for Research Ethics Committees. The amendment does not
therefore require an ethical opinion from the Committee and may be implemented
immediately, provided that it does not affect the approval for the research given by the R&D

office for the relevant NHS care organisation.

Documents received

The documents received were as follows:

Document Version Date

CV: Sheelagh Rodgers 18 July 2013
Notification of a Minor Amendment AMO1 6 August 2013
Letter from Sponsor 17 June 2013
CV: Margot Henderson 19 June 2013
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Document Version Date

Covering Letter Email 6 August 2013
CV: David Williams 16 June 2013
Protocol 4 May 2013
Participant Information Sheet: P2 4 30 May 2013

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for

Research Ethics Committees in the UK.

[ 13/NS/0018: Please quote this number on all correspondence

=)

Yours sincerely

(VS \N.W\L

Mrs Carol Irvine
Ethics Co-ordinator

Copy to: -Frances Hines, NHS Highland
Ms Carol Johnstone
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NRES Committees - North of Scotland

Summerfield House
2 Eday Road
Aberdeen

AB15 6RE

Telephone: 01224 558458
Facsimile: 01224 558609
Email: nosres@nhs.net

6 August 2013

Mrs Mariyana Schoultz
Clinical Academic Fellow
University of Stirling
Centre for Health Science
Old Perth Road
INVERNESS

V2 3JH

Dear Mrs Schoultz
Study title:

REC reference:
Amendment number:
Amendment date:
IRAS project ID:

The use of Mindfulness based cognitive therapy for
improving quality of life in inflammatory bowel disease
patients: A pilot randomised controlled trial with embedded
process evaluation

13/NS/0018

AMO1

6 August 2013

73028

Thank you for your email of 6 August 2013, notifying the Committee of the above

amendment.

The amendment has been considered by the Ethics Co-ordinator.

The Committee does not consider this to be a “substantial amendment* as defined in the
Standard Operating Procedures for Research Ethics Committees. The amendment does not
therefore require an ethical opinion from the Committee and may be implemented
immediately, provided that it does not affect the approval for the research given by the R&D
office for the relevant NHS care organisation.

Documents received

The documents received were as follows:

Document Version Date

CV: Margot Henderson 19 June 2013
CV: Sheelagh Rodgers 18 July 2013
Letter from Sponsor 17 June 2013
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Document Version Date

CV: David Williams 16 June 2013
Participant Information Sheet: P2 4 30 May 2013
Notification of a Minor Amendment -~ Covering Email 6 August 2013
Covering Email 6 August 2013

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for

Research Ethics Committees and complies fully with the Standard Operating Procedures for

Research Ethics Committees in the UK.

| 13/NS/0018:

Please quote this number on all correspondence

Yours sincerely
@l s

Mrs Carol Irvine
Ethics Co-ordinator

Copy to:

Ms Frances Hines, NHS Highland Research and Development Office

Ms Carol Johnstone
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19, Jul,

2013 13:52 Ko. 0976 P 2

NHS S$8i IRAS Version 3.5

3

10.

i

12

13,

If the resaarch Is approved by the main REC and NHS organisation, [ undsrake 1o achere 1o the sludy protocol, the
terms of the application of which the maln REC has given a favourable opinlon and the conditions requested by the
NHS crganisation, and to inform the NHS organisation within local limelines of any subsequent amendments to
Ihe protocol.

If the research is approved, | undertake to abide by the prnciples of the Ressarch Govemnance Framework for
Heallh and Soclal Care,

| am awara of my responsibility to be up to date and comply with the requirements of the law and
relevant guidelines refsting to the conduct of regearch.

| undertaka to disclose any conllicts of Interest lhét may arise during the course of this research, and lake
rasponsibility for ensuring that all staff involved In the research are aware of their responsibiities to disclose
canfllcts of interest,

| understand and agree that study fles, documents, research records and data may be subject to ingpaction by the
NHE organisation, the spongor or an independent body for monitoring, audit and inspection purposes

11ake responsibility for ensuring that staff involved in the research at this site hold appropriale conlracts for the
duration of the research, are familiar with the Research Governance Framework, the NHS erganisation's Data
Protection Policy and all olher relevant policies and guideknes, and areé appropriately trained and sxpérienced.

| undertaks 1o complele any progress sndior final reports as requested by (he NHS organisation and understand
that confinualion of permission to conduct research within the NHS organisation Is dependant on satisfactory
complellon of such reports,

| undertaks to malntain a project file for this research in accordance with the NHS organlgstion’s policj.

| lake responsibility for ensurlng that all serious adverse events are handled within the NHS organisation's poficy
for reporting and handling of adverse evenls

| undsrstand that information relating Lo this research, including the contacl delails on this application, will be hold
by the RAD office and may ba held cn national research information systems, and that 1his will bs managed
accordlng to the principles established in the Data Protection Act 1888,

1 undersiand that the informalion contained in this application, any supporting documentation and all
correspondence with the R&D office andfor the REC system refaling to the application will be subject to the
provisions of the Frasdem of Information Acts and may bs disclosed In response to requests made under the Acls
axcapl where statutory exemptions apply.

Signature of Principal Investigator %m

or Local Collaberator:

Print Name: DA'V' 3 A W
Date; /G. T ,3 '

1 73028/478364/8/734/93060/276285
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Aberdeen
AB15 6RE

-
Telephone: 01224 558458 Gramplan
Facsimile: 01224 558609
Email: nosres@nhs.net

NRES Committees - North of Scotland
Summerfield House
2 Eday Road

5 April 2013

Mrs Mariyana Schoultz
Clinical Academic Fellow
University of Stirling
Centre for Health Science
Old Perth Road
INVERNESS

V2 3JH

Dear Mrs Schoultz

Study Title: The use of Mindfulness based cognitive therapy for
improving quality of life in inflammatory bowel disease
patients: A pilot randomised controlled trial with embedded
process evaluation

REC reference number:  13/NS/0018

Thank you for your email of 4 April 2013, responding to the Committee’s request for further
information on the above research, and enclosing the following revised documents:

Document Version Date

Covering Email 4 April 2013
Letter of invitation to participant: L1 2 26 March 2013
GCP Certificate of Completion - Claire Byard 4 April 2013
Participant Information Sheet: P2 3 26 March 2013
Protocol: P1 2 26 March 2013
Response to Request for Further Information 4 April 2013

The further information and revised documentation has been considered on behalf of the
Committee by the Chair.

The Committee would be grateful for a more complete response on the following points:

+ The Committee ask that the 'Consent to Contact Form' be removed and that the
participants opt-in to the study. Please confirm that only an opt-in approach will be used.
This will need to be amended in the Protocol and Letter of Invitation.

Any further revised document submitted should be given a revised version number and date.
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The 60 day clock for issue of a final ethical opinion on this application will re-start when the
Committee has received a response on the outstanding points.

| 13/NS/0018 Please quote this number on all correspondence ]

Yours sincerely

@b Irvuas
Mrs Carol Irvine
Acting Scientific Officer
Copy to: Ms Carol Johnstone

Ms Frances Hines, NHS Highland Research and Development Office
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Aberdeen
AB15 6RE

Telephona: 01224 558458 Grampian

Facsimile: 01224 558609
Email: nosres@nhs.net

NRES Committees - North of Scotland N H s
Summerfield House
2 Eday Road

15 March 2013

Mrs Mariyana Schoultz

Clinical Academic Fellow

University of Stirling

Centre for Health Science

Old Perth Road

INVERNESS

V2 3JH

Dear Mrs Schoultz

Study Title: The use of Mindfulness based cognitive therapy for improving
quality of life in inflammatory bowel disease patients: A pilot
randomised controlled trial with embedded process evaluation

REC reference: 13/NS/0018

IRAS project ID: 73028

The Research Ethics Committee reviewed the above application at the meeting held on
14 March 2013.

Documents reviewed

The documents reviewed at the meeting were:

Document Version Date

Covering Letter 18 February 2013
Evidence of insurance or indemnity 12 February 2013
Interview Schedules/Topic Guides 1 14 February 2013
Investigator CV: Mariyana Schoultz 14 February 2013
Letter from Sponsor 12 February 2013
Letter of invitation to participant 1 30 November 2012
Information for Clinicians 2 24 January 2013
Consent to Contact Form 1 30 November 2012
CV - Claire Byard 18 February 2013
CV - Angus Watson 18 February 2013
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Document Version Date

CV - lain Atherton 18 February 2013
CV - Peter Wilkes 18 February 2013
Flow Diagram 1 24 January 2013
Participant Consent Form 2 24 January 2013
Participant Information Sheet 2 24 January 2013
Protocol 1 15 October 2012
Questionnaire: UK Inflammatory Bowel Disease 1 14 February 2013
Questionnaire
Questionnaire: Beck's Depression Inventory 1 14 February 2013
Questionnaire: Self Evaluation Questionnaire STAI Form Y-1 |1 14 February 2013
Questionnaire: Self Evaluation Questionnaire STAI Form Y-2 |1 14 February 2013
Questionnaire: Crohn's Disease Activity Index (CDAI) 1 14 February 2013
Questionnaire: Simple Clinical Colitis Activity Index 1 14 February 2013
Questionnaire: Day-to-Day Experiences 1 14 February 2013
Questionnaire: SQ 1 30 November 2012
Questionnaire: Demographic Information 1 24 January 2013
REC application 73028/4161{14 March 2013
23/1/590
Referees or other scientific critique report 18 February 2013

Provisional opinion

The Committee would be content to give a favourable ethical opinion of the research, subject to
receiving a complete response to the request for further information set out below.

It must be noted that full ethical approval for the study should not be assumed until you
receive a final letter of approval.

The Committee is unable to give an ethical opinion on the basis of the information and
documentation received so far. Before confirming its opinion, the Committee requests that you
provide the further information set out below,

Authority to consider your response and to confirm the Committee's final opinion has been
delegated to the Chair.

Further information or clarification required

Thank you for attending the meeting by video-conference and clarifying the following points:
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The Committee wondered whether the approach to deliver MBCT therapy would be
standard, as it was noted that in some places, a full day session was delivered before rolling
out the weekly sessions. You replied that MBCT was a standard approach and that this
would be a 2 hour session over 8 weeks and would be delivered by a group facilitator. You
added that participants would be encouraged to practice at home for 45 minutes a day.

The Committee noted that Claire Byard would be carrying out the sessions and felt that

Ms Byard should attend GCP Training as it was not clear from her CV whether she had any
previous study experience. You replied that Claire Byard and Peter Wilkes would facilitate
the sessions and felt that it would be acceptable for them to attend GCP training and would
arrange for this.

The Committee noted that a Topic Guide or Interview Schedule had not been included for the
Focus Groups and Interviews. You replied that a copy had been submitted. This was the
document entitled Process Evaluation Survey.

The Committee pointed out that there were a number of spelling/typographical errors with the
Letter of Invitation and Participant Information Sheet but that these would be detailed in the
letter. The Committee added that audio-recording should be included in the Information
Sheet and that on page 4, under the heading 'What will happen if | don't want to carry on in
the study?', the word 'treatment’ was not the right word. You agreed that this should be
changed.

The Committee wondered what would happen if a participant was prescribed medication
during the study. You replied that as this was a pilot study it would not be affected if they
started medication during the study and could remain in the study. The Committee asked if
participants might have taken part in MBCT previously. You replied that this was something
that had been debated but as the study was mainly looking for an effect at this stage then it
would not matter. However this might need to be reconsidered.

The Committee noted that the approach to participants would be made by the consultant and
that they would be given a 'Consent to Contact' form. The Committee felt that it might be
easier if participants were given the information and then they opt-in by contacting the
researcher rather than completing the Consent to Contact form. You replied that both
options would work.

The Committee felt that it would take longer than 25 minutes to complete the Questionnaires
and asked you to reconsider the time aspect. The Committee also pointed out that the
master copy of one of the Questionnaires had been submitted and asked that the scoring
sheet be removed prior to sending to the participant. You agreed to this.

The Committee noted that 3 reminders would be sent to participants and felt that this was
excessive. The Committee asked that no more than 2 reminders be sent. You agreed to
this.
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The Committee wondered whether a session would run with 2 minimum number of
participants. You replied that that was one of the things participants would be advised of,
that it might be up to a month before the session started but no longer than that. The
session would run with whatever numbers were available. This would also apply to the
control participants,

The Committee noted that the Questionnaire and the Topic Guide overlapped and asked if
this was a deliberate approach. You replied that the idea was to think about the discussion
and that the information in the Questionnaires were the key areas that were important to
know.

The Committee felt that the study could not be regarded as a randomised controlled trial as
the design of the study would just show that the intervention might/might not improve quality
of life. You replied that the design of the study was to see if any changes had arisen as a
result of the intervention. The Committee felt that the study should include longer term follow
up as changes made over a period of time would be relevant to the outcome. You replied
that participants would be followed up at 6 months but would be happy to extend this to

12 months as well as this would provide more information over the long term.

As a result of the above discussion, the Committee asked for the following points to be
addressed:

Please confirm in writing that Claire Byard and Peter Wilkes will attend GCP training and
forward copies of their Certificates when received.

Please clarify the approach made to participants, taking into consideration the comments
above regarding removing the ‘Consent to Contact' form.

Please confirm the time aspect involved in completing the Questionnaires.
Please confirm in writing that only 2 reminders will be sent.

Please provide paperwork for the 6 and 12 month follow-up.

Letter of Invitation

In the first paragraph, please include 'A' at the start of the second sentence and change
'‘Cronh's' to 'Crohn’s'. It may also be necessary to remove the second paragraph if the
Consent to Contact option is removed.

Participant Information Sheet

Please insert a sentence advising participants that the sessions, Focus Group discussion
and interviews will be audio-recorded.
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¢ Under the heading 'What is the purpose of the study?', first paragraph, please change ‘tall' to
‘toll' and in the second paragraph, change 'elevate’ to 'alleviate'. The paragraph starting 'We
think that now...about living with IBD' should also be removed.

 Under the heading "What will happen if | don't want to carry on in the study?', please find a
suitable replacement for ‘treatment’ as per the comments above.

¢ Under the heading 'Who has reviewed the study?', please remove the first 3 sentences and
replace with The North of Scotland Research Ethics Committee has reviewed this study'.

If you would find it helpful to discuss any of the matters raised above or seek further
clarification from a member of the Commiittee, you are welcome to contact
Dr Alex Johnstone.

When submitting your response to the Committee, please send revised documentation where
appropriate underlining or otherwise highlighting the changes you have made and giving revised
version numbers and dates.

If the Committee has asked for clarification or changes to any answers given in the application
form, please do not submit a revised copy of the application form; these can be addressed in a
covering letter to the REC.

The Committee will confirm the final ethical opinion within a maximum of 60 days from the date
of initial receipt of the application, excluding the time taken by you to respond fully to the above
points. A response should be submitted by no later than 13 April 2013.

Membership of the Committee

The members of the Committee who were present at the meeting are listed on the attached
sheet.

Statement of compliance
The Committee is constituted in accordance with the Governance Arrangements for Research

Ethics Committees and complies fully with the Standard Operating Procedures for Research
Ethics Committees in the UK.

| 13/NS/0018 Please quote this number on all correspondence |

Yours sincerely

Coul) l(VlA.AL

f® Dr Alex Johnstone
Chair
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Enclosures: List of names and professions of members who were present at the
meeting and those who submitted written comments.

Copy to: Ms Carol Johnstone
Ms Frances Hines, NHS Highland Research and Development Office
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NRES Committees - North of Scotland (2)

Attendance at Committee meeting on 14 March 2013

Committee Members:

| Name

Profession Present | Notes
Mr Stuart Bale Lay Member - Retired HSE Manager | Yes
- Shell
Mr Russell Brinklow Community Psychiatric Nurse No Written
comments
received
Dr Jennifer Caldwell Senior Lecturer in Occupational Yes
Therapy
Dr Sarah Christie Lay Member - Reader in Law Yes
Mr Gary Cooper Quality Assurance Manager Yes
Dr Stuart Hannabuss Lay Member - Independent Yes
Researcher
Dr Georgina Hold Senior Lecturer - Gastroenterology | Yes
Mrs Baljit Jagpal MRI Lead Superintendent Yes
Dr Alex Johnstone Chair & Senior Scientist in Human | Yes
Nutrition
Dr Petr Kalous Consultant Neonatologist Yes
Dr Kirsty Kiezebrink RCUK Research Fellow in Obesity |Yes
Miss Rhoda MacKenzie Senior Lecturer in Medical No
Education. Vascular Surgeon
Professor lain McEwan Professor - Personal chair in Yes
Molecular & Cellular Endocrinology
Dr Mandy Moffat Research Fellow - Psychology No
Dr Jeremy Morse Manager of Clinical Skills Yes
Ms Anna Maria Radwanska | Observer No
Mrs Sian Roughton Intensive care Research & Follow- |Yes
Up Nurse
Dr Ruth Stephenson Vice Chair and Consultant in No
Anaesthesia
Mrs Fiona Watson Lay Member - Ex Company Director | No

Also in attendance:

Name

Position (or reason for attending)

Miss Karen Gauld

Ethics Administrator

Mrs Carol Irvine

Ethics Co-ordinator
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Aberdeen
AB15 6RE

Telephone: 01224 558458 Gramplan
Facsimile: 01224 558609
Email: nosres@nhs.net

NRES Committees - North of Scotland
Summerfield House
2 Eday Road

21 February 2013

Mrs Mariyana Schoultz
Clinical Academic Fellow
University of Stirling
Centre for Health Science
Old Perth Road

INVERNESS

IV2 3JH

Dear Mrs Schoultz

Study title: The use of Mindfulness based cognitive therapy for improving
quality of life in inflammatory bowel disease patients: A pilot
randomised controlled trial with embedded process evaluation

REC reference: 13/NS/0018

IRAS project ID: 73028

Thank you for your application for ethical review, which was received on 21 February 2013.
| can confirm that the application is valid and will be reviewed by the Committee at the
meeting on 14 March 2013.

Meeting arrangements

The meeting will be held in the Conference Room, Summerfield House, 2 Eday Road,
Aberdeen, AB15 6RE on 14 March 2013.The Committee would find it helpful if you could
attend the meeting to respond to any questions from members. Other key investigators and
a representative of the sponsor are also welcome to attend. This may avoid the need to
request further information after the meeting and enable the Committee to make a decision
on the application more quickly.

If you have a disability and need any practical support when attending the REC meeting you
may wish to contact the REC office so appropriate arrangements can be made if necessary.

If you are unable to attend the meeting the Committee will review the application in your
absence.

You have indicated that you wish to attend by video-conference at approximately 2.15pm. It
would be helpful if you could provide contact details for this. Please note that it is difficult to
be precise about the timing as it will depend on the progress of the meeting. We would
kindly ask you to be prepared to wait beyond the allocated time if necessary.
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Committee meetings are occasionally attended by observers, who will have no vested
interest in the applications under review or take any part in discussion. All observers are

required to sign a confidentiality agreement.
Documents received

The documents to be reviewed are as follows:

Document Version Date
Covering Letter 18 February 2013
Evidence of insurance or indemnity 12 February 2013
Interview Schedules/Topic Guides 1 14 February 2013
Investigator CV: Mariyana Schoultz 14 February 2013
Letter from Sponsor 12 February 2013
Letter of invitation to participant 1 30 November 2012
Information for Clinicians 2 24 January 2013
Consent to Contact Form 1 30 November 2012
CV - Claire Byard 18 February 2013
CV - Angus Watson 18 February 2013
CV - lain Atherton 18 February 2013
CV - Peter Wilkes 18 February 2013
Flow Diagram 1 24 January 2013
Participant Consent Form 2 24 January 2013
Participant Information Sheet 2 24 January 2013
Protocol 1 15 October 2012
Questionnaire: UK Inflammatory Bowel Disease 1 14 February 2013
Questionnaire
Questionnaire: Beck's Depression Inventory 1 14 February 2013
Questionnaire: Self Evaluation Questionnaire STAI Form Y-1 |1 14 February 2013
Questionnaire: Self Evaluation Questionnaire STAI Form Y-2 |1 14 February 2013
Questionnaire: Crohn's Disease Activity Index (CDAI) 1 14 February 2013
Questionnaire: Simple Clinical Colitis Activity Index 1 14 February 2013
Questionnaire; Day-to-Day Experiences 1 14 February 2013
Questionnaire: SQ 1 30 November 2012
Questionnaire: Demographic Information 1 24 January 2013
REC application 73028/4161 {14 March 2013
23/1/590

Referees or other scientific critique report

18 February 2013

No changes may be made to the application before the meeting. If you envisage that
changes might be required, we would advise you to withdraw the application and re-submit

it. .
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Notification of the Committee’s decision

You will receive written notification of the outcome of the review within 10 working days of
the meeting. The Committee will issue a final ethical opinion on the application within a
maximum of 60 days from 21 February 2013, excluding any time taken by you to respond
fully to one request for further information or clarification after the meeting.

Site-specific assessments
NHS sites

Site-specific assessment (SSA) for any site within the National Health Service (NHS) or
Health and Social Care (HSC) in Northern Ireland will form part of the research governance
review. The Site-Specific Information (SSI) Form for the site should be included with the
application for R&D approval.

If the REC gives a favourable opinion, this will apply to any NHS/HSC site on condition that
management permission is obtained from the host organisation prior to the research starting
at the site.

There is no need to submit the SSI Form to the local REC.
R&D approval

You should seek approval from the R&D office for the relevant care organisation to conduct
this research at a NHS site. The R&D approval process may take place at the same time as
the ethical review. Final R&D approval will not be confirmed until after a favourable ethical
opinion has been given.

Any researchers and local research collaborators who intend to participate in this study at
other NHS sites should also apply for R&D approval from the relevant care organisation.
You should advise researchers and local collaborators accordingly.

For guidance on applying for R&D approval, please contact the NHS R&D office at the lead
site in the first instance. Further guidance resources for planning, setting up and conducting
research in the NHS are available from hitp://www.rdforum.nhs.uk.

Communication with other bodies

All correspondence from the REC about the application will be copied to the research
sponsor [and to the R&D office for [name of care organisation at lead site]]. It will be your
responsibility to ensure that other investigators, research collaborators and NHS care
organisation(s) involved in the study are kept informed of the progress of the review, as
necessary.

We are pleased to welcome researchers and R & D staff at our NRES committee members'

training days — see details at http://www.hra.nhs.uk/hra-training/
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| 13/NS/0018 Please quote this number on all correspondence

Yours sincerely

Cord) Irvianae
Mrs Carol Irvine
Acting Scientific Officer
Copy to: Ms Carol Johnstone

Ms Frances Hines, NHS Highland Research and Development Office
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Appendix 4: R&D management approval and amendments

Document :17/08/10, V1

R&D Ref No: 903

REC Ref No: 13/NS/0018

NRS Ref No: NA

EudraCT Ref No: NA

MHRA Ref No: NA

Today's Date: 07/06/2013
Mrs Mariyana Schoultz

Clinical Academic Fellow
University of Stirling
Centre for Health Science
Old Perth Road

Inverness

V2 3JH

Dear Mariyana,

Frances Hines

Research & Development Manager
NHS Highland Research & Development Office

Reom S101

Centre for Health Science
Oid Perth Road
Inverness

V2 3JH

Tel. 01463 255822
Fax: 01463 255838

E-mail: frances.hines@nhs.net

NOTICE OF YOUR RESEARCH PROJECT AMENDMENT

PROJECT TITLE: The Use of Mindfulness-Based Co
Quality of Life in Inflammatory B

s

Highland

gnitive Therapy for Improving
owel Disease Patients: A Pilot

Randomised Controlled Trial with Embedded Process Evaluation

Amendment Number: AM 01 | Amendment Date: 30/05/2013
Amendment Type Minor; Amendment Type
Modified:
Amendment Type | v
Substanﬁal_:
Has REC approval Did not require REC v
approval

NHS Highland's R&D Department acknowledges receipt of the above amendment. This is:

Not applicable to our site:

Minor and for our information only:

v

R:\Common\Management\Letters\Management A
Working with you to make Highland the healthy

%

hE,

\3 00) x
VAAS
5 Qq*

Crsaa®

IOSI),

pproval leners'2013 Approval Letters\Acknowledgement Jetters\903 (AMO1).doc
place to be

Headquarters: Assynt House, Beechwood Park, INVERNESS 1V2 3HG

Chairman: Garry Coutts -

Chief Executive: Dr Roger Gibbins BA MBA PhD
Highland NHS Board is the common name of Highland Health Board
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NHS
— '
Highland

This amendment does not require approval from NHS Highland.
Please continue to keep us updated on any change to the research project.

Yours sincerely,

Frances Hin
Research & Development Manager

Copied  Frances Hines, R&D Manager, Room S101, Centre for Health Science, Old Perth
to Road, Inverness, 1V2 3JH
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Professor Angus Watson
Research & Development Director

NHS Highland Research & Development Office
Room §101
Centre for Health Sciencs 3 y

Oid Perth Road
Inverness

V2 3JH nghland

Tel: 01463 255822
Fax: 01463 255838
E-mail: angus.watson@nhs.net

09 April 2013 NHS Highland R&D ID: 903
NRSPCC ID: NA

Mrs Mariyana Schoultz

Clinical Academic Fellow

University of Stirling

Centre for Health Science
Old Perth Road

Inverness

V2 3JH

Dear Mrs Schoultz,

Management Approval for Non-Commercial Research

| am pleased to tell you that you now have Management Approval for the research project
entitled: ‘The Use of Mindfulness-Based Cognitive Therapy for Improving Quality of
Life in Inflammatory Bowel Disease Patients: A Pilot Randomised Controlled Trial
with Embedded Process Evaluation [Protocol V3] ‘. | acknowledge that:

The project is sponsored by the University of Stirling
The project does not require external funding at the current time. However, if this
should change following funding applications you must ensure you inform
the NHS Highland R&D Office.

* Research Ethics approval for the project has been obtained from the North of
Scotland Research Ethics Committee, (Reference Number: 13/NS/0018).

Headquarters:
NHS Highland, Assynt House, Beechwood Park, Invemness, IV2 3HG

A\ Ao, Chairman; Mr Garry Coutts
Fof0/" Chicf Exccutive: Elaine Mead
< & Highland NHS Board is the common name of Highland Health Board

233



The Site-Specific Information form for this site has been reviewed (completed on
27/02/13) and there is no objection to NHS Highland being included as a site for
this project

The following conditions apply:

The responsibility for monitoring and auditing this project lies with the University of
Stirling.

This study will be subject to ongoing monitoring for Research Governance purposes
and may be audited to ensure compliance with the Research Governance
Framework for Health and Community Care in Scotland (2006, 2™ Edition),
however prior written notice of audit will be given,

It is noted that no indication has been given of including a Trial Participant
Alert in patient medical records, and it is strongly recommended that this
action forms part of the research at this site.

All amendments (minor or substantial) to the protocol or to the REC application
should be copied to the NHS Highland Research and Development Office together
with a copy of the corresponding approval letter.

The paperwork conceming all incidents, adverse events and serious adverse
events, thought to be attributable to participant’s involvement in this project should
be copied to the NHS Highland R&D Office.

Monthly recruitment rates should be notified to the NHS Highland Research and
Development Office, detailing date of recruitment and the participant trial ID
number. This should be done by e-mail on the first week of the following month.

Please report the information detailed above, or any other changes in resources used, or
staff involved in the project, to the NHS Highland Research and Development Manager,

Frances Hines (01463 255822, frances hines@nhs.net ).

Frances Hines, R&D Manager, NHS Highland Research & Development Office,
Room S$101, The Centre for Health Science, Old Perth Road, Inverness, IV2 3JH

"~
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Appendix 5: University Ethics Approval

JPISG

11 January 2013

Mariyana Schoultz

Clinical Academic Fellow
Nursing, Midwifery and Health
Highland Campus

7@ | UNIVERSITY OF
STIRLING

SCROOL OF
NURSING, MIDWIFERY
AND HEALTH

Email  nursingmidwifary@str.ac.uk
Web www nm.str ac.uk

John Paley
Chair
School Resaarch Ethics Committee

Centre for Health Science
Old Perth Road

Inverness .

V2 3JH Tei- +44 (0) 1786 455399

Fax +44 (0) 1786 466333
Email. john paleviBstic ac i

School of Nursing, Migwifery and Health
University of Stiring
Strling  FKOALA

Dear Mariyana

Can Mindfulness Based Cognitive Therapy (a group self-help program) improve
the quality of life for Inflammatory Bowel Disease patients? A pilot randomised
controlled trial.

Thank you for submitting this application, which was discussed at the meeting on 9
January 2013.

| am happy to inform you that the Committee has decided to approve the application,
subject to a few queries and clarifications which can be dealt with on a chair's action
basis.

The specific queries/clarification are, in no particular order:

« We think you should inform GPs that their patients are involved in the study. This
is not always necessary, but this particular piece of research, involving a new
intervention, is something GPs should be aware of. The information sheet and
consent form should be amended accordingly.

« Itis not entirely clear who will be running the intervention group, or indeed the
focus groups, so further information on this point would be useful.

« The consent form should also include reference to the interviews and focus
groups (and the recording of them), as well as to the fact that recruited patients
will be randomised into one of the two arms.

Highland Campus: Stirfing Campus:
Cantre for Health Science Stirting
Old Perth Road FKS 4LA

Invemess V2 3JH

Tal 444 (0) 1463 255655
Fax: +44 {0) 1483 255654

Tal: +44 (0} 1785 466340
Fax 44 (0) 1768 466333

Western Isles Campus:

‘Westem Isies Hospital

MacAulay Read

Stomoway  Isle of Lawes  HS12AF

Tet +44 (0] 1851 708243
Fax +44 (0) 1851 705070

The University of Stirling is recognised as a Scottish Charity with number SC 011159
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Page 2

e Some of the inclusion criteria need to be operationalized. For example, it is not
clear how ‘ability to do light exercise’ will be assessed, or by whom.

e Question A62 on the IRAS form probably needs a little more detail. For example,
it is not clear how the qualitative data will be analysed

¢ There is a possibility, though perhaps a remote one, of interview and focus group
participants becoming distressed, given the nature of the condition from which
they suffer; so arrangements for support and/or counselling, in this eventuality,
would be helpful.

* We would be grateful if you could let us have copies of the outcome measure
and instruments that will be used in the study.
If you could let me have the additional information and amended passages, | will be

able to let you have a chair’s action decision quite quickly.

Incidentally, the final version of the protocol should be thoroughly proof-read. For
example, there are a number of typos in the information sheet.

Yours sincerely

,S*t“‘"LJ'/"'“ L¢Ltvc &

John Paley
(Chair)
School of Nursing, Midwifery and Health Research Ethics Committee
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Appendix 6: Patient information documents

?E{ UNIVERSITY OF

STIRLING

Can Mindfulness Based Cognitive Therapy (a group self-help program)
improve the quality of life for Inflammatory Bowel Disease patients? A pilot
randomised controlled trial

Information for Clinicians

We are looking to recruit participants for a research study investigating the feasibility and
effect of a group self-help program called mindfulness based cognitive therapy (MBCT) in
order to find out if this program can help improve the guality of life of inflammatory bowel
disease (IBD) patients.

What are the inclusion and exclusion criteria for participants?
Inclusion Criteria:

1. Be able to verbally communicate and write in English (English language does not
have to be first language).

2. Able to give informed consent.

3. Age of 18 or over (no upper limit).

4. Confirmed diagnosis of Crohn's disease or Ulcerative Colitis (by clinician).

5. Ability to do stretching (such as lifting arms above the head and bending the
knees).

6. To be able to commit to at least 6 sessions out of 2.

7. To be able to commit to do home practice of up to 45 minutes daily in the first 8
weeks of the study.

B. Mo change of antidepressants (dose or type] within the last three months.

Exclusion Criteria:
1. Unable to give informed consent.
2. Major psychiatric illness.
3. Active alcohal or drug dependency.
4. 5cheduled for major surgery in the next three months.
5. Participation in pharmacological study or psychological intervention study within
the last six months or intention to participate in pharmacological study during the
duration of this study.
6. Have recently (within the last three months) been prescribed antidepressants.
7. With exacerbated symptoms
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What does the study involve?

The first stage of our research will involve informing eligible patients about the current
study carried out in NHS Highland. If the patients are s2en in clinic, this can be done verbally
and passing the participant information sheet to the interested patient. If the patients are
not going to be seen in clinic in the next few manths, sending a letter of invitation will be
appropriate together with participant information sheet. The participant information sheet
will hawve researcher’s contact details, giving an option to the patient to contact the
researcher and find out more about the study. Potential participants will be given the
opportunity to meet with researcher to discuss the study before signing a consent form.

Does this study affect usual treatment?

Mo. The usual treatment should not be affected in any way.

How can | help?

By informing patients who meet the inclusion criteria by letter of invitation or verbally if
possible, about the study. Information sheet with researcher contact details, consent form
and self-addressed envelope will be enclosed with this letter.

Who is organising the research?

The Chief Investigator far this project is Mariyana Schoultz-Clinical Academic Fellow under
supervision of Professor Angus Watson. The research team also include Dr lain Atherton-
Lecturer both based at University of Stirling, Centre for Health Science, Inverness. The
sponsors for this research are University of Stirling. This study has been approved by the
Ethics Committee of University of Stirling and North of Scotland Ethics Committee. The
research is funded by NHS endowments.

Thank you for your assistance. If you would like to further discuss any aspect of this
research, please contact:

Mariyana Schoultz in first instance on 01463255647/ msB4@stir.ac.uk or

Professor Angus Watson on 01463255612/ angus. watson@nhs.net.

24,/01/2013: L2-Version 2
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R UNIVERSITY OF \—-\ ,—-'
‘& | STIRLING Highland

CONSENT FORM

Can Mindfulness Based Cognitive Therapy (a group self-help program)
improve the quality of life for Inflammatory Bowel Disease patients? A pilot
randomised controlled trial

MName of Researcher:

Please initial box

1. | confirm that | have read and understand the information sheetdated. ...
Mersion ... ) for the above study and have had the opportunity to ask guestions.

2. | understand that my paricipation is voluntary and that | am free to withdraw at any
time, without giving any reason, without my medical care or legal rights being affected.

3. | agree to take part in the above study. D
4. | understand that my GP will be informed about my involvement in the study. |:|
5. 1 understand that the group self-help training and the group chat will be audio I:l
recorded.

Mame of Patient Date Signature

Mame of Person taking consent Date Signature

(if different from researcher)

Researcher Date Signature

1 copy for patient; 1 copy for researcher; 1 copy to be kept with hospital notes

24/01/2013: C1 Version 2
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UNIVERSITY Ol

STIRLING

Address:

Date:

Dear Dr <Surname=

NHS

Highland

Mariyana Schoultz

Clinical Academic Fellow

University of Stirling, School of NMH
Centre for Health Science

Old Perth Road

Inverness

W2 3IH

01463255647
mariyana.schoultz@stir.ac.uk

Can Mindfulness Based Cognitive Therapy (a group self-help program) improve the quality of life for
Inflammatory Bowel Disease patients? A pilot randomised controlled trial

Patient Hospital number:

| write to inform you that your patient has agreed to participate in the above study.

Approval for the study has been obtained from the appropriate Ethics and Research Committees and

R&D Highland management.

Please could you advise me if you have any concerns regarding your patient's involvement in the
study. If so, please contact me on 01463255476 within a week of the date of this letter. If | do not
hear from you by that date | will take it that you have no objections.

| wiould be happy to discuss the study further with you if you feel that would be necessary.

Yours sincerely

proceed

Mariyana Schoultz

Clinical Academic Fellow

08,/04,/2013: GP letter Version 1
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&fis | UNIVERSITY OF NH
STIRLING Hightand

Dear XXX MX

Re: Can Mindfulness Based Cognitive Therapy (a group self-help program) improve the
guality of life for Inflammatory Bowel Disease patients? A pilot randomised controlled
trial

| am contacting you to let you know about some research currently being carried out at NHS
Highland. A research student from University of Stirling is working with the NHS to identify
people with a confirmed diagnosis of Crohn's disease or ulcerative colitis. They are asking
people to take part in a research project that is investigating the effectiveness of a group
self-help program called mindfulness based cognitive therapy and to find out if this program
can help improve the quality of life of inflammatory bowel disease patients and help reduce
any distress associated with symptom management.

This letter is to let you know that NHS Highlands is involved in the study and to ask if you
would be willing to consider taking part. Please be assured that invalvement in this research
is completely voluntary and whether or not you decide to take part will not affect the
treatment we offer you now or in the future.

If you are interested in helping with this research, please read the attached information
sheet very carefully as it gives a full description of what will be expected of each volunteer.
Any study travel expenses will be reimbursed.

If you decide yvou want to get in touch with the researcher to find out more about the study,
the researcher’s contact details are pravided in the information sheet. The researcher will
answer any questions you might have about the research.

Kind regards,

Drr 3000

08/04/2013: L1- Version 3
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@RS | UNIVERSITY OF
&’ | STIRLING Highland

Can Mindfulness Based Cognitive Therapy (a group self-help program) improve the
quality of life for Inflammatory Bowel Disease patients? A pilot randomised controlled
trial

INVITATION

You are being invited to take part in a research study. Before you decide if you want to take part in the
study or not, it is important for yvou to understand why the research is being done and what it will
involve. Please read the following information and take your time to consider if this is right for you.
Also, you may want to show this document to other people or discuss it with relatives, friends and
professionals involved in your care. If there is anything that is not clear, or if you have any further
questions, please feel free to contact Mariyana Schoultz on 01463255647 or ms24@stir.ac . uk.

WHAT IS THE PURPOSE OF THE STUDY?

The purpose of the study is to learn if a group self-help program called Mindfulness Based Cognitive
Therapy (MBCT) iIs a useful and acceptable program to inflammatory bowel dissase patients. We
know that managing disease symptoms as well as getfing on with life can be stressful and can
sometimes cause anxiety and depression. Stressful events can have a high toll on your quality of life.

We think that a self-help program may help to alleviate some of the distress caused by managing the
disease. This particular seli-help program (MBCT) has helped patients with other chronic illnesses o
cope better with their symptoms and helped them improve their quality of life. However, this paricular
program has never been used with inflammatory bowel patients and we want to find out what you think
about the program if you decide to take part in the research.

The self-help program (MBCT) in this study is a non-pharmacological (no medication) program
designed to improve emotional, social and physical wellbeing. It involves teaching individuals different
stress management, relaxation, self-care and self-help technigues over a period of 2 weeks. The

INOEN13 B Version 4 Page 1of 5
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MBCT program is taught in a2 group setting. The teaching will involve using regular daily activities like
sitting, walking, lyving down and light stretching (for example liting your arms above your head or
bending your knees). Those daily activities will be enhanced by focusing on breathing and paying
attention in a particular way.

If you decide to take part in the study, you will be involved in the study for approximately 8-12 weeks
with follow up guestionnaires at 6 months.

WHY HAVE | EEEN INVITED?

You have been invited to take part in this study because you have a diagnosis of either Crohn's
disease or Ulcerative Colitis, you are of age 18 or over and are able o give informed consent. We are
looking to recruit 40 patients from the Highlands area.

DO | HAVE TO TAKE PART?

Mo, it is up to you to decide if you want to take part in the study. Once you have read through all the
information about the study, you will be able fo ask us any questions you have that might help you to

make your decision. We will then ask that you sign a consent form to show that you understand what the

study is about, and what you have agreed to do.

You are free to withdraw from the study at any fime without giving a reason if you decide to do so.
Whether you choose to take part or not, you will continue to receive the same standard of care and your

treatment will not be affected in any way.

WHAT WILL HAPPEN TO ME IF | TAKE PART?

Sometimes we don't know which way of freating patients is best. To find out, we need to make
comparisons between the different freatments. We put people into groups and give each group a
different “freatment’; the results are compared to see if one is better than the other. To ensure the
agroups are the same to start with, each patient is put into a group by chance (randomly) via computer.
The resulis are then compared. We will inform you which group have the computer selected for you.

If you decide to take part in the study, vou will be asked to sign a consent form. Once a consent form
has been signed, you will be asked to fil in five short questionnaires which you can take home and
send it back in stamped self-addressed envelopes provided. The guestionnaires will be asking you
questions about quality of life, daily siresses, low mood, mindfulness and disease activity specific

questions.
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After the eight weeks, vou will be asked again to fill in the same five questionnaires o see if the self-
help training has made any difference on stress, mood, quality of life etc. We will also ask you to fill in
one further short questionnaire asking yvou what your thoughts are about the program and the whole
research process. You will also be invited to come along to a group chat where you can tell us what
your experience was of the program and the research process. The group sessions and the group
chat will be audio recorded.

In this study we will have two groups. One group will receive the training in self-help (MBCT) and the
ather group will receive a leaflet ‘living with 1BD. You will have 50/50 chance to be selected by a
computer to be in the group that will receive the self-help training and 53/50 chance to be in the group
with “living with IBD' leaflet. When we have enough people for both groups (approximately 8-10 in
each group) we will start the self-help group. We are planning to start the groups no earlier than 220
July 2013. Patients in the group with ‘living with IBD' leaflet will have an opportunity to get free training
in the same self-help program after all follow up guestionnaires have been completed and returned
(after approximately 12 months).

WHAT DO | HAVE TO DO?

If you are selected for the self-help (MBCT) group, you will be asked to attend 8 group session
(approximately 2 hours each) over a period of & weeks. You will be encouraged to do home practice
for approximately 45 minutes for six out of seven days in the eight weeks. You will be provided with
audio CD's and instruction booklets to guide you through your home practice.

If you are selected for the group receiving the leaflet ‘living with 1BD', you will be given the leaflet and
you will be asked to read the leaflet in full within the 8 weeks.

Regardless of which group vou are, you will also be asked to fill in the same five questionnaires at the
start (after you have signed consent form) and the end of the eight weeks. We will ask you to fill in a
further short guestionnaire at the end of the =ight weeks and we will invite you o come for a group
chat that will Iast for an hour.

After 6 and 12 months from the start of the study we will ask you to complete and return the same five
questionnaires (we will send you a reminder closer to the time).

WHAT IS THE PROGRAM EEING TESTED?
The self-help program being tested is called Mindfulness Based Cognitive Therapy. The program
consists of eight practitioner led group sessions over eight weeks. Each session is approximately two
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hours long. This program has been tested and has been used in a range of physical illnesses in LUK
and USA. The treatment is based on Mindfulness Based Stress Reduction programme developed in
Massachusetts for lower back pain twenty years ago. Since then, it has been adapted and used for
distress, pain, anxiety and depression across the UK.

WHAT ARE THE SIDE EFFECTS OF TAKING PART?
There have not been any known side effects to date recorded for taking part in this program.

EXTRA SUPPORT

If you notice that you might need any additional support in the course of the self-help training, we will
advise you to contact the GF to access further support. You can also contact the Breathing Space
number 08008335387 free of charge Iif you feel you need to speak to somebody confidentially.

WHAT ARE THE POSSIBLE BENEFITS OF TAKING PART?

We believe that going through the self-help training, you may learn different skills of how to reduce the
effect of daily stress, anxiety and depression. Learning those skills may help improve your quality of
life. Learning those skills may also give you a sense of empowerment and confrol of how you are
feeling.

WHAT HAPPENS WHEN THE RESEARCH STUDY STOPS?

When the study stops, we will have o analyse the information that we have collected in the study. If
you were allocated to the ‘living with IBD leaflet group, and if you wish, there will be an option for you
to enrol for an eight week self-help training after we have collected all quesiionnaires. If you were
allocated to the MBCT group, you will not have to do anything.

When the results are going to be published, we will send you a brief summary of the findings, if you
wish.

WILL | BE PAID?
You will not receive payment for taking part in this research but if you attend the group sessions, we
will cover any travel expenses related to atiending those appointments.

WHAT WILL HAPPEN IF | DON'T WANT TO CARRY ON IN THE STUDY?

In a climical trial, the participant may wish to withdraw entirely or may wish to withdraw from the self-
help program, but be willing to continue to be followed up. You can inform us of any decision at any
time. Your decision to withdraw will not affect the care you receive. If you withdraw from the study, we
will use the data collected up to your withdrawal.
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WILL MY TAKING PART IN THIS STUDY BE KEPT CONFIDENTIAL?

Yes, all information about you collected in this study during the course of the research will be kept
stricthy confidential. The information collected for the study will be converted into codes (using
numbers} and any names or information that can identify you personally will be removed. This
anonymous information is then stored on computer discs that are kept in locked cabinets in secure
research offices. Only the research student camying out the research will have access to that
information. If we publish any research or other documents based on information from this study, this
will nat identify you by name.

INFORMING YOUR HEALTH PRACTITINER
With your consent, we will inform your GF about your involvement in this research.

WILL ANY GEMNETIC TESTS BE DONE?
Mo genetic testing will be done.

WHAT WILL HAPPEN TO THE RESULTS OF THIS CLINICAL TRIAL?

All information collected from the study will be securely held in a database. The results of the study
will be published in an academic health care journal and health conferences and will be shared with
the Health Board which will inform clinical decision making in the field. You will not be identified in any
report/publication.

WHO 15 ORGANISING AND FUNDING THIS CLINCIAL TRIAL?
The trial is been organised by University of Stirling and MHS Highlands.

WHO HAS REVIEWED THE STUDY?
The Maorth of Scotland Ethics Committee has reviewed this study. The project has also been reviewed
and approved by service users, who will continue to advise us on the running of all parts of the study.

CONTACT FOR FURTHER INFORMATION
If you have any concems or other gquestions about this study or the way it has been carried out, please
contact a member of the research team:

Mariyana Schoultz Prof Angus Watson

Researcher (CI) Academic Supervisor

014632557647 014632557612
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Appendix 7: Sponsor and Indemnity

=iz | UNIVERSITY OF

@7 | STIRLING

NHS RESEARCH GOVERNANCE FRAMEWORK REQUIREMENTS
(FORM 1)

R nsibility of Spons anisation — Confirmation of Compliance wi GF

In agreeing to act as a “sponsor’ as defined in the Chief Scientific Office Research
Governance Framework (RGF) for Health and Community Care, the University of Stirling
gives a commitment to fulfil its responsibilities as sponsor. The definition of "sponsor” as
defined in the Chief Scientific Office Research Governance Framework (RGF) is “the
organisation taking primary responsibility for ensuring that the design of the study meets
appropriate standards and that arrangements are in place to ensure appropriate conduct and
reporting [...]".

http:/ivww. .scot.nhs.uk/cso/Publications/ResGov/Framework/RGF EdTwo pdf

While the University of Stirling has sponsor responsibilities, the day-to-day local management
and conduct of the research project rests with the principal investigator (P1) and/or academic
supervisor from the University; and responsibility for the quality of the research and
appropriate experience of the Pl rests with the Head of the host academic School.

Ensuring compliance with RGF requirements and undertaking to safeguard the integrity of
every aspect of the research are serious responsibilities. You are asked to read the following
responsibilities and to confirm your agreement to undertaking this role by signing the
declaration overleal. Your Head of School (or designated representative) should then
countersign. On receipt of the signed form, the relevant research development manager in the
Research and Enterprise Office, will issue a letter to the funding body or NHS partner(s),
confiming the University's acceptance as a sponsor.

Title of project Can MBCT improve quality of life in inflammatory bowel disease?
Funding Body

Chief Investigator for | Prof Angus Watson

the University

School School of Nursing, Midwifery and Health

Other partners

Project Reference 13/NF/0018

Start date 4Hl0y) 205  [Enddste | iC/oR] 2014

Your responsibilities as Principal Investigator (Pl) with respect to the project

referenced in this form are:

1. To ensure that adequate resources and support are in place to perform the activities which have
been allocated to the local project team and that these resources are efficiently utilised.

2. To set up syslems to ensure that any adverse effects caused by the project are minimised,
managed appropriately and reported to the sponsor and co-investigators, where appropriate.

3. To ensure an adequate system is in place to record and review and to report significant
developments pertaining to the project including safety of participants, scientific directions as well
as ensuring imely raporting of the project progress and outcomes to the sponsor and funders when
required and to co-investigators in an appropriate manner.

4. To ensure that all procedures in the project proposal submitted to the NHS are adhered to, unless
amendments, changes and deviations, in agreement with the Chief Investigator, have been
submitted and approved through the appropriate ethics approval and local ethics committee review.

5. To ensure financial information and data related to the research project will be available for audil
and review by appropriate bodies.

The Pl must also be satisfied that:
6. All arrangements are consistent with RGF and current relevant legisiation.

7. Principles of good research practice, namely rigour, honesty, integrity, openness and accountability,
as defined in RGF are applied at all times and levels of the research project.
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10.

1.

12.

13.

14.

15.

16.

17.

18.

19.

20.

@EE | UNIVERSITY OF

%7 | STIRLING

To ensure the proposed division of the work and responsibilities for the work is agreed by all groups
and individuals involved in the research project.

If the project involves human participants, their dignity, safety and rights are of the utmost
importance to the local project team.

Independent review has shown that the proposal to be worthwhile, of high sciertific quality and
representing good value for money.

The study is ethical and the project will be or has been reviewed and approved by a local research
ethical review process prior to the commencement of the research project.

If the research project is a clinical trial, the current legistation is complied with and that appropriate
regisiration and notifications have been completed, including associated dinical triaks in other sites.

Appropriate insurance, financial arrangements and agreements are in place to compensate anyone
harmed during the project.

Staff invelved in the research project are qualified by education, training and experience and have
received sufficient information to perform the tasks allocated including information contained in the
RGF and that new staff are appropriately supervised during the research project.

Students are appropriately supervised during the research project and students have received
sufficient training and information to perform the tasks allocated including information contained in
the RGF.

Systems are in place to ensure the best quality of data generated and the integrity and
confidentiality of such data,

Good practice is applied for the management and storage of research data In order to comply with
the legislation, maximise resource use and protect sensitive data,

The data analysis, outcomes and conclusions of the research project are open to critical review
through the appropriate channels such as scientific journals without compromising outstanding
commercial and intellectual property obligations,

Arrangements, in accordance with confidentiality agreements, are in place for the conclusion of the
study, publication and dissemination of findings (including information sent to sludy participants) as
well as ownership of intellectual property. This must take into account obligations to funding bodies.

There are written agreements/procedures for management and monitoring of the research project,
in particular in the case of high-risk projects or if the direction of project changes significantly.

Principal investigators must ensure that their activities are in line with the corporate
responsibilities of the sponsor organisation (The University of Stirling)

21,

22.

23.

24,

25.

26.

Commitment to upholding and encouraging the principles of best practice governing the academic
work and professional conduct of staff and students for which the sponsor is responsible,

Compliance with current relevant legislation and ensuring that its research activities are carried out
to fulfil legal obligations, including clinical trial regulations and the highest ethical and safaty
standards at all times and at all levels of the project.

Fostering of an environment in which the dignity, safety and rights of human participants must be of
the utmost importance.

Ensuring that research conducted under the auspices of the sponsor organisation, by staff and
students for which the sponsor has responsibility, complies with procadures and policies for good
research practice, governance and ethics, including appropriate ethical review and approvals.

Ensuring that adequate resources are In place to perform the activities which have been allocated
to the Jocal project team and that these resources are efficiently utilised.

Monitering of research progress and ensuring compliance, especially of external collaborators and
subcontractors.
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27. Ensuring thal complaints of misconduct are investigated with thoroughness and rigour, bearing in
mind any legal requirements, including The Human Rights Act, Freedom of Information Act and
Data Protection Act.

28. Provision of adequate insurance cover to ensure compensation in the event of negligent and (where
appropriate) non-negligent harm arising from the research.

29. The sponsor has also responsibility for articulating and publicising applicable standards, training
new and existing staff and students, acting as the accountable guarantor to external bodies and
ensuring appropriate arrangements for the management of research are in place.

30. Establishment of systems to ensure the respact of confidentiality and privacy agreements and
ensuring that dissemination of research outputs is done in an appropriate manner.

31. Establishment of systems to identify, protect and exploit intellectual property and provision of
agreements covering ownership of intellectual property and parinership arrangements,

32. Fair recruitment and sefection of staff, access to training and continuous career development and
provision of the best research environment which regards researchers as professionals.

33. Cooperaling with any investigation arising from complaints received In respect of actions taken by
staff for which the sponsor has responsibility, including making financial information and data
related lo the research project available for audit and review by appropriate bodies.

DECLARATION OF ACCEPTANCE OF THE RESPONSIBILITIES OF THE ROLE OF SPONSOR ON
A RESEARCH PROJECT CONDUCTED ON NHS PREMISES OR INVOLVING NHS PATIENTS,
STAFF, DATA, ASSOCIATED CARERS, HUMAN ORGANS OR TISSUES.

INTERNAL ETHICAL APPROVAL STATUS: To be sought/ Response awaited/ Granted
EXTERNAL ETHICAL APPROVAL STATUS: To be sought! Response awaited/ Granted

| have read and understood the list of requirements and responsibilities detailed in the Chief Scientific
Office RGF for Health and Community Care and wish to nominate the University as sponsor for this
project, on which | will be Principal Investigator/ Lead Researcher/ Academic Supervisor for the
University of Stirling
Prineipatinvestinates’ Academic Supervisor (delefe as Wf&te* ) Né\ d’
Name D2 \aw  ATuedTod Signature e Bl ] :
pate W' X1

Student (If applicable) — if the Pl is a student, the academic supervisor must sign above and the student

below. .
name /Ay P A JeroLiii2 Signature //

Date __04/02/ /3

Notes
For student projects, these responsibiities rest with the academic supenisor
Other modets of sponsorship may be considered if a significant part of the work and responsibilities: are attributed to
other organisations:
(a) Join sponsorship ~ where all partners are equally responsible (and kable) for sp hip requi 15 for
the research taking place under their ausplices, including extemal collaborators
(b) Co-sponsorship - where specific responsibilities of sponsorship are divided amongst, and delegated to,
partner organisations In the project
If the single spc hip model is adopted, as defined in the present agreement, and external collaborators and
partners are involved in the project, Pls must obtain confirmation of their compliance to RGF using the Responsibiity
of External Collaborators - Confirmation of Compliance with RGF form, avadable from the University's Research and
Enterprise office,
Guidance and advice on any aspect of RGF procadures and requirements is from the University’s Research
and Enterprise Office - [Contact your Research Development Manager].
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UNIVERSITYOF
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STIRLING FK94LA SCOTLAND
Carol Johnstone

Business Development Manager
RESEARCH & ENTERPRISE OFFICE

Tel: 01786 466650
Fax: 01786 466688
E-mail: caroljohnstone@stir.ac.uk

17 June 2013

To Whom It May Concern:
Research Study: Can MBCT improve quality of life in inflammatory bowel disease

I am pleased to confirm that the University of Stirling will undertake the role of sponsor as
outlined in the Research Governance Framework for Health and Community Care for the
project entitled “Can MBCT improve quality of life in inflammatory bowel disease”™, Chief
Investigator Mrs Mariyana Schoultz, School of Nursing, Midwifery and Health, University of
Stirling.

The study was initially planned to be single centred but the Chief Investigator is submitting
an amendment to make it multi centred to maximise recruitment and [ hereby confirm that the
University of Stirling is happy to proceed as sponsor on that basis,

Yours sincerely

Go.r&@s\@&.z&

Carol Johnstone
Research Development Manager
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| UNIVERSITY OF
% ' STIRLING
STIRLIMNG FE9 4LA SCOTLAND
Carol Johnstone

Business Development Manager
RESEARCH & ENTERFRISE OFFICE

Tel: (¥ 76 400650
Fax: (786 dH6AEE
E-mail: carol johnstone@stir.ac.uk

S April 2013

To Whom It May Concern:

Research Study: Con MBCT improve quality of life in inflammatory bowel disease

I am pleased to confirm that the University of Stirling will undertake the role of
spansor as outlined in the Research Governance Framework for Health and Community
Care for the project entitled "Can MBCT improve quality of life in inflanmatory bowel
disease”, Chief Investigator Mrs Mariyana Schoultz, School of Nursing, Midwifery and
Health, University of Stirling.

Yours sincerely
.
R s,

Carel Johnstone
Research Development Manager
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STIRLING FKO 4LA SCOTLAND

Carol Johnstone

Business Development Manager

RESEARCH & ENTERPRISE OFFICE

Tel: (01786) 466690

Fax: (01786) 466688

E-mail: carol. johnston@stir.ac.uk

12 February 2013

To whom it may concern
Research Study: Can MBCT improve quality of life in inflammatory bowel disease

This study is included in the following cover put in place by Aon Ltd. These policies are renewed
annually and the current period of insurance is 1 August 2012 — 31 July 2013,

1 confirm that the following cover is in place under the Professional Indemnity policy of the
University of Stirling. This policy provides indemnity to University of Stirling for legal liability to
third parties arising from breach of professional duty due to neglect, error or omission in the course
of the business of the University of Stirling.

The limit of the Professional Indemnity cover is £5,000,000 for any one event and in aggregate in any
one period of insurance.

In addition the University carries Public Liability cover in respect of its Legal Liability for accidental
loss of or damage to Third Party property or for death, injury, illness or disease arising out of the
business of the University of Stirling, including liability arising from goods sold or supplied.

The limit of the Public Liability cover is £20,000,000 any onc incident and in the aggregate of
Products.

1 trust that this is sufficient for your requirements. Please however do not hesitate to get in touch
with me should you have any queries.

Yours sincerely

Carol Johnstone

Rescarch mwlmm:r

The University of Stirling is & charity regietered in Scotland, number SC 011159
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Appendix 8: Questionnaires

[Beck's Depression Inventory

Thiz depression inventory can be self-scored. The scoring scale is at the end of the

gquesticnnaire.

Participant ID)

Date

Please circle (or tick) anmy of the statements that applies to you.

1.
W]
1
2
3
2.
0
1
2
3
3.
W]
1
2
3
4.
W]
1
2
3
0
1
2
3
B
0
1
2
3
T
0
1
2
3
3.
0
14/02/2013

I do not feel sad.

I feel zad

I am sad all the time and T can't snap out of it.
I am so zad and uvnhappy that I can't stand it.

I am not particularly discouraged about the future.

I feel dizcouraged about the future.

I feel I have nothing to look forward to.

I feel the fisture is hopeless and that things cannot improve.

I do not feel like a failure.

I feel I have failed more than the average person.

Az T look back on my life, all T can zee iz a lot of failures.
I feel I am a complete failure as a person.

I get az much satisfaction out of things as T used to.
I den't enjoy things the way [ used to.

I dom't get real satisfaction out of anything anymore.
I am dissatisfied or bored with everything.

I don't feel particularly guilty

I feel guilty a good part of the time.
I feel quite guilty most of the time.
I feel guilty all of the time.

I dom't feel I am being punished.
I feel I may be punizhed.

I expect to be punished.

I feel I am being punished.

I don't feel dizsappointed in myself.
I am disappointed in myself

I am disgusted with myself.

I hate myself.

I don't feel I am any worse than anybody else.

Version 1

NHS
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1 I atn critical of myself for my weaknesses or mistales.
2 I blame tnyzelf all the time for my faults.
3 I tlame myself for everything bad that happens.

I dom't have any thoughts of killing myself.

I have thoughts of killing myself, but I would not carry them out.
I would like to kill myzelf

I would kill myself if T had the chance.

L b e

10.

I dom't ery aty more than vsual.

I ery more now than T uzed to.

I cry all the time now.

T uzed to be able to cry, but now I can't ery even though I want to.

Lad Pl =

11.
I atn no more irritated by things than I ever was.
I am slightly more irritated now than vsual.

I atn quite annoyed or irritated a good deal of the time.
I fieel irritated zll the time.

L2 b =

I have not lost interest in other people.

I atn less interested in other people than T used to be.
I have lost most of my interest in other people.

I have lost all of my interest in other people.

[FEprp—_

I make decisions about as well as I ever could.

I put off maling decizions more than I uzed to.

I have greater difficulty in making decizions more than I used to.
I can't make decisions at all anymore.

L b e

14.

I dom't feel that I look atyy worze than T used to.

I am worried that I am looking old or unattractive.

I feel there are permanent changes in my appearance that mabe me lock
unattractive

I believe that I lock ugly.

b =

Laa

15.

I can work about as well as before.

It takes an extra effort to get started at doing something.
I have to push myself very hard to do anything.

I can't do any work at all.

[FEpr

16.
I can sleep as well as usual.
I don't sleep as well as I used to.

14,/02/2013 Version 1
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Lid

17

Lid bed =

18.

Lid bl =

19.

=

Lad b

20.

[l =]

Lad b2

21

[l =]

Lad b

14/02/2013

I wake up 1-2 hours earlier than usual and find it hard to get back to sleep.
I wake up several hours earlier than [ used to and cannot get back to sleep.

I don't get more tired than usual

I get tired more eazily than T uzed to.

I get tired from doing almost anything.
I am too tired to do anything.

My appetite 13 no worse than usual

My appetite iz not a3 good as it used to be.
My appetite is much worse now.

I have no appetite zt all anymore.

I haven't lost much weight if any, lately.
I have lost more than five pounds.

I have lost more than ten pounds.

I have lost more than fifteen pounds.

I amn no more worried about my health than usual.
I am worried sbout physical problems like aches, pains, upset stomach, or
constipation.

I atn very worried about physical problems and it's hard to think of much else.
I atn so worried about my physical problems that I cannot think of anything else.

I have not noticed any recent change in my interest in sex
I amn less interested in sex than [ used to be.

I have almost no interest in sex.

I have lost interest in sex completely.

Version 1
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Crohn's Disease Activity Index (CDAI)

Participant 1D Date

1. Please enter the number of liquid or soft stools each day for the last seven days

Monday Tuesday Wednesday | Thursday Friday Saturday Sunday

2. For any abdominal pain in the last week, please enter the severity of the pain (O=no pain, 1=mild,
2=moderate, 3=severe) for each day

Monday Tuesday Wednesday | Thursday Friday Saturday Sunday

3. Please tell us how was your general wellbeing in the last week, subjectively assessed from 0 (being
well) 1=slightly below par, 2=poor, 3=very poor, 4=terrible) for each day

Monday Tuesday Wednesday | Thursday Friday Saturday Sunday

4. Please tell us if you had any of these complications in the last week. Add one tick at each set of
complications if present within last week:

* the presence of joint pains {arthralgia) or frank arthritis

+ inflammation of the iris or uveitis

* presence of erythema nodosum, gpyoderma gangrenosum, or aphthous vlcers
+ anal fissures, fistulae or abscesses

# gther fistulas

* fever during the previous week.

5. Please tell us if you have been taking any medications for diarrhoea in the last week (circle ong)

Mo Yes

6. Please tell us if you had presence of an abdominal mass in the last week (circle one)

Mone

Questionable
Present
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7.Please tell us if you know your current Hematocrit level and if you are male or female

Haematocrit level
Iale
Female

B. Please tell us you current weight and your standard weight if you know

Current weight
Standard weight
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Demographic information

The next few questions will give us some basic information about who tock part in the study. We

will mot use your answers to identify you. Please tick one box like this IEI with a ball point pen.

If you change your mind just cross out your old response and make a new choice. Please answer
every statement.

1. Arevyou:

|:| Female
|:| vale

2. Age:

3. What is the highest level of education you have completed?

|:| High School
|:| Diploma
|:| Degree
|:| Masters
|:| Doctoral/MD

4. Your household '|nr:|:|me:|
less than £10,000
£10,000-£19 909

[]
[ ]
D £20,000-£29,999
[ ]

£30,000-£39,559

24/01/2013 version 1

258



UNIVERSITY O
STIRLING

D £40,000-50,000

|:| over £50,000

5. Marital status:
|:| single

|:| Married/cohahiting

|:| Separated/divorced

|:| Widowed

Thank you for your time.

24012013 wersion 1

NHS
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The UK Inflammatory Bowel Disease

Questionnaire
Patient Identification Mumbear: Date:

The following guestions ask about your bowel problem and how it affected your life over
the last two weeks. Please tick OME answer for each of the questions. If you are unsure

about how to answer any guestion, just give the best answer you can. Do not spend too

much time answering, as your first thoughts are likely to be most accurate.

On how many days over the last two weeks have you had loose or runny bowel

1 movements?
a. | None
b. | On one ar two days only
c. | Onthree to seven days
d. | On eight to fourteen days (ie more than every other day)
2 On how many days over the last two weeks have you felt tired?
a. | None
On one or two days only
c. | Onthree to seven days
d. | On eight to fourteen days (ie more than every other day)
3 In the last two weeks have you felt frustrated?
a. | Mo, not at all
b. | Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
4 In the last two weeks, has your bowel condition prevented you from carrying out your
work or other normal activities?
a. | Mo, not at all
b. | Yes, for one or two days
C. | Yes, for three to seven days
d. | Yes, for eight to fourteen days (ie more than every other day)
5 On how many days over the last two weeks have you opened your bowels more than
three times a day?
a. | None
b. | On one ar two days only
c. | On three to seven days
d. | On eight to fourteen days (ie more than every other day)
14/02/2013 Version 1
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6 0On how many days over the last two weeks have you felt full of energy?
3. | None
b. | On one or two days anly
C. | On three to seven days
. | ©n eight to fourteen days (ie more than every other day)
7 In the last two weeks have you been worried about being admitted to hospital because
of your bowel problem?
a. | Mo, not at all
b. | ¥es, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
B In the last two weeks did your bowel condition prevent you from going out socially?
a. | No, not at all
b. | Yes, some of the time
. | Yes, most of the time
d. | Yes, all of the time
e | Does not apply to me
a 0On how many days over the last two weeks have your bowels opened accidentally?
a. | None
b. | On one or two days only
c. | On three to seven days
d. | On eight to fourteen days (ie more than every other day)
10 | On how many days over the last two weeks have you felt generally unwell?
a. | None
b. | On one or two days onky
c. | On three to seven days
d. | On eight to fourteen days (ie more than every other day)
11 | In the last two weeks have you felt the need to keep close to a toilet?
a. | Mo, not at all
b. | Yes, some of the time
C. | Yes, most of the time
. | ¥es, all of the time
12 In the last two weeks, has your bowel condition affected your leisure or sports
activities?
a. | No, not at all
b. | ¥es, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
e. | Does not apply to me
13 | On how many days over the last two weeks have you felt pain in your abdomen?
a. | Mone
b. | On one or two days only
14/02/2013 Version 1
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c. | Onthree to seven days
d. | On eight to fourteen days (ie more than every other day)
14 On how many nights over the last two weeks have you been unable to sleep well
(days if you are a shift worker)?
a. | Mone
b. | On one or two nights only
c. | Onthree to seven nights
d. | On eight to fourteen nights (ig more than every other night)
15 | In the last two weeks have you felt depressed?
a. | Mo, not at all
Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
16 In the last two weeks have you had to avoid attending events where there was no
toilet close at hand?
a. | No, not at all
b. | Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
17 On how many days over the last two weeks have you had a problem with large
amounts of wind?
a. | Mone
b. | On one or two nights only
c. | Onthree to seven nights
d. | On eight to fourteen nights (jg more than every other night)
18 | On how many days over the last two weeks have you felt off your food?
a. | Mone
b. | On one or two days only
C. | Onthree to seven days
d. | On eight to fourteen days (ie more than every other day)
19 Many patients with bowel problems have worries about their illness. How often
during the last two weeks have you felt worried?
a. | Mo, not at all
b. | ¥es, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
20 | On how many days over the last two weeks has your abdomen felt bloated?
a. | Mone
b. | On one or two days onky
c. | Onthree to seven days
d. | On eight to fourteen days (ie more than every other day)
21 | In the last two weeks have you felt relaxed?

Mo, not at all

Yes, some of the time

¥es, most of the time

alm|o|a

¥es, all of the time

14
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72 On how many days over the last two weeks have you noticed blood with your bowel
movement?
d. | None
b. | On one or two days only
c. | On three to seven days
d. | On eight to fourteen days (i2 more than every other day)
23 | In the last two weeks have you been embarrassed by your bowel problem?
a. | Mo, not at all
b. | Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
" On how many days over the last two weeks have you wanted to go back to the toilet
immediately after you thought you had emptied your bowels?
d. | None
b. | On one or two days only
c. | On three to seven days
d. | On eight to fourteen days (i2 more than every other day)
25 | In the last two weeks have you felt upset?
a. | Mo, not at all
b. | Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
26 | On how many days over the last two weeks have you had to rush to the toilet?
d. | None
b. | On one or two days only
c. | Onthree to seven days
d. | On eight to fourteen days (ig more than every other day)
27 | In the last two weeks have you felt angry as a result of your bowel problem?
a. | Mo, not at all
b. | Yes, some of the time
c. | Yes, most of the time
14/02/2013 Version 1
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d.

Yes, all of the time

28 | In the last two weeks has your sex life been affected by your bowel problem?

g. | Mo, not at all

b. | Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time

e. | Does not apply to me

29 | On how many days over the last two weeks have you felt sick?

g. | Mone

b. | On one or two days only

C. | Onthree to seven days

d. | On eight to fourteen days (ig more than every other day)

30 | In the last two weeks have you felt irritable?

d.

Mo, nat at all

Yes, some of the time

Yes, most of the time

Yes, all of the time

31 | In the last two weeks have you felt lack of sympathy from others?

a. | Mo, not at all
b. | Yes, some of the time
| ¥es, most of the time
d. | Yes, all of the time
32 | In the last two weeks have you felt happy?
3. | Mo, not at all
b. | Yes, some of the time
c. | Yes, most of the time
d. | Yes, all of the time
1440272013 ersion 1
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[ty UNIVERSITY OF '-—H,.—s.-'

e | STIRLING o
Day-to-Day Experiences

Instructions: Below is a collection of statements about your everyday experience. Using the
1-6 scale below, please indicate how frequently or infrequently vou currently have each
experience. Please answer according to what really reflects your experience rather than
what you think your experience should be. Please treat each item separately from every
other item.

1 2 3 4 3 ]
Almost Very Somewhat Somewhat Very Almost
Always Frequently Frequently Infrequently Infrequently Mever

I could be experiencing some emotion and not be conscious of

it until sometime later. 1 2 i 4 3 ]

I break or spill things because of carelessness, not paying

attention, or thinking of something elze. 1 2 3 4 5 ]

I find it difficult to stay focused on what's happening in the

present. 1 2 3 4 5 ]

I tend to walk quickly to get where I'm going without paying

attention to what I experience along the way. 1 2 3 4 5 ]

I tend not to notice feelings of physical tension or discomfort

uatil they really grab my attention. 1 2 3 4 5 ]

I forget a person’s name almost as soon as I've been told it

for the first time. 1 2 3 4 5 6

It seems I am “ronning on avtomatic.” without much awareness

of what I'm doing. 1 2 3 4 5 ]

I rush through activities without being really attentive to them. 1 2 3 4 5 6

I get s0 focuzed on the goal [ want to achieve that T lose touch

with what I'm doing right now to get there. 1 2 3 4 5 6

I do jobs or tasks automatically, without being aware of what

I'm doing. 1 2 3 4 i 6

I find myzelf listening to somecone with one ear, doing

something else at the same time. 1 2 3 4 i 6
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Almost Very Somewhat Somewhat Very Almost
Always Frequently Frequently Infrequeatly  Infrequently Mever

I drive places on “automatic pilot” and then wonder why I went

thiere. 1 2 3 4 5 6

I find myzelf precccupied with the future or the past. 1 2 3 4 5 ]
I find myself doing things without paying attention. 1 2 3 4 5 6
I snack without being aware that I'm eating. 1 2 3 4 5 ]

1410272013 Version 1
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iSimple Clinical Colitis Activity Index

Participant ID

Date

We would like to find out if you had any of the following symptoms in the last

week. Please tick where it applies to you.

Symptom

Please
tick

Score

Bowel frequency (day)

—3

o

7--9

=g

L b =

Bowel frequency (night)

1—3

[ =

g

Urgency of defecation

Hurry

Immediately

Incontinence

Ll b =y

Blood in stool

Trace

Occasionally frank

Usually frank

(% O

General well being

Very well

Shightly below par

Poaor

Very poor

Jed L B =

Temble

Exira colonic features [hick all that applies to you):

arthritis

pyoderma gangrenosum
erythema podosum and
uveitis

1 per
manifestation
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@fE | UNIVERSITY OF NHS

T N
Fi‘zy ST I R LI NG Highland
Can a group self-help program colled Mindfulness Based Cognitive Therapy improve the quality of

life for Inflammatory Bowel Disease patients? Process evalugtion survey.

1. Did you have any expectations regarding the self-help program?
Yes [please go to guestion 2)
Ma (please go to question 4)

Comment box

2. If yes, what were they?

3. Were your expectations metfunmet in any way? And How?

4, Was the length of eight weeks for the program acceptable?
| would have preferred longer (up to 12 weeks)
| would have preferred shorter (less than 8 weeks)
It wias just right
5. Did you find the program difficult to follow?
Yes [please go to guestion 6]
Mo (please go to question 7)

6. Please tell us which specific parts of the program you found difficult to follow.

7. Do you think this program has brought any benefit to you?
Yes [please go to guestion 8)
Mo {please go to question 5

Comment box

M T A - Sy L PR
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8. Please tell us how you think the program benefited you.

9. Do you think you will continue to use some of the technigues you learned in the program?
Yes
Mo

Comment box

10. Do you think the process of recruitment was acceptable?
Yes
Mo

Comment box

11. Do you think the patient information sheet was easy to understand?
Yes
Mo

Suggestions to make it clearer to understand

Did you feel comfortable with the process of consent and randomisation?
Yes
Mo

Comment box

12. Was filling the questionnaires at the start and at the end of the eight weeks too much of a
burden?

Yes (go to question 14)
Mo {go to question 15)

N9 M09 o5y 1 -
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Comment box

13. Can you please tell us what difficulties you came across with the questionnaires and
perhaps any suggestions of how to overcome those difficulties

14. Were there any barriers to attending the program?
Yes [please go to guestion 16)
Mo _iplease go to question 17)

15. Can you please tell us what you think were barriers to attendance?

16. Did you enjoy the program?
Yes [please go to guestion 18)
Mo [(please go to question 19)

Comment box

17. Which parts did you most enjoyr

18. Do you think this program should be made available to IBD patients thought NH5 7
ez
Mo

Comment box

19, Any other comment or Suggestions you want to add.

Thank you for your time.

P e L ¥
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STIRLING

SELF-EVALUATION QUESTIONNAIRE 5TAI Form Y-1

Please provide the following information:

Participant 1D Date 5

Age Gender (Circle} M F I? T

DIRECTIONS: L 1,

A number of statements which people have used to describe themselves are given below.
Read each statement and then blacken the appropriaste circle to the right of the statement
to indicate how you feel mght now, that is, at thiz moment. There are no right or wrong
answers. Do not spend too much time on any one statement o4 give the answer which

‘- Bl Bt BB, e et et e e e
'.' T am presently worrying over possible misfortumes oo
8 Tfeelsatisfied oo
51':]. I feel eomfortaBlE. . oo e e e e
514. L foe] EBEISIVE (oo et e e e et e e e

U7 T WOITIS oo
19 THRL SBRAY oo

14/02/2013 Version 1
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STIRLING

SELF-EVALUATION QUESTIONNAIRE
STAI Form Y-2

Participant 1ID_ Date

DIRECTIONS % "ﬁ T,

A number of statements which people have used to descrlbe &, i,
themselves are given below. Read each statement and then blacken in the ‘52- 4;,, '} .
appropriate circle to the right of the statement to indicate you generally feel. £

i3

I feel nervous and restleas. e eennennee L 2

B
o e

. I feel satisfied with miyself oo L

2= T O ]

. I'wish T could be as happy as others seemto be e L

(=]

24
25 Tfieel lke @ FRIIINE ..o eennnenennne ]
O I = s OO

(=]

1
28. T feel that difficulties are piling up so that I cammot overcome them s 1

(=]

(=]

29, Tworry too much over something that really doesn™t matber. ... 1

(=]
L5 L5 L5 L5 Ll L5 L5 L5

(=]

31, T have disturbing thoughts .o L
32 Tlack selfioomfidence ..o enennenn e L 2
33 T fBel BBOUTE e e e e s e nemnnannnennannne L 2

(=]

(=]

35 T feel mmdaquate. ..o s ences L

(=]

(=]

37. Some ummportant thought nns through my mind and bothers me_ 1
38. T take disappomtments so keenly that T can’t put them out of myy mind. s 1 2

e da da de ke de de de da de de de de e de b de de

L R P e " T R

(=]

39, T am 2 steady PETSOIL ..o cceeee e e reem e e enn e nermen e nenenen s nnennenesennns L

(=]
L¥5)
k.

40, T zet in a state of tension or turmoil as I think over my recent concemns and interests. ... 1
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272



UNIVERSITY Ol NHS
STIRLING

Topic Guide for patient focus group

Introduction

Thank you for coming
Intra to the study we are here today to try to explore further your views and
thoughts on two things:
¢ recruitment process and questionnaires;
¢ and evaluation of the program.
Qutlining confidentiality and anonymity
Reminding that the group will be recorded
Outline group rules:
¢ Respecting other peoples’ views
¢ Mot talking over each other
¢ Letting people talk and listen to them
Expectations of interview ffocus group and opportunity for guestions.
Any gquestions about study following from information sheet?
Interview,/focus group will be informal, feel free to stop at any time.
Duration — no longer than 1 hour.
Assurance re: anonymity. Mo records will be kept with name on.
Any publications will be made anonymous and not identifiable to an individual or
place. Werbal consent for interview and recording in addition to pre-attained
written consent.

Microphone and battery check — START RECORDING

Ask everyone to introduce themselves starting with yourself.

I"'m Mariyana, I'm a researcher, | live in Inverness and love dancing

Recruitment and randomisation

1. Do you think the process of recruitment was acceptable?

2. Do you think the patient information sheet was easy to understand?

3. Any suggestions to make it clearer to understand

4. Did you feel comfortable with the process of consent and randomisation?

Questionnaires

5. Was filling the questionnaires at the start and at the end of the eight weeks too much of a
burden?

6. Canvyou please tell us what difficulties you came across with the questionnaires and
perhaps any suggestions of how to overcome those difficulties?

Have we missed anything?

Version 1. 14022013 1
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STIRLING

Expectafions
1. Didyou have any expectations regarding the self-help program?
2. Ifyes, what were they?
3. Were your expectations met/ unmet in any way? And How?

Length and difficuity of program
4, Was the length of eight weeks for the program acceptable?
5. Did you find the program difficult to follow?
6. Please tell us which specific parts of the program you found difficult to follow.

Fotential benefits
7. Do you think this program has brought any benefit to you?
8. Please tell us how you think the program benefited you.
9. Do you think you will continue to use some of the technigues you learned in the program?

Barmiers fo atfending

10. Were there any barriers to attending the program?
11. Can you please tell us what you think were barriers to attendance?

What did you enjoy?
12. Did you enjoy the program?
13. Which parts did you most enjoy?

Availability of MBCT program

14, Do you think this program should be made available to IBD patients throught MHS. 2
Do you want to start monthly meetings? For an hour once & month in the evening? Same
place
Does anyone want to do a silent day full of practice?
Any thoughts on the leaflet?

Closing interview remarks/guestions

|5 there anything else you would like to bring up?

Have you all filled in and given me the expenses shests?
Thank you very much for your time

|5 there anything you would like to ask about the study or the way that your comments will be
included?

WVerzion 1. 14/02/72013 2
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Appendix 9: Funding

Professor Angus Watson
Research & Development Director

NHS Highland Research & Developmen N H s
Room S101 \_\ ~
Centre for Health Sciance .

Old Perth Road Highland

Invemess
V2 3JH

Tal: 01483 256822
Fax: 01463 255836
E-mail: angus walsonnhs. el

23 September 2013

Mrs Mariyana Schoultz

Clinical Academic Fellow

University of Stirling

Highland Campus

School of Nursing, Midwifery and Health
Centre for Health Science

Old Perth Road

Inverness

V2 3JH

Dear Mrs Schoultz
APPLICATION FOR R&D ENDOWMENT FUNDING

The NHS Highland Research and Development Committee has considered your
application for funding and sponsorship of the research project entitied:

The Use of Mindfulness Based Cognitive Therapy for Improving Quality of Life in
Inflammatory Bowel Disease Patients: A Pilot Randomised Controlled Trial with
Embedded Process Evaluation

Comments regarding your application that you may find useful:

« Animportant area and a sound application
+ More detail could have been added after a very clear aim and rationale
+ Wil there be potential for further funding applications?

| am pleased to tell you that the application has been approved. Once ethical approval
has been obtained for this project (if applicable) and R&D management approval has

Working with you to make Highland the healthy place to be

Headquarters:
MWHS Highland, Assynt House, Beechwood Park, Tnvemess, IV2 SHG

Chairman: Mr Garry Coutts

f'i.‘ g, Chief Exccutive: D Roger Gibbins BA MBA PhDD
g We“ Hightand NFS Baard is the common name of Highland Health Board
"q-*.'l.“
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also been obtained from the NHS Highland R&D Office (if applicable), a Management
Approval letter will be issued and your project can begin on receipt of that approval. If
neither of these is applicable, then your study can start on receipt of THIS letter.

The sum of £3000 will be then available for you to use as described in Section 6 of your
proposal.

The Committee will expect a quarterly update on your progress. You will be alerted to
each update submission date a month before it is due. In addition, the Committee expects
that you will commit to a number of agreed outputs, as detailed in the form below. If you
are agreeable to these outputs please sign and return a copy to Frances Hines, R&D
Manager, retaining a copy for your records. If you wish to discuss these outputs please
contact Frances at your earliest convenience.

Please direct all enquiries regarding this letter to the NHS Highland Research &
Development Manager at the address below or by telephone (01463 255822),

Yours sincerely

Professor Anfus Watson
Chair of the Rsearch and Development Committee and NHS Highland R&D Director

cc Frances Hines, R&D Manager, Room 5101 Centre for Health Science, Old Perth
Road, Invemess, IV2 3JH

Craig Riddle, R&D Accountant, Finance, Management Corridor, Raigmore Hospital,
Inverness, IV2 3UJ
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. crohn’sand
/(/u\\a“v*}"rg( qcolitig

13 December 2013 @ ’-..“,-.-

Support
Rasamrch

Crobwn’s and Colitis UK {MACC)
4 Beaumarni Housa,
Sullon Road, 5t. Albans,

Mariyana Schoultz

s + Harts. AL SHH
Clinical Academic Feliow o
University of Stirling Administration- t, (1727 830038

f. 01727 BE25AD
Intormation line; 0845 130 2233

ancuariescrohnsandealilis. org uk

Highland Campus
Schoal of Nursing, Midwifery and Health
Inverness IV2 3JH

Dear Mrs Schoultz,
Please find enclosed two copies of the agreement for the project entitled:

The use of Mindfulness based cognitive therapy (MBCT) for improving quality of life
for inflammatory bowel disease patients: A protocol for pilot randomised controlled
trial with embedded process evaluation.

As you requested, the start date of the grant is 1* November 2013,

Flease could you get both copies signed, keep one for your departmant and send the other
back to Elina Bloomfield in due course.

Kindest ragards,

A

Helen Terry
Director of Information and Support
Crohn's and Colitis UK

& Diavid Barker, Chiel Executive  Keith Stewarl. Charmar ("—'—
Crahn's and Colitis UK is the working name for The :
) The MNational Association for Colitis and Grobn's Disaase (NADC) L) g:mm
Charity registerad in England and Wales No. 1197148 and in Scotand Mo, SC000862
LOTTERY FUNDED A company limited by guarantee in England: Gompany number: 5973370 Certilied mambier
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CROHN’S AND COLITIS UK - working name for the
National Association for Colitis and Crohn’s Disease (NACC)

Living with Inflammatory Bowel Disease Research Award Agreement

Name of Grant Holder:

Lead Researcher:

Title of Grant:

Duration:
Total Awarded:
NACC Grant Reference:

Key Start Dates:

University of Stirling

Mrs Mariyana Schoultz
University of Stirling
Stirling

FK9 4LA

The use of Mindfulness based cognitive therapy
(MBCT) for improving quality of life for
inflammatory bowel! disease patients: A protocol for
pilot randomised controlled trial with embedded
process evaluation

12 months

£7.846

SP2013-1

Start: 01.11.13
Completion: 01.11.14

Final Report due: 01.02.15
(no more than 3 months after completion)

This document contains the terms and conditions which apply to your Crohn’s and Colitis
UK Living with Inflammatory Bowel Disease Research Award. After reading them, please
complete pages 7 & 8, and ensure that both copies are signed by the appropriate person.
One signed copy of the whole document should then be returned to:

The Director of Information and Support, Crohn's and Colitis UK, 4 Beaumont House,
Sutton Road, St Albans, Herts, AL1 5HH.

Contents:

1. Financial and Staffing

2. Supervision

3. Reporting requirements

4. Acknowledgement of Crohn’s and Colitis UK
5. Press and media reporting

6. Intellectual property rights

7. Limitation of Liability

8. Early termination

9. General
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1.1

1.2

1.3

1.4

15

1.6

1.7

FINAMCIAL AND STAFFING

Crohn's and Colitis UK awards the above grant to the Grant Holder to
undertake the specific project approved by the Crohn's and Colitis UK
Living with Inflammatory Bowel Disease Research Awards Panel. Grants
may not be expended for any other purpose. If during the course of a
project, it appears that further work would deviate substantially from the
original proposal, Crohn's and Colitis UK's approval must be sought by the
Grant Holder prior to this further work being started.

Crohn's and Colitis UK, Living with Inflammatory Bowel Disease research
grants are for a fixed period and for a fixed sum of money based on the
costings given in the original application. Crohn's and Colitis UK will not
agree to meet increased costs arising from price or salary rises partway
through a grant. Any requests for extensions of funding for an additional
year must be submitted to the annual meeting of the Awards Panel where
they will be considered in conjunction with new applications, An
application must be submitted on the application form available from the
Crohn's and Colitis UK office, before the closing date for that year. Any
additional year's funding may be managed by Crohn's and Colitis UK as a
separate grant.

Any unspent grant - arising, for example, from a lower salary being paid
than was estimated in the application - will revert to the Crohn's and Caolitis
UK Research Fund at the end of the agreed grant period.

Subject to paragraphs 3.2 and 3.5 Crohn's and Colitis UK grants are paid
Guarterly in arrears, although a different arrangement may be agreed if the
grant includes payment for an item of equipment.

Grant cheques are issued anly on receipt of an invoice from the Grant
Holder. Invoices should be addressed to the Director of Finance, Crohn's
and Colitis UK, 4 Beaumont House, Sutton Road, St Albans, Herts, AL1
5HH and must quote the Crohn's and Colitis grant reference number
(stated on page 1) and the time period to which they apply. Invoices
that do not quote these Crohn's and Colitis UK details cannot be
paid.

The research project should start within one year of the date of this
agreement. [f there are exceptional reasons why this is not possible, an
explanation must be submitted to Crohn's and Caolitis UK for the
consideration of the Living with Inflammatory Bowel Disease Research
Awards Panel. Their decision whether or not to revoke the award will be
fimal.

The research will be under the supervision of the Lead Researcher. If the
Lead Researcher becomes unable or unwilling to continue the research
and Crohn's and Colitis UK and the Grant Holder, acting reasonably,
cannot agree on a substitute within 30 days after receiving notice that the

2
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1.8

21

2.2

3.1

3.2

Lead Researcher is unable or unwilling to continue the research, each of
the parties shall be entitled to terminate this agreement by giving 90 days'
notice in writing to the other. Crohn's and Colitis UK will not be
responsible in any way for the employment contracts of staff working on
the research projects it is funding. Any unexpected costs arising (e.g.
maternity leave payments, sickness benefit, unfair dismissal costs etc)
must be borne by the Grant Holder.

The Grant Holder will be responsible for ensuring that any appropriate
staffing quota approvals are obtained before employing senior research
fellows. Crohn's and Colitis UK does not have access to any quota for
such appointments.

SUPERVISION

The Grant Holder will supervise the research project in accordance with its
policy (copy attached as an appendix to this agreement) or such policy as
shall apply for the time being.

If a case of fraud is suspected in the course of the research, then Crohn's
and Colitis UK should be notified and kept informed of further
developments by the Grant Holder. At the initial stages of the Grant
Holder’'s enquiry Crohn's and Colitis UK would not normally suspend the
grant. However, if in Crohn's and Colitis UK's reasonable opinion
adequate steps are not taken to proceed with the investigation Crohn's
and Colitis UK will suspend the grant. If fraud is proven Crohn's and
Colitis UK will terminate the grant immediately and will consider a claim
against the Grant Holder for Crohn's and Colitis UK funds so lost.

REPORTING REQUIREMENTS

The Grant Holder is required to submit two reports for the research
project:

Report to the Trustees of Crohn's and Colitis UK

Report to Crohn's and Colitis UK Members

Final reports should be received at Crohn's and Colitis UK no later than
three months after the date agreed with Crohn's and Colitis UK for the
completion of the project.

Where a project extends over a period longer than one year, an interim
report to the Trustees of Crohn's and Colitis UK must be submitted by the
end of the thirteenth month after the date agreed with Crohn's and Colitis
UK as the start of the project. A member of the Living with Inflammatory
Bowel Research Awards Panel will be asked to review the interim report
within one month of its receipt and advise the Crohn's and Colitis UK
Trustees whether progress seems satisfactory.

The first instalment of the second year of the award will not be paid
until this review has taken place.

280



3.3.

3.4

3.5.

3.8

3T

3.8

The Report to the Trustees of Crohn's and Colitis UK is to be the

substantive report of the work carried out and will cover in the following

order:

For the first year report of a two-year project:
- An assessment of progress so far, any difficulties identified or
anticipated and any matters which the Grant Holder feels should be
brought to the attention of the Awards Panel.

For the final report of a one or two-year project:
: The aims and methodology of the project, any changes to these in
the course of the project, the research findings, the significance of
the findings, whether the results suggest further research should be
undertaken and a statement of how the results will be
disseminated. We would also appreciate any recommendations
that you would like to make to Crohn's and Colitis UK as a result of
the research.

The Report to Crohn’s and Colitis UK Members will be a simple
explanation in not more than 500 words of the aims of the research, the
results obtained and any conclusions that can be drawn,

Crohn's and Colitis UK reserves the right to withhold up to 10% of the
grant until the final report has been received.

The Grant Holder will send copies of any subsequent publications arising
from the project to Crohn's and Colitis UK within 8 weeks of publication.

Crohn's and Colitis UK may wish to report to its members the outcome of
research that it is funding. This will normally be through its newslatters
which are published guarterly and Crohn's and Colitis UK may wish to
place part or all of the reports received on its web-site.

In line with Crohn's and Caolitis UK's charitable objectives to disseminate
the results of research, Crohn's and Colitis UK reserves the right to use
the information from research it has funded to promote public or
professional awareness of the research.

ACKNOWLEDGEMENT OF CROHN'S AND COLITIS UK

The Grant Holder will give appropriate acknowledgement of Crohn's and
Colitis UK in any publication or presentation of research findings.

PRESS AND MEDIA REPORTING

The Grant Holder will notify the Director of Information and Support of
Crohn's and Colitis UK at the earliest opportunity if it believes that the
research may be mentionad by the press or broadcast media.  Any press
statement issued by the Grant Holder concerning the research must ba
approved in advance by Crohn's and Colitis UK.
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6.2

6.3

71

7.2

7.3

7.4

8.1

INTELLECTUAL PROPERTY RIGHTS

Intellectual Property Rights (IPRs) shall mean all patents, copyrights,
design rights, trade marks, service marks, trade secrets, know-how and
other intellectual property rights (whether registered or not) and all
applications of the same.

The Grant Holder will promptly notify Crohn's and Colitis UK of any IPRs
conceived and/or made in the course of the research.

The Grant Holder will not transfer, assign, exploit or atherwise deal with
any such IPRs without the prior written consent of Crohn's and Colitis UK.
Any arrangement between the parties to share the receipts of such
exploitation shall be recorded in a separate written agreement between
the parties.

LIMITATION OF LIABILITY

The Grant Holder accepts full responsibility for the management,
monitoring and control of all the research work funded under this grant
award and all those staff employed or involved in any research funded
under this grant award, including compliance with the requirements of all
applicable laws and regulations.

Crohn's and Colitis UK accepts no responsibility, financially or otherwise,
for the expenditure or liabilities arising out of the research work funded
under this grant award other than as expressly stated in this agreement.

Under no circumstances will Crohn's and Colitis UK be liable to the Grant
Holder or to any third party in excess of the amount of the grant awarded
pursuant to this agreement or for any expenses incurred following the date
of termination of this agreement.

Crohn's and Colitis UK shall not be responsible for any injury to or for the
death of any person, or for any loss of or any damage to property of any
kind, occasioned by or arising out of the Grant Holder's own negligence or
the negligence of any other person employed by the Grant Holder. Crohn's
and Colitis UK will not indemnify the Grant Holder against any claim for
compensation or against any other claim for which the Grant Holder may
be liable.

EARLY TERMINATION

Crohn's and Colitis UK or the Grant Holder may terminate this agreement
upon 28 days prior written notice where it considers that the other has
committed a fundamental breach of this agreement. Such notice will only
be given after full discussion between the parties of the reasons for the
proposed early termination.

wn
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9.1

9.2

9.3

Crohn's and Colitis UK may terminate this agreement in writing with
immediate effect if in its reasonable opinion it considers that the Grant
Holder has committed an act or omission which damages the reputation of
Crohn's and Colitis UK.

GENERAL

The Grant Holder shall nat assign or otherwise transfer any rights or
obligations under this agreement without the prior written agreement of
Crohn's and Colitis UK.

This agreement may only be amended in writing signed by duly authorised
representatives of Crohn's and Colitis UK and the Grant Holder.

This agreament sets out the entire agreement between Crohn's and Colitis
UK and the Grant Holder relating to the research project and supercedes
all prior oral or written agreements, arrangements or undertakings
between relating to the project. Crohn's and Colitis UK and the Grant
Holder acknowledge that they are not relying upon any representation,
agreement, term or condition which is not set out in this agreement.
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DETAILS OF THE GRANT HOLDER
{Please complele these details on BOTH copies)

Grant Holder (Full name): M e N ATV A Schowiz
Address: Ani v rsita o} Skrlve , Sdol U%
NMW, Dld P@?’Jrh Road, Inwe rre ss
Postcode: N2 FPOH
Telephone: (1463 25§ GHT  Fax:

E-mail: 'lrbl“!.ﬂ"*T@ }“f-;-_u-uﬁ_

We confirm the following key dates for the project:

The start date for the project will be : 01.11.13
The completion date for the project will be : 01.11.14
The final report will be provided by : 01.02.15

We have read and understand the above terms, conditions and notes in respect
of the Crohn's and Colitis UK Living with IBD research grant and agree to comply
with and be bound by them.

We confirm that supervision of the project has been arranged in accordance with
section 2.

Signed for and on behalf of the Grant Holder: M;L

MName: ﬁﬂl/r'.‘?"f’qvﬂ?tﬁ frfwu!ia
Position: C{jmuﬂ‘ !q(a'i){@m}f MIQW

Date: ]I 1»‘TI |2 I 13
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I confirm that Crohn’s and Colitis UK has now allocated the funds agreed for
this project and that the research may now proceed.

Signed on behalf of the Crohn's and Colitis UK Trustees:

Name: l'l'ﬂ ;

/"’Ffel-len Terry

- Director of Information and Support
Crohn's and Colitis UK

Date: 3= Ye 11
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Appendix 10: MBCT sessions agendas

AGENDA SESSION 1

THEME: AWARENESS AND AUTOMATIC PILOT

&

CU L4

Establish the orientation of the class

Set ground rules regarding confidentiality and privacy

Ask participants to pair up and introduce themselves to each other than to the group as a
whole, giving their first names and if they wish, saying what they hope to get out of the
program

The raisin exercise

Feedback and discussion of the raisin exercise

Body scan practice-starting with short breath focus

Feedback and discussion of body scan

Home practice assignment:

Body scan for 6 out of 7 days

Mindfulness of a routine activity

Distribute audio files: cd’s for those that not have email and session 1 participant hand-outs.

Discuss in pairs:
Timing for home practice
What obstacles may arise

How to deal with them

10. End the class with a short 2-3 minute focus on the breath,

Planning and preparation

In addition to your personal preparation before the class, remember to bring a bowl with raisings
and a spoon as well as copies of audio files.

286



PGEN DA SES510MN 2 THEME: LIVING IN OUR HEADS

e o

e

BODY SCAMN PRACTICE

Practice review

Home practice review-including difficulty with home practice
Thoughts and feelings exercise (walking down the street) +triangle of thoughts, emotions
and bodily sensations

Pleasant experience calendar

Ten minute sitting meditation of the breath

Distribute session 2 participant handouts

Home practice assignment:

Body scan for 6 out of 7 days

Ten minutes of mindfulness of the breath

Pleasant experience calendar (one example daily)
mMindfulness of a routine activity

End the class with a short 5 minute sit.

Planning and preparation

In addition to your personal preparation before the class, remember to bring a flip chart/white

board and marker pen for thoughts and feelings exercise
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L&GENDA SESSION 3 THEME: GATHERING THE SCATTERED MIND

10.
11.

12,

5 minute ‘seeing’ (or hearing ) exercise

Practice review

30 minutes sitting meditation (awareness of breath and body, how to respond to intense
physical sensation

Home practice review-{including body scan, mindfulness of the breath, routine activity and
pleasant experiences calendar)

3 minute breathing space

Practice review

Mindful stretching

Practice review

Setting up Unpleasant experiences calendar practice.

Distribute session 3 participant handouts

Home practice assignment:

Mindful movement on days 1, 3 and 5 form CD or from handout

Body and breath sitting meditation day 2, 4, 6

Unpleasant experience calendar (different experience each day)
3 minutes breathing space 3 times daily

End the class with a short 5 minute sit.

Planning and preparation

In addition to your personal preparation before the class, remember to bring exercise handouts
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}&GENDASESSION:I THEME: recognizing aversion

1. 5 minute 'seeing’ (or hearing ) exercise

2. Practice review

3. 30 -40 minutes sitting meditation (awareness of breath and body, sounds, then thoughts and
choiceless awareness (reading a poem wild gease)

4. Practice review

5. Home practice review-{including sitting meditation, movement, unpleasant experiences, 3
minute breathing space)

6. Automatic thoughts gquestionnaire

7. Practice review

8. 3 minute breathing space

8. Practice review

10. Mindful stretching/walking

11. Practice review

12, Setting up Meutral experiences calendar practice.

13. Distribute session &4 participant handouts.

14, Home practice assignment:

&  Sitting meditation Mindful movement on days 1, 3 and 5 form CD or from handout

* 3 minutes breathing space 3 regular

s 3 minute breathing space responsive times daily

& MNeutral experiences

15. End the class with a short 5 minute sit.
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AGENDA SESSION 5 THEME: ALLOWING/LETTING BE

11.

30 -40 minutes sitting meditation {awareness of breath and body, AWARENESS OF BREATH
AMND BODY,MOTICING HOW WE RELATE TO OUR EXPERIENCES THROUGH the reactions we
have to thoughts, feelings or body sensations; introducing a difficulty (pain or discomfort)
within the practice and noting its effects on the body and reactions to it)+ read poem the
Guest house

Practice review

Home practice review

Discussion approx. 20 min-Cultivating a different relationship to experience of difficulty
(read the story about the king with the tree sons? page 269 in the book)

3 minute breathing space with added instructions (poem autohbiography in 5 chapters)
Practice review

Mindful stretching/walking (if time permits)

Practice review

Distribute session 5 participant handouts.

. Home practice assignment:

Working with difficulty meditation on days 1, 3 and 5 from CD, guide yourself through
practice on days 2,4and g,

3 minutes breathing space 3 regular

3 minute breathing space responsive times daily

End the class with a short 5 minute sit+ poem autobiography in 5 chapters.
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P—\GENDA SESSION & THEME: THOUTGHTS ARE NOT FACTS

e L

11.

12,

30 -40 minutes sitting meditation -awareness of breath and body, sounds and

thoughts/feelings particularly noticing how we relate to thoughts that arise -poem the

Cookie Thief )

Practice review

Home practice review (includes sitting meditation without recorded guidance and breathing

spaces)

Mention preparation for end of course

Moods, thoughts and alternative viewpoints exercise.

Breathing space and review

Discuss breathing space as a ‘first step’ before taking a wider view of
Discuss stress triggers

Mountain meditation

. Distribute session 6 participant hand-outs.

Home practice assignment:

Practice with a selection of guided meditations for a minimum of 40 minutes a day
3 minutes breathing space 3 regular

3 minute breathing space responsive times daily

End the class with a short 5 minute sit.
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||C'~GEN DA SESSIOM 7 THEME: HOW CAMN | BEST TAKE CARE OF MYSELF

U

oo

11.

30 -40 minutes sitting meditation -awareness of breath and body noticing how we relate to

our experiences through the reactions we have to whatever thoughts feelings or body
sensations arise, especially when difficulties arise within the practice, noting their effects
and reactions to them on the body ) poem The Summer day *
Practice review
Home practice
Exercise to explore links between activity and mood
Plan how to best schedule activities for when mood threatens to overwhelm
* Rebalancing nourishing and depleting activities
* Generating list of pleasure and mastery activities
3 minute Breathing space as a 'first step’ before choosing whether to take mindful action
Identifying actions to deal with threat of relapse/recurrence.
3minute breathing space or mindful walking

Distribute session 7 participant handouts.

. Home practice assignment:

Select from all the different forms of practice a pattern you intend o use on regular basis
3 minutes breathing space 3 regular

3 minute breathing space whenever you notice unpleasant feelings

Develop action plan to be used in the face of lowered moods

End the class with a short 3 minute sit.
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P&GEN DA SESSION & THEME: PLANNING FOR A NEW WAY OF LIVING

= i S o

BODY SCAN

PRACTICE REVIEW

Home practice review (including early warnings and stress relapse prevention action plans)
Review whole course: what has been learned-in pairs, then in the whole group

Give out questionnaire for participants to give personal reflections on the program
Discuss how best to keep the momentum developed over the past 7 weeks in both formal
and informal practice

Check and discuss plans and link them to positive reasons for maintaining the practice.
Distribute session & participant handouts.

End the class with a concluding meditation (marble, stone or bead) or participants wishing

each other well.
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Appendix 11: Journal licence
E@_ Reply @g Reply All Eﬁ, Forward
Wed 09/12/2015 16:34
Jolene Menezes <jolene.menezes@markallengroup.com>

Re: inquiry for reprint of journal article in to doctoral thesis

To Mariyana Schoultz

Hi Mariyana,

Thank you for the email and clarification.

You can certainly use vour article published in the British Jownal of Community Nursing Vol 17, No 8
(titled: The role of psychological factors in inflammatory bowel disease) in vour doctoral thesis
submission.

Please bear in mind that the article is only for vour personal use and for use in your doctoral thesis.

Good luck!

Jolene

Editor, British Jowrnal af Compuupity Nursing
Direct number: 020 7501 6703
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