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A Preliminary Randomised Controlled Trial of the Efficacy and Acceptability of a New Emotional and Social Mind Group Training Program vs. Standard Cognitive Behavioural Group Therapy for Bulimia Nervosa.

Applicants:  Dr Anna Lavender, Dr Helen Startup, Professor Ulrike Schmidt.

AIMS OF THE RESEARCH

· To test the efficacy and acceptability of a new emotional and social mind group training programme for bulimia nervosa (BN) versus a standard cognitive behavioural group therapy programme.

· To explore processes and predictors of outcome in these treatments.

· Specifically, to explore the value of targeting directly difficulties in processing and managing emotion, particularly shame and difficulties in social reasoning, on bulimic symptomatology and self-esteem.

BACKGROUND

The Problem

Bulimia nervosa (BN) is an eating disorder consisting of recurrent episodes of binge eating followed by compensatory behaviours such as fasting, excessive exercise, or purging, in the context of a general negative evaluation of the self with a specific focus on weight and shape and intolerance of affect. Four to seven percent of young females suffer from full or partial bulimia nervosa (BN) (Hoek and van Hoeken, 2003). Typically, BN develops in adolescence and is associated with numerous physical complications and with psychological difficulties, notably anxiety, depression and low self-esteem (see Cooper, 2003, for an overview).  Shame is one of the more complex emotions associated with this disorder which can act as a barrier to treatment seeking and engagement (Goss and Gilbert, 2002). Quality of life is poor for sufferers (de la Rie et al., 2005) and the burden on families is high (Perkins et al., 2004; Winn et al., 2004; 2007). Women with BN who have children may find it hard to feed them and interact with them appropriately (Stein et al. 2001). Thus BN has a significant cost to sufferers, their families and their offspring.

Treatment of BN: The Status Quo. 

Over 80 randomised controlled trials have been conducted into the psychological and pharmacological treatment of BN. This research evidence has been summarised in several high quality systematic reviews (National Institute of Health and Clinical Excellence, 2004; Hay et al., 2004). The National Institute of Health and Clinical Excellence (NICE) guidelines (2004) recommend a specific form of cognitive behavioural therapy (CBT-BN) designed by Fairburn and colleagues in Oxford (Fairburn, 1981; Fairburn et al., 1993) to address weight and shape concerns as the first line treatment for this disorder.  The recommended treatment dose is 16 to 20 sessions. Individual and group formats of this treatment have been tested, with comparable efficacy (Chen et al., 2003). However, with this treatment only approximately 30 to 40 % of people are symptom free at the end of treatment (e.g. Agras et al., 2000). The Oxford group have recently updated their CBT treatment to address a broader range of putative maintaining factors (Fairburn et al., 2003).  However a large RCT (n=154 patients) comparing the more focused (old) version of CBT-BN with the broader (new) version failed to show any difference in outcome (Fairburn, 2007).  Thus, there remains an urgent need to develop better treatments for this condition.
Exploring New Targets for Treatment of BN
One possibility is that treatment trials have over-focused on targeting the overt symptoms of BN (bingeing and compensatory behaviours) at the expense of the broader intra- and interpersonal attitudes, affects and behaviours typical of the disorder. These factors may be crucial in influencing treatment outcome and/or leaving individuals prone to relapse (e.g. Agras et al., 2000; Openshaw et al., 2004). In a recent systematic review which explored factors predicting poor outcome in eating disorders, two key factors emerged for BN: poor social/interpersonal functioning and negative self-evaluation (Jacobi, 2007).  Below we review what is known about these two areas in relation to BN and how this might translate into a new approach to treatment.

Social/interpersonal functioning and social cognition in BN:

There is substantial evidence to suggest that women with BN experience difficulties in the social domain during childhood (Troop and Bifulco, 2002; Fairburn et al., 1997). Typically they are shy, compare themselves negatively with others and have few friends. Severe life events and chronic difficulties in the social/interpersonal domain trigger the onset of BN in the majority of cases (Schmidt et al., 1997; Welch et al., 1997). 
Women with established BN compare themselves unfavourably to other women and perceive themselves to have a lower social rank than others (Troop et al., 2003; Morrison et al., 2003). Moreover, they have a more limited social network with fewer supportive relationships (Tiller et al., 1997). Pre-existing social difficulties may be worsened by the effects of bulimic symptoms, such as semi-starvation, bingeing or compensatory behaviours (Schmidt et al., 1995). 
Despite a wealth of literature demonstrating impairments in the social domain in BN, very little work has been done to date on social cognition in BN. Social cognition has been defined as “the mental operations underlying social interactions, which include the human ability to perceive the intentions and dispositions of others” (Brothers, 1990).  Aspects of social cognition include emotion and social perception, theory of mind and attributional bias.  There is some evidence that theory of mind, i.e. the ability to represent the mental states of others in terms of their intentions, desires and beliefs is significantly impaired in patients with BN (Bydlowski et al., 2005).
In the treatment literature, Leung et al. (2000) found that amongst women treated for BN with group based CBT, it was those who held non-eating disorder-related pathological core beliefs at the outset of treatment who ended up making fewer treatment gains.  These included difficulties in the realm of interpersonal functioning and low self-esteem. Thus, there is growing evidence that social functioning and social cognition are impaired in BN and may provide fruitful targets for treatment. 
Negative self-evaluation, shame and social threat

A consistent finding within the literature concerns the emphasis on affect as a key maintaining factor for BN (Waller et al., 2004). Waller et al., (2004) suggest that while anorexia nervosa is characterised by primary avoidance (preventing the experience of distressing cognitions and emotions), BN is characterised by secondary avoidance (removing or blocking the experience of distressing emotions and cognitions). One way of understanding the link between emotion and negative self-evaluation in BN may be through the concept of shame-based self-criticism (Gilbert and Proctor, 2006).  In a shame-eliciting situation a person appraises some important aspect of themselves or their behaviour as potentially giving rise to negative appraisal by others and consequently, to a risk of social rejection.  Gilbert (2005) hypothesizes that in an attempt to manage this threat of rejection, individuals in a state of shame adopt a mental self-management style characterized by self-criticism, persecution and hostility with the functional intention of prompting behaviour that will reduce rejection threats. Eating disordered individuals have been found to have high levels of both internal shame (self devaluation and self-criticism) and external shame (negative thoughts and feelings about how one exists in the mind of others) (Goss and Gilbert, 2002; Waller et al., 1996).  
A New Emotion and Social Mind Training Module

Taken together the above evidence suggests that negative self-evaluation, poor interpersonal skills, difficulties in understanding the minds of others (the ‘social mind’) and difficulties managing and tolerating emotions, particularly those linked with shame, may be key factors in the maintenance of bulmic symptoms.  Based on these ideas we have developed a new emotional and social mind group training program for individuals with BN. We are already using this training module with patients with anorexia nervosa on an individual basis.  Preliminary research confirms its utility and acceptability.  It is hypothesised that a treatment targeting these factors will lead to positive changes in self-evaluation and interpersonal functioning, and a reduction in bulimic symptoms. Because we know that shame and interpersonal difficulties are central to the pathology of these individuals it is also believed that a group format may provide powerful opportunities to normalise experiences, learn from others and explore the ‘minds’ of others within a safe environment.  
MATERIAL AND METHODS

Main hypothesis:

A 17-session group based intervention (Emotional and social mind training: ESM) targeting the key maintenance variables for bulimia nervosa outlined above will be superior to a 17-session group-based standard CBT programme for this group, in terms of achieving symptomatic improvement in bulimic symptoms and mood.

Subsidiary hypotheses:

1. Drop out will be lower in the ESM than the CBT group.

2. Acceptability of treatment will be superior in the ESM group, compared with the CBT programme.

3. ESM will be superior to the CBT programme in terms of the following variables, which will mediate or moderate symptom change:

a. Reducing intolerance of emotional distress (moderator)

b. Decreasing negative self-evaluation (mediator)

c. Increasing adaptive emotional expression and processing (mediator)

d. Increasing ability to regulate negative mood (mediator)

e. Reducing self-criticism (mediator)

f. Reducing negative beliefs about emotions (mediator)

g. Reducing rumination (mediator)

h. Reducing socially submissive behaviour (mediator)

i. Improving social cognition (mediator)

Design of treatment trial:

This is a two-arm randomised controlled trial which will evaluate the efficacy of ESM compared to group CBT for adults with BN consecutively referred to the South London and Maudsley NHS Foundation Trust Eating Disorders Service.  We will also study processes of and predictors of outcome.  Groups will be run by therapists trained in both therapies, and therapists involved will run both groups.  Patients in both groups will meet with the research worker to complete the questionnaires and experimental tasks at baseline, at four months, after completing the active treatment, and at six months, after a follow-up period.  

Interventions:

Group 1 – Emotional and social mind training (ESM): Patients in this group will receive a 17-session treatment (4 individual session, 12 group sessions, 1 follow-up session) focusing on the hypothesised maintaining factors outlined above.  The individual sessions will be used to develop an individual case formulation. The 12 group sessions will address: identification and understanding of inter- and intrapersonal emotions; the social context of emotions; managing intense and overwhelming emotions; managing shame through compassionate mind training.  The follow-up session will be a ‘booster’ for the group.  Sessions will take place on a weekly basis.  Individual sessions will be 60 and group sessions 90 minutes in length.  Group sessions will include eight patients and be facilitated by two therapists.  A patient manual for this treatment exists, currently in use within our RCT of individual treatment for patients with anorexia, and can easily be adapted for the group programme.  

Group 2 – Group CBT programme: Patients in this group will receive a 17-session group-based CBT treatment (4 individual session, 12 group sessions, 1 follow-up session)  As with the ESM group, the individual sessions will be used to develop an individual case formulation.  The intervention will be based on the group CBT treatment for BN developed by Chen et al (2003), adapted from Fairburn et al (1993).  We chose this programme as the comparison treatment as we wished to match the group format of our ESM intervention whilst comparing it to CBT, the treatment for BN with the strongest evidence base.  The timescales and group makeup will be identical to those of the ESM group.
Outcome measures:

Research assessments will take place at baseline, 4 months (end of treatment) and 6 months (follow-up).

Primary outcomes: Severity of core bulimic symptoms (bingeing, purging, etc…) will be assessed using the Eating Disorders Examination (Fairburn and Cooper, 1993). 

Secondary outcomes: 

Depression, Anxiety and Stress Scale (DASS-21: Lovibond SH and Lovibond PF, 1995); Levels of Self-Criticism Scale (LOSC: Thompson and Zuroff, 2004).  Distress Tolerance Scale (DTS: Corstophine et al., 2007); Beliefs About Emotions Scale (Rimes and Chalder, in preparation); Forms of the Self-Criticizing/Attacking and self-Reassuring Scale (FSCRS: Gilbert et al. 2004); Functions of the Self-Criticizing/Attacking Scale (FSCS: Gilbert et al. 2004); Submissive Behaviour Scale (SBS: Allan and Gilbert, 1997); Rumination Questionnaire (Watkins and Barnard, in preparation). Participant satisfaction will be assessed using visual analogue scales.  Social cognition tasks: Reading the Mind from the Eyes Test (Baron-Cohen and Hammer (1997); Reading the Mind in Films Task (Golan et al., 2006); Interpersonal Perception Task-15 (IPT-15: Costanzo and Archer, 1993).
Randomisation, Blinding and Protection against Bias: 

At the point of referral patients’ suitability for participation will be checked by a clinician. If the patient is suitable and consents, she/he will be introduced to the research assessor who will complete the research assessment. The patient will then be randomised by a computerised system. Stratified randomisation will be used, stratifying for diagnosis (BN or EDNOS) to assign patients to one of the two trial arms. Patients will be told about the outcome of randomisation by the clinician. Throughout the trial every effort will be made to ensure that the assessor remains blind to the treatment condition.  All therapeutic sessions will be taped and a random selection of these listened to by the research team to check for adherence to therapeutic model and quality of intervention.
Inclusion/exclusion criteria:

Inclusion: patients referred to the SLAM Eating Disorder Service who fully (BN) or partially (EDNOS) fulfil DSM-IV criteria for bulimia nervosa.

Exclusion: insufficient knowledge of English or literacy levels to allow understanding of the intervention materials, active suicidality, severe substance dependence, diabetes or pregnancy.  Informed written consent will be sought from patients at initial assessment.

Proposed sample size: Because ESM is a novel intervention, power was calculated on the basis of Chen et al (2003). A sample size of 30 in each arm of the study will have 80% power to detect a difference in means of -0.850 on the EDEQ Global score assuming that the common standard deviation is 1.15 using a two group t-test with a 0.05 two-sided significance level. Assuming a drop-out rate of 20% a sample size of 76 patients will be needed.

STATISTICAL TREATMENT OF RESULTS

All outcomes will be analysed on an intention to treat basis including all randomised patients.  Analyses will also be performed on a ‘per protocol’ basis (including only those who complete treatment) as a sensitivity analyses.  Efficacy: We will employ multi-level modelling analyses for missing data using maximum likelihood methods (Everitt, 1998) to compare bulimic symptoms within and between groups.  We will control for potential confounding variables (e.g. symptom levels at baseline), by using them as covariates in the analysis.  Drop out rates will be compared across the two treatment groups using Pearson’s chi-square test.  Predictors and Processes: Regression methods will be used to explore the relationship between potential predictor variables as described above in the hypotheses section and outcomes separately in the two groups.  Treatment acceptability: patient satisfaction will be compared across the two treatment groups using t-tests or Mann-Whitney U tests, depending on the distribution.  

JUSTIFICATION OF BUDGET

One research worker (grade 1B) will be required for eighteen months for the day-to-day running of the study.  The research worker will recruit patients from all four sites of the Maudsley EDU and conduct baseline assessments, end of treatment assessments and follow-up assessments.  Total salary cost: approximately £52,564.  Additional costs include: office costs, £2000; equipment, £3000.  Total cost of project: £57,564.
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