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Abstract:

Three exploratory studies evaluated group mindfulness training (which aims to facilitate non-judgmental attention to present moment experience through the practice of meditation) in patients waiting for cognitive behaviour therapy for Chronic Fatigue Syndrome (CFS). The approaches used were based on Mindfulness Based Stress Reduction, and Mindfulness Based Cognitive Therapy. The first group showed that such training is acceptable to patients and that it results in significantly improved subjective measures of anxiety, and improvements in subjective levels of fatigue that approached significance, when compared to waiting list controls. A second uncontrolled study replicated the findings of the first study and also demonstrated an improvement in quality of life as measured by the Fatigue Impact Scale (FIS). More wide-ranging effects were demonstrated in the final study in which significant improvements in subjective levels of fatigue, anxiety, depression, quality of life and physical functioning were observed following the training programme. These effects were sustained for 3 months. Overall, the findings of the three exploratory studies indicate that MBSR/ MBCT has potential for the treatment of patients with CFS.   
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Introduction

The sudden and often puzzling onset of Chronic Fatigue Syndrome presents challenges to the sufferer in terms of identity, role in life and physical functioning.  A vicious circle of maintaining factors can arise in which the struggle to regain control over symptoms and activity levels leads to either bursts of over-activity followed by excessive rest, or a gradual avoidance of activity accompanied by decreasing levels of fitness, poor sleep and general bodily dysregulation and associated symptoms. Frustration, low mood and anxiety are also part of the picture (Surawy et al. 1995).

Both exercise and cognitive behavioural approaches have been successful in the treatment of CFS (Deale et al. 1997).  For many people, the cognitive reappraisal of the thoughts and feelings that underpin the avoidance of activity (or over activity), and pain, fatigue, other physical symptoms and emotional reactions, can lead to positive behavioural change.  However, waiting lists for individual therapy are long, and so a group approach may be valuable.  

Mindfulness, a way of paying attention to current experience that is usually encouraged by the practice of meditation, relates well to our understanding of the factors that maintain CFS and, if taught in classes, may address the issue of long waiting lists. Internal stimuli such as body sensations, thoughts and emotions are the most typical focus of meditation exercises, although sight and sound are also used. Participants learn to observe the thoughts, emotions and sensations that arise, without making judgments about their truth, importance or value, and without trying to escape, avoid or change them. Regular practice of mindfulness skills is thought to increase self-awareness and self-acceptance, reduce reactivity to passing thoughts and emotions, and improve ability to make adaptive choices (Kabat-Zinn, 1990; Baer, 2003). 

Several peer-reviewed papers on the clinical outcomes of teaching mindfulness have been published in the medical literature.  There is evidence for the efficacy of mindfulness based stress reduction (MBSR) in the treatment of chronic pain, anxiety disorders, and mood and adjustment in cancer (Baer, 2003).  Also there is evidence that mindfulness based cognitive therapy (MBCT) is effective in preventing depressive relapse (Segal et al. 2002).  

In this paper, we describe 3 phases of exploratory work. Firstly, a study was undertaken to assess the efficacy and acceptability of group mindfulness training on mood, functioning and fatigue compared to waiting list controls in patients with CFS. Two further studies were conducted to see if these effects were replicable and whether the programme also had an impact on quality of life (group 2), and whether improvements were maintained at 3-month follow-up (group 3). 

The treatment programme was based on MBSR and MBCT as described in Kabat-Zinn (1990) and Segal et al. (2002).      

Study 1: a randomised evaluation

Patients and Methods: Patients with a diagnosis of CFS following a thorough initial screening for infectious and physical diseases and who met the Oxford criteria (see Deale et al. 1997) were assessed for suitability for CBT and placed on the waiting list. Those who were due to wait more than 3 months for CBT were asked by letter if they would like to take part in an exploratory study.  Patients who did not have a primary diagnosis of CFS, were unable to travel to the group, or had a diagnosis of major depression or psychosis, were excluded.

All patients were aged between 18 and 65.  Out of a total of 44 patients asked, the 18 (10 women and 8 men) who agreed to take part were randomised to treatment or waiting list control.  There were 5 men and 4 women were in each group.

Patients in the treatment group attended classes at the same time each week for 8 weeks. Control patients stayed on the waiting list and received standard care that may have included visits to the GP and alternative therapies such as homeopathy or acupuncture, but not CBT or mindfulness.

Acceptability of the programme was measured using a Likert scale which asked people to rate components of the course from 0-10, (0= not at all useful, 10 = very useful). Acceptability was rated after completion of the group (each participant was interviewed individually a week after the end of the group).

Fatigue was measured using the Chalder fatigue scale (Chalder et al., 1993), physical functioning using the appropriate subscale of the SF36 (Stewart et al. 1998) and anxiety and depression using the HADS (Zigmond & Snaith 1983).

The questionnaire measures were taken at the first interview with the patient, and after completion of the group. For the controls, questionnaires were sent out by post at equivalent times.

Results: It was not possible to retrieve questionnaires from one person in the control group.  In the treatment group, all 9 patients attended at least 4 sessions, which is a minimum requirement to be able to evaluate treatment effectiveness (Segal et al, 2002). Patients rated each of the components of the course positively.  92% of the evaluations were 5 and above with 7 being the most frequently endorsed rating (33%).

All means and significance levels for the interactions between experimental and control group are shown in table 1. Effect sizes for the patient group were calculated by dividing the difference between pre and post treatment scores by the mean of the pre and post standard deviations.

2-way anova revealed a significant interaction between group and time of measurement: anxiety decreased in patients attending the 8-week mindfulness course (effect size 0.85) but did not change in the control group. Depression remained unchanged over the treatment period. Subjective fatigue decreased in the treatment group (effect size 0.93) but did not change in the control group over the 8-week period, although this interaction did not reach significance (p=0.08). Physical functioning remained unchanged for both groups, which may reflect the fact that the programme was not geared towards physical activity in terms of specific themes or exercises.

Study 2

Patients and Methods:  Patients currently on the waiting list for CBT who had not taken part in the first group (n=27) were interviewed to see if they would like to participate in the 8-week mindfulness programme.  12 patients (9 women and 3 men) agreed to take part. 

In addition to the measures described for the first study, patients also completed the Fatigue Impact Scale ( FIS; Fisk et al. 1994) which assesses the effect of fatigue on quality of life.

Results: 1 patient did not attend at all, and 2 dropped out after 2 sessions. The remaining 9 patients all attended at least 5 sessions.  Acceptability was high as before, 92% of all the ratings were 5 and above and the most frequently endorsed item was 6 (36%).

Table 1 shows a significant reduction in anxiety over the 8-week treatment period (effect size 1.32).  Fatigue also decreased with an effect size of 0.84 even though this result did not quite reach significance (p=0.06). Scores on the FIS reduced significantly indicating an improvement in quality of life (effect size 0.68). People were experiencing their fatigue as having less impact on their lives perhaps because they had developed a different relationship to it as suggested by the mindfulness rationale. There were no changes in depression scores or in physical functioning.
Study 3:

Patients and Methods: Patients currently on the waiting list who had not taken part in either of the other two groups were invited to participate in the programme (n=30).  11 patients agreed (7 women and 4 men).  

In addition to the measures already described, we introduced a follow up session for this group that took place 3 months after the end of the main programme. This was to provide patients with an opportunity to reconnect with the formal practice of mindfulness through meditation. Questionnaire measures were taken at the start of this session and were sent out to all who had attended the treatment programme and were unable to come to this follow up. 

Results: In terms of compliance, 2 patients dropped out before the second session. Each of the remaining 9 patients attended at least 5 sessions of the treatment programme. Of these, 5 attended the follow up session. Of the 4 who did not attend, all but one returned the questionnaires.

  Acceptability was very high.  87.5% of scores were 5 and over. The most frequently endorsed item on the Likert scales was 10 (40.2%). 

In this group, the improvements were more wide ranging than in the previous studies. There were highly significant improvements in mood (both anxiety and depression, effect sizes 0.84 and 1.13 respectively) physical functioning and fatigue (effect sizes –0.76 and 1.6) over the period of intervention. Quality of life as measured by the FIS also improved significantly (effect size 0.86). The improvements were maintained at 3-month follow up. These results are summarised in table 1.

Discussion:

These exploratory investigations suggest that mindfulness training, when carried out within the framework of a clear cognitive rationale, is acceptable to patients with CFS, is more effective than remaining on the waiting list, and can improve mood, quality of life and physical functioning. The first study indicated a significantly greater reduction in anxiety and a reduction in subjective fatigue that approached significance compared to waiting list controls. These effects were also demonstrated in the second study in which patients acted as their own controls. In addition, the negative impact of fatigue on quality of life was significantly reduced as evidenced by the results in the second and third groups. The consistency of these findings suggests a genuine effect of the intervention. Finally, the introduction of measures 3 months following the end of the third group shows that these improvements, and the significant and positive effects on depression and physical functioning specific to this group, can be maintained in the longer term. It is our view that the promising findings demonstrated in this paper justify a more in depth study of mindfulness intervention in patients with CFS. 

The increase in subjective ratings of physical functioning and also depression observed in group 3 may reflect the introduction of more specific information presented in handouts and in session exercises that related to cognitions and physical activity, within a mindfulness framework, as described in the MBCT approach. It is of interest that paying attention to physical symptoms and activity can result in improvement in this group of patients. Finally, it is also of interest that the effect sizes reported here are similar to those calculated by the authors in randomised trials of CBT for this population  (effect sizes of 0.68 for the SF36 physical functioning subscale, 1.13 for the Chalder Fatigue Scale and 0.87 for depression in Deale et. al. 1997).    

We are currently evaluating the longer-term impact of mindfulness training by monitoring the uptake of CBT in people who have attended the groups reported here and recording the number of treatment sessions.  We anticipate that mindfulness is a good preparation for CBT and that the number of individual sessions will be reduced. 

The work reported here has been carried out in the context of developing a useful service for patients who have to wait a long time for treatment. It is a reflection of clinical practice, but the patients are a self-selected population who have gained some understanding of a cognitive behavioural approach and activity scheduling during early sessions with the consultant psychiatrist.  We do not know to what extent this early intervention contributes to the success of the programme. Also, mindfulness, which requires openness and curiosity to all aspects of experience, may be less effective if, for example, belief in a purely physical explanation for the illness is very strong. We are exploring the value of a stepped care approach in which patients receive early assessment sessions (maximum of 2), MBCT intervention then up to 10 sessions of CBT as compared with those who receive just these early sessions, a long wait, then up to 16 sessions of CBT. However, if it turns out that the effects we have observed are maintained in the long term, there may be patients who do not require any form of intervention other than the mindfulness approach explored here.
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Figure1. Questionnaire scores at pre intervention, post intervention and follow up (group 3 only). 



 EMBED StaticEnhancedMetafile  [image: image1.wmf]Fatigue Score

follow up fatigue

fatigue post

fatigue pre

Mean

30

28

26

24

22

20

18

16

14



 EMBED StaticEnhancedMetafile  [image: image2.wmf]FIS Score

follow up fis total

fis post total

fis pre total

Mean

100

90

80

70

60

   
[image: image3.wmf]HADS Anxiety

follow up had anxiet

had anxiety post

had anxiety pre

Mean

10

9

8

7

6

5



 EMBED StaticEnhancedMetafile  [image: image4.wmf]HADS Depression

follow up had depres

had depression post

had depression pre

Mean

8

7

6

5

4

3


Table 1: Summary of results. For group 1, F values and significance levels indicate interactions between control and experimental group on the measures used.  Paired t-tests were used for groups 2 & 3. 

	
	Group 1
	Group 2
	Group 3

	
	Control
	Experiment
	
	
	Paired t-tests represent pre-post and pre-follow up

	
	Pre (n=8)
	Post (n=8)
	Pre (n=9)
	Post (n=9)
	Pre (n=10)
	Post (n=10)
	Pre (n=9)
	Post (n=9)
	Followup (n=8)

	HAD Anxiety 
	9.13(5.11)
	8.63(4.57) 
	11.44(4.56) 
	8.22 (2.99)

F=9.41, p=0.01**
	10.30(2.58)
	7.50(1.65)

t=4.45, p=0.00**
	9.33 (4.47) 
	6(3.43)

t=3.78, p=0.01**
	6.12(3.44)

 t=3.69, p=0.01**

	HAD Depression
	10.50(3.16) 
	9.50(3.96) 
	9.00(4.58)
	8.33(1.66)

 F=1.24, p=0.28
	8.40(3.78)
	7.40 (3.30)

t=1.54, p=0.16
	7.78 (4.18)
	4.22 (2.11)

t=3.60, p=0.01**
	4.88(2.85) 

t=2.38, p=0.05*

	Chalder Fatigue Scale
	21.25(9.16) 
	20.38(8.26) 
	25.33(6.24)
	18.56(8.13)

F=3.54,p=0.08( 
	21.90(6.42) 
	15.60 (8.53) 

t=2.21, p=0.06(
	28.11(2.98) 
	16.33 (11.79)

t=3.38, p=0.01**
	17.25(6.94)

t=4.65, p=0.00**

	SF36 Physical Functioning
	42.50(27.00) 
	36.50(27.61) 
	40.56(22.56)
	40.00(16.78) 

F=0.32, p=0.58
	46.30(28.71) 
	47.50 (29.65)

t=-0.42, p=0.69
	52.78 (20.33)
	67.78 (19.06)

t=-3.46, p=0.01**
	62.50 (23.75)

t=0.477, p=0.00**

	FIS total score
	
	
	
	
	92.56(18.10)
	80.22(18.14)

t=3.49, p=0.01**
	98.67 (25.75)
	73.67 (31.89)

t=2.88, p=0.02 *
	73.13 (39.20)

t=2,39, p=0.05*


( Approaching significance
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