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1. Thesis Abstract

Purpose: The aim of the systematic review was to address whether psychological
interventions were able to reduce fatigue severity or the impact of fatigue in individuals with
Multiple Sclerosis. The empirical study aimed to evaluate the effectiveness of a CBT based
self-help workbook at reducing perceived impact of fatigue in a clinical sample of MS
patients.

Methods: A systematic search of the literature was carried out between the years 1980 and
February 2015 to review whether psychological interventions were effective for fatigue
management in Multiple Sclerosis. A randomised controlled trial examined the effectiveness
of a CBT-based self-help workbook for the reduction of fatigue impact in MS. Participants
were randomly allocated to one of three groups treatment as usual (TAU), pure self-help
(PSH) or guided self-help (GSH).

Results: Eleven studies were included in the systematic review, which indicated that CBT
based interventions aiming to reduce fatigue or depression were most effective at reducing
the severity of fatigue. Impact of fatigue can be reduced through mindfulness, CBT,
motivational interviewing and to a lesser extent acceptance and commitment therapy. The
empirical study did not find any significant differences between groups, however

satisfaction with the workbook was high.

Conclusions: The review suggests that there is a clear role for psychological interventions in
fatigue management in MS, although further robust research into different therapeutic
modalities is needed. From the empirical study it appears that the low level CBT-based
intervention for fatigue in MS was not effective at reducing the perceived impact of fatigue.
This study reflects an inclusive, clinical sample, recruited from a specialist rehabilitation
unit, with high levels of multidisciplinary input which may have diluted any potential effect

of the workbook.

Word count — 277



2. Systematic Review

Title
Avre psychological interventions effective for fatigue management in Multiple Sclerosis? —
A systematic review

Kirsty Gallen', Debbie Pitcaithly” & Paul Graham Morris®

This review has been written with a view to publication in the journal Clinical Rehabilitation
and therefore follows formatting and referencing styles suggested in the journals guidelines.

A copy of the guidelines can be found in Appendix 1.

Word count 3713 (not incl. Tables, references and abstract)

! Corresponding Author: Kirsty Gallen NHS Fife, Scotland, UK; University of Edinburgh, Scotland, UK.
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* Dr Paul Graham Morris, Clinical and Health Psychology, University of Edinburgh, Scotland, UK



2.1. Abstract
Objectives: The aim of the systematic review was to address whether psychological

interventions are able to reduce fatigue severity or the impact of fatigue in individuals with
Multiple Sclerosis

Data sources: A search was conducted of: Psychinfo, Medline, Embase, CINAHL between
1980 and February 2015.

Review methods: All studies were evaluated against a set of quality criteria by author (KG)
with a proportion of studies being independently reviewed by author (DP) to ensure
reliability of ratings.

Results: Eleven studies were included in the review. CBT based interventions with a focus
on fatigue management and depression appear to significantly reduce fatigue severity with
medium to large effect. Significant reductions in fatigue impact can be found from
mindfulness groups, motivational interviewing and CBT. Effect sizes for CBT interventions
ranged from negligible to medium. For the mindfulness and motivational interviewing
interventions effect sizes were not able to be calculated. The acceptance and commitment
therapy intervention did not find a significant reduction in fatigue but found a medium effect
for the intervention.

Conclusions: There is a clear role for psychological interventions in the reduction of fatigue

management but more high quality research needs to be carried out.

Word count - 193

Keywords
Fatigue, Tiredness, Multiple Sclerosis, MS, effectiveness, psychological interventions,
Psychological therapy, CBT, systematic review
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2.2 Introduction

Multiple sclerosis (MS) is a disabling neurological condition caused by inflammation of the
central nervous system (CNS). The protective sheath around nerve fibres in the CNS is
damaged which interferes with the transference of messages passed along the nerves. As
well as physical problems such as spasticity, fatigue and muscle control, there can also be
psychological complications (anxiety, depression) and cognitive deterioration. There is
estimated to be 85,000 people with MS in the UK. Prevalence rates of MS vary across
regions with between 100 and 120 per 100,000 in England?and 180 per 100,000 in
Scotland®. Up to 90% of patients with Multiple Sclerosis (MS) complain of fatigue and two
thirds of patients categorise fatigue as their most troubling symptom*. Fatigue can be
defined as ‘a subjective lack of physical and/or mental energy that is perceived by the
individual or caregiver to interfere with usual and desired activities’. Fatigue in MS has
been shown to be associated with mood problems ® and can have a significant impact on
daily life’.

Interventions

Biomedical interventions consist of pharmacological treatments which have produced mixed
results. Twenty to forty percent of patients with mild to moderate symptoms of MS
experience a short term reduction of fatigue symptoms using Amantadine (a dopamine
agonist)®. Minimal effects have been found for Pemoline, a central nervous system stimulant
8 9. Modafinil, a drug used to treat excessive sleepiness, has been tested in MS populations

with varying results'® .

Traditional behavioural interventions for the management of fatigue in MS focus on energy
conservation, increasing activity, body mechanics, ergonomics and lifestyle changes *°.
However, research suggests that biomedical interventions and behavioural therapies do not
provide a complete approach to fatigue management'” '®. There is some evidence that
psychological approaches, particularly cognitive behavioural therapy (CBT), may be
effective in the management of fatigue in Chronic Fatigue Syndrome and do not produce the

1920 Eyrthermore, some

unwanted side effects seen in pharmacological interventions
evidence has started to be reported regarding the effectiveness of CBT based interventions

for fatigue in MS?.

11



Justification for current review

A general search was carried out to identify any existing reviews that incorporated elements
of the current question by entering the terms multiple sclerosis and fatigue into the DARE
and Cochrane library databases. At the time of searching (February 2012) two systematic
reviews were found, one looking into psychological interventions for MS* and one looking
specifically at mindfulness interventions in MS, not specific to fatigue management?.
Reference lists from these reviews were checked and four studies have been considered for

inclusion in the current review %'

. Further searches via the Cochrane Multiple Sclerosis
and Rare Diseases of the Central Nervous System Group found no further reviews for

psychological interventions for fatigue in MS.

As the reviews discovered were either not specific to fatigue or were specific to one type of
psychological therapy only, namely CBT, it was decided that a systematic review which

included all psychological interventions for fatigue in MS was a relevant to this field.

Aim
To address whether psychological interventions are able to reduce fatigue severity or the

impact of fatigue in individuals with Multiple Sclerosis.

2.3. Methods
The Centre for Reviews and Dissemination (CRD)?, The University of York guidelines

review (www.york.ac.uk/inst/crd/) and SIGN guideline 50*° were followed when carrying

out and reporting this current systematic review.

Inclusion and Exclusion criteria
The PICOS guidelines® were used to develop selection criteria for relevant articles, see

below for full description.

Population(s)

This review included all people aged 18+ with a diagnosis of MS recognised by a suitable
clinician (e.g. neurologist). All types (relapsing remitting, secondary progressive, benign,
primary progressive) and all durations of multiple sclerosis (from newly diagnosed to longer

term) were included.
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Intervention(s)

Studies that evaluated a psychological intervention which aimed to reduce fatigue in MS as a
primary or secondary outcome were included. All formats of psychological therapy were
included e.g. individual, group based, guided self-help, telephone based therapy and pure
self-help. Interventions needed to be derived from a psychological therapy such as cognitive
behavioural therapy, psychodynamic therapy, schema therapy, acceptance and commitment
therapy, mindfulness etc.

This review did not include complimentary therapy or pure relaxation therapy or generic
supportive counselling/ social support (where no psychological theory could be identified).
This ensured that all therapies included had an evidence base. The review omitted any
interventions where a psychological therapy was combined with other physical therapies or
occupational therapies such as body ergonomics, goal setting or the implementation of
adaptive equipment. The rational for this was to try and keep the review as 'pure' as possible
as a combination of two different types of therapy would make it difficult to distinguish

which part of the therapy was effective.

The therapists for included studies could be from any specialty as long as they were suitably
qualified and/or experienced in the type of therapy they were providing and/or were

supervised by a suitably qualified therapist.

Comparison(s)

Where there were control/comparator groups, all types of comparators were included e.g.
waitlist, healthy controls, intervention controls etc. Where there were multiple comparators,
the control groups which were as similar to other controls in the review were selected as the

comparator.

Outcomes (Primary / Secondary)

Studies included measured fatigue at baseline and post intervention as a minimum. Studies
which measured physical and/ or mental fatigue were included. Measures were included
which focused on reduction in fatigue severity or reduction in impact of fatigue on

participant’s life.
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Study Design
As this is a relatively new area of research the following types of studies were included in
this systematic review ; randomised controlled trials, pseudo-randomised controlled trials,

non-randomised controlled trial, comparative studies and case series.

Only studies available in English language were included as there was no available means of

translation from other languages.

Literature Search Strategies

Systematic searches were conducted in the following electronic databases: Psychinfo,
Medline, Embase, CINAHL. In addition relevant studies were searched via the online
database for the Journal of Multiple Sclerosis and the Journal of MS Care. Hand searches of
studies cited by papers included in the current review were also considered for inclusion.
The searches were conducted between the publication years of 1980 to February 2015.
Search terms are listed in Appendix 2. From this search strategy 202 studies were identified.
Using the PICOS criteria, firstly titles of studies were reviewed for suitability, then abstracts
of relevant studies were reviewed and then the full articles of studies were reviewed to

ensure they met inclusion criteria. See Figure 2.1.

Data Extraction

The following information was extracted from relevant studies; country, total number of
participants (N), MS type, gender, age, intervention arms, total treatment time, type of
treatment, measure of fatigue, follow up period, effect size (pre to post) recruitment method

and key findings seen in Table 2.1 — Characteristics of reviewed studies.

Effect size

Effect sizes were calculated using Cohen’s d ** for pre and post fatigue measures where
possible (See Table 2.1).Cohen’s d allows a classification of the strength of difference
between two measures (e.g. pre and post), small (d = .20), medium (d=.50) or large
(d=.80)*, this enables the reader to evaluate the magnitude of the strength of the

intervention.
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Assessment of quality

The quality of the selected papers were assessed using a purposely designed assessment tool
based on the SIGN guidelines (prior to Feb 2013). The CRD recommendations were
considered when designing the quality criteria (www.york.ac.uk/inst/crd/). A copy of the
quality criteria used can be found in Appendix 3. All studies were rated by author KG. To
ensure reliability of ratings, 80% of the papers were randomly selected and rated by the
second author (DP). An overall agreement rating of 75% was reached. Where there were
discrepancies, they were discussed until a final agreement was reached.

All criteria were given a rating either; not applicable, not reported, not addressed, poorly
addressed, adequately addressed or well covered in relation to their methodological ability to
address the review question. Where 100% of criteria were rated as adequate or well covered
the methodological quality was rated overall as excellent. Where 70% of criteria were rated
adequate or well covered the methodological quality was rated overall as very good. Where
50% of criteria were rated adequate or well covered the studies methodological quality was
rated overall as good. Those studies where less than 50% of criteria were rated as adequate
or well covered were classified overall as adequate. Table 2.2 shows all studies ranked in

order of highest to lowest quality.
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Figure 2. 1 - Flowchart Detailing Study Selection Procedure

Studies identified by search strategy (n = 202)

A 4

Remaining studies (n = 143)

v

Duplicates = 59

v
Remaining studies (n = 21)

A 4
Remaining studies (n =10)

\ 4

v

Not suitable after reviewing
titles &/or abstracts = 122

Not suitable after reviewing full
paper =8

Conference abstracts/ posters =
3 (2- original research papers
already reviewed, 1 -further
information could not be found)

A

A 4

Additional studies included from
other searches

Journal Multiple Sclerosis =0
Journal of MS Care =0

Search of reference lists = 1
(Sinclair & Scroogie 2005%%)
Search of previous systematic
reviews =0

Studies identified for inclusion in
review (n = 11)
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2.4. Results

Study Characteristics

An overview of study characteristics can be found in Table 2.1. There were seven

27, 32, 33, 35-37, 40 44, 46, 47

randomised controlled trials and three non-controlled trials and one

repeated measures trial 2

included in this review. Sample sizes ranged from 15-164. Mean
ages ranged from 38-53. The majority of studies used patients with relapsing remitting
multiple sclerosis seven studies included patients with secondary progressive multiple
sclerosis 2323333744 five reported that they included participants with primary

progressive multiple sclerosis %33 36.37.44

, two study reported that they included benign
MS* % three studies did not specify the types of MS included > * " The percentage of
female participants ranged from 69-100%. Four studies were undertaken in the UK, five in

the USA, one in New Zealand and one in Switzerland.
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Table 2.1 Characteristics of reviewed studies

Study Total | Gender Mean Tx arm(s) Total Type of Measure of | Pre mean Post Effect Follow- | Recruitment Key findings related to fatigue
Country N (female) | age (N) treatment treatment | fatigue (SD) mean size pre | up method
(SD) time (in (SD) topost | period
minutes) Severity / (Cohen" | (N)
Impact/ s d)
both
Thomas, 164 CBT CBT CBT (84) 540+ Group Global CBT CBT CBT 1mo Primary and The CBT based fatigue
etal 73% 48 homework fatigue 5.60(0.98) | 548 0.12 secondary care management group did not find a
201432 (10.2) severity (0.92) 4 mo significant reduction in fatigue at 2
UK CLP subscale of MS Society months (post follow up) but found
73% CLP CLP (80) FAI 12 mo newsletter/ website a significant reduction at 4 months
50.1 CLP CLP and a close to significant reduction
9.1 5.61(1.09) | CLP 0.05 at 12 months. The effect size at 2
Severity 5.55 months was small which increased
(1.17) to a large effect size at 4 months
and this was maintained at 12
months.
Van 72 CBT CBT CBT (35) 400 Individual Chalder CBT CBT CBT 2mo Hospital MS service CBT and relaxation therapy
Kessel et 80% 42.89 +homework face to face | Fatigue 20.94(4.25) | 7.90 3.03 Identified by MS significantly reduced fatigue in MS
al. 2008 % (9.29) and phone | Scale % (4.34) 5 mo nurses/ patients when compared to a
New RT (37) (CFS) workers healthy control group. CBT was
Zealand RT RT RT 8 mo significantly more effective than
RT70% | 47.03 Matched Severity 20.32 RT 1.83 MS Society relaxation therapy at post
(9.45) | healthy (4.28) 11.57 treatment. Effects were sustained
controls (72) (5.28) at 6 month follow up.
Grossman | 150 MBI 78% | MBI Mindfulness 1620 + 2240 | Group Modified MBI MBIa MBIP Post Self referral Participants who attended the
etal. 45.93 based of homework Fatigue 35.15 6.19 0.41 Recruitment via Mindfulness Based Intervention
2010% (10.00) | intervention Impact (16.68) (3.96- (0.09- 6 mo outpatient clinic, (MBI) improved on fatigue
Switzerlan (MBI =76) Scale 8.41) 0.73) physicians or measure significantly more than
d (MFIS)?8 advertisements in those in the usual care (UC) group
UC81% | Usual Usual care MS bulletin at post and 6 month follow up.
Care group (UC = Impact uc ucCe The amount of mindfulness
48.68 74) 30.28 0.36 (-2 practice correlated with
(10.58) (14.98) 90 -2.61) improvements in fatigue.
Bombardi | 130 78% 46.2 Motivational 210-240 MI Individual, MFIS38 Ml MI MI Post (14 | Advertisements, Fatigue decreased significantly in
eretal. FEMALE Interview (MI, | based telephone 39(16.49) | 34(16.12) | 0.31 weeks) flyers in neurologists | the treated group and remained
2008 36 N- 70) counselling Impact offices. Also unchanged among the controls.
USA WIL WiL WiL recruited from a Only 7.1% of participants chose
Wait List controls controls controls previous study fatigue as a target area to work on
controls (60) 32 (18.87 32(1862) | 0 with support of the Ml techniques.
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Moss- 40 Compute | MS MS Invigor 290-580 Computer Chalder MS Invigor | MS CFS Post Advertisement on The internet based CBT
Morris et -rised Invigor | (23) +homework and phone | Fatigue 21.39 Invigor 1.57 treatme | MS Society and MS intervention for fatigue
al. 2012 % CBT (CBT) Scale(CFS) | (4.30) 12.39 nt (10 Trust website and management significantly reduced
UK 69.63% 40.14 Severity (6.84) weeks) local press release both severity of fatigue and impact
(17.76) WL of fatigue on daily living. Large
MFIS 38 Control WiL effect size from both fatigue
WL WL WIL Control Impact 21.53 Control MFIS measures were found compared to
Control Control | group (17) (3.62) 19.57 110 the control group.
94.1% 41.81 (5.20)
(11.43) MS Invigor
13.17 MS
(3.81) Invigor
9.0 (3.75)
WL
Control WiL
12.69 Control
(3.89) 12.88
(3.89)
Mohr, 60a Overall 44.6 CBT 22 CBT - 800 CBT - Fatigue Post Referred by Treatment for depression was
Hart & 71.7% overall | SEGP 16 SEGP - 1440 | individual Assessment | CBT CBT (week neurologists, other associated with a reduction in
Goldberg not no Sertraline 22 face to face | Instrument 58.2 (8.67) | 52.5 CBT 16) health care overall fatigue as measured by the
20037 group group FAI 3 (12.52) 0.53 professionals, the FAI. The effect was due primarily
USA break- break- SEGP - Severity SEGP National Multiple to reductions in the global severity
down. down group subscale 60.7 (8.83) | SEGP SEGP Sclerosis Society, of fatigue subscale from the FAI.
61.3 -0.064 advertising or by All 3 conditions reduced
CBT (9.89) other means fatigue.CBT and medication were
Impact 17.3(2.92) CBT more effective at reducing fatigue
subscale CBT 0.29 than the supportive group.
SEGP 16.4
16.8 (2.61) | (3.35) SEGP
0.1
SEGP
171
(2.93)
Mok, 127 TCBT = TCBT | TCBT (n-62) | 800 Individual, FIS 41 Not Not N/A Mid tx (8 | Database from Fatigue reduced for both groups.
Hart & 75.8% = T-SEFT (n- telephone reported reported weeks) Medical Care facility | There was a greater reduction in
Vella T-SEFT | 48.60 65) Impact and regional national | fatigue for the CBT group on
2007 40 =785% | (9.62) Post (16 | MS Society. Offer of | measures of physical fatigue.
USA TSEFT weeks) payment for Significant effects of reduction on
=735 completion of fatigue remained when controlling
(1.10) assessment for level of depression.
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Sinclaire 37 100% 38 Participants 600 CBT Group | FSS# 5.67 5.59 No SD Post (5 Neurologist and local | There were no significant
& Female served as reported | weeks) MS Society improvements in fatigue but there
Scroggie own controls Both advertisement was a trend in positive direction.
2005 42 6mo
USA
Thomas 164 69% 45.5 CBT-16 540 Group FAI 39 5.8(1.0) 5.6(1.1) 0.19 Post (1 | MDT members from | There were no significant
etal. Severity month) a hospital MS differences in fatigue scores
2010,4 service - offered opt | between pre and post measures.
UK Brief Fatigue | 6.4 (1.6) 5.7(2.3) 0.35 in The satisfaction evaluation
Inventory showed that the programme was
relevant to those who participated.
Severity
FAI 5.8(1.0) 58(1.1) 0.0
Impact
subscale
BFI 6.0 (2.2) 5.8(2.2) 0.09
Impact
subscale
Impact
Sheppard | 15 80% 53.13 ACT group 300 Group (MFIS)38 51.21 40.00 0.52 Post (3 Advertisements and | There was no significant change in
etal. 2010 (7.68) | (15) (21.43) (22.01) mo) local neurology clinic | the fatigue measure following the
46 Impact ACT group but results were in the
USA correct direction i.e. showing a
reduction in fatigue.
Askey- 90 73% 43 Formal CBT - | Mean CBT Individual FSS#3 36.95 32.63 0.01 Post (6 MS Specialist nurses | The service provided a triage
Jones et female (11.4) n=29 session- 11 (22.30) (22.95) month) and neurologists service based on stepped care
al. 2012 47 Both referred in model for depression where
UK therapy in the form of CBT was

one treatment option offered by
nurses. There was no
standardised protocol for CBT
sessions with a varying number of
session per patient. No significant
difference were found from
baseline on fatigue scores.

N = number of participants in study, SD = standard deviation, Tx = treatment/intervention, CBT = Cognitive Behavioural Therapy, RT = Relaxation Therapy, CLP = Current Local Practice ACT = Acceptance and Commitment
Therapy, MBI = Mindfulness Based Intervention, SEGP = Supportive Emotional Group Psychotherapy , TCBT = Telephone Cognitive Behavioural Therapy, T-SEFT -Telephone Supportive Emotion Focused Therapy, Ml =
Motivational Interview,? Comparison of CBT and SEGP only for purposes of systematic review ®post intervwention change (95% confidence interval) PEffect size passed on mean change at post intervention with 95% confidence
interval. ¢ combination from 2 iterations but no major changes to the programme were made
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Quiality assessment
The quality assessment (see Table 2.2) suggested that Thomas et al. 2014* Van Kessel et

al.** and Grossman et al.®

conducted the methodologically strongest studies. Approximately
half the studies had some form of comparison group, such as active therapy, usual care,
waitlist controls or matched healthy controls. The studies with lower quality ratings
Sheppard et al.*®, Thomas et al. 2010* and Askey-Jones et al.*’ did not have control groups
and therefore rated lowest on this criteria and were not able to be scored on the other related
criteria (randomisation to groups, matched demographic variables, matched baseline
measures and matched attrition levels). Only four studies recorded follow up data beyond the
immediate post intervention data collection 3 3* %2 The majority of studies reported low
levels of attrition (less than 20%) with some of the better quality papers reporting extremely

low rates of 4% * to 10%*’, suggesting good face validity of interventions.
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Table 2.2 Methodological Quality Criteria Ratings

1) Control | 2) 3)Demogra | 4) Baseline | 5) 6) Fatigue | 7) Follow up | 8) Sample | 9) Attrition | 10) 11)missin | Methodol-
group Allocation | -phic measure of Interventio | measure period size power | levels Attrition g data ogical
variables fatigue n Fidelity diff over levels strength
matched matched time matched score
Thomas, et al. | Adequately | Well Well Well Well Well Well Well Well Adequately | Well Excellent
2015% addressed Covered Covered Covered Covered Covered Covered Covered Covered Addressed | Covered
Van Kessel, Well Well Well Well Well Adequatel | Adequately | Well Well Well Well Excellent
et al. 2008* Covered Covered Covered Covered Covered y Addressed Covered Covered Covered Covered
Addressed

Grossman, et | Adequately | Well Well Adequately | Adequately | Well Adequately | Well Well Well Well Excellent
al. 2010® addressed covered Covered addressed addressed Covered Addressed Covered Covered Covered Covered
Bombardier, | Adequately | Well Well Poorly Adequately | Well Poorly Well Well Adequately | Well Very
et al. 2008%° addressed Covered Covered Addressed addressed Covered Addressed Covered Covered addressed Covered Good
Moss-Morris, | Adequately | Well Well Well Well Well Poorly Poorly Well Well Poorly Very
etal. 2012% Addressed | Covered Covered Covered Covered Covered Addressed Addressed | Covered Covered Addressed | Good
Mohr, Hart & | Well Well Well Well Well Well Poorly Poorly Well Adequately | Well Very
Goldl2)7erg Covered Covered Covered Covered Covered Covered Addressed Addressed | Covered addressed Covered Good
2003
Mohr, Hart & | Well Well Well Not reported | Well Well Poorly Well Well Well Well Very
Vella 2007*° | Covered Covered Covered Covered Covered Addressed Covered Covered Covered Covered Good
Sinclaire & Poorly Not Well Not reported | Adequately | Well Adequately | Well Adequately | Not Poorly Good
Scro%%]ie Addressed | Applicable | Covered addressed Covered addressed Covered addressed Applicable | Addressed
2005
Thomas, et al. | Not Not Not Not Adequately | Well Poorly Poorly Well Not Well Adequate
2010* Addressed | Applicable | Applicable | Applicable addressed Covered Addressed Addressed | Covered Applicable | Covered
Sheppard, et | Not Not Not Not Adequately | Well Poorly Poorly Adequately | Not Well Adequate
al. 2010% Addressed | Applicable | Applicable | Applicable addressed Covered Addressed Addressed | Addressed | Applicable | Covered
Askey-Jones, | Not Not Not Not Poorly Well Poorly Well Poorly Not Poorly Adequate
etal. 2012% Addressed | Applicable | Applicable | Applicable | Addressed | Covered Addressed Covered Addressed | Addressed | Addressed

22



To address the question of whether psychological interventions are effective for fatigue
management in MS the results will be discussed in relation to the construct of fatigue measured i.e.
fatigue severity, fatigue impact and those studies which reported a combination of impact and
severity.

Severity of fatigue

Five studies measured the impact psychological interventions had on the severity of fatigue®’
32333144 The Chalder Fatigue scale (CFS), the severity subscale of the Brief Fatigue Inventory
(BFI) and the severity subscale of the Fatigue Assessment Inventory (FAI) were used to measure
the severity of fatigue. Although the scales were designed to be used with chronic fatigue (CFS),
cancer (BFI) and general populations (FALI), they have since been used in studies with the MS
population. All five interventions were based on CBT, but varied in the delivery of CBT between
individual, face to face therapy®” with telephone input®, individual internet based self-help with
telephone input®” and group therapy ** *’. Four studies focused the interventions exclusively to
improve fatigue, with one study ?’ treating depression and measuring fatigue as a secondary
outcome. All recruitment from one of these studies®” was taken from advertisement which does not
represent a clinical sample. This suggests that the ecological validity of this intervention to be

27,32, 33

somewhat less appealing than studies where part recruitment and all recruitment came from a

clinical sample*.

Four of the five studies were rated as methodologically very good to excellent. They found
significant reductions in fatigue and medium to large effects at post and/ or follow up time points.
Evidence suggests that methodologically sound studies using CBT based interventions aimed at the
reduction of fatigue severity or depression, delivered on an individual basis have the potential to
significantly reduce severity of fatigue with large effects at two months®, 2.5 months®’ or four
months®’. Furthermore, Individual CBT also has the potential to produce lasting effects at eight
month follow up®. In addition, CBT delivered in a group format can significantly reduce fatigue
with large effect at a follow up period of four months lasting up to one year, but not at post measure
(one month) *2, suggesting that a group format may take longer before a reduction in fatigue

severity is found compared to some forms of individual therapy.
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Impact of fatigue

Seven studies measured the effectiveness of psychological interventions on the perceived impact of
fatigue 23" 404446 The scales used in these studies were the Fatigue Impact scale (FIS)*, the
Modified Fatigue Impact Scale (MFIS)® and the consequences subscale of the FAI*, the former
two scales were designed for use in the MS population. The methodological quality of studies
ranged from adequate to excellent. The study rated as having excellent methodological quality™
was a mindfulness based group intervention aimed to improve fatigue and quality of life in the MS
population. The impact of fatigue was significantly reduced compared to the usual care group but
there was not sufficient information to calculate effect sizes. The study found significant results on
fatigue measures compared to a usual care group. This was the most time intensive intervention

included in the review with a total of 2240 minutes plus homework.

Four studies were rated as methodologically very good? ** "% These studies all provided
individual therapy and found significant reduction in the impact of fatigue, with large® and
medium ' effect sizes found. Unfortunately there was not sufficient information reported to
calculate effect size for the other two studies® *°. Three studies used CBT #"*"“and one used

motivational interviewing™®.

One study™ was rated as methodologically adequate. The study aimed to manage the bio
psychosocial aspects of MS using a group format based on Acceptance and Commitment Therapy
(ACT). Although the study did not find a significant reduction of fatigue impact they found a
medium effect size. Lack of significant findings could be due to small sample size or due to the

recruitment being solely from a clinical population resulting in high attrition rates.

In summarising the evidence above it appears that there is a high degree of heterogeneity amongst
studies. Evidence suggests that high quality studies using psychological therapy in the form of a
mindfulness group or individual CBT can reduce fatigue impact either significantly and /or have
medium to large effects. This review highlights that there is more evidence for the reduction in
fatigue impact using an individual therapeutic approach based on CBT compared to a group format,

or individual therapy based on other modalities.
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Studies which report a combination measure of fatigue impact and severity

Two studies reported the results of a measure which combined severity of fatigue as well as the
impact of fatigue ***’. The measure used in both studies was the FSS* which was designed for use
in the chronic health populations and has since been standardised in the MS population.

These two studies were rated amongst the lowest on the methodological quality ratings and were
rated in this review, as adequate. The effect size was only able to be calculated for one paper ¥
which was negligible, 0.01. Both studies used a CBT model to provide an intervention with one
using a group format*? and the limited information reported in one study suggested that individual
sessions were used*’. A moderate level of input was provided from a therapist in both studies, with
the aim of the intervention also differing between studies; depression*’ and perceived control of
symptoms*. No significant differences were found in either study and both studies recruited at least
in part from a clinical population where referrals were taken from MDT members, specialist nurses

and neurologists.

In summary, lower quality studies in this review which assess psychological interventions, namely
CBT, by reporting a combination of both severity and impact of fatigue result in a lack of
significant findings with little to no effect. Both studies had relatively small numbers of
participants, no control group and for one study limited information regarding intervention ’.
Although, recruitment was at least, in part, clinically relevant. The lack of significant findings may
reflect the methodological design of these studies. More stringent trials need to be carried out before

concrete conclusions are reached.
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2.5. Discussion

The aim of this systematic review was to address whether psychological interventions were able to
reduce fatigue severity or the impact of fatigue in individuals with Multiple Sclerosis. Although this
review found a limited number of studies using psychological interventions for fatigue in MS, it is
encouraging to see that over the last 10 years this relatively new field of research has started to
develop. The majority of studies found a significant reduction of fatigue with a medium effect
following a psychological intervention although intervention type, aim and methodological quality
differed between studies.

The most common modality of psychological therapy was cognitive behavioural therapy, although
even within these studies the method of delivery and amount of therapist input differed. This review
indicates that individual and group CBT can significantly reduce fatigue severity and impact.
Mindfulness therapy delivered in a group setting and Motivational Interviewing based therapy
delivered individually can significantly reduce the impact of fatigue. A more tentative conclusion
(due to lower methodological quality of the study) is that Acceptance and Commitment therapy may

have a role in reducing the impact of fatigue, although further research is needed.

Instruments used to measure fatigue differed amongst studies. Furthermore the reliability and
validity varied with some measures being employed that were not originally developed for the MS
population, for example the CFS was originally developed for the chronic fatigue population and
although it has good internal consistency, concurrent validity and discriminative validity in the
chronic fatigue population the validity and reliability within the MS population is lacking. Some
items on the CFS could be reflective of MS symptoms other than fatigue for example “do you find it
more difficult to find the right word’ and ‘do you have problems starting things’ could be a
symptom of executive function problems, rather than fatigue. Therefore the use of valid and reliable

measures, specific to the MS population should be employed in future research, see > for a review.

The recruitment for most of the studies included in this review was at least partially, if not fully, by
advertisement. This type of recruitment is likely to attract a sub selection of MS patients who are
more highly motivated and have higher self efficacy regarding changing thoughts and behaviours.
Previous research into guided self-help interventions for anxiety and depression have found that
interventions recruited via primary care are less effective than those recruited as self selected

samples via advertisements™® **>*°! Samples recruited this way may be less likely to drop out of
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the study, and more likely to adhere to the requirements of the intervention, possibly leading to an
exaggerated positive impact of the intervention.

This review included both psychological therapies aimed at fatigue management and psychological
therapies aimed at the management of depression and anxiety within the MS population. It was seen
as important to include both as there is still some clarification required regarding the cause of
fatigue and whether it is a primary symptom of MS or whether it is a secondary symptom of a co
morbid illness such as depression. For example, sleep disturbance and depression were found to be
the most important predictors of fatigue >*. However, not all patients with fatigue are depressed and
there is evidence to suggest that fatigue and depression should be treated independently®.

The extensive exclusion criteria used by some studies may render them less clinically applicable
and therefore less effective. When reviewing the impact of psychological interventions it is
important to look at both the efficacy and the effectiveness of the intervention. The efficacy of an
intervention refers to the level of scientific rigor, whereas effectiveness focuses on the ability of the
study to work in the 'real world'. Excluding those with co-morbid physical difficulties,
psychological difficulties and those that are not ambulatory results in a sample which may not
reflect the clinical population. It is evident that a high proportion of people with MS suffer from
anxiety and/ or depression and as the disease progresses the physical deterioration may result in
reduced mobility. It is unlikely that patients with both these aspects will be less affected by fatigue;

therefore interventions that apply to the general MS population are necessary.

The studies in this review were undertaken across four different counties with the majority of
research being carried out in the USA and the UK. This may impact on the findings of studies and
the generalizability of these findings. For example, each country has different standards of training
and requirements to be able to practice specific therapeutic modalities. Therefore what may be
classified as an acceptable level of training in CBT for example, may differ between studies. This
could impact on intervention fidelity, which could in turn impact on results of the studies.
Furthermore, differences between public and private funding of healthcare between countries may
influence the type of therapy being chosen for research purposes (depending on government
guidelines, funders interests etc.) the intensity / duration of the treatment being offered (dependant
on resources) and the commitment of participants in the research trials taking into account possible

costs to the patient and availability of alternative treatment options etc.

Limitations of this review

27



This review was only carried out on English language papers. The review only included searches
from four databases, possibly limiting the number of studies which could be included in the review.
The review included papers where interventions were purely psychological in nature to limit the
chances of any effects being due to a combination of therapeutic input. Therefore the decision was
made to exclude traditional behavioural interventions as they tended to include non-psychological
elements e.g. body ergonomics. Although, this strict separation of interventions does not
necessarily reflect clinical practice, where multidisciplinary teams work alongside one another for

the benefit of the patient.

Future research

Research into fatigue management using a psychological approach should employ less rigid
exclusion criteria and more clinically relevant recruitment methods to make it more applicable
to the clinical population. Future research should consider valid and reliable measures for the
MS population and ensure they are measuring an appropriate effect of the intervention (e.g. a
reduction in fatigue severity and/or impact). Replication of studies which have found
significant results using different therapists, in different settings are required to ensure the
interventions are generalisable. A longer follow up period is required to ensure that the impact

of the interventions is not just achieved at post measurements but also in the longer term.

2.6. Conclusions

Although research to date is sparse, there appears to be a clear role for psychological interventions
for fatigue management in MS. Furthermore, exploring different therapeutic modalities as
demonstrated in this review, is important to enable a person centred approach that is suitable to
patient needs and is evidence-based. At the present time it appears that CBT based interventions in
the form of individual therapy or groups, individual motivational interviewing and mindfulness

group therapy are able to reduce fatigue severity and /or impact.

2.7. Clinical Messages

e CBT based interventions (individual and group) can produce statistically significant
reductions in fatigue severity and in some cases fatigue impact with medium to large effect

sizes.
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e Other psychological therapies shown to reduce fatigue impact are mindfulness based group
interventions and individual motivational interviewing interventions.

e Caution should be taken when choosing a measure for fatigue to ensure it is valid and
reliable in the MS population

o Evidence in this area is still sparse and more research which looks at the efficacy and

effectiveness of interventions is required.
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3.1. Introduction

There is estimated to be 85 000 people with Multiple Sclerosis (MS) in the UK (Compston & Coles,
2002). Prevalence rates of MS vary across regions with between 100 and 120 per 100,000 in
England (Williams & McKeran, 1986) and 180 per 100,000 in Scotland (Phadke & Downie 1987) .
Up to 90% of patients with MS complain of fatigue and two thirds of patients categorise it as their
most troubling symptom (Branas et al. 2000) . Fatigue can be defined as ‘a subjective lack of
physical and/or mental energy that is perceived by the individual or caregiver to interfere with usual
and desired activities’( Multiple Sclerosis Council, 1998). Fatigue in MS has been shown to be
associated with mood problems (Krupp,2003) and has an impact on daily life, for example it can

impact on a person’s ability to remain in full-time employment (Jongbloed, 1998).

Rationale for Self-help

Due to the high numbers of people with multiple sclerosis potentially affected by fatigue it is
important that the NHS has a wide range of treatment options to help patients manage this disabling
symptom. Self-help and guided self-help (GSH) have been recognised in the field of mental health
as a suitable first step to managing mild to moderate depression and anxiety (NICE 2009, 2011, The
Matrix 2011). Implementing low intensity interventions like self-help and guided self-help can help
improve access to psychological therapies using a stepped care model (DoH Delivering for mental
health 2006) which can help to meet government waiting time targets (ISD Scotland 2012).
Furthermore, self-help may be more appropriate for certain populations, for example those with
physical health problems which would make travelling to appointments difficult. In addition,
patients with fatigue may find a typical psychological therapy session lasting approximately one
hour in length physically and mentally demanding. Therefore an option of self-help where the
person can access the materials at their leisure or a guided self-help session which is typically

shorter in length may be a more suitable intervention.

Cognitive Behavioural Therapy (CBT) based GSH introduces the patient to bibliotherapy and

psychological concepts allowing short term input and support from a professional. A meta-analysis
by Coull & Morris (2011) of GSH for anxiety and depression found a medium effect size (0.69) for
GSH interventions compared to control conditions but further analysis found that this effect largely
applied to self-selected samples rather than true clinical samples. A meta-analysis by Gellatly et al.
(2007) of self-help (including GSH) for depression found a significantly higher effect size for GSH

than pure self-help (PSH) and they also found a larger effect in self-selected patients.
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Research seems to suggest that GSH may be more effective than PSH, but the majority of these
studies were based on self-selected samples. The actual content of self-help materials includes both
the therapeutic elements of a particular modality as well as non specific therapeutic factors.
Research into an effective therapeutic relationship (Cahill et al. 2008) suggests that there are three
stages (establishing a relationship, developing a relationship and maintaining a relationship) that
need to be met to ensure an effective relationship. A number of factors between therapist and
patient are involved at each stage of the therapeutic relationship such as; empathy, guidance,
reflection, feedback and repair of rupture are just a few of the factors at play. Furthermore, it has
been found that up to 30% of the improvement in therapy has been attributed to non-specific factors
such as the therapeutic relationship, empathy and warmth (Lambert & Barley, 2001). Being able to
transfer these aspects successfully into self-help materials where there is little input from a therapist
(GSH) or no input from a therapist (PSH) is a challenge. Reviews of the acceptability of self-help
materials written for the clinical population with depression have highlighted a number of important
considerations regarding the use of common therapeutic factors in self-help materials, which if not
achieved, may present as a barrier to the patient accessing the materials. These common factors
include; accessibility, generating belief, empathy, goal setting, collaborative framework, guidance,
developing a secure base, feedback, responsiveness, rupture prevention, repair and flexibility

(Richardson et al. 2010), readability score and reading ease ( Martinez et al. 2008).

Rationale for CBT

Cognitive behavioural therapy (CBT) identifies unhelpful cognitions and behaviours and introduces
the patient to techniques to modify them making them more helpful. A relationship between
catastrophic thoughts about fatigue and avoidance behaviours has been found ( Bol et al. 2010). The
presence of such thoughts can lead to a vicious cycle resulting in the maintenance or worsening of
fatigue symptoms. Jopson & Moss-Morris (2003) and Vercoulen et al. (1996) further support the
importance of cognitions and beliefs as a mediating factor for fatigue. For example, control beliefs
have been found to be linked to an increase in fatigue (Schwartz et al.1996; Jopson & Moss-Morris
2003) . In addition, patients experiencing a sense of helplessness, uncontrollability and
unpredictability also leads to in an increased experience of fatigue (van der Werf et al. 2003).
Therefore, CBT could provide an alternative to unhelpful thought and avoidance behaviours. In
fact, CBT has been shown to be an effective approach to managing fatigue in MS in a number of
clinical trials (Van Kessels et al. 2008; Moss-Morris et al. 2012; Mohr, Hart & Goldberg et al.
2003; Mohr, Hart and Vella 2007; Thomas et al. 2014).
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Rationale for developing a new workbook

At the time of writing the workbook there were a number of general self-help books / information
booklets for MS, such as 'MS and Me- A Self-management guide to living with MS” (MS Trust,
2010) and a more specific booklet for fatigue 'Living with fatigue- Fatigue management for people
with MS’ (MS Trust, 2006). The function of these books appeared to be more information giving,
sharing of personal stories and general advice giving, and whilst some of the techniques could be
argued to be behavioural in origin, such as pacing, they were lacking a specific therapeutic angle,
furthermore the effectiveness of these books has not been evaluated using a randomised controlled
trial. CBT has been used more specifically in the chronic fatigue population to form the basis of
self-help books, for example 'Coping with Chronic Fatigue’ (Chalder 1995) and ‘Overcoming
Chronic Fatigue - A self-help guide using Cognitive Behavioral Techniques’ (Burgess & Chalder,
2005). Although some of the CBT techniques use in these books may be relevant to people with
MS, there are significant differences between the chronic fatigue and MS populations which could

potentially affect engagement with the materials.

3.2. Aim

The aim of the study was to create a self-help book that could be used for pure self-help as well as
guided self-help in an NHS setting for the management of fatigue in MS based on CBT principles.
The aim was to use CBT techniques and to include common therapeutic factors in the workbook to

help people with MS engage with the workbook and find some benefit from using the strategies.

3.3. Description of the workbook

The workbook is composed of four stages. The term stage was used rather than sections or chapters
to convey the message that it was a journey which could be completed by carrying out one stage at

a time. To see the workbook in full refer to Appendix 4.

Stage one - Self assessment

In this stage the reader is introduced to the rationale behind choosing CBT as an evidence based
therapeutic modality. They are invited to complete a self assessment of their fatigue, considering
both historical factors (e.g. coping styles) and current day factors (e.g. triggers, moods, thoughts and

behaviours). They are invited to complete the section by answering a series of questions and
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reflecting on past experiences. At the end of the chapter the aim is for the reader to have formulated
their own model of fatigue by completing the ‘'unlucky clover' formulation model at the end of the
section. It is recommended that the reader completes this section over the course of one week.

Stage two - Thoughts

This stage is split into two parts intended to be completed over two weeks (one part per week).
Firstly the rationale behind exploring unhelpful thoughts related to fatigue is discussed. Then the
reader is encouraged to identify any unhelpful thoughts they may have in relation to their own
fatigue. To help the reader, there is a case study taking the reader through the process of identifying
thoughts. The second part of stage two aims to encourage the reader to challenge their negative
thoughts. They are introduced to specific CBT techniques to achieve this and are guided though the

process via a case example.

Stage three - Behaviours

This stage is broken down into three parts and readers have the choice as to whether they would like
to complete all three or just two parts. The parts are titled ‘over activity bust cycle’, ‘under activity
cycle' and 'CAP activities’. Readers are encouraged to complete at least one of the first two parts
and all readers are advised to complete the third part. The over activity bust cycle explains the
behaviours whereby people may try to push through their fatigue which can result in an increased
level of fatigue over the following days, leading to a reduction in activity. The under activity cycle
explains a pattern of behaviour whereby the reader may avoid certain activities through fear that
they may make their fatigue worse, but in doing so they may become less active and this may result
in muscle weakness and further increase levels of fatigue. The workbook outlines particular
activities to help manage both these types of behaviour including pacing or graded activity and uses

specific CBT techniques such as activities diaries and self monitoring.

The final part refers to the type of activities people are doing and whether they bring a sense of
Closeness, Achievement or Pleasure (CAP) to the person. The reader is encouraged to analyse their
behaviours and ensure there is a balance of all these types of activities. There is also an opportunity
where the reader can explore particular activities they may have stopped due to their fatigue. They
are encouraged to use a problem solving approach to explore activities that may need to be adjusted

to suit their physical needs.

Stage Four - Keeping on track
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This stage aims to review the progress the reader has made to date by revisiting the ‘unlucky clover’
formulation model of fatigue. The aim is to see if there are any aspects of the model that have
changed in a more positive way that would change the model into a 'lucky clover'. This stage also
takes the reader through possible ruptures in their management of fatigue and looks at ways they
can repair them. Techniques include identifying warning signs, making an emergency plan and

frequently monitoring their own experience of fatigue.

3.4. The process of developing the workbook

Both non-specific therapeutic factors and specific CBT factors were considered when writing the

workbook.

First impressions

Relationship building with self-help materials differs from rapport building in face to face clinical
work as the therapist is not in the same room with the patient. The aim of establishing the
relationship is to ensure that the reader engages with the workbook, in the same way that rapport
building seeks to enable engagement with the therapist and therapeutic process. The first hurdle for
self-help materials is getting the reader to open the workbook. It was important that the workbook
had good face validity, looked attractive and professional to ensure that participants would open the
front page. It was decided a coloured front cover, with a generic scenic picture would be the best
option so not to exclude any gender, race or age by placing a specific picture on the front. Also the
NHS Fife and The University of Edinburgh logos on the front cover help to portray the message
that it is a credible resource. It was important to ensure that the workbook was practical therefore
reinforcing the front cover with a layer of plastic sheeting ensured it would protect the contents and

also helped to give it a more professional look.

Engagement

Engagement in therapy is an important factor in the overall outcome for the patient (Tetley et al.
2011; Dew and Bickman 2005 and Thompson et al. 2007) . The term engagement within the
context of this self-help workbook refers to the engagement with the overall look of the workbook
as well as engagement with the contents. Pictures were used to help demonstrate points in the

workbook and to break up text. Colour as well as black and white pictures were used to keep the
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reader engaged throughout the text. Fictional case examples were used throughout the workbook
and care was taken to ensure a mix of representative ages, genders and personal circumstances with
the aim of enabling as many readers as possible to identify with characters in the workbook. The
characters also sought to convey a sense of empathy and normalisation of symptoms. Activities
were used throughout the workbook to introduce the reader to CBT techniques. They were broken
down into manageable chunks and spread throughout the workbook to ensure the participant did not

feel overwhelmed.

Expectations of the workbook were outlined early in the text ensuring that the participant knew that
it was not a cure for fatigue, but a toolkit to help manage fatigue on a daily basis. Furthermore, the
credibility of the workbook was reinforced ensuring that readers knew CBT was an evidence based

therapy and was used in several different clinical areas.

A collaborative nature was introduced where possible, highlighting that the reader owned the
workbook and they could chose to annotate it. The reader was also encouraged to choose a friend or
family member to support them to complete the workbook. It was highlighted early in the workbook
that the more effort the reader put into the workbook the more likely it was that they would see a
positive outcome from using the workbook. Advice about particular sections and information on
new concepts were fully explained in both a direct manner through didactic teaching and via case

examples.

Readability

The readability of the workbook was assessed by using the readability function in Microsoft WORD
2010. Twenty-eight pages (31% of the workbook) were chosen at random and all diagrams,
headings and sub headings were removed. A Flesch Reading Ease score was calculated, which rates
text on a 100-point scale, the higher the score the easier it is to understand the document. A score of
72.6 was achieved with a Flesch —Kicaid grade level of 7.3, indicating that the text could be
understood by an average student in year 7 in the United Kingdom or a 7th grade student in the
United States (11-13 years old). This score suggests that the current workbook is easier to read than
those assessed by Martinez, Whitfield, Dafters, Williams (2008) who assessed the reading ease of 8
commonly used self-help books for depression in the UK. The font size (12) and type face (Arial)

were chosen to be consistent with NHS brand guidelines.

CBT specific factors- Beck et al. (1979)

40



Summaries at the start of each stage were intended to replace the agenda setting element of a one-
to-one CBT session. The first stage consists of a self-assessment which ultimately results in a self
formulation displayed in a simple model. The model of fatigue, titled the ‘Unlucky Clover’, aimed
to explain both the present day impact of fatigue as well as some historical information to help the
participant ground the current circumstances in their own history. Presenting a formulation helps to
establish a rationale (Khan et al. 2007) and outlines both the onset and maintenance of the
presenting problem. Beck (1995) suggested that the process of assessment and formulation should
be carried out using collaborative empiricism. Although the reader is expected to complete the
formulation alone using the workbook, they are guided through each stage with a rationale and
examples. Needleman (1999) suggested that the process of case formulation can strengthen the
therapeutic alliance. Thus by including a self-assessment and formulation in the first stage it was

intended to help the reader form a therapeutic alliance with the workbook.

As well as a self-assessment and formulation in stage one, other stages covered areas of thoughts
and behaviours which incorporated CBT techniques such as thought diaries, thought challenging
techniques, activity diaries and activity managing techniques. The author also attempted to integrate
the CBT techniques throughout the workbook, where the reader was encouraged to use thought
challenging techniques if they had unhelpful thoughts about changing their behaviour.

Predicting disengagement

The workbook outlined elements which the reader may find difficult, with the aim of empathising
with the reader. Reassurance was given to the reader at the more complex parts of the workbook,
highlighting that the reader could take breaks and return to the activity at another time. Case
examples in the clinical vignettes depicted how an individual may struggle with fatigue and how
they could use the techniques in the workbook to overcome these difficulties. A conscious effort
was made to show that some of the characters in the clinical examples did not have to complete the
activities perfectly to gain benefits from the workbook. Participants also had the option to leave
some sections of a particular stage out if they were irrelevant to their circumstances, which was

intended to avoid potential triggers to disengagement.
The final stage of the workbook entitled ‘Keeping on Track’ outlined important relapse prevention

strategies. It encouraged the reader to predict possible problems with fatigue management and to

use the techniques they have learnt in the workbook to manage these times effectively.
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3.5. Consultation

A clinical psychologist (DP), experienced in the physical rehabilitation service and in the MS
population contributed to the workbook to ensure its clinical validity to CBT and the MS
population. A health psychologist (PGM) with experience of producing guided self-help booklets
also contributed to the development of the workbook. Furthermore, the workbook was reviewed by
two specialist nurses in MS who made suggestions ensuring it was clinically applicable to the MS
population. Finally, a patient with MS reviewed the book to ensure it was easy to engage with and
was applicable to their experience of MS and fatigue. These suggestions were taken into account
and changes were made to the final copy of the workbook to incorporate them.
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4.1 Abstract

Background: Fatigue is a common disabling symptom in patients with Multiple Sclerosis (MS).
Cognitive behavioural therapy (CBT) has been shown to be effective in the reduction of fatigue in
MS and CBT-based self-help has been shown to be effective as a low intensity intervention for
anxiety and depression in the general population.

Objectives: To evaluate the effectiveness of a CBT based self-help workbook at reducing the
perceived impact of fatigue in a clinical sample of MS patients.

Methods: Participants were randomly allocated to one of three groups; treatment as usual (TAU),
pure self-help (PSH) or guided self-help (GSH). Measures were taken at four time points (pre, post
intervention, three and six months). The Modified Fatigue Impact Scale (MFIS) was chosen to

measure fatigue.

Results: There was no significant difference between groups on measures of fatigue, anxiety,

depression or quality of life. Satisfaction with the workbook was high.

Conclusions: The low level CBT-based intervention for fatigue in MS was not effective at reducing
the perceived impact of fatigue. This study reflects a clinical, inclusive sample recruited from a
specialist rehabilitation unit. Future studies should; include measurements of impact and severity,
review level of therapist input required to produce an effect and consider the mode of therapeutic

delivery, whilst remaining representative of a true clinical sample.

Word count - 214

Keywords - Multiple sclerosis, randomised controlled trial, cognitive behavioural therapy, fatigue

impact, fatigue severity, self-help, guided self-help, MFIS, psychological, intervention
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4.2. Introduction

Multiple sclerosis (MS) is a disabling neurological condition caused by inflammation of the central
nervous system (CNS). There is estimated to be 85,000 people with MS in the UK *. Prevalence
rates of MS vary across regions with between 100-120 per 100,000 in England ? and 180 per
100,000 in Scotland * . Up to 90% of patients with MS complain of fatigue and two thirds of
patients categorise fatigue as their most troubling symptom “. Fatigue can be defined as ‘a
subjective lack of physical and/or mental energy that is perceived by the individual or caregiver to

interfere with usual and desired activities’>. Pharmacological and behavioural treatments for fatigue

5-14 5,15

have produced mixed outcomes”™ and side effects can be problematic™™.

Cognitive behavioural therapy (CBT) has been shown to be an effective approach to managing
fatigue in MS™?. Furthermore CBT has been shown to be adaptable to short term interventions in
the form of self-help®?. Short term, low intensity interventions such as self-help and guided self-
help have been implemented in stepped care models 2 to help NHS boards meet government
waiting time targets®. Applying this stepped care approach to management of MS fatigue may be
an effective way to increase service provision and reduce the impact of fatigue. Self efficacy® has

been shown to impact on health behaviour outcomes 2" and will be considered in this current study.

4.3. Aims and hypotheses

Aim - To evaluate the effectiveness of a CBT based self-help workbook for MS fatigue in a clinical
sample. Furthermore, variables which may impact on effectiveness of self-help interventions, such
as level of input from therapist, premorbid level of fatigue and premorbid level of self-efficacy were

explored. The study’s hypotheses were:

1 - Guided self-help (GSH) and pure self-help (PSH) interventions will significantly reduce fatigue
and improve mood and quality of life (post intervention and follow up) in comparison with the

treatment as usual (TAU) group.

2- Participants with clinically relevant fatigue scores pre-intervention will see a larger reduction in

fatigue scores following PSH or GSH interventions compared with TAU.
3 - Guided self-help and pure self-help patients with higher levels of self-efficacy at baseline

measurement will demonstrate greater improvements in fatigue scores following intervention

compared to those with lower levels of self-efficacy.
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The study also sought to determine patients’ satisfaction with the self-help materials.

4.4. Methods

Design

A single centre, parallel group, randomised controlled trial conducted in the Fife Rehabilitation
Service in NHS Fife, Scotland. The patients were randomly allocated in equal proportion to either a
treatment as usual (TAU) group, pure self-help (PSH) group or guided self-help (GSH) group.
Participants in the experimental conditions (PSH & GSH) continued to receive treatment as usual in
addition to either PSH or GSH throughout the trial. This trial was non-blinded, i.e. both participants
and therapist knew the details of the intervention, which was unavoidable due to the transparent
nature of this study.

Ethical and other approvals

Ethical approval was given by the South East Scotland Research Ethics Service (see Appendix 6).
Caldicott Guardian approval was obtained from NHS Fife (Appendix 7) along with Research and

Development approval (Appendix 8) to allow this study to be carried out in NHS Fife. The study

was also registered with Clinical Trials.org (reference number NCT01532037).

Sample

Potential participants were identified by MS specialist nurses from the Rehabilitation Service.
Participants were included if they were aged 18+, had a diagnosis of MS by a neurologist and
reported fatigue as a symptom. A clinician (specialist MS nurse or clinical psychologist) screened
referrals to ensure participants had the ability to give informed consent and had sufficient level of
literacy understanding to ensure they could complete the standardised questionnaires and read the
self-help workbook. Participants had to be willing to consent to randomisation. Participants were
excluded from the study if they had a diagnosis of psychosis, personality disorders, had suicidal
ideation or plans (assessed by referring clinician). See Figure 4.1 for an outline of the participant

journey through the trial.
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Figure 4.1 Participant journey through trial
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Power calculation

A previous study which measured a CBT based intervention for MS and fatigue found a large effect
size at three months and a medium effect size at six months *%. The computer programme G-Power
28 was used to calculate the sample size using an F-test, ANOVA repeated measures, within-
between interaction for a medium effect of F=0.25, o= 0.05, power of 0.90 for three groups (TAU,
GSH & PSH) with four measurements (time points) with 0.5 correlation between repeated measures

and nonsphericity correction at 1. This resulted in a total sample size of 39 (13 per group).

Attrition rate

Based on previous studies there has been a wide range of attrition rates at 6 months ranging from
4.2% ® to 28% *°. The more conservative rate of 28% was used to calculate required initial sample
size in this current study. The equation recommended by Stewart, Jackson and Jenkins 2 for
intention to treat (ITT) designs to account for attrition rates was employed resulting in an estimated
required initial sample size of 54 (18 per group), allowing for a 28% attrition rate.

Randomisation

Once participants consented to take part in the study and returned completed questionnaires they
were randomised into one of three groups: TAU, PSH or GSH. Randomisation was based on a

random sequence of numbers generated via Random.org.

Study Settings

The Rehabilitation Service is an outpatient service comprising a multidisciplinary team (MDT). All
participants received treatment as usual. The CBT based workbook for fatigue was provided to
participants in the intervention groups only. Participants allocated to the GSH group could attend

appointments in clinical locations or their own home.

Procedure

All participants received questionnaires posted at four time points; pre-intervention, post-
intervention, three months follow up and six months follow up (see Figure 4.1). The TAU group
received the questionnaires only. The PSH group received the CBT based self-help workbook via
post with a recommended timeframe of 90 minutes to complete each stage (four stages in total) over

the course of six weeks, in addition to treatment as usual. The GSH group were offered up to four,
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45 minute sessions of therapist support (chief researcher, KG) alongside the CBT based self-help
workbook. In addition, the GSH group were advised to spend an additional 45 minutes per stage, to
complete the activities in the workbook. The first two sessions of GSH were offered weekly and the
final two sessions at fortnightly intervals. The workbook contained four stages (see Box 4.1), with
a copy of the workbook provided as Appendix 4. Participants in the GSH condition also received

treatment as usual.

Fidelity of intervention

GSH was provided by the chief researcher (KG), a third year trainee clinical psychologist, who had
received training in CBT and practised CBT as a main therapeutic modality. Furthermore, KG had
one year of previous experience delivering CBT-based guided self-help to adults with anxiety and
depression. Supervision for GSH cases was provided by a qualified practitioner psychologist (DP),
who listened to session recordings to ensure adherence to the guided self-help protocol (see
Appendix 9 for copy of the protocol).

Stage 1 Self assessment — this stage aimed to introduce the reader to information about MS, fatigue and CBT.
The reader was required to complete their own self assessment of fatigue.

Stage 2 Thoughts and fatigue — this stage aimed to introduce the reader to unhelpful thoughts, as well as
ways to identify and to change unhelpful thoughts.

Stage 3 Behaviours and fatigue — this stage aimed to introduce the reader to unhelpful behaviours, focusing
on learning how to identify and change unhelpful behaviours. It also aimed to ensure the reader had a mix of
activities including achievement activities, pleasurable activities and activities where the reader felt close to
others.

Stage 4 Keeping on track — this stage aimed to review the original self assessment and identify any positive
changes. It also outlined ways to manage fatigue in the future by introducing emergency plans and
monitoring techniques.

Box 4.1 Brief outline of stages in the workbook

Measures

The chief researcher (KG) sent research packs to potential participants. Research packs contained a
participant information sheet, consent form, demographic information sheet (Appendix 10) and a
series of questionnaires which included; the Modified Fatigue Impact Scale (adapted from the
longer Fatigue Impact Scale; FIS *'), the WHOQOL-BREF%, the Hospital Anxiety and Depression
Scale (HADS,*) and the 6- item Chronic Disease Self-Efficacy Scale **.
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Primary outcome measure — Fatigue

The Modified Fatigue Impact Scale (MFIS) consists of 21 items selected from the Fatigue Impact
Scale (FIS) *. The MFIS can provide Physical, Cognitive, and Psychosocial subscales, as well as a
total MFIS score with a range from 0-84. Higher scores indicate a greater perceived impact of
fatigue on a patient’s activities. The MFIS has good test retest reliability (correlation coefficient
>.84), good reliability (MFIS total score o = .92 physical score a = .88 and cognitive score a = .92,
the psychosocial score o= .65) and no floor or ceiling effects . Due to the low internal reliability

for the psychosocial scale, results were excluded from the current study.

Secondary outcome measures
Quality of life

The WHOQOL-BREF (World Health Organisation®) is a 26-item version of the WHOQOL100
quality of life assessment. It has four domain levels; physical health, psychological, social
relationships and environment. It has good internal consistency (Cronbach’s alpha values ranging
from 0.66 to 0.84), good test retest reliability for domains: 0.66 for physical health, 0.72 for

t36

psychological health, 0.76 for social relationships and 0.87 for environment™. Scores from the

physical and psychological domains will be used to measure quality of life in the current study.

Mood

The Hospital Anxiety and Depression Scale (HADS *) is a screening scale comprising seven
anxiety items and seven depression items. It has good internal consistency (o >.75) for both scales.
Correlations between HADS and other commonly used measures of mood have been found in the
range of .49 to .83%". The HADS is less affected by somatic items than most other measures of

anxiety or depression making it a suitable choice for those with physical health problems.

Self-efficacy

The 6-item Chronic Disease Self-Efficacy Scale* is adapted from the original 33-item scale®®. It
covers symptom control, role function, emotional functioning and communicating with physicians.

38, 39
0

The internal consistency is reported as >.9 and test retest reliability is reported at 0.91 using

Pearson‘s Correlation and 0.87 using Spearman‘s Correlation.
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Demographic information

Gender, age, type of MS, number of years since diagnosis, use of any medication prescribed for
fatigue, use of any disease modifying medication, previous fatigue management input from the
Rehabilitation Service, last relapse (if applicable) and length of relapse (where applicable) were
collated.

Participant satisfaction

A satisfaction questionnaire for the self-help materials was designed by the chief investigator (KG),

based on a Likert scale (Appendix 11).

Statistical Analysis

Main analysis was carried out using intention to treat (ITT) analysis. As attrition rate was high in
this study ITT analysis was only carried out on data at time points 1-3 (pre, post and three month
follow up) as using 6 months data would be too dilute to draw any meaningful conclusions.
Exploratory analysis was carried out on completers of the intervention. Demographic information
was analysed using descriptive statistics and statistical analysis evaluating the differences between

demographic groups.

Analysis was carried out to ensure that data met assumptions of normality using Shapiro-Wilk test,
checks of skewness and kurtosis, as well as visually inspecting histograms. Homogeneity of
variance was checked using Levene's test. Where assumptions were met, parametric statistics were
used and effect sizes were reported using partial eta squared (n?). Non parametric statistics were
used where significantly non-normal distributions could not be rectified via transformation of data.
Where nonparametric equivalents were used medians were reported as the measurement of central

tendency.

Non parametric Friedman’s ANOVA was used to analyse fatigue in hypothesis one as the PSH
scores were not normally distributed. The QOL physical scores at baseline met the assumptions of
normality but not spericity, therefore Greenhouse-Geisser statistic is reported. Scores for hypothesis
two met normal assumptions but sphericity was not met therefore the Greenhouse-Geisser test

statistic was reported.
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4.5. Results

Attrition Rate

The GSH group attrition rate at post intervention, three and six months follow up was 60%, 68%

and 80% respectively. The PSH group attrition rate at post intervention, three and six months was

50% and 58.3%, which remained the same at six months. For the TAU group attrition rate at post

intervention, three and six months was 16.7%, 25% and 37.5% respectively. See Figure 4.1 for

more detail.

Demographic and Clinical information

Demographic information is outlined in Table 4.1. All three groups were well matched on all

categories apart from number of years since diagnosis where the GSH group have a significantly

shorter duration of MS compared to the PSH group. See section - Exploratory Analysis for

differences between completers and non completers.

Table 4.1 Demographic and Clinical information

Guided Self- Pure Self- Treatment as Comparison of
help n =25 help n=24 Usual n=24 three groups
Test p
statistic
Female N (%) 20 (80%) 17 (70.8%) 17 (70.8%) | 4°-0.717 0.753
Age - Mean, (SD) range 48.31 (10.26), | 49.32(9.05), | 49.52 (10.87), F 0.902
27.35-65.20 26.06-61.74 23.98-71.30 0.103
Number of years since MS 7.8 (5.7) 13.79 (10.43), | 11.5(8.47), | Welch'sF | 0.032
diagnosis (mean, SD, range) 5.45-10.15 9.39-18.19 7.92-15.08 3.721 *
Type MS RR =19 RR= 19 RR =16 Loglinear | 0.869
SP=3 SP=3 SP =2 analysis
PP=2 PP=1 PP =4 %
Benign =1 Benign =0 Benign =1 3.861
NOS =0 NOS =1 NOS =1
Medication use for fatigue Fluoxetine=5 | Fluoxetine=2 | Fluoxetine=2 | Loglinear | 0.926
Interferon=1 | Interferon=0 | Interferon=1 analysis
Modafinal= 0 | Modafinal=1 | Modafinal= 2 ba
Not Not Not 1.927
reported=1 reported=1 reported=0
Use of Disease Modifying 11 (44%) 11 (45.8%) 10 (41.7%) P 1.00
Treatment 0.085
N (%)
Median years since last 1 (0-7) 1(0-7) 2 (0-5) Kruskal- | 0.249
relapse (range) WallisH
2.780
Median length of relapse in 6 (1-34) 6 (2-52) 3 (1-18) Kruskal- | 0.279
weeks (range) Wallis
H
2.553
Number of participants who 11 (44%) 10 (41.7%) 9 (37.5%) v 0.955
had received previous 0.219
Fatigue management N, (%)

*Significant at the .05 level. N = number of participants, SD = standard deviation, MS = Multiple
Sclerosis, RR = relapsing remitting, SP = secondary Progressive, PP = primary Progressive, p =

level of significance.
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Main Results

To review results for measures of central tendency and variance for all analyses see Table 4.2.
Hypothesis 1 — impact of intervention

Fatigue

The level of fatigue did not significantly change over time for GSH % (2)= 0.684, p = 0.710, PSH
2F (2) = 1.286, p= 0.526 or TAU % (2) = 5.288, p = 0.071.(see Figure 4.2).

Figure 4.2. Intention to treat (ITT) analysis of perceived impact of fatigue total score (median)
across groups

ITT Fatigue Scores (Medians)
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Anxiety
A mixed ANOVA found no significant interaction for anxiety scores for the time by group analysis,

F (4,134) = 0.483, p = 0.748, with a small effect size of Partial Eta> = 0.014.

Depression
A mixed ANOVA did not find a significant interaction for anxiety scores for the time by group

analysis, F (2,134) 0.116, P=0.891, with a very small effect size, Partial Eta* 0.004.

QOL Physical
Results showed a non-significant effect of the time by group interaction, F (2.699, 91.764), 0.588,

p= 0.607 with a small effect size of Partial eta? 0.017.
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QOL Psychological
A mixed ANOVA did not find a significant interaction for anxiety scores for the time by group

interaction, F (4,136) 1.319, p = 0.266, with a small effect size of Partial Eta’ 0.037.

Hypothesis 2 — Clinically relevant fatigue scores

Participants with clinically relevant level of fatigue at pre-intervention were analysed separately

using the Flachnecker et al. *°

cut off score of 38 or above on the MFIS as a guide.
No significant interaction was found between time and group, F (2.855) 0.684, P = 0.558, with a

small effect size of partial eta’ = 0.028.

Hypothesis 3 — Self Efficacy

The Lorig et al. *® mean of 5.17 for self efficacy was applied to the pre-intervention scores for the
intervention group (GSH and PSH) to split them into groups with high (=/>5.17) or low ( <5.17)

levels of self efficacy. Fatigue scores for these groups were compared over time. No significant

interaction was found for the time by group analysis, F (6), 0.771, P = 0.595, with a small effect of

partial Eta® 0.049. This suggests that there is no difference in fatigue levels between groups over

time.

Satisfaction results

Twenty one participants completed the satisfaction questionnaire (ten GSH and eleven PSH). The
majority of participants found the workbook to be relevant, understandable, clear and helpful.
Forty-two percent rated that their relationship with fatigue had changed following use of the

workbook. Sixty-two percent reported that they would carry on using techniques they had learnt

from the workbook including implementing specific CBT techniques. Ninety percent reported that

they would recommend the workbook to a friend.
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Table 4.2 Measures of central tendency and variance for all analysis.

Measure Group (N) Pre treatment (0 Post treatment (8 3 mo follow up
weeks) weeks) (20 weeks)
Medium (IQR)* Medium (IQR) Medium (IQR)
Mean (SD) Mean (SD) Mean (SD)
Fatigue (Total MFIS GSH (25) 48 (34-63) 45 (26.5-64)2 43 (28-64)
PSH (24) 58 (25.5-66)z 58 (25-68.7)a 50 (25.5-66)2
TAU (24) 50.5 (32.25-65)2 50 (30.5-58.8)z 41.5 (28.5-60.8)2
Anxiety (Total HADS-A) | GSH (25) 8.72 (4.1) 8.76 (4.3) 8.48 (4.3)
PSH (24) 8.09 (4.3) 8.70 (5.2) 8.43 (4.7)
TAU (24) 8.09 (4.8) 8.05 (4.2) 8.27 (2.7)
Depression (Total HADS | GSH (25) 6.52 (3.1) 6.56 (3.2) 6.60 (3.3)
-D) PSH (24) 7.22 (4.7) 7.22 (4.1) 7.13 (4.6)
TAU(24) 6.00 (3.0) 5.73 (2.8) 5.68 (3.0)
Quality of life (Physical) | GSH (25) 21.20 (5.9) 19.84 (7.0) 20.32 (7.4)
PSH (24) 2042 (5.4) 19.91 (5.4) 20.63 (5.1)
TAU (24) 22.25 (5.2) 2242 (4.9 22.64 (4.9)
Quality of life GSH (25) 18.84 (2.5) 18.88 (3.8) 18.68 (4.2)
(psychological) PSH (24) 19.63 (5.1) 18.50 (5.3) 19.33 (5.2)
TAU (24) 20.92 (3.6) 20.58 (3.6) 21.36 (3.9)
Self Efficacy GSH (25) 6.07 (2.2) 6.07 (2.4) 6.10 (2.3)
PSH (24) 5.30 (2.0) 5.07 (1.9) 5.44 (2.1)
TAU(24) 6.45 (1.9) 6.43 (1.7) 6.69 (1.9)
Total MFIS for GSH(18) 56.8 (12) 54.4 (19.2) 52.7 (21)
participants with a PSH (16) 64.3 (7.6) 65.7 (8.2) 60.5 (11.1)
clinical level of fatigue TAU (16) 59.1 (9.7) 54.8 (9.5) 52.3 (15.1)
Total MFIS for GSH (18) 37 (20.1) 33.6 (23) 33(20.8)
participants with high self | PSH (10) 29.6 (19.1) 29.1(21.7) 29.9 (21.4)
efficacy
Total MFIS for GSH (7) 58.2 (13.6) 58.2 (17.8) 56.2 (19.6)
participants with low self | PSH (14) 59.7 (16.5) 59.9 (16.5) 56.2 (17.1)

efficacy

® Median (Interquartile range)

Exploratory analysis

Exploratory analysis were conducted with those that completed the intervention for hypotheses
1.The level of fatigue did not significantly change over time GSH »* (2)= 0.609, p = 0.738, PSH

2’k (2) = 2.00, p=0.368 or TAU 4’ (2) = 4.229, p = 0.121.

The only significant difference between completers and non-completers was that those who

completed the intervention in the PSH group had a significantly greater percentage of previous

fatigue management input (45%) compared to non completers (38%) X2Chi Square = 13.93, p .001.




4.6. Discussion

This study used a randomised controlled trial to assess the impact of a CBT based self-help
workbook for fatigue in MS. Results found that GSH and PSH interventions did not provide any
greater benefits in terms of perceived impact of fatigue, mood or QOL than the treatment as usual
group. Clinically relevant levels of fatigue and level of self-efficacy did not have any significant

impact on results.

The lack of significant findings in this current study differ from previous research into CBT for
fatigue management in MS '**"%_This may be due to a number of differences between the current
study and previous studies. Unlike previous research where recruitment was from a mix of clinical
and responders to advertisements ***"?° this study recruited purely from a clinical population.
Samples recruited from non clinical populations could potentially be more highly motivated to
adhere to the intervention and therefore see a greater effect from the intervention. A meta-analysis
of GSH for anxiety and depression found a medium effect size (0.69) for GSH interventions ** but

this largely applied to self-selected samples, non clinical populations.

The control group in the current study was a treatment as usual group. Participants in all groups
were able to access treatment from an MDT which could have potentially included some input on
fatigue management. A previous audit assessing the services provided for fatigue from the MDT
showed that all members of the team provided some level of fatigue input with Occupational
therapists and Specialist MS nurses reporting that they provided input similar to CBT.
Unfortunately, it was not possible to record the exact input the participants in the current study were
receiving during the study period, due to time restraints. Therefore lack of effect could potentially
be explained due all groups, including the comparison group, receiving possible CBT based input. It
is possible that the intervention may be more effective if used in MS samples with lower levels of

existing input.

Furthermore, the current study aimed to be a representative, inclusive clinical population by
limiting exclusion criteria. Previous research which have found an effect of CBT used more
stringent inclusion/exclusion criteria such as; a minimum level of fatigue on entering the study*®*"?
no previous fatigue input in the previous year® no relapse within three months®, not starting on
disease modifying treatment or anti depressants in past three months®, a willingness to abstain from
new pharmacological or psychological treatment for the duration of the study®'’. Therefore,

although previous research found an effect of CBT, it was for a select subgroup of the MS
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population. As the current study did not use any of the above exclusions criteria it may be possible
that this may account for the lack of effect.

The rationale behind this study was to explore different levels of clinical input, specifically forms of
self-help as a form of stepped care, currently recommended by the Scottish government to improve
access to psychological therapies. In the PSH group participants were recommended to spend a total
of 360 minutes over 6 weeks, with no input from the therapist. The GSH group were offered up to
180 minutes of input from the therapist and recommended to complete a further 180 minutes of
homework (total of 360 minutes over 6 weeks). This is considerably less input from a therapist
compared to previous research which ranged from 290 - 800 minutes of therapist contact with the
addition of homework ***"?°. Gellatly et al.** found a significantly higher effect size for higher
intensity interventions for depression, but these results were from a self selected sample rather than
a clinical population . Therefore, the lack of significant finding in this study may indicate that a

higher level of input is required to improve the symptoms of fatigue in MS.

CBT is an interactive intervention where the participant is expected to take responsibility to change
their thoughts and behaviours. It is time intensive and this approach may not have suited some
participants. Furthermore, even though efforts were taken to produce an ‘easy to use’ workbook,
some participants may have struggled with the level of input required and the level of reading in the
workbook. It is possible that a DVD or audio tape may have been a more acceptable mode of
delivery for this population, reducing some of the metal effort required to learn the CBT techniques,

possibly making it more appealing.

Limitations of the current study

There was a high attrition rate in the current study (58% across all groups at 6 months) with a
higher proportion in the intervention groups. This is a higher attrition rate than previous studies,
possibly suggesting poorer face validity for the intervention. Although, as previously mentioned,
unlike previous research, the current study was recruited from a clinical population, where
participants may have been less willing to engage. In addition the higher attrition rate found in the
intervention groups may reflect the level of work required in the intervention. As the majority of
work in the GSH and all of the work in the PSH condition required the person to work
independently it would require high levels of self motivation and self efficacy to engage with the

self help materials. The therapeutic basis of the workbook was CBT. CBT require a high level of
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input from the patient, firstly they need to learn and understand the constructs of CBT, become
familiar with the techniques and then put them into practice before they see and effect of the
therapy. This may be too demanding for some patients who struggle with low levels of self efficacy.
A similarly high attrition rate (47%) at first invitation prior to any input and 53% attrition at 6 week
follow up was found in a CBT self-help study for management of anxiety and depression.
Participants in this study were recruited entirely from a clinical population making this similar to
the current design® suggesting this high attrition rate may be more indicative of a self-help CBT
based intervention. Finally, attempts were made in this study to screen for any literacy problems or
cognitive impairment by asking a clinical who knows the participant whether these issues were
present. This is not a thorough method of cognitive screening and it may be the case that some
participants that took part in the study did have cognitive impairments, which in turn may have
made engagement with the self-help materials difficult and could account for a proportion of the

high attrition.

The current study measured the impact of fatigue rather than severity of fatigue. Previous research
found a greater effect of CBT reducing fatigue severity over fatigue impact'®*"?. Therefore it is
possible that this current study may have found a reduction in severity of fatigue but failed to

include appropriate measures. Future research should measure both perceived impact and severity.

Satisfaction with the workbook was high in participants who completed the intervention, suggesting
good face validity for a psychological approach to fatigue management in MS. Although, these
results must be treated with caution as they represent only those that completed the workbook and

therefore may be biased.

4.7. Conclusion

These findings suggest that the use of the CBT self-help workbook in a inclusive clinical sample of
patients with MS, recruited from a specialist rehabilitation unit does not significantly reduce their
perceived impact of fatigue. The satisfaction results indicate that those who completed the
workbook found it beneficial. It may be the case that a complex population with changing health
needs require a higher level intervention. Future studies could explore whether increased therapist
input would improve fatigue outcome in a clinical setting. Furthermore studies that explore different
modes of delivery for therapeutic interventions (e.g. audio, DVD) may be beneficial for this

population.

61



4.8. References

1. Compston A & Coles A. Multiple sclerosis. Lancet 2002;359:1221-31.

2.Williams ES. & McKeran RO. Prevalence of multiple sclerosis in a south London borough.
British Medical Journal (Clin Res Ed), 2002; 293:237-9.

3. Phadke JG, Downie AW. Epidemiology of multiple sclerosis in the north-east (Grampian region)
of Scotland—an update. Journal of Epidemiology and Community Health 1987; 41:5-13

4. Branas P, Jordan R, Fry-Smith A, et al. Treatments for fatigue in multiple sclerosis: A rapid and
systematic review. Health Technology Assessment 2000; 4 (27): 1-61.

5. Multiple Sclerosis Council (MSC) for Clinical Practice Guidelines. Fatigue and Multiple
Sclerosis: Evidence-Based Management Strategies for Fatigue in Multiple Sclerosis. Paralyzed
Veterans of America 1998.

6. Krupp LB, Coyle PK, Doscher C, et al. Fatigue therapy in multiple sclerosis: results of a double-
blind, randomized, parallel trial of amantadine, pemoline, and placebo. Neurology. 1995;45:1956-
1961.

7. Weinshenker BG, Penman M, Bass B, Ebers GC, Rice GPA. A double-blind, randomized
crossover trial of pemoline in fatigue associated with multiple sclerosis. Neurology 1992;42:1468-
1471.

8. Rammohan KW, Rosenberg JH, Lynn DJ, et al. Efficacy and safety of modafinil (Provigil) for
the treatment of fatigue in multiple sclerosis: a two centre phase 2 study. Journal of Neurology,
Neurosurgery & Psychiatry 2002; 72: 179-183.

9. Stankoff B, Waubant E, Confavreux C, et al. Modafinil for fatigue in MS: a randomized placebo-
controlled double-blind study. Neurology 2005;64(7):1139-43.

10. Wearden AJ, Dowrick C, Chew-Graham C, et al. Nurse led, home based self-help treatment for
patients in primary care with chronic fatigue syndrome: randomized controlled trial. BMJ 2010;
340:C1777 DOI:10.1136/BMJ.C1777 [electronic version]

11. Packer TL, Brink N. & Sauriol A. Managing fatigue: a six week course for energy conservation.
Tucson AZ: Therapy Skill Builders 1995. Cited in Ghahari S, Packer TL & Passmore E.
Effectiveness of an online fatigue management programme for people with chronic neurological
conditions: a randomized controlled trial. Clinical Rehabilitation 2010;24: 727-744.

12. Sauter C, Zebenholzer K, Hisakawa J, et al. A longitudinal study on effects of a six-week course
for energy conservation for multiple sclerosis patients. Multiple Sclerosis 2008; 14: 500-505.

13. Mathiowetz V, Finlayson ML, Matuska KM, et al. Randomized controlled trial of an energy
conservation course for persons with multiple sclerosis. Multiple Sclerosis 2005; 11: 592-601.

14. Ghahari S, Packer TL & Passmore E. Effectiveness of an online fatigue management

programme for people with chronic neurological conditions: a randomized controlled trial. Clinical
Rehabilitation 2010; 24: 727-744.

62



15. Working Group on CFS/ME (Chronic Fatigue Syndrome/ Myalgic Encephalomyelitis): A
Report of the CFS/ME Working Group. London, Department of Heath 2002.

16. Van Kessel K, Moss-Morris R, Willoughby E, et al. A Randomised Controlled Trial of
Cognitive Behaviour Therapy for Multiple Sclerosis. Psychosomatic Medicine 2008; 70:205-213.

17. Moss-Morris R, McCrone P, Yardley L, et al. A pilot randomised controlled trial of an Internet-
based cognitive behavioural therapy self-management programme (MS Invigor8) for multiple
sclerosis fatigue. Behaviour Research and Therapy 2012; 50: 415-421.

18. Mohr DC, Hart SL. & Goldberg A. Effects of treatment for depression on fatigue in multiple
sclerosis. PsychosomaticMedicine 2003;65:542-547.

19. Mohr DC, Hart S. & Vella L. Reduction in Disability in a Randomized Controlled Trial of
Telephone-Administered Cognitive-Behavioural Therapy. Health Psychology 2007; 26 (5): 554-568

20. Thomas S, Thomas PW, Kersten P, et al. A pragmatic parallel arm multi-centere randomised
controlled trial to assess the effectiveness and cost-effectiveness of a group-based fatigue
management programme (FACETS) for people with multiple sclerosis. J Neurol Neurosurg
Psychiatry 2013;84:1092-1099.

21. NICE. (2009). Depression : the treatment and management of depression in adults (update).
Clinical guidelines CG90. National Institute for Clinical Excellence : London.

22. NICE. (2011). Generalised anxiety disorder and panic disorder (with or without agoraphobia)
in adults Management in primary, secondary and community care. Issued: January 2011 NICE
clinical guideline 113 guidance.nice.org.uk/cg113

23. Mental Health in Scotland A Guide to delivering evidence-based Psychological
Therapies in Scotland “The Matrix - 2011 . The Scottish Government, Edinburgh 2011

24. Scottish Executive. Delivering for mental health .Report for the Scottish Executive 2006.
http://www.gov.scot/Resource/Doc/157157/0042281.pdf (accessed 10 May 2012)

25. ISD Scotland 2012. Psychological Therapies HEAT Target Guidance and Scenarios
http://www.isdscotland.org/Health-Topics/Mentalh
health/Psych Therapies Guidance and Scenarios v1.pdf downloaded 30.09.2013

26. Bandura A. Self-efficacy: Toward a unifying theory of behavioral change. Psychological
Review 1977; 84(2): 191-215.

27. Lenker S, Lorig K, Gallagher D: Reasons for the lack of association between changes in health
behavior and improved health status: An explanatory study. Patient Education and Counseling.
1984;6:69-72

28. Faul F, Erdfelder E, Lang AG & Buchner A. G*Power 3: A flexible statistical power analysis

program for the social, behavioral, and biomedical sciences. Behavior Research Methods 2007; 39:
175-191.

63



29. Mohr DC, Likosky W, Bertagnolli A, et al. Telephone-Administered Cognitive-Behavioural
Therapy for the Treatment of Depressive Symptoms in Multiple Sclerosis. Journal of Consulting
and Clinical Psychology 2000; 68 (2): 356-361.

30. Stewart WC, Jackson AL. & Jenkins JN. Dropout Rates for Intent-to Treat and Per Protocol
Analyses. American Journal of Ophthalmology 2004; 5: 639-645.

31. Fisk JD, Ritvo PG, Ross L, et al. Measuring the functional impact of fatigue: initial validation
of the fatigue impact scale. Clin Infect Dis 1994;18 Suppl. 1:S79-S83

32. Harper A & Power M. WHOQOL user manual. WHO; THE WHOQOL GROUP 1998

33. Zigmond AS & Snaith RP. "The hospital anxiety and depression scale". Acta Psychiatrica
Scandinavica 1983;67 (6): 361-370.

34. Lorig K, Sobel, SD Ritter PL, et al. Effect of a Self-Management Program on Patients with
Chronic Disease. Effective Clinical Practice, 2001 November/December

35. Kos D, Kerckhofs E, Carrea |, et al. Evaluation of the Modified Fatigue Impact Scale in four
different European countries. Mult Scler. 2005;11:76-80.

36. THE WHOQOL GROUP. Development of the World Health Organization WHOQOL-BREF
Quality of Life Assessment. Psychological Medicine 1999; 28 (3): 551-558

37. Bjelland I, Dahl AA, Haug TT & Neckelmann D. The validity of the Hospital Anxiety and
Depression Scale. An updated literature review. J Psychosom Res 2002;52(2):69-77

38. Lorig K, Ritter P, Gonzalez V et al. (1996). “Outcome measures for health education and other
health care interventions,” Thousand Oaks, CA, US: Sage Publications, Inc.

39. Lester K, Stepleman L & Hughes M. The association of illness severity, self-reported cognitive
impairment, and perceived illness management with depression and anxiety in a multiple sclerosis
clinic population. J Behav Med 2007; 30(2):177-86.

40. Flachenecker P, Kumpfel T, Kallmann B et al. Fatigue in multiple sclerosis: a comparison of
different rating scales and correlation to clinical parameters. Multiple Sclerosis 2002; 8: 523-526

41. Coull G & Morris PG. The clinical effectiveness of CBT-based guided self-help interventions
for anxiety and depressive disorders: a systematic review. Psychological Medicine 2011; 41: 2239-
2252

42. Gellatly J, Bower P, Hennessy S, et al. What makes self-help interventions effective in the
management of depressive symptoms? Meta-analysis and meta-regression. Psychological Medicine,
2007;37: 1217-1228

43. Whitfield GE, Williams C. & Shapiro DA. Assessing the take up and acceptability of a self-help

room used by clients awaiting their initial outpatient appointment. Behavioural and Cognitive
Psychotherapy, 2001; 29: 333-343.

64



5. Complete reference list

Askey-Jones, S., Silber, E., Shaw, P., et al. (2012). A nurse-led mental health service for people
with multiple sclerosis. J Psychosom Res 72:463-465

Bandura, A. (1977). Self-efficacy: Toward a unifying theory of behavioral change.
Psychological Review, 84(2), 191-215.

Beck, A.T., Rush, AJ., Shaw, B.F. & Emery, G. (1979). Cognitive Therapy for Depression.
New York, Guilford Press.

Beck, J.S. (1995). Cognitive Therapy. Basics and Beyond. New York and London: The Gilford
Press

Bjelland, 1., Dahl, A. A., Haug, T.T., Neckelmann, D. (2002). The validity of the Hospital
Anxiety and Depression Scale. An updated literature review. J Psychosom Res. Feb;52(2):69-77

Bol, Y., Duits, A.A., Hupperts, R.M., et al. (2009) The psychology of fatigue in patients with
multiple sclerosis: a review. Journal of Psychosomatic Research 2009; 66 (1): 3-11.

Bol, Y., Duits, A.A., Lousberg, R., Hupperts, R.M., Lacroix, M.H.P., Verhey, F.R., & Vlaeyen,
J.W. (2010). Fatigue and physical disability in patients with multiple sclerosis: a structural
equation modelling approach. Journal of Behavioural Medicine, 33, 355-363.

Bombardier, C.H., Cunniffe, M., Wadhwani, R., et al. (2008).The efficacy of telephone
counselling for health promotion in people with multiple sclerosis: a randomised controlled
trial. Arch Phys Med Rehabil 89: 1849-1856

Branas, P., Jordan, R., Fry-Smith, A., Burls, A., & Hyde, C. (2000). Treatments for fatigue in
multiple sclerosis: A rapid and systematic review. Health Technology Assessment, 4, 27, 1-61.

Building therapeutic alliance in home-based treatment with adolescents and their families.
Contemporary Family Therapy. 29(12), 39-55

Burgess, M. & Chalder, T. (2005). Overcoming Chronic Fatigue - A self-help guide using
Cognitive Behavioral Techniques. London: Robinson

Cahill, J., Barkham, M., Hardy, G., Gilbody,S.,Richards, D., Bower, P., Audin K. & Connell. J
(2008). A review and critical appraisal of measures of therapist—patient interactions in mental
health settings. Health Technology Assessment; 12, No. 24

Centre for Reviews and Dissemination; CRD. (2009) Systematic Reviews. The Lancet

Chalder, T., Berelowitz, G., Pawlikowska, T., et al. Development of a fatigue scale. J
Psychosom Res 1993; 37:147-53

Chalder, T. (1995). Coping with Chronic Fatigue. London: Sheldon Press

65



Churchill, R., Hunot, V., Corney, R. et al. A systematic review of controlled trials of the
effectiveness and cost-effectiveness of brief psychological treatments for depression. Health
Technology Assessment 2002; 5: 1-173.

Cohen, J. (1992). A power primer. Psychological Bulletin, 112 (1): 155-159
Compston, A. & Coles, A. (2002). Multiple sclerosis. Lancet ,359,1221-31.

Coull, G. & Morris, P.G. (2011). The clinical effectiveness of CBT-based guided self-help
interventions for anxiety and depressive disorders: a systematic review. Psychological
Medicine, 41, 2239-2252

Dew, S.E. & Bickman, L. (2005). Client expectations about therapy. Mental Health Services
Research. 7(1),21-33.

Dittner, A.J., Wessely, S.C. & Brown, R.G. (2004). The assessment of fatigue A practical guide
for clinicians and researchers. J Psychosom Res, 56: 157-170

Faul, F., Erdfelder, E., Lang, A.G. & Buchner, A. (2007). G*Power 3: A flexible statistical
power analysis program for the social, behavioral, and biomedical sciences. Behavior Research
Methods, 39, 175-191.

Fisk. J.D., Ritvo. P.G., Ross. L., et al. (1994). Measuring the functional impact of fatigue:
initial validation of the fatigue impact scale. Clin Infect Dis, 18 Suppl. 1:579-S83

Flachenecker, P., Kumpfel, T., Kallmann, B., Gottschalk, H., Grauer, O., Rieckmann, P.,
Trenkwader, C and Toyka, K.V. (2002). Fatigue in multiple sclerosis: a comparison of different
rating scales and correlation to clinical parameters. Multiple Sclerosis, 8, 523-526

Gellatly. J., Bower. P., Hennessy. S. et al. (2007). What makes self-help interventions effective
in the management of depressive symptoms? Meta-analysis and meta-regression. Psychological
Medicine, 37: 1217-1228.

Gellaty, J., Bower, P,. Hennessy, S., Richards, D., Gilbody, S. & Lovell, K. (2007). What
makes self-help interventions effective in the management of depressive symptoms? Meta-
analysis and meta-regression. Psychological Medicine, 37, 1217-1228

Ghahari, S., Packer, T.L. & Passmore, E. (2010). Effectiveness of an online fatigue
management programme for people with chronic neurological conditions: a randomized
controlled trial. Clinical Rehabilitation, 24, 727-744.

Grossman, P., Kappos, L., Gensicke, H., et al. (2010). MS quality of life, depression and fatigue
improve after mindfulness training: A randomised trial. Neurology, 75: 1141-1149.

Harper, A. & Power, M. (1998). WHOQOL user manual. World Health Organisation.
Hildebrant, H. & Eling, P. (2014). A longitudinal study on fatigue, depression and their relation

to neurocognition in multiple sclerosis. Journal of Clinical and Experimental Neuropsychology,
36(4): 410-417

66



ISD Scotland (2012). Psychological Therapies HEAT Target Guidance and Scenarios
http://www.isdscotland.org/Health-Topics/Mentalh
health/Psych Therapies Guidance and Scenarios v1.pdf downloaded 30.09.2013

Jongbloed, L. (1998). Disability incomes: The experiences of women with multiple sclerosis.
Canadian Journal of Occupational Therapy and Physiotherapy, 65, 193-201.

Jopson, N.M. & Moss-Morris, R. (2003). The role of illness severity and illness representations
in adjusting to multiple sclerosis. Journal of Psychosomatic research, 54, 503-511.

Khan, N., Bower, P. & Rogers, A. (2007). Guided self-help in primary care mental health:
metasynthesis of qualitative studies of patient experience. British Journal of Psychiatry, 191,
206-1211.

Knoop, H., Bleijenberg, G., Gielissen, M.F. et al.(2007). Is a full recovery possible after
cognitive behavioural therapy for chronic fatigue syndrome? Psychotherapy and
Psychosomomatics, 76, 171-176.

Konhli, I.S., Kataria, A., Singla, S. et al.(2012). Effect of cognitive behavioural therapy in
multiple sclerosis fatigue: a systematic review of randomised controlled trials. Poster.
www.heronhealth.com

Kos, D., Kerckhofs, E., Carrea, I., Verza, R., Ramos, M., & Jansa, J. (2005). Evaluation of the
Modified Fatigue Impact Scale in four different European countries. Mult Scler, 11:76-80.

Kos, D., Kerckhofs, E., Nagels, G., et al. (2008). Origin of fatigue in multiple sclerosis:
Review of the literature. Neurorehabilitation and Neural Repair, 22 (1): 91-100.

Krupp, L.B., Coyle, P,K., Doscher, C., et al. (1995). Fatigue therapy in multiple sclerosis:
results of a double-blind, randomized, parallel trial of amantadine, pemoline, and placebo.
Neurology, 45:1956-1961.

Krupp, L. B. (2003). Fatigue in multiple sclerosis: Definitions, pathophysiology, and treatment.
CNS Drugs, 17(4), 225-234.

Krupp, L,B., LaRocca, N,G., Muir-Nash, J., Steinberg, A,D. (1989).The Fatigue Severity Scale.
Application to patients with multiple sclerosis and systemic lupus erythematosus. Arch Neurol,
46:1121-3

Lambert, M.J. & Barley, D.E. (2001). Research summary on the therapeutic relationship and
psychotherapeutic outcome. Psychotherapy: Theory, Research, Practice, Training. 38(4), 357-
361.

Lenker, S., Lorig, K., Gallagher, D. (1984). Reasons for the lack of association between
changes in health behavior and improved health status: An explanatory study.Patient Education
and Counseling., 6:69-72

Lester, K., Stepleman, L., Hughes, M. (2007). The association of illness severity, self-reported

cognitive impairment, and perceived illness management with depression and anxiety in a
multiple sclerosis clinic population. J Behav Med. Apr;30(2):177-86.

67



Lorig, K., Ritter, P., Gonzalez, V., Laurent, D., & Lynch, J. (1996). “Outcome measures for
health education and other health care interventions,” Thousand Oaks, CA, US: Sage
Publications, Inc.

Lorig, K., Sobel, S.D., Ritter, P.L, et al. (2001). Effect of a Self-Management Program on
Patients with Chronic Disease. Effective Clinical Practice, November/December 2001

Maguire, B. (1996).The effects of imagery on attitudes and moods in multiple sclerosis patients.
Alternative Therapies,2:75-9.

Martinez, R., Whitfield, G., Dafters, R., Williams, C. (2008) Can People Read Self-Help
Manuals for Depression? A Challenge for the Stepped Care Model and Book Prescription
Schemes Behavioural and Cognitive Psychotherapy, 36 (1): 89-97

Mathiowetz, V., Finlayson, M.L., Matuska, K.M., Chen, H.Y., Luo, P. (2005). Randomized
controlled trial of an energy conservation course for persons with multiple sclerosis. Multiple
Sclerosis, 11, 592-601.

Mendoza, T.R., Wang, X.S., Cleeland, C.S., Morrisey, H., Johnson, B.A., Wendt, J.K & Huner
S.L. (1999). The rapid assessment of fatigue severity in cancer patients — use of the Brief
Fatigue Inventory. Cancer, 5:1186-96

Mohr, D.C., Hart, S. & Vella, L. (2007) Reduction in Disability in a Randomized Controlled
Trial of Telephone-Administered Cognitive-Behavioural Therapy. Health Psychology 26 (5):
554-568.

Mohr, D.C., Hart, S.L., Goldberg, A. (2003). Effects of treatment for depression on fatigue in
multiple sclerosis. PsychosomaticMedicine 65:542-547.

Mohr, DC., Likosky, W., Bertagnolli, A., Goodkin, D.E., Van Der Wende, J., Dwyer, P & Dick,
LP. (2000). Telephone-Administered Cognitive-Behavioural Therapy for the Treatment of
Depressive Symptoms in Multiple Sclerosis. Journal of Consulting and Clinical Psychology,
68, 2, 356-361.

Moss-Morris, R., McCrone, P., Yardley, L., et al. (2012). A pilot randomised controlled trial of
an Internet-based cognitive behavioural therapy self-management programme (MS Invigor8)
for multiple sclerosis fatigue. Behaviour Research and Therapy, 50: 415-421.

Moss-Morris, R., McCrone, P., Yardley, L., Van Kessel, K., Wills, G. & Dennison, L. (2012).
A pilot randomised controlled trial of an Internet-based cognitive behavioural therapy self-
management programme (MS Invigor8) for multiple sclerosis fatigue. Behaviour Research and
Therapy, 50, 415-421.

MS Trust (2006). Living with fatigue- Fatigue management for people with MS. UK: Multiple
Sclerosis Trust

MS Trust (2010). MS and Me- A Self-management guide to living with MS. UK: Multiple
Sclerosis Trust

68



Multiple Sclerosis Council (MSC) for Clinical Practice Guidelines. (1998). Fatigue and
Multiple Sclerosis: Evidence-Based Management Strategies for Fatigue in Multiple Sclerosis.
Paralyzed Veterans of America.

Nagaraj, K., Taly, A.B., Gupta, A., et al. (2013). Depression and sleep disturbances in patients
with multiple sclerosis and correlation with associated fatigue. Journal of Neurosciences in
Rural Practice 4 (4): 387-391

Needleman, L.D. (1999). Cognitive case conceptualization. A Guidebook for Practitioners.
Mahwah, NJ: Lawrence Erlbaum Associates.

NICE (2009). Depression : the treatment and management of depression in adults (update).
Clinical guidelines CG90.

NICE clinical guideline 113 (2011). Generalised anxiety disorder and panic disorder (with or
without agoraphobia) in adults Management in primary, secondary and community care
Issued: January 2011 guidance.nice.org.uk/cg113

Packer, T.L., Brink, N. & Sauriol, A. (1995). Managing fatigue: a six week course for energy
conservation. Tucson AZ: Therapy Skill Builders. Cited in Ghahari, S., Packer, TL &
Passmore, E. (2010) Effectiveness of an online fatigue management programme for people with
chronic neurological conditions: a randomized controlled trial. Clinical Rehabilitation, 24, 727-
744.

Phadke, J.G., Downie, AW. (1987). Epidemiology of multiple sclerosis in the north-east
(Grampian region) of Scotland - an update. Journal of Epidemiology and Community Health,
41:5-13

Price, J,R., Mitchell, E., Tidy, E., & Hunot, V. (2008). Cognitive behaviour therapy for chronic
fatigue syndrome in adults. Cochrane Database of Systematic Reviews, 4: CD001027.

Rammohan, K.W., Rosenberg, J,H., Lynn, D,J., Blumenfeld, A,M., Pollak, C,P., Nagaraja,
H,N. (2002). Efficacy and safety of modafinil (Provigil) for the treatment of fatigue in multiple
sclerosis: a two centre phase 2 study. Journal of Neurology, Neurosurgery & Psychiatry, 72,
179-183.

Richardson, R., Richards, D & Barkham M. (2010). Self-Help Books for People with
Depression: the Role of the Therapeutic Relationship. Behavioural and Cognitive
Psychotherapy, 38:67-81

Ritvo, P.G., Fischer, J.S, Miller, D.M. Andrews, H, Paty, DW. LaRocca, NG.(1997). Multiple
Sclerosis Quality of Life Inventory: A User's Manual. Developed by: The Consortium of
Multiple Sclerosis Centers Health Services Research Subcommittee, National Multiple
Sclerosis Society

Sauter, C., Zebenholzer, K., Hisakawa, J., Zeitlhofer, J & Vass, K. (2008). A longitudinal study

on effects of a six-week course for energy conservation for multiple sclerosis patients. Multiple
Sclerosis, 14, 500-505.

69



Schwartz, C.E. (1999). Teaching coping skills enhances quality of life more than peer support:
Results of a randomised trial with multiple sclerosis patients. Health Psychology, 18:211-20.

Schwartz, J.E., Jandorf, L., Krupp, L.B. (1993). The measurement of fatigue: a new instrument.
J Psychosom Res, 37: 753-62

Schwartz, C.E., Coulthard-Morris, L., Zeng, Q. (1996) Psychosocial correlates of fatigue in
multiple sclerosis. Archives of Physical Medicine and Rehabilitation.

Scottish Executive. Delivering for mental health .Report for the Scottish Executive (2006).
http://www.gov.scot/Resource/Doc/157157/0042281.pdf (accessed 10 May 2012)

Scottish Intercollegiate Guidelines Network (SIGN).(2008). SIGN 50 Guideline Developer’s
Handbook 2008. http://www.sign.ac.uk/guidelines/fulltext/50/sectionl.html

Sheppard, S.C., Forsyth, J.P., Hickling, E.J. & Bianchi, J.M. (2010). A Novel Application of
Acceptance and Commitment Therapy for Psychosocial Problems Associated with Multiple
Sclerosis- Results from a half-day workshop intervention. International Journal of MS Care,
12:200-206

Simpson, R., Booth, J., Lawrence, M., et al. (2014). Mindfulness based interventions in
multiple sclerosis — a systematic review. BMC Neurology, 14:15

Sinclaire, V.G. & Scroggie, J.(2005). Effects of a Cognitive-Behavioural Program for Women
with Multiple Sclerosis. Journal of Neuroscience Nursing, 37(5):249-276

Stankoff, B., Waubant, E., Confavreux, C., Edan G., Debouverie ,M., Rumbach, L., et al.
(2005). Modafinil for fatigue in MS: a randomized placebo-controlled double-blind study.
Neurology. 12,64(7):1139-43.

Stewart, W.C., Jackson, A.L. & Jenkins, J.N. (2004). Dropout Rates for Intent-to Treat and Per
Protocol Analyses. American Journal of Ophthalmology, 5, 639-645.

Tetley, A., Jinks, M., Huband, N & Howells, K. (2011). A systematic review of measures of
therapeutic engagement in psychosocial and psychological treatment. Journal of Clinical
Psychology. 67 (9), 927--941.

The PRISMA Statement, http://prisma-statement.org/statement.htm (accessed February 2012).

THE WHOQOL GROUP. (1998). Development of the World Health Organization WHOQOL-
BREF Quality of Life Assessment. Psychological Medicine, 28 (3), 551-558

The Scottish Government. (2011). Mental Health in Scotland A Guide to delivering evidence-
based Psychological Therapies in Scotland “The Matrix”.

Thomas, P.W., Thomas, S., Hillier, C., et al. (2009). Psychological interventions for multiple
sclerosis. The Cochrane Collaboration, January : Issue 1

Thomas, S., Thomas, P.W., Kersten, P., Jones, R., Green, C., Nock, A., et al. (2013). A
pragmatic parallel arm multi-centere randomised controlled trial to assess the effectiveness and

70



cost-effectiveness of a group-based fatigue management programme (FACETS) for people with
multiple sclerosis. J Neurol Neurosurg Psychiatry, 84:1092-1099.

Thomas, S., Thomas, P,W., Kersten, P., Jones, R., Green, C., Nock, A., et al. (2014). One year
follow-up of a pragmatic multi-centre randomised controlled trial of a group-based fatigue
management programme (FACETS) for people with multiple sclerosis. BMC Neurology,
14:109

Thomas, P.W.,Thomas, S., Kersten, P., Jones, R., Nock A., Slingsby, V.,Green, C., Baker, R.,
Galvin, K., & Hillier, C. (2010). Multi-centre parallel arm randomised controlled trial to assess
the effectiveness and cost -effectiveness of a group-based cognitive behavioural approach to
managing fatigue in people with multiple sclerosis. BMC Neurology, 10:43

Thompson, S.J., Bender, K. Lantry, J. & Flynn, P.M. (2007). Treatment engagement:

Van der Werf, S.P., Evers, A., Jongen, P.J.H, & Bleijenberg, G. (2003). The role of
helplessness as mediator between neurological disability, emotional instability, experienced
fatigue and depression in patients with multiple sclerosis. Multiple Sclerosis, 9, 89-94.

Van Kessel, K., Moss-Morris, R., Willoughby, E., Chalder, T., Johnson, M.H., Robinson, E.
(2008). A Randomised Controlled Trial of Cognitive Behaviour Therapy for Multiple Sclerosis.
Psychosomatic Medicine, 70:205-213.

Vercoulen, J., Hommes O.R., Swaink, M.A., Jongen, J.H., Fennis J.F.M., Galama J.M.D., et al.
(1996). The measurement of fatigue in patients with multiple sclerosis — a multidimentional
comparison with patients with chronic fatigue syndrome and healthy subjects. Archives of
Neurology, 53, 7, 642-9.

Wassem, R. & Dudley, W. (2003). Symptom management and adjustment of patients with
multiple sclerosis. Clinical Nursing Research, 12:102-17.

Wearden, A.J., Dowrick, C., Chew-Graham, C., Bentall, R.P., Morris, R.K., Peters, S., & Riste,
L. (2010). Nurse led, home based self-help treatment for patients in primary care with chronic
fatigue syndrome: randomized controlled trial. BMJ, 340:C1777 DOI:10.1136/BMJ.C1777
[electronic version]

Weinshenker, B.G., Penman, M., Bass, B., Ebers, G.C., & Rice, G.P.A. (1992). A double-blind,
randomized crossover trial of pemoline in fatigue associated with multiple sclerosis.
Neurology, 42:1468-1471.

Westen, D. & Morrison. (2001). A multidimensional meta-analysis of treatments for
depression, panic, and generalized anxiety disorder : an empirical examination of the status of
empirically supported therapies. Journal of Consulting and Clinical Psychology, 69: 875-899.

Whitfield, G.E., Williams, C. & Shapiro, D.A. (2001). Assessing the take up and acceptability
of a self-help room used by clients awaiting their initial outpatient appointment. Behavioural
and Cognitive Psychotherapy 29, 333-343.

Williams, E.S. & McKeran, R.O. (1986). Prevalence of multiple sclerosis in a south London
borough. British Medical Journal (Clin Res Ed), 293:237-9.

71



Working Group on CFS/ME (Chronic Fatigue Syndrome/ Myalgic Encephalomyelitis). (2002).
A Report of the CFS/ME Working Group. London, Department of Heath 2002.

Zigmond, A.S. & Snaith, R.P. (1983). "The hospital anxiety and depression scale". Acta
Psychiatrica Scandinavica 67 (6): 361-370.

72



6. Appendices

73



Appendix 1. Clinical Rehabilitation guidelines

®)SAGE

Manuscript Submission Guidelines

Clinical Rehabilitation

Jury

Peer review policy
2. Article types
2.1 Summary of manuscript structure/style
3. How to submit your manuscript
4. Journal contributor’s publishing agreement
4.1 SAGE Choice
5. Declaration of conflicting interests policy
6. Other conventions
6.1 Informed consent
6.2 Ethics
7. Acknowledgments
7.1 Funding acknowledgement
8. Permissions
9. Manuscript style
9.1 File types

9.2 Journal style
9.3 Reference style
9.4 Manuscript preparation
9.4.1 Keywords and abstracts: Helping readers find your article online
9.4.2 Corresponding author contact details
9.4.3 Guidelines for submitting artwork, figures and other graphics
9.4.4 Guidelines for submitting supplemental files
9.4.5 English lanquage editing services
10. After acceptance
10.1 Proofs
10.2 E-Prints and complimentary copies
10.3 SAGE production
10.4 OnlineFirst publication
11. Further information

11.1 Important ‘Instructions to Authors’ — from the Editor
11.2 Contact SAGE

Clinical Rehabilitation is a highly ranked, peer reviewed scholarly journal. It is a multi-professional journal covering the whole field of
disability and rehabilitation, publishing research and discussion articles which are scientifically sound, clinically relevant and
sometimes provocative.

The journal acts as a forum for the international dissemination and exchange of information amongst the large number of
professionals involved in rehabilitation.

The leading journal in its field, Clinical Rehabilitation combines clinical application of scientific results and theoretical aspects in an
ideal form. It gives high priority to articles describing effectiveness of therapeutic interventions and the evaluation of new techniques
and methods.

1. Peer review policy

The journal's policy is to obtain at least two independent reviews of each article. It operates a double-blind reviewing policy in which
the reviewer’s name is always concealed from the submitting author; authors may choose to reveal their name but the journal
otherwise leaves the article anonymous. Referees will be encouraged to provide substantive, constructive reviews that provide
suggestions for improving the work and distinguish between mandatory and non-mandatory recommendations.

All manuscripts accepted for publication are subject to editing for presentation, style and grammar. Any major redrafting is agreed
with the author but the Editor's decision on the text is final.

Back to top

2. Article types

74



The journal publishes original papers, systematic reviews, Rehabilitation in Practice articles correspondence relating to published
papers and short reports. Other article types should be discussed with the editor before submission.

2.1 Summary of manuscript structure:

A title page with names and contact details for all authors

A structured abstract of no more than 250 words (the website checks this)
The text (usually Introduction, Methods, Results, Discussion)

Clinical Messages (2-4 bullet points, 50 words or less)

Acknowledgements, author contributions, competing interests and funding support
References (Vancouver style)

Tables, each starting on a new page

Figures, each starting on a new page

Appendix (if any)

Please note that short reports follow a different format:

The main text of a short report will usually be between 1000 and 1500 words in length.

A short report should have sufficient key references to cover all important points, but no more and usually there will be a
maximum of 15 references.

o Tables and figures can be very efficient and effective ways of presenting data. A short report will usually have no more
than three tables and figures (in total) and most will be restricted to two.

Further information on short reports can be found here.

Back to top

3. How to submit your manuscript

Before submitting your manuscript, please ensure you carefully read and adhere to all the guidelines and instructions to authors
provided below. Manuscripts not conforming to these guidelines may be returned. If you would like to discuss your paper prior to
submission, please contact the Editor (Derick Wade) at: clinical.rehabilitation@sagepub.co.uk

Clinical Rehabilitation has a fully web-based system for the submission and review of manuscripts. All submissions should be made
online at the Clinical Rehabilitation SAGETRACK website:

http://mc.manuscriptcentral.com/clinrehab

Note: Online submission and review of manuscripts is now used for all types of papers.

New User Account

Please log onto the website. If you are a new user, you will first need to create an account. Follow the instructions and please ensure
to enter a current and correct email address. Creating your account is a three-step process that takes a matter of minutes. When you
have finished, your User ID and password is sent immediately via email. Please edit your user ID and password to something more
memorable by selecting 'edit account' at the top of the screen. If you have already created an account but have forgotten your details
type your email address in the 'Password Help' to receive an emailed reminder. Full instructions for uploading the manuscript are
provided on the website.

New Submission

Submissions should be made by logging in and selecting the Author Centre and the 'Click here to Submit a New Manuscript' option.
Follow the instructions on each page, clicking the 'Next' button on each screen to save your work and advance to the next screen. If
at any stage you have any questions or require the user guide, please use the 'Get Help Now' button at the top right of every
screen. Further help is available through ScholarOne's® Manuscript CentralTM customer support at +1 434 817 2040 x 167 or email
the editor with your manuscript as an attachment(s) and write a note to explain why you need to submit via this route.

To upload your files, click on the 'Browse' button and locate the file on your computer. Select the designation of each file (i.e. for
review - the main text, tables etc - or for the editor only, which is for the title page and any other files such as previous reviews or
cosely related articles) in the drop down menu next to the browse button. When you have selected all the files you wish to upload,
click the 'Upload Files' button.

Review your submission (in both PDF and HTML formats) and then click the Submit button
You may suspend a submission at any point before clicking the Submit button and save it to submit later. After submission, you will

75



receive a confirmation e-mail. You can also log back into your author centre at any time to check the status of your manuscript, but
not to change it.

Please ensure that you submit editable/source files only (Microsoft Word or RTF) and that your document does not include page
numbers; the SAGETRACK system will generate them for you, and then automatically convert your manuscript to PDF for peer review.
All correspondence, including notification of the Editor's decision and requests for revisions, will be by email.

If you would like to discuss your paper prior to submission please contact the Editor: clinical.rehabilitation@sagepub.co.uk, and if you
wish to seek advice on the submission process please contact the Publishing Editor: charlotte.jardine@sagepub.co.uk

Back to top

4. Journal contributor’s publishing agreement

Before publication, SAGE requires the author as the rights holder to sign a Journal Contributor’s Publishing Agreement. SAGE’s Journal
Contributor’s Publishing Agreement is a exclusive licence agreement which means that the author retains copyright in the work but
grants SAGE the sole and exclusive right and licence to publish for the full legal term of copyright. Exceptions may exist where an
assignment of copyright is required or preferred by a proprietor other than SAGE. In this case copyright in the work will be assigned
from the author to the society. For more information please visit our Frequently Asked Questions on the SAGE Journal Author
Gateway.

4.1 SAGE Choice

If you wish your article to be freely available online immediately upon publication (as some funding bodies now require), you can opt

for it to be included in SAGE Choice subject to payment of a publication fee. The manuscript submission and peer reviewing procedure
is unchanged. On acceptance of your article, you will be asked to let SAGE know directly if you are choosing SAGE Choice. For further
information, please visit SAGE Choice.

Back to top

5. Declaration of conflicting interests

Within your Journal Contributor’s Publishing Agreement you will be required to make a certification with respect to a declaration of
conflicting interests. It is the policy of Clinical Rehabilitation to require a declaration of conflicting interests from all authors enabling a
statement to be carried within the paginated pages of all published articles.

Please include any declaration at the end of your manuscript after any acknowledgements and prior to the references, under a
heading ‘Conflict of Interest Statement’. If no declaration is made, the following will be printed under this heading in your article:
‘None Declared’. Alternatively, you may wish to state that ‘The Author(s) declare(s) that there is no conflict of interest’.

When making a declaration, the disclosure information must be specific and include any financial relationship that all authors of the
article have with any sponsoring organization and the for-profit interests that the organisation represents, and with any for-profit
product discussed or implied in the text of the article.

Any commercial or financial involvements that might represent an appearance of a conflict of interest need to be additionally disclosed
in the covering letter accompanying your article to assist the Editor in evaluating whether sufficient disclosure has been made within
the Conflict of Interest statement provided in the article.

For more information please visit the SAGE Journal Author Gateway.

Back to top

6. Other conventions

6.1 Informed Consent

Authors are required to ensure that the following guidelines are followed, as recommended by the International Committee of Medical
Journal Editors ("Uniform Requirements for Manuscripts Submitted to Biomedical Journals": http://www.icmje.org/urm_full.pdf).

Patients have a right to privacy that should not be infringed without informed consent. Identifying information, including patients'

76



names, initials, or hospital numbers, should not be published in written descriptions, photographs, and pedigrees unless the
information is essential for scientific purposes and the patient (or parent or guardian) gives written informed consent for publication.
Informed consent for this purpose requires that a patient who is identifiable be shown the manuscript to be published.

Complete anonymity is difficult to achieve, however, and informed consent should be obtained if there is any doubt. For example,
masking the eye region in photographs of patients is inadequate protection of anonymity. If identifying characteristics are altered to
protect anonymity, such as in genetic pedigrees, authors should provide assurance that alterations do not distort scientific meaning
and editors should so note.

When informed consent has been obtained it should be indicated in the submitted article.
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experiments on animals, indicate which guideline/law on the care and use of laboratory animals was followed.
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Appendix 2. Search terms used in systematic review

Search terms carried out on 02.05.2013 and re ran in February 2015

Fatigue OR Sleepiness OR Tiredness OR Hypersomnia OR Exhaustion OR Mental fatigue OR
Physical fatigue

And

Multiple sclerosis OR MS OR Relapsing remitting multiple sclerosis OR Secondary progressive
multiple sclerosis OR Primary Progressive multiple Sclerosis OR Benign Multiple Sclerosis

And

Behaviour therapy OR Behavior therapy OR Cognitive Behaviour therapy OR Cognitive Behavior
therapy OR Emotion focused therapy OR Existential therapy OR Experiential Psychotherapy OR
Gestalt therapy OR Group Psychotherapy OR Interpersonal Psychotherapy OR Psychoanalysis OR
Cogpnitive therapy OR Online therapy OR Mindfulness OR Acceptance and Commitment Therapy
OR Guided self-help OR Self-help OR Solution focused therapy OR Individual psychotherapy OR
Telephone therapy OR Telephone counselling OR Telephone Counseling

Limit
1980 to current
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Appendix 3. Quality criteria
Operationalisation of Quality Criteria

1 - Control group -

Well covered

Inclusion of active control

Adequately
addressed

Wait list controls / Treatment as usual / Current Local Practice

Poorly addressed | Participants act as own controls

Not addressed No control group

Not reported

Not applicable

Notes

2 — Allocation to groups —

Well covered

RCT -Fully described randomisation methods. Good standard of
randomisation i.e. use of database to generate random groups.

Adequately
addressed

Poorly addressed | Method of randomisation not truly random

Not addressed

Not reported

Not applicable Not a controlled trial

Notes

3 — Demographic variables matched (Sample matched for gender, age, type of MS,
Duration of MS, severity of MS.)

Well Criteria matched (acceptable level to receive criteria)
covered 1. Gender (within 20%)
2. Age (mean within 10 years)
3. Types of MS ( RR, SP, SP-RR, PP) within 20 %, where more than one type
in study at least 2 types have to be within 20% or criteria not given)
4. Duration of MS (mean No years) within 10 years of difference
5. Severity of MS fully described (e.g. by means of EDSS, ambulatory,
walking measurements, GNDS etc) with no significant difference between
groups as reported in paper or small effect size of difference <0.2, or within
20% of each other.
- To meet the well covered criteria paper must have 4-5 points above
covered
- OR
- Use of statistical methods to control for differences (e.g. ANCOVA)
Adequately | meets AA criteria if 2-3 points above covered
addressed
Poorly If 1 points above covered
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addressed

Not
addressed

Not
reported

Not Not a controlled trial

applicable

Notes

4 - Sample matched on baseline fatigue scores

Well covered

Criteria matched (acceptable level to receive criteria)

Baseline level of fatigue measured and matched across groups (within a
small effect size -Cohen's d 0-0.2)

Or

Any differences controlled for statistically

Adequately Baseline level of fatigue measured and matched across groups ( within
addressed medium effect size - Cohen's d between 0.3-0.5)

Poorly Baseline level of fatigue measured and matched across groups (with in
addressed large effect size Cohen's d 0.6+

Not addressed

Not reported

Baseline fatigue not measured

Not applicable

No controlled trial

Notes

When design has more than 2 groups assess criteria matched between intervention
group and controlled intervention group, if no controlled intervention group use
Waitlist or health controls, if no controls rate not applicable

Used http://www.uccs.edu/lbecker/index.html#fmeans and standard
deviations calculator to help with effect size calculation

5- Intervention Fidelity

Well covered

1. Full description of intervention given

2. Use of treatment manual/ protocol recognised as suitable for the
intervention provided

3. Treatment checked to ensure meeting requirements of particular
intervention e.g. CBT use of CBT checklist, recorded sessions and rated
by other therapist

4. Treatment monitored by sufficiently qualified therapist
/Appropriate supervision given.

5. Therapist experienced in delivering the specific therapy.
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Well covered if 5 points above covered

Adequately
addressed

3-4 points stated above covered

Poorly addressed

1 -2 points above covered

Not addressed

None of the points above covered

Not reported

Not applicable

Notes

6 —Measure of fatigue

Well covered

Suitable measure of fatigue valid & reliable in MS population.
If more than one measure used - at least one measure must be valid
and reliable in MS population to get this rating.

Adequately
addressed

Suitable measure of fatigue standardised, valid & reliable in general
population, but not MS population (ensuring there is no
contraindications to using measure in MS population i.e. found to be
specifically not reliable in MS population).

Poorly addressed

Measures have poor psychometrics when used with MS population or
psychometrics are unknown for MS population, but are known to be
poor with other populations

Not addressed

Not reported

Psychometrics of measures not reported

Not applicable

Notes

If psychometrics not reported reviewer will make every attempt to
discover these from the literature.

7 — Follow up time points (from post intervention)

Well covered

12 month + follow up data collected of fatigue measurement

Adequately
addressed

3-12 months follow up data collected

Poorly addressed

Pre and post measures only
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Not addressed

Not reported

Not applicable

Notes

8 - Sample size - power to detect pre-post within-group intervention differences over

time

Well covered

Adequate power based on medium effect to detect power 0.80+. Need
34+ participants

Adequately
addressed

Adequate power based on medium effect to detect power 0.70-
0.79.Need 28- 33 participants

Poorly addressed

Power based on medium effect would detect power <0.70.
Corresponds to 27 participants or less.

Not addressed

Not reported

No use of a priori power calculation

Not applicable

Notes

Pre post comparison only

Based on literature expecting a medium effect size (d=0.50)
comparison of differences within group - differences between 2
dependant means (matched pairs) , assuming a normal distribution
with a p =0.05, use of t-test, two tailed

9 — Attrition levels of total study

Well covered

Fully described for all groups. maximum attrition rate up to <20%

Adequately
addressed

Fully described for all groups, attrition rate >20% and < 40%

Poorly addressed

High attrition rates > 41%.

Not addressed

Not reported

Attrition rates not reported

Not applicable

Notes

pre-post attrition levels as follow-up beyond that point were too
variable / patchy

84




10 - Attrition levels matched
Whether attrition levels were similar between groups e.g. if more participants dropped
out of intervention group compared to controls lead to differences in results

Well covered

Similar dropout rates in all groups <5% difference between group OR
paper reports no significant difference following statistical analysis i.e.
t-tests

Adequately
addressed

Dropout rate may differ slightly between groups (6-15%)

Poorly addressed

Difference in drop out between groups>16%

Not addressed

Not reported

Attrition rates not reported

Not applicable

No control group

Notes

When design has more than 2 group assess criteria matched between intervention
group and controlled intervention group, if no controlled intervention group use
Waitlist or health controls, if no controls rate not applicable

11- Missing data

Well covered

Intention To Treat analysis ( last measurement or baseline results
carried forward)
OR no dropout rate and all participants included in analysis pre and
post

Adequately
addressed

Poorly addressed

Participants excluded from analysis when dropped out or when data
missing

Not addressed

Not reported

Not applicable

Notes
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Appendix 4. CBT workbook for fatigue in Multiple Sclerosis

of EDINBURGH



Who is this workbook for?

This workbook is for you if;
v" You have a diagnosis of multiple sclerosis (MS)

v" You have problems with fatigue
v" You would like to learn ways to manage your fatigue more effectively

What is this workbook about?

This workbook uses cognitive behavioural therapy to help manage fatigue for people with
MS. Cognitive behavioural therapy is also known as CBT. CBT is commonly used for the
treatment of a number of different health concerns. CBT has been shown to be effective in
treating Chronic Fatigue Syndrome and fatigue in Multiple Sclerosis. You will learn more
about CBT and how it can help manage symptoms of fatigue in multiple sclerosis in the
rest of this workbook.

How to use this workbook

This workbook is split into 4 stages which are designed to be completed over 6 weeks. It is
estimated that it will take approximately 90 minutes to read through and complete the
activities in each stage it is best to spread this out over a number of days rather than
attempt to complete it in one session. Each stage is designed to be read and completed
over one or two weeks as outlined below. There is guidance throughout the workbook to
help you at the start of each stage.

Stage 1 — Self assessment (1 week to complete)
Stage 2 — Thoughts (2 weeks to complete)
Stage 3 — Behaviours (2 weeks to complete)
Stage 4 — Keeping on track (1 week to complete)

The total workbook should take you about 6 weeks to complete.

The workbook contains information and activities; it is recommended that you complete all
the activities to get the best out of the workbook.

You may find it helpful to share the information in this workbook with a friend or family
member.

If your fatigue makes it difficult to continue reading the workbook; it is fine to take a break
and return when you are feeling less fatigued.
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Workbook page 2

Stage One

It is estimated that it will take approximately 90 minutes to read over and complete the
exercise in this stage. It is recommended that you complete stage one over 1 week.

Seliassessmant
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Workbook page 3
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In this section you will;

Learn about multiple sclerosis

Learn about fatigue

Learn about cognitive behavioural therapy (CBT)
Complete your own self-assessment

You will be asked to complete a self-assessment which will require you to answer
guestions about your life growing up and your life now, this is to help you understand how
fatigue impacts on your life.

Workbook page 4
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Blank page

Workbook page 5
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Multiple Sclerosis (MS)

To understand how MS can affect the body it's useful to know a bit about how the body
works. The body is made up of a lot of nerves; it's their job to pass messages throughout
the body.

A For example, if you had an itchy head your brain would
dan _ have to realise there is an itch. It would then tell your
—~ k!‘ arm to move towards your head and then tell your hand

( to scratch the exact place on your head that is itchy.

Each message is passed on through nerves.

| |
N\,
Y i The nerves are protected by a covering called Myelin.
Myelin protects the nerves and helps to pass the
messages through the body quickly and smoothly. In MS the body’s immune system gets

confused. It starts to attack the protective covering around the nerves.

When this happens it makes it harder for the messages to pass between nerves.
Sometimes the message can’t get through at all.

All parts of the body have nerves in them so any part of the body can be affected by MS.

Fatigue can affect all people with MS and it is important to remember that everyone’s MS
is personal to them. No two people are the same. It is important to understand how your
symptoms affect you so you can learn the best way to manage them.

Workbook page 6
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What is fatigue?

Fatigue is a lack of physical or mental energy that stops you doing things you want to do.
Some people have described it as;

“The worse cold I've ever
had multiplied by 10”

“If the house was burning
down | wouldn’t have the
energy to run out”

“No energy to move or
even think”

“Like my Dbattery is
completely empty”

“Hitting a wall | can’t get
past”

9 in 10 people with MS complain of fatigue and 6 in 10 people report that fatigue is their
most troubling symptom.

It may be hard to recognise your own fatigue. Others might notice that you are becoming
fatigued before you do. Take 5 minutes to think about your signs of fatigue. If someone
was to describe you when you are fatigued what would they say? How do you look? How
do you act? How do you feel?

One way to understand fatigue is to think about energy as money. Let’'s imagine that
before you had MS you had endless amounts of money (energy). You could use it how
you wanted, spend it all day and all night and after a good sleep or periods of rest, your
bank account would be topped up.

However, since MS and fatigue started to affect you, you only have a limited amount of
money each day. Let’s say you now have a budget of £10 a day.

Let’'s say getting up in the morning costs £1, having a shower and getting dressed costs
£2, eating breakfast costs £1.

That means that you now only have £6 for the rest of the day. But hang
on a minute, you haven't tidied the house, got the paper from the shop,
done the gardening, visited your friend along the road, read your book,
made lunch, eaten lunch, checked the oil in the car, taken the dog for a
walk, made dinner, eaten dinner, been to the pub or got ready for bed yet
so what are you going to do? Remember in the past you could have
done any or all of these things in one day. But now you only have £6 left.

Workbook page 7
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Do you try to do it all and borrow some money from tomorrow? This may help you get
more things done today but borrowing money from tomorrow means you have even less
money to do what you want to do tomorrow. Also, let’s not forget about interest! Whenever
you borrow money you don’t have, it always costs a little more ( sometimes a lot more!) to
pay it back. It is the same with energy. If you borrow £2 from tomorrow you may have to
pay back £2.50.

Thus borrowing energy from tomorrow to
use today will make it even harder to do
things tomorrow. If you keep borrowing
energy and do not pay it back you can
become bankrupt (worsening of MS
symptoms).

Like all bank accounts you can save energy. If you know you have a big event the next
day it may be worth giving the house work a miss that day and putting £2’s worth of energy
aside for tomorrow.

Workbook page 8
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Coqgnitive behavioural therapy for fatigue in MS — the evidence

Cognitive Behavioural Therapy (sometimes called CBT) is a widely used approach to help
people improve their psychological wellbeing. It encourages you to reflect on the ways you
think about things in your life and how this affects the ways you behave and feel.

Our thoughts can guide our behaviours and our behaviours can lead to certain thoughts.
Our moods can also lead us to think and behave in a particular way. Furthermore, our
thoughts, behaviours and moods can impact on our bodies producing physical symptoms.

For example, imagine you phoned a friend to check what time you should go to their party
and they didn’t answer the phone. There are many thoughts you might have about this:

....... If your thought was that they ignored your call because they didn’t really want you to
go to the party. This might cause your mood to be sad. Your behaviour may be to stop
calling them, and not go to their party. You may experience feelings of tiredness and
fatigue in your body.

....... If your thought was that you must have offended them. This might cause your mood
to be anxious. Your behaviour may be to leave a message on their phone apologising. You
may experience increased heart rate, muscle tension and sweating.

....... If your thought was that they must be busy getting ready for the party. This may have
no effect on your mood. Your behaviour may be to call a different friend to check what time
the party was, then go to the party that night. It is unlikely that you will notice physical
symptoms.

The situation above was the same in the three cases but the thoughts, moods, behaviours
and physical symptoms were all different.

CBT is commonly used for the treatment of a number of different health concerns. It has
been shown to be effective in treating Chronic Fatigue Syndrome and fatigue in Multiple
Sclerosis.

Workbook page 9
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Description of CBT model

In the diagram below you can see a four leaf clover, which represents someone with MS.
You will notice that there are different layers of soil labelled history and MS. The stalk is
labelled trigger and each of the four leaves has a label - thoughts, moods, behaviours and
body. All the leaves are connected. There are roots running from the clover through both
layers of soil. This is because your history and your experience of MS affect how you think,
feel and behave in different situations in the present.

Mood

Behaviour

Physical
Thought symptoms

Trigger

History

/\

/
Figure 1. Four Leaf Clover

Workbook page 10
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This workbook focuses on the problems we face in the ‘here and now’. It is useful to
understand how our history and past experiences affect how we deal with challenges in
the here and now. This will be explored in more detail in the self assessment below.

There may be examples where you know what has triggered your fatigue, for example,
stress at work or a hot day. Your triggers will be explored in more detail in the self
assessment below.

As previously explained, our thoughts about fatigue can impact on our moods, behaviours
and physical symptoms. Each leaf on the clover is connected so if you have an unhelpful
thought about your fatigue such as, 7 feel useless if | cannot tidy the whole house in one
attempt’, your mood will probably be low. This may result in you deciding to not bother
tidying at all (thus affecting behaviour) and you may feel even more fatigued (thus affecting
physical symptoms).

As you can see below, this can be an on-going negative cycle — ‘an Unlucky Clover’

Mood - low
Behaviour — not bother trying to
; tidy even one room

Unhelpful Thought - | feel useless Physical symptoms —
if I can't tidy the whole house in More fatigued
one attempt’

\/

Figure 2. An Unlucky Clover

Workbook page 11
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The GOOD news is that as all the leaves in the clover are connected, if you manage to
change even just one leaf in a positive way all other leaves will also change in a positive
way. For example, if you have a more positive thought then a) your mood may not
be as low b) your behaviour may become more positive and helpful and c¢) your body may
not feel as fatigued. So the ‘unlucky clover’ will change to a ‘lucky clover’.

This workbook will look at each part of the clover in turn and try to identify if there are any
negative cycles. Once negative cycles have been identified the workbook will show you
how to replace them with more positive ones to help improve fatigue.

The first step to managing fatigue is by finding out how it is affecting you. This is done by
completing the self assessment below and filling in your own personal ‘unlucky clover’.

Self assessment - Completing Your Own Four Leaf Cover

The next few pages aim to help you to reflect on your own circumstances to see how these
affect your fatigue by completing your own four leaf clover

Personal History

Our personal history can lead us to act in certain ways in the present. The way we have
been brought up by our parents, how we were treated at school, our successes at work,
our experiences of relationships etc. all shape the person we are today.

Someone may have had a supportive relationship with their parents but were bullied at
school. Therefore they may find it hard to trust other people, which may mean they
struggle to ask others for help when their fatigue is bad.

Other people may have achieved a lot of success in life (at school, work, relationships or
friendships) which has made them feel good. If their fatigue threatens any of these areas
they may feel low or angry.

e%@
- Take a few minutes to think about your personal history;

What were your experiences in childhood?

How did your family cope with illness and injury?

What happened when you were ill as a child?

Were you bullied?

How have your relationships been in adulthood?

Have you had many successes?

Do you find it hard to rely on other people?

Do you find it hard to trust other people?

Do you get a lot of your self-worth from the things you achieve in life?

Write down on page 23 in the history box anything that comes to mind that may help
explain how you view yourself and other people.

Workbook page 12
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Personal history continued......

The way you have coped with challenges in the past can also impact on how you deal with
fatigue in the present. For example;

o

If you have always been able to face challenges head on you may see your fatigue
as a challenge you need to tackle and overcome.

If you have always ignored your problems in the past you may think that by
ignoring your fatigue it will go away.

If you have received support from your family and friends to help deal with your
problems this may be a good way to manage the challenges you face with fatigue.

If you have always worried about your problems over and over in your head you
may be doing the same thing when you think about your fatigue.

gﬁ'

Take some time to think how you have managed problems in the past; these may

be problems in relationships, at work, with finances etc.

Did you tackle the problem head on?

Did you ignore the problem until it went away?

Did you get support from your family or friends?

Did you worry about your problem over and over?

Were there other responses you had to these problems?

Write down on page 23 in the history box anything that comes to mind that may help
explain how you have managed problems in the past.

Workbook page 13
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Multiple Sclerosis (MS)

Everyone’s experience of MS and fatigue is personal to them. For example, everyone will
have a different experience of their MS diagnosis.

You may have known a lot about MS or you may not have heard anything about it before.

Maybe getting a diagnosis of MS was a relief (at least you had a nhame for the problems
you were experiencing) or maybe it was a shock.

You may be angry about your diagnosis, you may have thoughts like why me?
You may have been in denial about your MS, trying to ignore it?

Think about the way different people in your life have reacted to your MS and fatigue for
example, Are they supportive? Do they ignore it? Do they understand?

,%#
X Take some time to think about how you have dealt with your MS so far.

What did you think when you started experiencing problems?
How did you feel about your diagnosis?

How would you describe your fatigue and MS to a stranger?
How has your family and friends reacted

How did your employer react

Your experience and your thoughts about MS may impact on the way you manage fatigue,
write down anything you think may be important in the MS box on page 23.

Workbook page 14
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Triggers
Tick as many areas that are relevant to you and your experience of fatigue.

Are there particular times of the day where fatigue affects you the most?

Morning

Mid morning
Lunchtime
Mid afternoon
Early evening

Evening

Ooo0o0oo0ooaoaod

Late evening

After what activities do you feel most fatigued?

Waking up

Getting showered

Getting dressed

After eating (whichmeal __ )
After work

After house work

After playing with the children
After chatting to friends

OO0 0000000

After reading a book

Any other times (write down examples)
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Does pain trigger your fatigue? If so, how?

Does illness trigger your fatigue? If so, how?

Does tiredness trigger your fatigue? If so, how?

Does temperature trigger your fatigue? (Heat and cold) If so, how?

Does mood (anger, sadness, anxiety) trigger your fatigue? If so, how?

e%$

- Take some time to jot down the most important triggers to your fatigue on the
clover on page 23 in the trigger box. You may have some of your own examples that aren’t
in the workbook which are more relevant to you — jot these down too.
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Mood

Fatigue can have an impact on our mood. It can be difficult to identify changes in our mood
at first and it is often other people that notice a change in our mood before we do. Moods

are usually described using one word. Sometimes we can notice a change in our body

before we notice changes in our moods for example if our heart is beating faster and we

are finding it hard to breathe our mood may be anxious, excited or scared.

Try to write down one example from your life when you have experienced the following

moods.

Mood Example from your life

e.g. Anxious _

Anxious

Excited

Scared

Happy

Sad

Angry

Guilty

Loving

Disappointed

Proud
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Now think your mood when you experience fatigue. Tick how often you experience each
mood when you are fatigued.

et IEEE
SIEIREAE
)
Sad O O O O O
Anxious U U U U U
Angry L L L L L
Frustrated (I (I (I (I (I
Fed up Ol Ol Ol O O
Stressed U U U U U
Guilty O O O O O
Loved (I (I (I (I (I
Other moods
e%,*
- Take some time to fill in the mood box on the unlucky clover on page 23 using

the examples that are relevant to you above or your own examples.

A If you ever feel very low and you have thoughts or plans about ending your own life
you should contact your GP or a healthcare or phone NHS 24 Scotland on 08454 242424

Workbook page 18

104



Unhelpful Thoughts

We all have thoughts running through our mind throughout the day. At some times of the
day you may be more aware of your thoughts than other times. Some of the thoughts we
have may be unhelpful ones (i.e. they lead to feelings of low mood and unhelpful
behaviours). This section of the self assessment helps you understand what unhelpful
thoughts you may be having about your fatigue.

Thinking about thoughts can be hard to do at first so don’t worry if you find this difficult, we
will look at it in more detail later. Rather than thoughts you may have images of yourself in
the future, or memories may run though your mind.

How often do you experience the following a

thoughts about fatigue? (please tick) % E - -
[ c [«5) ey a
s S £ = g
|| 8]l S|l2 |2

a) | should be able to read the whole L L] L] L Ll

newspaper in one go

b) Others will think I’'m lazy when | have to rest U L L U L]

¢) | think I'm lazy when | have to take a break L L] L] L L]

d) My fatigue is going to get worse Ll [ [ L L]

e) My fatigue means in the future | will have Il O ] O ]

to rely on others to do everything for me

f) I don’t like asking others to help U O O ([l ]

g) Asking others for help makes me feel Il O ] O ]

like a failure

h) Not being able to achieve what | want Ll [ [ (| ]

means I'm useless

i) If I can’t tidy the whole house | may as well O (I O (I O

not bother tidying one room

j) I have only managed some of the gardening; [ (Il ] (Il ]

| used to be able to finish it all

When you think about your fatigue, what thoughts, memories or images run through your
mind?
Workbook page 19
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- Take some time to fill in the thoughts box on the unlucky clover on page 23. Use
the examples of unhelpful thoughts above that are relevant to you or use your own
examples. We will focus on identifying and managing unhelpful thoughts in stage two of
this workbook
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Unhelpful behaviours

Our behaviours can have a big impact on our fatigue. It is important to understand how we

act when we are fatigued so we can change any unhelpful habits.

Tick how often the statements below describe your behaviours.

8
g Ell = |3
[ < (5] T a
[ = o >
S8 |ls|l&]l2
| sometimes push myself to do more, L L] L] L L]
even when | need a rest
I've stopped most of my activities in 1 O [ O [
case it makes my fatigue worse
My fatigue has stopped me doing the 1 o d O
activities | enjoyed
I've reduced seeing my friends and family as much U o o L U
| can never finish anything | start so | don’t L] L [ L L]
bother anymore
| am no longer able to get a sense of achievement O ] ] O ]
from anything because of my fatigue
| refuse to take rests (Il ] ] (Il ]
e‘\ﬁ
X Take some time to filling the behaviours box on the unlucky clover on page 23

using the examples that are relevant to you above or your own examples.
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Body

Tick how often you experience the following sensations in your body when fatigue affects
you.

% = g = &
7] @ et >
18] 5 |Le]L2
Pain L L L] L U
Tiredness L L L] L U
Heavy O O [ O O
Strange sensations (e.g. hot/cold/electric current) O O [ O [
Headaches L L L] L U
Muscle tension L L L] L U
Weak (I Il ] Il U
Other
e%$
- Take some time to filling the body box on the unlucky clover on page 23 using

the examples that are relevant to you above or your own examples.
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Unlucky clover - Worksheet

Mood

Behaviour

S

Unhelpful Thought

Trigger

||

MS

/___\

History
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Stage one Summary

Well done! You have now completed stage one of the workbook. You will now have a
better understanding of what fatigue is and how your fatigue affects you. You will also
understand how experiences in the past impact on how you manage problems in the
present. You have filled in the unlucky clover and have hopefully identified some triggers,
thoughts, moods, behaviours and body symptoms that are linked to your fatigue.

If you have had any problems filling in this workbook - don’t worry. Give it another go in a
couple of days then move on to the next section.

A better understanding of how fatigue affects you will help you to learn more useful ways
manage your fatigue.

Monitoring how fatigue impacts on your life
After you have completed each stage you will be asked to assess how fatigue is impacting
on your life. This will give you the opportunity to monitor your progress and reflect on what

has been helpful.

On a scale of 0 — 10 how much do you feel you understand your fatigue (0= not at all 10 =
completely understand).

On a scale of 0 — 10 how much do you feel you can manage your fatigue (0= not at all 10
= very confident | can manage it).

What has been most helpful in this stage of the workbook?

What has been least helpful in this stage of the workbook?
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Stage Two

It is estimated that it will take approximately 90 minutes to read over and complete the
exercise in this stage. It is recommended that you complete stage two over 2 weeks.

rheughts ane vatigue
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Summary of previous stage

In stage 1 you started to look at the different ways your thoughts, moods, behaviour and
body can impact on your fatigue. You filled out the unlucky clover worksheet with
examples from your own life. Keep this sheet close as we will be looking back at it over the
course of the workbook.

Introduction to stage two

Identifying any changing unhelpful thoughts is a tool used in CBT which can help to
manage fatigue.

This stage aims to help you;

e |earn about unhelpful thoughts
¢ learn how to identify unhelpful thoughts
¢ learn how to change unhelpful thoughts

It is suggested that you take 2 weeks to complete the exercises in this stage

Week 1 tasks are on pages 27-38

Week 2 tasks are on pages 39-49
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What are unhelpful thoughts?

They are unhelpful — these thoughts will tend to be about yourself and your fatigue.
They are often very negative.

They are automatic — they run through your mind so fast it can be difficult to catch
them. Consequently you might not be particularly aware of these thoughts.

It can be hard to get rid of them — you may have tried to ignore them but they keep
coming back.

Once you have an unhelpful thought about yourself and your fatigue it tends to lead
to another unhelpful thought, then another, then another, and so on until your mind
can become full of unhelpful thoughts running round and round. As we can see in
the unhelpful clover your unhelpful thoughts are linked to your behaviours, mood
and body creating a very negative cycle of events. It may feel like you have no
control over your thoughts..... but you do!

Taking control of your unhelpful thoughts — step 1

The first step is to learn to recognise when you have unhelpful thoughts. This can be
tricky because they can pop into your mind so quickly. You may have started to
identify your unhelpful thoughts from stage one of this workbook, but if you struggled
do not worry. Most people need to take a bit of time to identify all their unhelpful
thoughts and we will spend some time practising in this section.

A common sign that may indicate that you are having an unhelpful thought is a
change in your mood. If you start to feel down, upset, frustrated, angry or worried, it
is likely that this feeling will be accompanied by an unhelpful thought. So if you
notice a change in your mood, stop, and think what words, images or memories are
running through my mind just now. Remember the thoughts will be negative; they
will tend to be about you or about how others see you.

Change in - @ — hat is running
. gm;ggus through my mind?
irritable, frustrated)
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There are many different types of unhelpful thoughts. Below is a list of the most
common types of unhelpful thoughts, you may recognise some of them. Put a tick
next to any unhelpful thoughts that you recognise.

‘Shoulds’ and ‘musts’ T do i
These thoughts usually sound like ‘I should be......" or ‘I must ....." For
example, | should be able to work without taking breaks’, or ‘I must get

the housework finished before the children come home’. These ‘.
thoughts are unhelpful as they put a lot of pressure on you to do a task

or feel a particular way.

Catastrophic thoughts

These thoughts usually mean that you jump to one of the worst
possible scenarios, even if there is no evidence that it is true. For
example ‘If my fatigue gets worse, | won’t be able to carry on
working, I'll lose my job, | won’t be able to pay the rent and | will
become homeless’.

Black and White thinking
These thoughts suggest things are one way or another, all or nothing,
they don’t allow you to have shades of grey or sit on the fence. For
example, ‘| either do everything on my list or | won’t do anything at all’.
‘What’s the point of starting a task and not finishing?’

Emotional reasoning
These thoughts suggest that your feelings are facts.
For example, ‘| feel useless, therefore | am useless’ or
‘| feel lazy therefore | am lazy’. They are unhelpful
thoughts because they are not based on evidence,
they are just feelings, you would not convict a criminal
because you feel they are guilty, you would hear the
evidence, and then decide what is most likely to be
true.

Predicting the future

These types of thoughts lead you to focus on what you
think may happen in the future, the problem is our
predictions are usually negative in nature and these
negative predictions about the future can cause us to
react to them in the here and now. An example of this
type of thinking may be ‘My MS and fatigue will be much
worse this time next year’.

Think about a time in the last week where you were

feeling a strong emotion (e.g. sad, frustrated, angry, scared anxious). Think about
where you were, who you were with, what was happening, when did the strong
emotion start?
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Unhelpful thought box

Now think about what thoughts, words, images and memories were running through
your mind and fill in the box below.

What thoughts/ words were running through your mind?

Workbook page 29
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Identifying unhelpful thoughts

It is time to start looking at the unhelpful thoughts you may have on a daily basis.
Knowing your own unhelpful thoughts is important as they can lead to unhelpful
moods and behaviours which all impact negatively on your fatigue. You will usually
know you are having an unhelpful thought when your mood changes.

To help you identify your unhelpful thoughts its best to write them out in a thought

diary (example on page 33). Before you start read through the case example (Mrs
Jones) on the next page.

Common problems with filling out thought diaries

I don’t have the time to fill out a diary every day

It is often difficult to dedicate time to new tasks. However, time spent now learning to
manage your thoughts, moods and behaviours will improve your experience of
fatigue in the long run, so it is well worth doing.

| find it hard to look at my thoughts written down on the page

Some people find it hard to look at their thoughts written down in black and white; it
can somehow feel more real and can bring about strong emotions which you may
not like. The fact is you are having these thoughts any way, and they are impacting
on your mood but you’re just not conscious of it. By writing them down you can start
to take control and change them to be more helpful.

I understand what unhelpful thoughts are why do | need to write them down?

Like anything in life practice makes perfect. Even if you think you have the hang of it
practise identifying your thoughts for the whole week, it will pay off in the end.

What if my family or friends see the diaries?

Like many people with MS and fatigue you may have thoughts about other people,
for example how you see them or how you think they see you. If you feel
comfortable doing so, show the workbook to your family member/friend and explain
why it is important to write down your thoughts and they may offer their support. If
you are not comfortable explaining the diaries to other people you could use initials
or other terms instead of full names, and /or you could make sure the diaries are
kept in a safe place.
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Case example — Mrs Jones

Mrs Jones is works part time in a shop. She is married and has 2 children, both in
secondary school. She has recently reduced her hours as she was finding it too
difficult to work full time. The extra time at home has been good for her as she has
been able to spend more time with the children. Her husband works full time in a
manual job and he is usually exhausted when he comes home. Mrs Jones believes
it's very important to have the dinner ready for her husband and children in the
evenings so they can all spend time together. Her mother always had a home
cooked meal ready for her father, herself and her 2 brothers every evening and Mrs
Jones believes that this is the role of a good wife and mother.

She was asked to complete the thought diary on the next page at times in the week
when she felt a change in her mood. She answered the questions in the thought
diary and was asked to circle her most upsetting thought.

Look at Mrs Jones’ diary on the next page.

Once you have looked over Mrs Jones’ diary fill out your own blank diaries on the
next few pages.

To complete your own diary sheets record any unhelpful thoughts you may have
over the next week. Record where you were, who you were with and what you were
doing. Then write out the thought answering the questions in the thought diary. It is
also helpful to record your level of fatigue when you have the thought. It is best to
record the thought as soon as you have it. If it is not possible to carry this workbook
with you all the time you could photocopy the extra blank sheet in the Appendix to
carry with you. Try to fill out at least one unhelpful thought a day.
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Take some time to look through your thought diaries and try to answer the following
questions.

e Do you notice any similarities?

e Are there similar triggers that increase your fatigue?

e Do you have reoccurring thoughts or are they different each time?

e Is your most upsetting thought different or similar in each diary?

e Can you identify any of the unhelpful ways of thinking outlined on page 23 in
your own thoughts?

e |[sthere a link between your moods and thoughts?

It is important to spend time reflecting on the thoughts you have and to try and
understand what the triggers are as well as how they impact on your mood and your
levels of fatigue.
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Week 2 - Changing unhelpful thoughts
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Week 2 - Changing unhelpful thoughts

Well done, you have practised identifying your unhelpful thoughts. If you feel you
need more practice use the blank diary sheet in the appendix to make photocopies.
Remember, it’s not about being an expert in identifying unhelpful thoughts. It's about
starting to notice that you are having them so you can change them.

We are now going to learn some ways to manage your unhelpful thoughts.
Before we start here are some top tips about unhelpful thoughts

» You CAN manage your thoughts
» Thoughts are NOT facts
» Just because you think it, does NOT mean it’s true

Below are four techniques to help manage unhelpful thoughts, you may only find
one or two of the techniques to be relevant to you.

1) Fact or fiction

Is the unhelpful thought based on fact or fiction? Sometimes our thoughts are
not true, they can be based on emotions (emotional reasoning), memories from
the past, fears about the future (predicting the future/mind reading) or they may
be exaggerating a particular situation (catastrophising). One way to challenge
these thoughts is to imagine that they have to be used as evidence in a court of
law. If the thought was used as evidence in a court of law would it be enough to
convict someone?

Fact — Fatigue is a symptom of my MS

Fiction — | am useless because of my fatigue
You may feel useless but feelings are not facts. If you had a gut feeling
that someone was guilty of murder would this be enough evidence for the
judge to convict them?

Fact — | have to pace myself to help manage my fatigue

Fiction — Everyone thinks I’'m lazy because | have to take rests
Are you mind reading? Is there any evidence to suggest this is true? Just
because you think it doesn’t make it true. Thoughts don’t mean facts.

2) Evidence
Look for evidence in favour and against the unhelpful thought. Be realistic, there
may be some evidence to support the unhelpful thought, but there may be more
evidence against it. Make sure the evidence is based on fact not fiction. Make
sure your unhelpful thoughts aren’t getting in the way. Be objective, considering
evidence in support and evidence against the thought.

3) What would you tell a friend
We can often be tough on ourselves and beat ourselves up, but we would never
be that tough on other people. Imagine a close friend or family member in the
same situation as yourself, what would you tell them if they had your thoughts.
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Would you agree that they were lazy, failures, useless, hopeless or would you
be a little friendlier to them? Would you think they were being harsh on
themselves? Try using this friendlier advice on yourself.

4) Advantages & Disadvantages
List the advantages and disadvantages of thinking a particular thought. Be
objective. What are the advantages of calling yourself useless or beating
yourself up about the things you can’t do? What are the disadvantages? Does
this type of thinking change your mood? Does it stop you from getting involved in
activities you want to do? Does it make your fatigue worse? Is it worthwhile
continuing to think this way or would it be better to change this?

Realistic conclusions

Reaching a realistic conclusion is not about pretending everything is perfect and that
your problems have gone away. Realistic conclusions are about looking at the
evidence and applying it to your thoughts. A realistic conclusion may be....

“My symptoms of fatigue mean | can't tidy the house in one attempt. This makes me
feel useless. But feelings are not facts, therefore just because | can't tidy the whole
house in one go doesn’t make me useless. It just means it will take me longer to tidy
the house.”

On the following pages there are some more thought diaries, but this time there are
extra columns to challenge thoughts and reach realistic conclusions. It's usually best
to start with challenging your most upsetting thought first. Identify this by circling it
on your diary — it's the thought that usually creates the strongest reaction.

Case example — Mrs Jones
You will see that Mrs Jones has used a diary on page 42 to identify her unhelpful
thoughts and has started to challenge her most upsetting thought.

As before, take at least 1 week to practise identifying and challenging your thoughts.
Try to fill out a diary and challenge at least one thought a day. Try to challenge the
thought as soon as you notice them, remember you may notice a change in your
moad first. The more you practise, the more you will be able to manage your
unhelpful thoughts. There is a blank diary sheet in the appendix for you to
photocopy.
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Stage two summary

Well done! You have completed the stage on identifying and challenging unhelpful
thoughts. You have started to make positive changes by making your thoughts more
realistic. This is a tricky thing to do and you may feel like you need more practice.
This is normal. These unhelpful thoughts may have developed over years so it's no
surprise it will take longer than 2 weeks to fully manage them. As you continue to
identify and challenge unhelpful thoughts, it will become easier to do this

It's normal to have unhelpful thoughts so it’s likely that they will keep popping back,
but you now have the tools to manage them and stop them spinning out of control,
you just need to keep practicing. Over time it will become second nature to
recognise and challenge these unhelpful thoughts such that they have less effect on
your mood and behaviours.

Sometimes when we start changing unhelpful thoughts things can initially seem
worse. This is because you are no longer avoiding them. It can take a couple of
months to break the habit of unhelpful thinking. Just like learning to drive a car you
may not feel proficient in managing fatigue until you have finished the workbook and
have put the techniques into practice. Remember you are learning a new skill, and
this takes time.

Monitoring how fatigue impacts on your life

On a scale of 0 — 10 how much do you feel you understand your fatigue (0= not at
all 10 = completely understand).

On a scale of 0 — 10 how much do you feel you can manage your fatigue (0= not at
all 10 = very confident | can manage it).

What has been most helpful in this stage of the workbook?

What has been least helpful in this stage of the workbook?

Workbook page 49

135



Stage Three

It is estimated that it will take approximately 90 minutes to read over and complete
the exercise in this stage. It is recommended that you complete stage three over 2
weeks.
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Blank page
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Summary of stage two

In stage two you looked at your thoughts in more detail. You learned how to identify
your unhelpful thoughts using diary sheets. You then learned ways to challenge your
unhelpful thoughts. Identifying and challenging unhelpful thoughts is difficult, so
don’t worry if you need more practise. There are blank diary sheets in the appendix
to photocopy.

Introduction to stage three

This stage aims to help you

e |earn about unhelpful behaviours

¢ |earn how to change unhelpful behaviours

¢ learn how to introduce activities that give you a sense of closeness with
others, achievement and pleasure (CAP activities)

It is suggested that you take 2 weeks to complete the exercises in this stage.
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Behaviours

Behaviours are the activities we do every day. Fatigue can have a big impact on the
type of activities we can do. It may mean you can’t carry out physical tasks in the
same way as you used to. It may mean you get tired doing the day to day tasks like
taking a shower, something you would have never consider as an ‘activity’ in the
past. You may experience fatigue after non-physical tasks such as reading books or
talking to a friend.

Mental tasks can impact on fatigue just as much as physical tasks. As you can see
in the clover on page 23 our behaviours have an impact on our moods, thoughts,
physical ability to carry out tasks and impact on our level of fatigue.

Fatigue can have an impact on our behaviour in two main ways.

1) It can cause us to push ourselves too much. This can lead to days of increased
activity followed by days of not being able to do anything. This type of behaviour is
called, The over activity — bust cycle.

or
2) It can lead to an general reduction in activity level. This is usually due to worries
that any activity will trigger increased fatigue. This is called, The under activity
cycle.

Both of these types of behaviour are included in this workbook. You should read the
section most relevant to you, but you may find it useful to read through both types of
behaviour. Everyone should read the section on CAP activities.

It is recommended that you take 2 weeks to complete this stage.

Week one tasks included the over activity-bust cycle (paged 54 - 65) and/or the
under activity cycle (pages 66- 72).

Week 2 tasks include the CAP activities section on pages (73-79)
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139



Week one

Behaviours
The over activity - bust cycle
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Over activity-bust cycle

Look at the example below and ask yourself what impact John’s behaviours have on
his mood, thoughts, and levels of fatigue.

Case example — John

John lives at home with his wife. He has been retired for 2 years due to his MS. He
is a keen gardener and has always done DIY around his house. He has always
worked hard and enjoys the sense of satisfaction he gets from completing a task.
His fatigue is a problem for him as it gets in the way of the activities he wants to
complete. He works at a task until he is exhausted. On the days he feels well, he
pushes himself to do activities in the garden and around the house. He then
becomes exhausted in the following days and is not able to get anything done.
Recently, he has had to turn down invitations to the social club with his friends on a
Thursday evening as he is too tired to go.

John’s unlucky clover looks like this;

Mood Behaviour
-Push self
Frustrated -No rests

-Try to do all the things

couldn’t manage last
< week

Thought — P4 Body

-Should work hard before Tired, pain
fatigue comes back \\ 7

-If I rest I'm a waster -
—1 Trigger

Good day

MS
-Diagnosis of MS 10 years ago. -Farced to retire 2 years ago.
-Always been able to push through fatigue in past

\
History
-Worked hard all his life -1 sister 1 brother
- Both siblings still working -Dad passed away 8 years ago

-Remember dad had strong work ethic, no time for wasters

John filled out an activity diary over 1 week (below). Alongside the activity he also
reported his level of fatigue from 0-10, where 0 means not fatigued at all and 10
means very fatigued. He then coloured the squares in based on the key below.
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Fatigue rating Meaning Colour
0-4 Feeling ok Green
5-7 Starting to feel fatigued Amber
8-10 Very fatigues
John’s weekly activity sheet
Mon Tue Wed Thur Fri Sat Sun
Midnight - | Sleep Sleep Wake at5 | Sleep Sleep Wake at
6.00am 5.30
7.00- Breakfast | Sleep Coffee Sleep Sleep sleep Breakfast
8.00am Shower breakfast | breakfast
dressed 3)
4)
9.00- Read Read Paint Sleep Break- Shower | Restin
10.00am | paper paper bathroom fast, dressed | chair (7)
coffee(3) Coffee(2) | (4) TV (6)
11.00- gardening | TV Up Coffee Coffee (7)
12.00 2 Snack Lunch (6) | Shower (6) snooze
noon (6) shooze
1.00- Lunch Shops (3) | Children Lunch
2.00pm Gardening visit (6) (6)
(4)
3.00- House- Read TV (7) snooze Brother
4.00pm work book (5) visit (6) | TV (7)
5.00- Eat dinner | Dinner Dinner
6.00pm (5) TV (4) Read
paper
)
7.00- Grand- TV(4) Sleep snooze TV (7) TV
8.00pm children Bed- sleep sleep
visit(6) sleep
9.00pm- | TV (5) Read (5) Sleep
midnight | Bed Sleep
Workbook page 56

142



John’s activity analysis
Are there any patterns you can pick out from John’s activity sheet?

Does he do most of his physical activities at the start or end of the week?

Why does he sleep in and not do much activity on Thursday?

Why do you think he is too tired to go to the social club on Thursday with his
friends?

Does he have to snooze at the start or the end of the week? Why?

What do you notice about his level of fatigue throughout the day?

What do you notice about his level of fatigue throughout the week?

What do you notice about the type of activities he does at the start of the week?

Does the type of activities change by the end of the week? How?

Does anything surprise you about his activity diary?
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John’s week

John starts his week feeling fairly energetic. His level of fatigue starts off reasonably
low staying at 5 or below at the start of the first 2 days. It steadily increases
throughout the day. He benefits from coffee breaks but still feels more fatigued
throughout the day as his activities build up. Note that visits from grand children and
reading his book still have an impact on his fatigue even though he is not doing
physical activity.

Wednesday is another busy day as he decides to paint the bathroom. He woke
earlier than usual on Wednesday and his fatigue is impacting on him a little more
than the previous days. He does not take a break for a coffee in the morning as he
is determined to finish the bathroom but in the afternoon he is forced to leave the
decorating and decides to watch TV and read — he had to go to bed earlier than
usual.

On Thursday John sleeps in until 11.00am, this is very unusual for him. He is still
quite fatigued after his long sleep but tries to finish off the bathroom. He ends up
snoozing in the afternoon, but feels lazy. He has to turn down his weekly meeting at
the social club.

John sleeps in a little on Friday and Saturday but his levels of fatigue are still quite
high. He finds having a shower more tiring than usual and has to take a rest after it.
John’s levels of fatigue are so high, he cannot manage to get into the garden or
finish the decorating. He ends up spending most of his days watching TV, sitting in
his chair listening to music and snoozing but still does not get much immediate
benefit from resting.

It appears that John has pushed himself so hard in the first 3 days of the week that
he was unable to do much physical activity by the end of the week. Having the
occasional break at the beginning of the week allowed John to keep pushing
himself. But the breaks did not help much by the end of the week. John started
borrowing energy from the next day. He went into his energy overdraft by
Wednesday and kept spending. The energy debt and the interest kept building up
until he was forced to reduce his spending and save.

John’s activity diary suggests his behaviours fit the over activity-bust cycle.
You will notice that John spent a lot of time completing his activity sheet. He tried to

fill it in every 2 hours but did not manage to fill them all in, this is ok. He was still able
to get a good idea of how his activities impacted on his fatigue.
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Your activity diary

To work out what your activity pattern is its best to complete a weekly activity sheet.
An activity sheet lists days of the week and hours in the day. Your job is to fill in the
activities that you have done. Then using the scale of 0-10 write how fatigued you
felt at that point in the day (0 = not fatigued at all and 10 = worst fatigued I've ever
felt).

It's best to complete the activity sheet at regular intervals throughout the day (for
example, at lunch and before bed) to ensure you don’t forget what you have done.

This a time consuming task but it will be worthwhile as it gives you a chance to really
see what you do through the week. This will allow you to identify unhelpful behaviour
and then make positive changes.

Sometimes patterns are clear (it helps to colour code your sheet like John did when
you have finished). Sometimes it is harder to pick up on a pattern; you may want to
fill out another activity sheet to see if a pattern becomes clear. There is a blank
activity sheet in the appendix if you want to photocopy it.

Putting the hard work in now will pay off in the long run.

It is recommended that you use the next week to complete your own activity diary on
the following page.
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Your personal activity diary

Mon Tue Wed Thur Fri Sat Sun

Midnight -
6.00am

7.00-
8.00am

9.00-
10.00am

11.00-
12.00 noon

1.00-
2.00pm

3.00-
4.00pm

5.00-
6.00pm

7.00-
8.00pm

9.00-
-midnight
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Your activity analysis

Do you notice any patterns in your own behaviour?

When do you do most of your physical activities?

Have you had to turn down activities because you were too fatigued?

Have you had to turn down activities you wanted to do due to your fatigue?

What do you notice about your level of fatigue throughout the day?

What do you notice about your level of fatigue throughout the week?

What do you notice about the type of activities you do at the start of the week?

Does your type of activities change by the end of the week? How?

Does anything surprise you about your activity diary?
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Taking control: The over activity — bust cycle

So now you know what your typical week looks like can you recognise times of over
activity? Are there days were you push yourself too much because you feel good?
Are there days when you have extreme fatigue after you have pushed yourself?

The best way to manage this type of behaviour is to pace yourself. You may have
been advised to do this in the past by your doctor, physiotherapist, occupational
therapist or another health care provider. This is because it does work when it is
done properly. The problem is that you have to stick at it for long enough to gain the
benefits and it may go against the way you have done things for years.

What are your initial thoughts when you are asked to pace yourself? Are they
unhelpful thoughts? If so fill out a blank thought diary, you can find a spare on in the
appendix. Challenge these unhelpful thoughts as you have done previously in
section 2 and try to reach a balanced conclusion.

John in the example above had been told to pace himself in the past and thought it
wasn'’t for him. Look at his thought diary on the next page.

If you don’t need to challenge your thoughts turn straight to page 64 to learn how to
pace your activities.
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John’s thought diary
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Pacing activities

Taking breaks

Firstly decide how long you should work at an activity before you take a break.
Remember its best to take a break before you get too exhausted. This will be
different for different types of task but a good starting point may be to take a break
every 20 minutes.

Length of breaks

Again this will differ depending on what activities you are doing. If its hard physical
work you may want to break for 15- 30 minutes. If you're reading a book a 10 minute
break may be enough. Remember the point of your breaks is to recharge your
energy levels or bank some of your energy for the rest of the day so you don’t end
up going into your overdraft.

What is a break?

Remember that you use mental energy by concentrating hard on things such as
reading a book. So for a break you need activities that use low levels of
concentration, such as listening to music, watching easy going TV, having a cup of
tea, looking out into the garden or street. You may even decide that there are certain
times in the day when it would be best to schedule in a morning or afternoon sleep
to recharge your batteries for the evening.

Plan ahead

Work out what activities you would like to do for that day/ week. What commitments
do you have? Are there things you have to do every day at particular times? Write
these in a blank diary (you may want to use a pencil so you can adjust the activities
as you go).

How much energy will you need for these activities? Do you have to take a rest
before you start them or during them to ensure you balance your energy levels?
Think about leaving out physically or mentally tiring activities before-hand so you
have enough energy.

Do you really need to do these activities? There may be certain commitments that
you have to do but could you get help with them on some days? Can you reduce the

activity in some way for example getting a friend to pick your children from school
every other day, visiting parents once a week rather than 3 times?

Workbook page 64
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Case example — John

John made the following changes which helped him manage his fatigue and get
more enjoyment out of his week.

>

He let his children and grandchildren know that he enjoyed their visits but
explained that because of his fatigue he found it difficult to concentrate for
more than an hour. They understood and said that they noticed he was
getting a bit tired by the end of their visits and were happy he told them.
They now keep their visits shorter.

He also told his wife that 2 hours shopping and standing on his feet was too
long for him. They decided to go to the local shops for a shorter length of
time and agreed if they had to be out longer than an hour they would stop for
a coffee somewhere.

If he woke early in the mornings he allowed himself to have an afternoon
snooze to ensure he would not get too tired the next day. He also scheduled
in a snooze on afternoons before the social club. He challenged his thoughts
about being lazy and realised he could actually do more if he paced himself.
He spread out DIY and physical activities over a few days.

He always made sure he had a rest after showering and dressing as the heat
from the shower always made him more fatigued.

Rather than doing activities that took a lot of mental concentration in the
evening he chose to do these in the mornings (e.g. reading a book) and did
less demanding tasks in the evening such a s listening to music or watching
TV.

These changes ensured that he was able to manage his fatigue better, he was able
to do activities which gave him a sense of closeness such as, time spent with his
children and grandchildren, visiting his mother, social club with friends, lunch out
with his wife.

Try to make some changes in your own activities to help manage you fatigue. You
could photocopy a blank diary sheet from the appendix or draw a diary out on paper
to help you plan your week more effectively in the future.

You can now move to page 73 to work on CAP activities or you may find it helpful to
read through the under activity cycle information.

Workbook page 65
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Week one activities (optional if relevant to you)

Behaviours
The under activity cycle

Workbook page 66
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The under activity cycle

It may be the case that you don’t do enough activity. This may be because you are
scared that doing any activity at all will lead to an increase in fatigue and worsen
your MS. But, not doing enough activity can actually increase your fatigue. This is
because by doing too little your body becomes inactive, your muscles become weak
and it becomes a struggle to do the smallest of physical jobs. Also, when we reduce
the activities we used to enjoy we can start to feel low in mood and this can also
lead to increased fatigue. This then turns into a vicious cycle.

@ Reduce
Increase in activity due to

fatigue worries about
fatigue
_ Bod
StQP doing becorr?es
thmgs you inactive
enjoy, mood muscles get
gets low weaker
Feel more
fatigued

If you are doing too little it may be the case that you have unhelpful thoughts such
as “| must save all my energy or | will make my fatigue worse”.

Workbook page 67
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Case example — William

William is retired from work as MS was preventing him from carrying out his job as a
mechanic. He used to be an active man with a good social life but since he retired
he has reduced all of his activities. He read somewhere that pushing yourself when
you have MS can lead to a relapse so he decided to stop all his activities. He no
longer goes fishing, his wife cooks all the meals and looks after the house and he
has stopped seeing his friends. William spends his days sitting on the sofa, watching
TV and occasionally reading the paper. His thoughts are “If | do too much my fatigue
will get worse”, “| feel very tired everyday and | don’t want to trigger a relapse so |
will do as little as possible”, “| don’t feel as strong as | used, this means my fatigue
and MS are getting worse”. William has also started to become low and mood and
worries about the strain he is placing on his relationship.

William’s vicious cycle

| think that
This increases Too WV
my fatigue activity
will lead to-
a relapse
My mood is My body feels
Stowting to- \/tt’}w%k/ed/’
become low ,
& | behave by %

aJ]/ activity

Workbook page 68
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My vicious cycle

Try filling out your unhelpful cycle below. You may want to use the unlucky clover
you filled out on page 23.

This @ | think that

increases
my fatigue
My mood is My body
feels
| behave by

Workbook page 69
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Taking control - under activity cycle

One way to break the vicious cycle of inactivity is to slowly increase you activities
over a long period of time. If you have been inactive for a long time it may be helpful
to speak to a healthcare professional for advice. This could be your GP, MS nurse,
or anyone else, involved in your care to inform them what you are planning.

Below are the 4 techniques you will need to do to increasing your activity

1. Set a goal - What do you want to achieve? Be clear, write it out. But
remember to be realistic, remember MS and fatigue do affect you but the fear
of it shouldn’t stop you from doing all activities.

2. Break goals down — break your goal down in to reasonable smaller steps.

3. Time — spend enough time on each step until you feel comfortable to move
to the next step, this may take days, weeks or months.

4. Don’t move the goal posts — once you have achieved your goal be proud
of yourself and acknowledge the hard work it took you to get that far.

William used the 4 techniques above to achieve his goal

GOAL — Walking to-the shop to-get the daily paper

.3. Walk to and

from the local

.2. Take a short shop

stroll around
the block

A (for 3 weeks)
1. Walk around
the house 2-3
times a day

(for 2 weeks)

It took William 3 steps to achieve his goal and he spent 2-3 weeks on each step until
he was able to move onto the next step. He started to feel like he had a little more

energy and started to slowly increase other activities he had stopped.
Workbook page 70
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It is important to note that there will still be some days when fatigue is worse than
others and it is ok to rest on those days, it's just important to make sure you are not
avoiding activity due to your fears and unhelpful thoughts. If your unhelpful thoughts
are getting in the way, photocopy the black diary challenging sheet in the appendix
to challenge them.

On the next page, chose a goal you want to achieve and plan the steps you need to
do this. You may need to add in or take away more steps to your plan or you may
want to draw out your own on a blank sheet of paper. Remember you may need to
take a couple of weeks on each step before you move to the next one.

Workbook page 71
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MY GOAL

There is a blank copy of this sheet in the appendix for you to make photocopies or
you can draw your own out on blank paper.

Workbook page 72
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Week two actives

Behaviours - CAP activities

Workbook page 73
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CAP activities

When you are planning to increase or pace your activities in your weekly diary it is
important that you get a mix of different types of activities. The best mix of activities
is CAP activities - Closeness, Achievement and Pleasure activities.

Closeness activities are those where you feel close to another person. These
might include coffee with a friend, going to a social club with friends, spending time
with children, watching a movie with a partner etc.

Achievement activities are those where you get a sense of achievement through
doing the activity. This may include finishing a book, tidying a room in your house,
gardening, DIY, going to work etc.

Pleasure activities are those where you gain a sense of pleasure from doing them
these may include going for a walk, listening to music, baking etc.

You may class some activities under two or three CAP activities. For example going
swimming with friends may give you a sense of closeness to others, a sense of
achievement for completing a physical activity and a sense of pleasure. Don’t get
too hung up on the different categories but make sure all your activities are not
based mainly around one category.

In the table below make a list of activities you do under each heading, remember it
is ok to put the same activity under different headings.

Workbook page 74
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Closeness

Achievement

Pleasure

e.g. coffee with a friend

e.g. Jroning for 30 ming

e.g. spend litme Oy the
seagide

Do you notice that you have more activities under one heading that the others?
If so try to add activities to the other columns to even them out.

Try to add CAP activities into your week and build them up until you have a good
balance of closeness, achievement and pleasure activities. Don’t forget to add in
rests when needed. Remember, an activity may be watching TV with a friend or
tidying one room in the house. Try to mix your activities from week to week, to

ensure you are getting a good balance of CAP activities.

CAP activities — trouble shooting

Realistically, what if | can’t do some of the activities | want to do?

If there are activities that you have given up due to your MS and fatigue this can
result in a lowering of self esteem and mood. Here we will look at ways around this.
Make a list of the activities you have stopped or reduced and investigate each
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activity using the questions in the box below. It may be helpful to read the case
example on the next page before filling out your own.

Workbook page 75

Activity investigation box

Name activity

What do you enjoy about it?

Is there a way it can be broken down into smaller steps?

If the activity can’t be broken down, is there a different way you can get the enjoyment out
of it by reducing/changing what you do? Brain storm and be creative!

Is there anyone who can help you do this activity?

Case example - Jennifer

Jennifer used to enjoy hill walking; she would go out every other weekend (weather
permitting). Due to her MS and fatigue she has stopped it all together as she
believes she can’t get a sense of achievement from it anymore. Jennifer filled in the
questions below,
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Workbook page 76

Jennifer’s activity investigation box

Name activity — Hill walking

What do you enjoy about it? Achievement from reaching the top of a hill; Felt close
to-pawtner who- caume withv me; took pleaswre from looking at the scenery
oawound, me.

Is there a way it can be broken down into smaller steps?

Fatigue means I could bavely climb my stairs some davys. So-hill walking mavy
be too- much. I canvprobably walk av mile ov two- o av good day, on flat
grownd

Is there a different way you can get the enjoyment out of it by reducing/changing what you do?
Brainstorm and be creative!

I suppose I could get my pawrtner to-drive to- national park areas and enjoy
the scenery onthe drive.

I couldd go-for o short walk, maybe o mile if I'mv feeling ok. It would have to-
be on flat ground

I enjoy watching documentories and reading books about the Scottishv
landscape

There awe local groups with scooters that go-rambling in the hills; I may be
able to-do-this

Is there anyone who can help you do this activity? My pawtiner could go-on the drives
withv me. My son cowv help me find out information about local rambling
groupy for people with disabilities ov I could use the internet

Jennifer used her thought diaries to challenge the unhelpful thoughts she was
having such as “there is no point if | can’t climb a hill”, “I may as well not bother

doing anything”, “and | have no enjoyment in my life anymore due to my fatigue”.

It may be true that Jennifer cannot do hill walking in the same way as before but it
doesn’t mean she can’t get some enjoyment from altering the activities to suit her
needs now. After analysing her activity she found out that there was more to it than
just a sense of achievement, she enjoyed the scenery and she felt close to her
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partner. She came up with different ways she could do activities so she was still
enjoying them in some way. She was being realistic, she may never climb a Munro
again and this is difficult to accept, but at least this way she is still getting some

enjoyment from the outdoors rather than stopping the activity altogether.
Workbook page 77

Use the blank activity investigation box in the appendix; you can photocopy it if you
need more sheets or draw one on blank paper.
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Workbook page 78

Summary of stage 3

In stage 3 you have learnt to identify what type of unhelpful behaviours you have.
You have decided whether your unhelpful behaviours fit more with the over activity-
bust cycle or the under activity cycle. You have learnt to look at your behaviours
more closely and started to make changes by planning ahead and making sure you
have a mix of CAP activities in your week. You have also looked at ways to change
the activities you may have stopped doing due to your fatigue. Do not forget to use
the skills in stage 2 to challenge any unhelpful thoughts using the blank diary sheet
in the appendix.

Monitoring how fatigue impacts on your life

On a scale of 0 — 10 how much do you feel you understand your fatigue (0= not at
all 10 = completely understand).

On a scale of 0 — 10 how much do you feel you can manage your fatigue (0= not at
all 10 = very confident | can manage it).

What has been most helpful in this stage of the workbook?

What has been least helpful in this stage of the workbook?
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Workbook page 79

Stage four

It is estimated that it will take approximately 90 minutes to read over and complete
the exercise in this stage. It is recommended that you complete stage four over 1

1 00 i

week.

-

e

.).L:;’n.e;-s S \ '
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Workbook page 80

Summary so far

Well done for completing the first three stages of the workbook.

So far you have
e completed your own self assessment of fatigue
¢ looked at unhelpful thoughts and started to challenge them
¢ |ooked at unhelpful behaviours and started to change them
¢ you have started to introduce CAP activities into your week

Introduction to stage four — the final stage

This stage aims to help you

e turn your unlucky clover into a lucky clover
e |earn helpful tips to stay on track
¢ learn how to keep monitoring your levels of fatigue
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Turn to your unlucky clover on page 23. You will notice that the way you used to
think and act towards your fatigue impacted on your mood and your body. You have

now learnt the skills to turn your unhelpful clover in to a more helpful clover.
Workbook page 81

There will be some aspects of the clover you will be less able to change such as
your past experience, but you can understand the impact it can have on your daily
functioning in the here and now which is an important step.

Take some time to look at the different sections of the unlucky clover on page 23.
Has anything changed?

Are your triggers the same?

Do you have more realistic thoughts?

Have you changed your behaviours?

Has your mood started to change?

Have there been any changes in your body?
¥

- Take some time to fill out your lucky clover on the next page by answering
the questions above.

Once you have completed your lucky clover keep it close by, to remind you of the
changes you have made.
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Lucky clover worksheet

Mood Behaviour
& o 5o
Thought
Trigger
| |
MS

/—_\

History
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Do not worry if you still have changes you want to make. You will be able to make
further changes over the weeks and months ahead using the same techniques you
have learnt in this workbook. You are living with MS on a daily basis, some days are
better than others but you now understand how you can manage your fatigue better
than before.

Progress monitoring

You have been monitoring your fatigue over the course of this workbook. Take some
time to look over the section summaries at the end of each stage in the workbook
and remind yourself of what has helped and what has been less helpful.

Look at the ratings you made about your understanding of your own fatigue and
your ability to manage it.

¢ Has your understanding changed over the course of this workbook?

¢ Has the way you manage your fatigue changed over the course of this
workbook?

It is important to monitor your fatigue on a regular basis to ensure you are managing
it the best you can. You may wish to continue doing this by photocopying the blank
diary sheets and activity sheets in the appendix.

Some people find it useful to do this by making a note in
their diary, phone, or calendar once a month whereby
they review how they have been managing their fatigue.
Ask yourself;

e Is my fatigue better or worse than last month?

e Do | know why?

¢ What can | do to improve the management of my
fatigue?

Workbook page 84
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What if my fatigue starts to become a problem again?

It may be the case that you struggle to manage you fatigue at different points
throughout your life. It is important to plan for this now, in case it happens in the
future. Forward planning will ensure you are prepared.

The first step is to notice that you are struggling to manage your fatigue, this can be
difficult to do. It may be helpful to think of the warning signs that mean your fatigue
IS becoming problematic.

Step 1 - My warning signs

Think back to times in the past when you have struggled with your fatigue. What did
you notice first?

Did work become difficult to manage?

Did your mood change?

Were you having unhelpful thoughts?

Were you pushing yourself to do too much activity (similar to the over activity
—bust cycle)?

Were you avoiding activities (similar to the under activity cycle)?

Were you just doing the daily chores and not doing any pleasurable
activities?

Were your friends or family able to recognise you fatigue in the past?

Take some time to write down your warning signs.

Workbook page 85
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Step 2 — My emergency plan

Once you notice that your warning signs are occurring the next step is to put your
emergency plan into action.

Emergency plan

1.

First of all, do not worry, there will be times where all people with MS
struggle with their fatigue, even if they were managing it fine previously.
Take a deep breath and follow the steps below.

Complete a blank clover diagram to see if it is unlucky (photocopy from the
appendix or draw a blank one out on paper).

Identify which part of your clover is most troubling to you;

e Triggers —is there increased stress in your life at the moment?

e Thoughts — are you having unhelpful thoughts?

¢ Behaviours — are you pushing yourself or avoiding activities?
There may be more than one area that you are struggling with, this is ok.

Read over the relevant stage(s) of the workbook. For example if you notice
that your thoughts are becoming unhelpful read stage 2 of the work book.
Remember to give yourself the recommended time to read over the stage
and complete the activities.

Review your summary box, which you will fill out at the end of this section.
This should help you identify what helped you in the past.

You may find it helpful to think about what support systems you have around
you (friend, relative, MS nurse, colleague, G.P.).

Workbook page 86

173



The techniques you have learnt throughout this workbook are now yours to keep
and you can use them whenever you need them. You can always read through the
workbook in the future if you need a refresher.

Fill out your summary box on the next page which will be an important refresher of
the techniques you found most helpful throughout this workbook. You can review
this summary box in the future if fatigue becomes a problem for you. It may be
helpful to read over the summaries of each section to jog your memory before filling
out the box.

Workbook page 87
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My summary box

What has helped the most?

What was least helpful?

What triggers do | need to look out for in the future?

What happens to my mood when my fatigue gets worse?

What unhelpful thoughts do | need to look out for in the future?

What unhelpful behaviours do | need to look out for in the future?

What changes do | still want to make?

How will I monitor my fatigue in the future?

What will | do if my fatigue gets worse? (e.g. read over the workbook, contact support services,
talk to family or friends)

Workbook page 88
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Other issues that may affect fatique

This workbook is designed to focus on your thoughts and your behaviours to help
manage your fatigue. There are other areas that you may wish to work on further,
such as:

o Sleep

e Medication
e Pain

e Mood

If you would like to seek further help in these or other areas you can contact a
healthcare provider for advice or look at the useful contacts below.

Useful contacts

MS Society http://www.mssociety.org.uk/

NHS 24 Scotland - 08454 242424

Workbook page 89
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Appendix

Feel free to photocopy the resources in the appendix for personal
use only. Alternatively, you could draw your own versions on
sheets of blank paper.

Workbook page 90
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Clover Worksheet

Mood

Behaviour

X Body

Unhelpful Thought

Trigger

||

MS

/—_\

History
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Identifying unhelpful thoughts diary
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Challenging unhelpful thoughts diary

uaaq Jona
oA, penbney
1sow = QT

‘Ife ye panbie)
10U = Q)
anbey

JO |9A87]

Jnidjay alow

aq 01 ybnoys siy
abueys noA ueds moy
‘o11sIjeal aq ‘9auapIng
ay) dn ybrapn
uoIsnjouo9
onslesy

¢sabejuenpesip ®
sabeiuenpe ayl ate reym (v
¢pusiy

® ||3) oA pjnom yeym (g
¢92UapIAS 3y} Sl TeyM (2
¢uonaly 1o 10ey 1 s| (T

s1y

jybnoyl bumasdn 1sow
JnoA Buibus|eyd Ag ueis
siybnoyy abuajreyd

ybnouy

Bumasdn 1sow ay1 9|241D
Jpulw Aw ul ate

sabew [nydjayun yeymn (9
¢dn Buug siy) seop
sallowaw 1eymn (g ¢uaddey
ued eyl Buiyl 1s1om ay)
sjeyph (f ¢noA inoge ueaw
sybnoys sy op 1eyM (€
¢noA 01 Bunejal aidoad Jaylo
1noge 10 nNoA 1noge sybnoy)
asay] aly (g ¢puiw 1noA
ybnouyy Buiuuni s ey (1

1ybnoyl

(89 pinod
11sabuoiis ayl
=0T pue Buoss
Aaniou = Q) 0T
— 0 poow InoA
sI Buons moH
219

19sdn ‘parensniy
‘AibBue ‘pes
piom

T Ul paquosap
Ajrewlou

aJe SpooN

POON

¢buiop

noA alam
Teym éyum
noA alam
OYM ¢noA
alom alaymn

1266111

180



Activities sheet

Mon Tue Wed Thur Fri Sat Sun

Midnight -
6.00am

7.00-
8.00am

9.00-
10.00am

11.00-
12.00 noon

1.00-
2.00pm

3.00-
4.00pm

5.00-
6.00pm

7.00-
8.00pm

9.00-
-midnight
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My vicious cycle

This ﬂ | think that

increases
my fatigue
My mood is My body
feels

| behave by
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Taking control - under activity cycle

MY GOAL
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Activity investigation box

Name activity

What do you enjoy about it?

Is there a way it can be broken down into smaller steps?

If the activity can’t be broken down, is there a different way you can get the enjoyment out
of it by reducing/changing what you do? Brain storm and be creative!

Is there anyone who can help you do this activity?
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It is essential that you read and follow the manuscript guidelines prior to submitting your
manuscript to Multiple Sclerosis. Failure to do so will result in your manuscript being
automatically returned thus delaying the reviewing process of your submission.

Multiple Sclerosis Journal focuses on the aetiology and pathogenesis of demyelinating and inflammatory
diseases of the central nervous system and on the application of such studies to scientifically-based
therapy. Articles describing studies of multiple sclerosis and related diseases are particularly welcome. In
addition, reports of experimental work relevant to multiple sclerosis, but based on in vivo and in vitro
studies, are encouraged. Within these limits, a diversity of approach is acceptable and submissions are
encouraged from those working in the following areas: clinical neurology, epidemiology, genetics, glial
pathobiology and myelin repair, immunology, molecular biology, myelin chemistry, neuroimaging,
pathobiology of the blood-brain barrier, pathology, therapeutics, virology.

Multiple Sclerosis Journal publishes original research articles, concise case reports and short reports, letters
to the Editor, and invited reviews, editorials, topical comments, critical reviews of scientific meetings and
occasional book reviews.

1. Peer review policy

Multiple Sclerosis Journal operates a conventional single-blind reviewing policy in which the reviewer's name
is always concealed from the submitting author.

Papers will be sent for anonymous review by at least two reviewers who will either be members of the
Editorial Board or others of similar standing in the field. In order to shorten the review process and respond
quickly to authors the Editors may triage a submission and come to a decision without sending the paper for
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external review.

The Editors’ decision is final and no correspondence can be entered into concerning manuscripts considered
unsuitable for publication in Multiple Sclerosis Journal. All correspondence, including notification of the
Editors’ decision and requests for revisions, will be sent by email.

Back to top

2. Authorship

Papers should only be submitted for consideration once the authorization of all contributing authors has
been gathered. Tropical Doctor does not allow more than 6 authors to be named on each paper. Those
submitting papers should carefully check that all those whose work contributed to the paper are
acknowledged as contributing authors.

The list of authors should include all those who can legitimately claim authorship. This is all those who:

1. have made a substantial contribution to the concept and design, acquisition of data or analysis and
interpretation of data

2. drafted the article or revised it critically for important intellectual content

3. approved the version to be published.

Authors should meet the conditions of all of the points above. Each author should have participated
sufficiently in the work to take public responsibility for appropriate portions of the content. When a large,
multicentre group has conducted the work, the group should identify the individuals who accept direct
responsibility for the manuscript. These individuals should fully meet the criteria for authorship.

Acquisition of funding, collection of data, or general supervision of the research group alone does not
constitute authorship, although all contributors who do not meet the criteria for authorship should be listed
in the Acknowledgments section.

Please refer to the ICMJE Authorship guidelines at http://www.icmje.org/icmje-recommendations.pdf.

Back to top

3. Article types

Please read the following carefully and ensure that your submission meets the requirements to
avoid automatic return or delay in the consideration of your paper.

The journal no longer solicits for Traditional or Systematic Reviews.

MSJ is now requiring authors to provide the essential requirements of MRI imaging as supplementary data
in order to help replication of studies. If submitting a manuscript using MRI data please use
the form provide to supply the necessary data in a suitable format.

Original research papers

Original research papers should be no more than 3,000 words and contain the following sections: Title
page, Abstract, Introduction, Materials (or patients or animals) and Methods, Results, Discussion,
Acknowledgements, References, Tables, Figure legends, Figures (see ‘Sections of the manuscript’ for further
details).

Case Reports, Short Reports

The Editors will consider for rapid publication Case Reports and Short Reports that illustrate important
points. These must not exceed 1000 words in length, must have a title page, a short summary of no more
than 100 words, up to 10 references, one figure and one table.

Letters to the Editor
Brief letters raising pertinent issues relating to recently published papers in Multiple Sclerosis Journal or
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stand-alone letters on topics of interest are welcome. They will be reviewed and may be sent to the first
author of the article being discussed for a possible response. They should be in letter format without an
abstract.

Stand-alone letters on topics of interest will be reviewed and should be in letter format without an abstract.

Personal Viewpoints

Viewpoints which bring new ideas and stimulate discussion and debate are welcomed by the Editors, in
particular those that will be of general interest, and which question or comment on new and significant MS-
related studies. These will be reviewed and should be no more than 1,500 words, up to 10 references, one
figure and one table (if necessary).

Topical Reviews

Topical Reviews focus on specific subjects of current interest where there have been recent and significant
advances, ranging from basic neuroscience to clinical and more ‘applied’ areas. They are short, factual,
focussed updates, comprising: Title page, an Abstract of 100-150 words, 5 or so Keywords, 2,500 words of
text (excluding references), a limited number of relevant and recent references (up to 35 or so), and a
figure if appropriate. See examples from the journal for more information. Topical Reviews are generally by
invitation.

Controversies in Multiple Sclerosis

Controversies focus on current issues, with contrasting contributions from leading experts, and cover topics
of debate from basic neuroscience to clinical and more ‘applied’ areas. They necessarily represent an
opinion, but are founded on factual evidence. Each Controversy comprises: i) a proposal for a particular
view; ii) a presentation of a contrasting view; and iii) an overview/summary. The two opposing views
comprise about 1,000 words each, supported by 5-10 key references. The summary piece is written by
Michael Hutchinson, based on the opposing statements, and is about 500 words in length. See examples
from the journal for more information. Controversies are generally by invitation, but if you have an
appropriate idea for a topic and authors to write a Proposal or Rebuttal, please contact Michael Hutchinson
to discuss: mhutchin2@mac.com

Editorials
Editorials may be solicited by the Editors to address particular topics relating to one or more papers in a
given issue.

Future Perspectives

Future Perspectives can provide a forum to help capture the work of groups established to improve or
update areas of fundamental importance to MS such as clinical and imaging outcomes. Articles will be
reviewed and ideally should be no more than 1,500 words, up to 10 references, one figure and one table (if
required).

Book and Meeting Reviews
These reviews are solicited by the Editors.

Note: While Editorials, Reviews (including book and meeting reviews), and Topical Reviews will usually be
solicited by the Editors, suggestions for topics or brief outlines of proposals are very welcome and can be
sent to the nearest regional Editor.

Data previously published in un-reviewed format

The Editors will also consider for publication manuscripts containing data already in press elsewhere or
published previously in un-reviewed format, such as abstracts or camera-ready papers for proceedings of
scientific meetings. The new manuscript should differ from the one previously published and should not
contain any identical tables or figures. It will be the responsibility of the senior author to bring to the
Editor’s attention details of previous publications and if necessary, attach relevant documents for the use of
referees. The existence of such related paper(s) (published or in press) should be mentioned as a footnote
to the manuscript or documented with appropriate references. The Editorial decision will take account of the
originality of the work submitted for publication and the extent to which readers of Multiple Sclerosis
Journal may be expected to have access to the book or journal in which the associated papers have
appeared.

Related papers
Related papers either published or in press may be sent with the manuscript for the attention of the Editor.

Table 1. Overview of the requirements for manuscript submissions to MSJ.
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Main Text

Article Type Abstract Word References* * Figures/Tables
limit*
Original Research Paper 200 3,000 Up to 35 As necessary
Topical Review 100-150 2,500 Up to 35 As necessary

Controversies in Multiple

Sclerosis (invitation) N/A 1,000 >-10 As necessary
Case Report / Short
Reports 100 1,000 10 1/2
Letter to the Editor N/A 500 3-5 N/A
Personal Viewpoints /
Future Perspective N/A 1,500 10 /1
Invited Editorial N/A 1000 10 N/A

* Excludes references, tables and legends
** For reference style please see section 9.3

Back to top

4. How to submit your manuscript

Before submitting your manuscript, please ensure you carefully read and adhere to all the guidelines and
instructions to authors provided below. Manuscripts not conforming to these guidelines may be returned.
See Section 9.4 for manuscript preparation and guidance on how to submit your files.

Online Submission

Multiple Sclerosis Journal has a fully web-based system for the submission and review of manuscripts. All
submissions should be made online at the Multiple Sclerosis Journal SAGE track

website http://mc.manuscriptcentral.com/multiple-sclerosis

Note: Online submission and review of manuscripts is now mandatory for all types of papers. Hard copy
submissions will not be accepted.

New User Account

Please log onto the website via the link above. If you are a new user, you will first need to create an
account. Follow the instructions and please ensure to enter a current and correct email address. Creating
your account is a three-step process that takes a matter of minutes to set up. When you have finished, your
User ID and password is sent via email immediately. Please edit your user ID and password to something
more memorable by selecting ‘edit account’ at the top of the screen. If you have already created an account
but have forgotten your details type your email address in the ‘Password Help’ to receive an emailed
reminder. Full instructions for uploading the manuscript are provided on the submission website.

IMPORTANT: Please check whether you already have an account in the system before trying to create a
new one. If you have reviewed or authored for the journal in the past year it is likely that you will have had
an account created. For further guidance on submitting your manuscript online please visit

ScholarOne Online Help.

All papers must be submitted via the online system.

New Submission
A submitted manuscript will be considered for publication on the understanding that the work is original,
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that it is not under consideration for publication elsewhere, it is not previously published, and that if
accepted it will not be published later in the same or similar form in any language without the consent of
the publisher.

It is assumed that all named authors have agreed to submission of the manuscript. Papers will be handled
by the nearest of the three regional Editors.

Submissions should be made by logging in and selecting the Author Centre and the ‘Click here to Submit a
New Manuscript’ option. Follow the instructions on each page, clicking the *Next’ button on each screen to
save your work and advance to the next screen. If at any stage you have any questions or require the user
guide, please use the ‘Get Help Now’ button at the top right of every screen. Further help is available
through ScholarOne’s® Manuscript CentralTM customer support at +1 434 817 2040 x 167.

To upload your files, click on the ‘Browse’ button and locate the file on your computer. Select the
designation of each file (i.e. main document, submission form, figure) in the drop down box next to the
browse button. When you have selected all files you wish to upload, click the ‘Upload Files’ button. Review
your submission (in both PDF and HTML formats) and then click the Submit button.

You may suspend a submission at any point before clicking the Submit button and save it to submit later.
After submission, you will receive a confirmation e-mail. You can also log back into your author centre at
any time to check the status of your manuscript.

Please ensure that you submit editable source files only. The main text should be in Microsoft Word or RTF,
the tables as separate Word files, and the figures as separate EPS, JPEG or TIF files. Please ensure that
your document does not include page numbers; the Multiple Sclerosis Journal SAGE track system will
generate them for you, and then automatically convert your manuscript to PDF for peer review. All
correspondence, including notification of the Editor’s decision and requests for revisions, will be by email.

If you seek advice on the submission process please contact the journal administrator at the following email

address:msjournal@ucl.ac.uk

Submitting a Revision

Authors submitting revised manuscripts should follow the instructions above to submit through the SAGE
track system. To create a revision, go to the ‘Manuscripts with Decisions’ option in your Author Dashboard
and select ‘create a revision in the ‘Action’ column. Revised text should be highlighted in the text, and
authors of all revised submissions should, when prompted, provide information explaining the changes in
your manuscript as this will be provided to reviewers.

Back to top

5. Journal contributor’s publishing agreement

Before publication, SAGE requires the author as the rights holder to sign a Journal Contributor’s Publishing
Agreement. SAGE’s Journal Contributor’s Publishing Agreement is an exclusive licence agreement which
means that the author retains copyright in the work but grants SAGE the sole and exclusive right and
licence to publish for the full legal term of copyright. Exceptions may exist where an assignment of
copyright is required or preferred by a proprietor other than SAGE. In this case copyright in the work will be
assigned from the author to the institution. For more information please visit our Frequently Asked
Questions on the SAGE Journal Author Gateway.

5.1 SAGE Choice

If you wish your article to be freely available online immediately upon publication (as some funding bodies
now require), you can opt for it to be included in SAGE Choice subject to payment of a publication fee. The
manuscript submission and peer reviewing procedure is unchanged. On acceptance of your article, you will
be asked to let SAGE know directly if you are choosing SAGE Choice. For further information, please

visit SAGE Choice.

Back to top
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6. Declaration of conflicting interests

Within your Journal Contributor’s Publishing Agreement you will be required to make a certification with
respect to a declaration of conflicting interests. It is the policy of Multiple Sclerosis Journal to require a
declaration of conflicting interests from all authors enabling a statement to be carried within the paginated
pages of all published articles.

Please include any declaration at the end of your manuscript after any acknowledgements and prior to the
references, under a heading ‘Conflict of Interest Statement’. If no declaration is made, the following will be
printed under this heading in your article: ‘None Declared’. Alternatively, you may wish to state that ‘The
Author(s) declare(s) that there is no conflict of interest’.

When making a declaration, the disclosure information must be specific and include any financial
relationship that all authors of the article have with any sponsoring organization and the for-profit interests
that the organisation represents, and with any for-profit product discussed or implied in the text of the
article.

Any commercial or financial involvements that might represent an appearance of a conflict of interest need
to be additionally disclosed in the covering letter accompanying your article to assist th

Editor in evaluating whether sufficient disclosure has been made within the Conflict of Interest statement
provided in the article.
For more information please visit the SAGE Journal Author Gateway.

Back to top

7. Other conventions

7.1 Medical Writers
Manuscripts submitted for publication must list all authors, including the person who drafted the original
manuscript. This includes paid or unpaid medical writers.

If medical writers are to be involved in the preparation of manuscripts then they must co-author with a
clinician (or other medical professional) and their name and full affiliation must appear on the article.

The work of any medical writer must not be passed off as that of a clinician or other medical professional.

The work of a ghost writer must be acknowledged clearly at the point of submission.

7.2 CONSORT & ICMJE

All randomized controlled trials submitted for publication in Multiple Sclerosis Journal should include a
completed Consolidated Standards of Reporting Trials (CONSORT) flow chart. Please refer to the CONSORT
statement website at http://www.consort-statement.org for more information.

Multiple Sclerosis Journal has adopted the proposal from the International Committee of Medical Journal
Editors (ICMJE) which requires, as a condition of consideration for publication of clinical trials, registration in
a public trials registry. Trials must register at or before the onset of patient enrolment. The clinical trial
registration number should be included at the end of the abstract of the article. For this purpose, a clinical
trial is defined as any research project that prospectively assigns human subjects to intervention or
comparison groups to study the cause-and-effect relationship between a medical intervention and a health
outcome. Studies designed for other purposes, such as to study pharmacokinetics or major toxicity (e.g.
phase I trials), would be exempt. Further information can be found at www.icmje.org.

Back to top

8. Acknowledgements
Any acknowledgements should appear first at the end of your article prior to your Declaration of Conflicting
Interests (if applicable), any notes and your References.
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All contributors who do not meet the criteria for authorship should be listed in an *Acknowledgements’
section. Examples of those who might be acknowledged include a person who provided purely technical
help, writing assistance, or a department chair who provided only general support. Authors should disclose
whether they had any writing assistance and identify the entity that paid for this assistance.

8.1 Funding Acknowledgement

To comply with the guidance for Research Funders, Authors and Publishers issued by the Research
Information Network (RIN), Multiple Sclerosis Journal additionally requires all Authors to acknowledge their
funding in a consistent fashion under a separate heading. All research articles should have a funding
acknowledgement in the form of a sentence as follows, with the funding agency written out in full, followed
by the grant number in square brackets:

This work was supported by the Medical Research Council [grant number xxx].

Multiple grant numbers should be separated by comma and space. Where the research was supported by
more than one agency, the different agencies should be separated by semi-colon, with “and” before the
final funder. Thus:

This work was supported by the Wellcome Trust [grant numbers xxxx, yyyy]; the Natural Environment
Research Council [grant number zzzz]; and the Economic and Social Research Council [grant number aaaa].

In some cases, research is not funded by a specific project grant, but rather from the block grant and other
resources available to a university, college or other research institution. Where no specific funding has been
provided for the research we ask that corresponding authors use the following sentence:

This research received no specific grant from any funding agency in the public, commercial, or not-for-profit
sectors.

For more information on the guidance for Research Funders, Authors and Publishers, please
visit:http://www.rin.ac.uk/funders-acknowledgement

Back to top

9. Permissions

Authors are responsible for obtaining permission from copyright holders for reproducing any illustrations,
tables, figures or lengthy quotations previously published elsewhere. For further information including
guidance on fair dealing for criticism and review, please visit our Frequently Asked Questions on the SAGE
Journal Author Gateway.

Back to top

10. Manuscript style

10.1 File types

Only electronic files conforming to the journal's guidelines will be accepted. Preferred formats for the text
and tables of your manuscript are Word DOC, and tiff or jpeg for figures (ideally figures will use journal
colours). Please also refer to additional guideline on submitting artwork [and supplemental files] below.

10.2 Journal Style
Multiple Sclerosis Journal conforms to the SAGE house style. Click here to review guidelines on SAGE UK
House Style

In addition to the details in the above style guide, please note the following:

Units, symbols and abbreviations

For detailed advice please refer to the guidelines in Baron, DN (1988). Units, symbols and abbreviations,
4th edn. (Obtainable from The Royal Society of Medicine, 1 Wimpole Street, London W1M 8AE, UK). Note
that the SI system of units is preferred. Because of the multidisciplinary nature of the readership and to
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avoid confusion, the number of abbreviations in the text should be kept to a minimum. Standard
abbreviations acceptable without definition are limited to the following:

CNS (central nervous system); CSF (cerebrospinal fluid); DNA (deoxyribonucleic acid); HLA (human
leukocyte antigen; MRI (magnetic resonance imaging); CT (computerized tomography); MS (multiple
sclerosis); RNA (ribonucleic acid). Nonstandard definitions must be defined in full at their first usage in the
abstract and again at their first use in the text.

10.3 Reference Style
Multiple Sclerosis Journal adheres to the SAGE Vancouver reference style. Click here to review the
guidelines on SAGE Vancouver to ensure your manuscript conforms to this reference style.

If you use EndNote to manage references, download the SAGE Vancouver output file by following this

link and save to the appropriate folder (normally for Windows C:\Program Files\EndNote\Styles and for Mac
OS X Harddrive:Applications:EndNote:Styles). Once you‘ve done this, open EndNote and choose “Select
Another Style...” from the dropdown menu in the menu bar; locate and choose this new style from the
following screen. Alternatively visit the EndNote website and search the Styles section for ‘SAGE
Vancouver’.

10.4. Manuscript Preparation

Submitting a new manuscript through the online system:

When making a submission, the following separate, unpaginated documents should be uploaded. Please do
not submit one combined document. The separate files will be combined into a pdf in the online system.

Title page (title, names of authors, affiliations, keywords, corresponding author)

Main document (includes structured abstract, main text, acknowledgements, references)
Tables (each as a separate Word document)

Figure legends (Word document)

Figures (as separate tiff, jpg or eps files)

Any supplementary files

oUuhwhe

Submitting a Revision:

After review the editors may invite submission of a revised manuscript. When submitting a revision, delete
the original files (as these are saved with your original submission), and upload your revised manuscript
only, following the usual submission guidelines. Changes to the manuscript must be marked using
highlighting or track changes, and the authors’ response to the reviewers’ comments should be placed in
appropriate box during the submission process.

The text should be double-spaced throughout and with a minimum of 3cm for left and right hand margins
and 5cm at head and foot. Text should be standard 10 or 12 point. Word counts as outlined in Table 1 re
initial submissions, should still be adhered to.

Title page

The title should be concise with no abbreviations. Please provide the surname, initials, department,
institution, city and country of each author, and the name, email address, full mailing address, telephone
number and fax number of the corresponding author to whom proofs should be sent. List six to eight
keywords (chosen from Index Medicus, Medical Subject Headings if possible).

Abstract

The second page of the manuscript must contain only the abstract, which should be of no more then 200
words and must be clearly written and comprehensive to readers before they have to read the paper.

The abstract should be structured according to the following sub headings: Background, Objective, Methods,
Results and Conclusion. Abbreviations should be

avoided and reference citations are not permitted.

Any manuscripts submitted without a structured abstract will be returned to the author
immediately without peer review, thus delaying the evaluation process of the manuscript.

Introduction
The introduction should assume that the reader is knowledgeable in the field and be as
brief as possible.

Materials and Methods

Methods that have been published in detail elsewhere should not be described in detail. Avoid unnecessary
detailed descriptions of widely used techniques. SI Units should be used throughout the text. Reports of
experiments involving patients and healthy volunteers must describe the steps taken to obtain consent and
to maintain confidentiality. Experiments involving animals must conform to accepted ethical standards.
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Tables

Tables should be submitted in Word, typed on separate pages. Tables should be numbered consecutively
with Arabic numerals, and cited as such in the manuscript.

The preferred placing of tables in the main text should be indicated. Tables should include a brief descriptive
title and be self-explanatory. Footnotes to tables indicated by lower-case superscript letters are acceptable,
but they should not include extensive experimental details.

10.4.1 Your Title, Keywords and Abstracts: Helping readers find your article online

The title, keywords and abstract are key to ensuring that readers find your article online through online
search engines such as Google. Please refer to the information and guidance on how best to title your
article, write your abstract and select your keywords by visiting SAGE’s Journal Author Gateway Guidelines
on How to Help Readers Find Your Article Online.

10.4.2 Corresponding Author Contact details
Provide full contact details for the corresponding author including email, mailing address and telephone
numbers. Academic affiliations are required for all co-authors.

10.4.3 Guidelines for submitting artwork, figures and other graphics
For guidance on the preparation of illustrations, pictures and graphs in electronic format, please visit
SAGE's Manuscript Submission Guidelines.

If, together with your accepted article, you submit usable colour figures, these figures will appear in colour
online regardless of whether or not these illustrations are reproduced in colour in the printed version. If a
charge applies you will be informed by your SAGE Production Editor. For specifically requested colour
reproduction in print, you will receive information regarding the costs from SAGE after receipt of your
accepted article.

Figure legends

Please ensure that your figure legends are included in your manuscript, saved separately to the figures.
Figures will be published in black and white in the printed journal and in colour in the online version. Please
ensure that your figure legends do not refer to colour in the figure (unless you are paying for your figures to
appear in colour in the printed journal).

Figures

Please submit figures as jpeg, tiff or eps files with a minimum resolution of 300 dpi. All figures should be
numbered using Arabic numerals and referred to in the text as Figure 1, etc. Please indicate the preferred
placing of the figure in the main text. Figures are often reduced in size when appearing on the printed page.
Allowance should be made for this when selecting text and symbol size. Symbols and keys should be given
as a key on the figure, not in the legend. Magnification should be indicated by a scale bar on the
photograph, not as a magnification factor in the legend.

10.4.4 Guidelines for submitting supplemental files

This journal is able to host approved supplemental materials online, alongside the full-text of articles.
Supplemental files will be subjected to peer-review alongside the article. For more information please refer
to SAGE’s Guidelines for Authors on Supplemental Files. For any enquiries which are not included in the
above guidelines please contact the Multiple Sclerosis Journal editorial office at msjournal@ucl.ac.uk.

10.4.5 English Language Editing

Non-English speaking authors who would like to refine their use of language in their manuscripts might
consider using a professional editing service. Visit English Language Editing Services for further
information.

Back to top

11. After acceptance

11.1 Proofs

We will email a PDF of the proofs to the corresponding author. Please check for typographical errors and
completeness. Extensive alterations to the submitted text incur additional production costs that will be
charged to the authors. Corrected proofs must be returned to the publisher within 3 days of receipt.

11.2 E-Prints and Complimentary Copies
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SAGE provides authors with access to a PDF of their final article. For further information please

visit Offprints and Reprints . We additionally provide the corresponding author with a complimentary copy of
the print issue in which the article appears up to a maximum of 5 copies for onward supply by the
corresponding author to co-authors.

11.3 SAGE Production

At SAGE we place an extremely strong emphasis on the highest production standards possible. We attach
high importance to our quality service levels in copy-editing, typesetting, printing, and online publication
(http://online.sagepub.com/). We also seek to uphold excellent author relations throughout the publication
process.

We value your feedback to ensure we continue to improve our author service levels. On publication all
corresponding authors will receive a brief survey questionnaire on your experience of publishing in Multiple
Sclerosis Journal with SAGE.

11.4 OnlineFirst Publication

A large number of SAGE journals benefit from OnlineFirst, a feature offered through SAGE's electronic
journal platform, SAGE Journals Online. It allows final revision articles (completed articles in queue for
assignment to an upcoming issue) to be hosted online prior to their inclusion in a final print and online
journal issue which significantly reduces the lead time between submission and publication. For more
information please visit our OnlineFirst Fact Sheet

Back to top

12. Further information

Any correspondence, queries or additional requests for information on the Manuscript Submission process
should be sent to the Editorial Office: msjournal@ucl.ac.uk

Any correspondence, queries or additional requests for information should be sent to the Publisher:

Business correspondence should be addressed to:
Multiple Sclerosis Journal

SAGE Publications Ltd.,

1 Oliver’s Yard, 55 City Road,

London EC1Y 1SP, UK.

Email: info@sagepub.co.uk

Tel: +44-(0)20-7324-8500

Fax: +44-(0)20-7324-8600

Correspondence and enquiries relating to subscriptions and back issues should be
addressed to:

Customer Services Department,

SAGE Publications Ltd.,

1 Oliver’s Yard, 55 City Road,

London EC1Y 1SP, UK.

Email: subscriptions@sagepub.co.uk

Tel: +44-(0)20-7-324-8701

Fax: +44-(0)20-7-324-8700

For information on advertising, reprints and supplements please contact:
Tamara Haq, Senior Commercial Sales Executive,

SAGE Publications Ltd,

1 Oliver’s Yard, 55 City Road,

London EC1Y 1SP, UK.

E-mail: tamara.hag@sagepub.co.uk

Tel: +44 (0)20 7336 9122;

Back to top
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Appendix 6. Ethical approval

Lothian NHS Board . South East Scotland Research
. Ethics Commiitee 01
Waverley Gate .
2-4 Waterloo Place Mfw
Edinburgh Lothian -
EH1 3EG -

Telephone 0131 536 9000
Fax 0131 536 9088

Enquiries to Sandra Wyilie

Extension 35679

Direct Line =~ 0131 465 5679

Email: :

Sandra Wyllie@nhslothian.scot.nhs.uk

04 April 2012

Miss Kirsty Neshitt

Trainee Clinical Psychologist
NHS Fife

Sir George Sharp Unit
Cameron Hospital
Windygates, Fife

KY8 5RR

'Dear Miss Nesbitt

 Study title: A Randomised Controlled Trial of Cognitive Behavioural .
: Therapy based Self Help for Fatigue in Multipie Sclerosis
REC reference: 12iSS/0036
Protocol number; N/A

Thank you for your letter of 03 April 2012, responding to the Committee’s request for further
information on the above research and submitting revised documentation.

The further information was considered in correspondence by a sub- comm(ttea of the REC. A list
of the sub-committee members is attached.

- Confirmation of ethical opinion

i .
On behalf of the Committee, | am pleased to confirm a favourable ethical opinion for the above
research on the basis described in the application form, protocol and supporting documentation as
revised, subject to the conditions specified below.

Ethical review of research sites
NHS sites

The favourable opinion applies to all NHS sites taking part in the study, subject to management
permission being obtained from the NHS/HSC R&D office prior to the start of the study (see
"Conditions of the favourable opinion” below).

Headquariers

.'1‘ M, .
Waverley Gate, 2-4 Waterloo Place, Edinburglh EH1 3EG

g % o Moo,

LI

PAINEE I ROILE s

Chaiir D Charles | Winstanley
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. Non- NHS sntes

S The Comm:ﬁee has not yet been notmed of the outcome of any site- specnf:o assessment (SSA) for
‘the non-NHS research site(s) taking part in this study, The favourable opinion does not therefore
apply to any non-NHE site at present, We will Write to you again as soon as one Research Ethics
Corminittee has notified the outcome of & SSA ln_ the meantime no study procedures should be .

Cinitiated at non-NHS 31tes : AR S i N o L

Condlimns of the favourable opm:on

' The: favourab!@ opmwn is subject to ihe foifowmg aondrtzons bemg mef pnor io the stan‘ of the
study ' i . R S SR e

' Manaaement Dermfssron or np.orovai musg be obtﬂmed from each hosz‘ orgamsatton gnar ro the 5
start of fhe- sz‘udz at the site con{‘emed : S 3 . . S S

B Management penmss:on { "R&D approvar"’) $hould be sought from aif NHS Qrgamsabons Jnvolved_ : '

b m the siudy it accordance wn‘h NHS research govemance arrangements

- _Gundance on app!yang for NHS permasston for resaarch is ava:labte in the lntegrated Research
- Application System or at http [N, rdforum nhs uk : ) ;

- Where a NHS orgamsai:on s role m the study s !fmited tcr .identifymg and refemng potenrfa!

- parficipants 1o research sites. s ’bamwpant identification centra'y, ‘guidance shouid be sought from :
the R&D offme on the mformanon it reqwres to give perm:ss:on for this act:w!y

L For non-NHS s.rfes s;te management permzss:on should ba c:btamed irn accordanca wrth th@
. prccadar@s of th@ re!evant i?ost orgamsation T B

Sponsors 3re not reqwred to notffy ihe Commfttee of apprevals from host orgamsatfons

Lo It is the responsnblhty of the spansor to ensure that all the condlt;ons are comphed \mth
L before the start of the study or lts mmatmn at a part:cuiar s;te (a:«s apphcabie)

' Appraved documents R

L The fi nal hst of documents rev;ewed and approved by the Commattee as as foliows o

: Response to Request for Fuﬂherlnformanon s R e S 03 Aan 2012 ghEn
" |REC application R ' “TTTT] 08 February 2012
S IPTotocol o : ) ' IO Sl Version 1 T #ebruary 2012
Protocot Diagram . ¢ . 00 o Ry P co ] Iersion 1108 February 2012
|Letter of invitation to participant - 0 T o Ve sion 2 | 26 March 2012
|Participant Information Sheet o S R “iVersion 3 126 March 2012
Participant Consent Form I ) AVersion 3 128 March 20142
Appointment Letter to GSH Version t 107 February 2012
info Letter to PSH group : Varsion 1 O7 February 2012
Letter to GP GSH Summary Y Version 2 |07 February 2012
Letter to G pt involved in research : S ) Version 2 - :|07 February 2012
Letter with questionnaires o a Vearsion 1 - |10 February 2012
Reminder Letter {o patient Version 2 Q7 February 2012
Satisfaction Questionnaire : Vergion 2 07 Feoruary 2012
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THADS .
Letter to GP High HADS Version 2 02 April 2012
Reminder Letter -~ - C S - Wersiond 126 March 2012
Demographic information o o o IVersion 2 107 February 2012
{Questionnaire LORIG 6-TEM : ) o
CQuestionnaire (MFIS)

. {WHOQOLBREF
. {Self Efficacy Questionnaire ; R
" WWorkbook Stages 1- 4 ST Cow iWersion3 - |30 March 2012

OV -KNesbitt R Version 1 |07 February 2012

CV«PMorris . : ) o R L

._Statement of c:omphance .

~The Committee is c':)ns.titute::E in accordance wzth the chemame Arrangements for Research
+Ethics Committees and compines ful Iy w;th the Standard Opemtmg Proceeéures for Research Ethnc

’ Committees in the UK

'-:After ethical rewew

: Regorimg regwremem

“The attached document “After eth:cal review — gwdance for researchers gives detailed guldance
Con repomng requsremenis for studles with a favourab%e oplnzon ;ncludang B

: Notlfymg substantzal amendments .
Adding new sites. and mvestzgators S
Notification of serious breaches of 1he protocol
Progress and safety reports - :
Notnfymg the end of zhe study

& * s @

_The NRES webs;ie afso prowdes gwdance on these toplcs whsch ns updated in tha hgi’lt o?

L chaﬁges m reporizng requnremems or procedures

“Feedback
You are invited to give your vievx.f' of ti’aé'éer'vice ihat. )IOIIJI Séve rec::e.%.ved from the Natienai. Reééarch
Ethics Service and the application procedurs. 1f you w;sh o make ycur wews known please use

. the feedback form available on the website.
Further mformanon is avar%ab%e at Natlonal Research Ethics Service webmte 4 Aﬁer Remew

112/55/0036 o :' : Piease quote this number on aIE correspondence i
With the Committee’s best wishas for the success of this project

Yours sincerely

Dr Janet Andrews
Chair
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Emaik Sandra Wyli%e@nhslnthlan scot nbs uk,

Enciosures: _ L;sf of names and professions of members who were presenf af fhe
' - : meetmg and those who subm:tred wntten commenrs
“After ethucai rewew gutdance for researc%aers" {SL~AR2}
LCopy to: :

Ms Manse Bucukogiu Umverszty of Edmburgh
Dr Amanda Wood NHS Fffe o

" “South East Scotland Research Ethics Committee 01 -
Attendance at Sub-Committes of the REC meeting .~

Committee Members:

Dr Janet Andrews
: Mr L;ndsay Mufray

Assométe Specialist | Yes
" | Health & Safety Manager| Yes

. Alsoin attendanc:E' L

Mrs Sandra Wylie

'Ccmm;ﬂee Co-ordinator.
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) South East Scot!and Reseamh Ezhics Commiti{e
’ : Wavertey
2 - 4 Watedoo

: Edin

-EH1

- ' R  “Telophone: 0131 465
L 16Apri}_2012_ ; e

. Miss Rirsty Nesbitt - S
. Trainee Chnical Psycho!cagast S
CNHS Fife, ol
Sir George Sharp Unit -
Cameron Hospital
Windygates Fite . =
KYS SRR o

g Daar Msss ?\iesbstt L _ _
o :Ful! t:ﬂe of study IR A Randomised Controfled Trial of Cognifive Behavioural
. C T Therapy hased Self Help for Fahgue in Mult;pie Scierosis :
S REC reference number* N -12!85!!}636
L Protocol number: 1 0 3_N_1A _
:._Eudra(:'f numher ' s

.- Thank you for your iezter of [15) Apni 2012 t can confirm the REC has received the . . - )
<. documents listed below as evidence of compliance with the approval conditions detailed in

- our tetter datad 04 April 2012, Please nole these documents are for mformat:on onty and
_have not been rewewed by the commsttee R } Do KR R

o Documents received

o The documents rec:awed were as faiiaws

LEE!&)I‘ 1o

. - You should ensure that the sponsor has F] copy of the fmal documerstatson for the study it i3
* . the sponsor's responsibility fo ensure that the dacumentatlan s made a\raz{abie o R&D
. oﬁlces at afi paﬂzc&;}atzng sites ; .

i 1215510036 o P_‘laase quota this pumber on ail correspondence |

" Yours sincerely

5“&“

Mrs Sandra Wyilie.
Committee Co-ordinator

E-mail Sandra.Wyliegnhslothian scol.nhs.uk
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Appendix 7. Caldicott approval

. " Fife

APPLiCATIDN FOR CALDICDTT APPROVAL FOR USE GF
' F’ATFENT [}Z}ENTiFlABLE DATA :

User Details R

Nameﬁ K:rsty Neshltt : L

Posmcm ”Framee Clm;cai Psychciogsst N U
Drgan;satlon NHS Flfe Psycholagy Department 3 SRR _
Address S:r Gaorge Sharp Unlt Camemn Hosp;zai Wmdygates,"_' '
Leveﬂ F:fe .- L e ! s } o
Postcode KYS SRR
Tel NG 91592 2268{38 Lk
E—mall kirstyneshltt@nhs.net

Name(s) of any. co-user{s) Ei)ebiale P|tca:£hly

: You must address fhe 6 Caldicott Prmclp!es when submnttsng this mquest fm
- data . .

s Project!Auditt.t;e lE e

PA Randomised Contr{)!ied "Fr-aﬂ of Cogmiive Behaﬁ ourai Therapy based oelf Hfstp i
Fatlgue in Multlple Scierosas RN e e

3 F‘Iease provzde add;t;onal backgmund descnption of your pro;ectfaudn
‘to enable _Caidlcott Guardlan to understand what outcome ymf trymg to
achneve o S . S L . =

" | This research project aims to assess the effectiveness of a cognitive behavioural
therapy based sslf help workbook to help manage fatigue in people who have
muttiple sclerosis, Partlcnpants will be randomly allocated io one of three groups:

. Uireatment as usual (no intervention), pure self help (recewe ihe workbook to -

1 compilete along) or guided self help (complete the workbook alongside the support,
a therapist). If the pure self help group or the guided seif help group show to
significantly reduce levels of faligue in participanis, the workbook will be made free
available for therapy purposes on the NHS Fife moodcafe websete -

Y5 -Mov 20
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3. Supportmg mformailon

: .-: {E}ebble Pltcaithiy) Will have access ’m the database

| Rehabiitation Service. | will be giving the names and CHI numbers of potential
- participants 1o the secretary to enable her 0 p{mt address iabels which wll ha -l
" required to invite potential parficipants 1o take partinthe stuciy 1 will also | require the

i post out appointment lefters, follow up quesuonnaf{es and a summary of the study
resuits if ihey request th:s on the c:onsent form _ S . : .

Please list ang attach any other supporting mformatton 8. g F’rajact pmpc}sal ethz:,sw.'
- approva daia protocoi safe haven arrangemeﬂts correspondence ’

1 The prc;ec;t proposai FS aitached

-t The propcsal has be@n rewewed by the eth;cs commlttee and gwen a favourab
. apimcm (see ietter attached} : S S AU NP T

1 The pro;ect has been sent ta the Fufea R&D depaﬂment and |s awattsng Ca!dmott ':
'appreva} ce ; L T o

U The only database w;th 3dentifiable mformatzcn the chief mvestigator (K}rsiy Nesb;tt)
is requiring, is a code book which can link the patient name and CHI with their 0
;| anonymised reference number. The CH s required to. ensure 2 participants wsth the ]
| same name do not get mixed up, ‘Furthermore the. GHI number will be required to '
| correspond with other clinicians, where necessary, a prccess ihe paritcr anis are |

: mformed af on ihe parizclpant anfurmatmﬂ sheet L . g

i This database wﬂf be stored on ihe NHS secure network aﬂd a passwcrd wﬁi be
i assigned to the database. Only the chief investigator, and her chmcal superwsor EERE

“1ram also requestmg to access pat ient addresses via zhe secretary in fhe Flfe TR

patient address labels at 4-5 further limes throughout the. duration of the study.fo -

R Partwtpanis w;ll be glvzng me further mfermatmn ey daie of birth and gender sn lhe
‘| demographic infcrmat:on sheet but ihis data wrll be ce]iected and stored IR -
amﬂymousiy ol L PR

" 4. Name of organisation receiving data (if not within NHS Fife) "~ |

| NHS Fife

W5 -hlov 2070
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Fife

5, What patient identifiable information are you looking to use?
{please tick whete relevant) e
CHI Number !
Fo B
Sumame !
initials R
Age -
Date of birth
| Gender _ o

N addrass ey
Postoode | o H

- | Other, please specify.. ...

' 6. - Please explain how the proposal meets the following Six Galdicott _
Prmﬂlpies {The Caldieoy Loszumﬂce choﬂ o the Raview of Pafer- ]d‘.mlmhh Intormatson. i)cparumht of Heallh, | -
Dcw; ther I‘J‘Jf} o . . e g X : .

Justlfy the purpase

Principle 1 . | Every proposed use or transfer of patientddentifiable information
- .. ]within or from an organisation should be clearly defined and

Justify the sorutinised, with, commumg uses reguiariy rewewed by an

purpese{sy - appropnate guardéan ; . ) .

The purpose of this database ;s tn ensure the ch*ef mvestlgalor is able to correctly
identify which participants are in the study. ‘The need for names, addresses and
postcodes are to ensure the correct correspondence details are held Tor the research |

o participants, The need for. CHI numbérs is to ensure the correct details are used when

1 corresponding with other relevant clinicians {a process the participants are informed of
on the patdicipant information sheet). Date of hirth and gender are required for
demaographic information purposes. This information wifl he coliected aﬂonymousiy
and part;cnpants themselves will be prc-wdmg {his data.

Frinciple 2 FPatient-identifiable |nformat20n fiems should not bhe included
Don't use patient- | unless it is essential for the specified purpose(s) of thaf flow. The
identifiable - nead for patienis to be kentified should be considered at each

information unless | stage of satisfying the purpose(s).
it is ahsolutely
necessary

V5 -Mov 2010
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Patient ld@ntafsable mformétton WIH only be used as an admmsstfative aad No
identifiable mformataen will be written up inthe study. ' -

': Just;fy the Inclusion of each data field fequ:red

~ 1 Principle 3 | Where use of patient-idertifiable mfsrmai‘scm iz consndered io be

| Use the minimum | essential, the inclusion of each individual item of information
necessary patient | shouid be considered and justified so_that the minimism amount
- identifiable 1 of identifiable information is traﬂsferred ar accesstble as |s
- { information S necessary fcr a gweﬂ functlcm o be Carrled out '

As siated above - : :
-Names, addresses and postcodes are requered to ensure the correct cor{espendence
| details are held for the research participants, © ' E
-CHI numbers are reguired o ensure the correct detalls are used when a:o;respondmg
with other relsvant clinicians {a ‘process the participants are informed of on.dhg |.
participant information shaetf). CHI numbers wilf also ensure that pamcspanis w;th ihe :
;1 same name are not wrongly contacted in thig study 1
| -Date . of birth and gender ‘are Tequired or: demographac mformatacn purpases_ :
(parizmpants w;i! he anonymous;y pmv:dang this data themseives}

- Please outline arrangements for access to informatmn

Principle 4 Only fhose individuals whp need access to patient—ldentef able

Access o patient- | information should have access to it, and they should only have
jdentifiable. - . - apcess to the information items that they heed to see. This may
information should |mean: introducing &CCess. ‘controls or spiitiing information fluws
be on astrict © where one |nformatson fiow is used for several purpcses L '
need-to-know . L

basis '

Only myself (Kirsty Nesbitt Chief investigator) and my supervisor {Debbie Pitcaithly)
will have access to the patient identifiable information in this study (code beook). Both
myself and my supervisor are clinicians In the Fife Rehabilitation service where the
research is taking place and would usually have access to this patient information on a
routing chinical basis. All correspondence for patlents in the intervention groups of this
study wilf be securely sfored in their existing Fife Rehabilitation Service
mudtidisciplinary files.

W5 WMov 2000

204




Piease outline actlon taken to ensure comphance w:th respnnszb;l:tses and
obligations to respect patient confidentiality

Principle 5

Everyone with

| access to patient-
identifiable

-} wformation should |

be aware of thelr
responsibilities - -

-} Action should be taken to ensure that those handling patient-
| identifiable information - both clinical and non-clinical staff - are
made fully aware of their responszhxlmes and ob!zgatzons tc_

respect patfent conftdent;ahty

| Both myseif and my sz;perv;sor are cantracted staff for, NHS F rfe and wali ablde by data_
g p?{}tectmn ebEigatlorw BRI ; . s .

‘Please cutline organisational compliance with legal req&aréments }

Principle 6
| Understand and

o law

cotmply with ihe . :

© 1 Every . use of patient-identifiable _information ‘must ‘be iawiul

Somecne in. each orgarisation handling -patient information
shoutd be respensible for ensurmg that the organ!satron complies_
wﬁ?; Eega! requsremems : .

f The chief mvastlgator w:fE ensure that aii patzent ideﬂtlﬁabie znformataon is handied
appmpnate!y Tizey ha\ze been on the G‘ood Clinical Practzce for nor- clrug traals '

7. Has your application been to Research Ethics = YES

If not, please explain why (i.e. not feseafg:h}

It has been given a favourable opinion (please see aliached letter)

V& -Nov 2010
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8.  Whois the data custodian for the NHS daia‘? 8
Mame: Susan Mcf-(enzae ' N

' '.Job T:t e Cansu!tan% Cilmcal Psychologlst

Reium Address F;fe Rehab:hiatzon Serwce Su Gearge Sharp Umt Gamemn' _
.Hospltal Leven KYB BRR : : o - R

: _E:mat% Address smckenzze’l@nhs net o 3__": o

"Telephone Number o1 592 2268{38

i ':-_".Ssgnaiure z’a}‘—"t

' Countens:gnaiure by Lme Nianager
: Name As above

_-JOb Tltie '{‘\3 ab?vs RTINS

s "_Sign.at__urer_ :

LVE -Nav 2010
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CFite
- Counter-signature by Operational Division/Primary Care Caldicott Guardian
Nams: .

Job Title;

Signature: ... .0 e

© o 32

Please fomrard to
tina Hilt . : : I
Pata Protection & Ca]dicott Coordma{or L
.- NHS Fife -
. Information Services Department
-Lynebank Hospital AT
Dunfermline KY11 8JH -

. iauthorise _access'to tbe data as ndted abd\_{e:

B ';DR EDW R COYLE o
‘Caldicott Guardian for N_HS Fife

. ADMIN USE ONLY
Applicant’s Name & Project Title -

1 Date application received UH
Date sent for approvat to TG OO/
[ate received by CG OD/FPC
Date sent io Beard CG for formal
approval )
Date received by Board CG

Date returned o UH

Date received hy LiH

WE -MNov 201
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Appendix 8. R&D approval

S Mzss K:rsty Nesb:tt :
. “Traines Clinical Psychateg:st

o 'Medfcai D]rector, Primary Gare s

Room 313

Hayfleid tHonge

L Sir Geprge Shaip Umt | MHayfieid Road .
CEMeron. Hospata! CKIRKOALDY -
WINDYGATES Fife KYZEAH L

" Tel 01502 643355
:www show scot nhs ukffpcﬂ

- Date, - 2 May 2012 :
Loour Ref 12020, 12!83!0()36
oo .Enqumes to Ajleen Yell - :
. TelNe 01383 5651‘10 S
- Bl aitegnyeli@nhs.net - -

__rry aut the above pmject Yaur pro}ec& documentaimn (deiaited below} .
a |mpilcaizons for NHE Fife and

ya!
15 February 2012 -
1% March 2012 -

Research Protocol - :
1 REC provisional favourable oplnion :euer

1 IRAS R&D Farm N 7 March 2012
REC tinal favourable npinmn ietter R 4Aprii 2012

i Various documents referreci to m REC 1eitefs
CHIRASSSIFoDn, ) - Co 124
' stte Spacs’r‘ G ﬂ\ssessment Fomﬂ R L ;

'13Apﬁ§ 2512 .
- -19ﬁ.pr‘ﬁ 2012

i '.: Ths tefms of the appmvai slate that you are the Préncipai !nvashgaior thonsed 10 und ;iake th:s siudy_

.wrihin NHS ane

i rlcri:a mat se;&arate S:te $peczﬁc Rev:ew has beern undenaken for thls s’&udy by the R&D Ofr ce basad an
ih& Sﬁe Spami‘c infamahan Form mwded and thal no objam:ons were ra;sed : R

-The bpﬂnsnrs for this study are. Ecimbu;gh Umversﬁ)r

_ Deta:ls of our parhc;pahon in studles w:li be mclucied in annual ra{ums wa ara expecied to mmpiele we part

of Our agreemerat with the Chief Sc;entrst Office. Regular reporis of the study require fo be submiited. Your
first . répoit stiould be submitted to Dr A Wood, RED Manager. R&D Resource Cenlre, Lynebank Hospital,
-Haibaa!h Rd, Dunfennline, KY11 AW (Amanda wcuda@nhs net) if 12 months ime and subsequently at
yeafiy intervais umzr ‘the work is ccmpieted A E..ay Summary will also be reguired upon completion of the

projﬁmt

in ddmnn appm\rai is grarzted sub;ect tc the fallfowing conditions:

:- Aif msearch activity musl camply with the standards detailed in the Research Govemance Frameyork
for Heaith & Community Care (Wttp/fwww. cso scolnhs. uk!puh:icahonafresgnwnesgav hm), health &
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L with Gmd r‘imma{ Pmc&ice {GCP}

3'.safety mgutamns data pmtectlon pancspies, other apprupnate statuio:y Iegns;atmn and m aacuﬁiai:w -

_Aﬁy amen&mants mm;c:i: may snbsequemiy be maci& to ihe- szudy shmzid alsa} be nuifﬁed tﬂ ﬁnieeﬂ Yeit

" Research ‘Governance Offficer {a;ieenye%i@nhs net) , as well as the appropriaie regulatory authorities,

- :-Nmiﬁcatmn shotsld also be gwen of aﬂy new feseamn leam members pos‘i appmvai andmf any cbanges :
. tcr ihe S{alus of the pro;ect S . . . : . L Co

' iTh;s argamsation is reqmre ; momiur researcb ’m ensure mmpham& w;trz the Resaarcn Gwemance_

i Framewotk and other iegal and regulatory requiremants, This is aéhieved by fandorn sudit of rosdarch.

EN Ya)u wzll he _reqmred to agsist with and provide mfonnaiiun irz regard te mommnng and siudy sutcumes o

ar a?a!y '{he R&D aft' e
‘The notzficatmn shmlid b §

,asans why the measures werg

Q.Sneum e notified that Sugh '_3;.

ntma_same time Irarne of S

o 7 Aflein Yell, Re.;e_n%_c}f_(;’aw}*n__én{w%a'{?jﬁc_:é;", NHS}(‘_{,’E, L}{mgb_aﬁ_kHo.s:‘;';irq!_,'l:?unjé;:ﬁ:‘.me_ SRR

an e 231708
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Appendix 9. Protocol of guided self-help sessions

Guided self-help protocol

Session 1, stage 1 self assessment and intro to GSH
30-45 mins

Intro to GSH/aim of sessions

e To work through workbooks together in sessions and alone at home to complete
tasks, revise info.

Workbook split into 4 stages

Stage 1 — Self assessment

Stage 2- Thoughts

Stage 3 — Behaviours

Stage 4 — keeping on track

Cover stages over 6 weeks 90 mins per session which includes 40-45 mins in this
appointment.

Sense that the workbook is their property
e Important to bring workbook to each session
e It belongs to you, so you can write on it, make notes and best to complete the
exercises in the
e workbook so it’s all kept together.

Sense that they take ownership of the work
o We will read some parts of the booklet together and leave some for you to do in own
o :Ir?;c.)rtant to read over even if covered in sessions to consolidate knowledge.
Consideration of privacy vs sharing info
e May write sensitive info in workbook so may want to think about privacy.
o Some people find it helpful to share info with friends or family members

General understanding of fatigue and a sense of their own experience of fatigue

Book examples/ definitions

Physical and mental impact

How would you describe your fatigue
Go over energy money example

CBT intro

CBT evidence.

Link of thoughts, behaviours, mood, fatigue
CBT MODEL

Clover diagram
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Introduction to self monitoring
e Important to complete section summary
Sense of manageability , graded approach
¢ Not to move on to next section before next week
e One thing at a time
e Try not to overwhelm with too much info.
Check understanding

e Questions

Arrange following appointments
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Session 2 Stage 2, thoughts

Summary of last session and how they coped with using workbook alone

Review how found using workbook at home?
Go over clover model - check understanding
Summary of section 1 review

Any questions

Didactic info giving, whilst checking out understanding

Intro to section 2

Link to clover thoughts page 23

Split in 2 parts, 2 weeks

Challenging

Identifying

Go over unhelpful thought types

Case example

own example in thought diary if have time/ not understand book example

Understanding of CBT principles re thoughts and ability to use techniques in workbook

Sense of manageable contained approach

e Importance to spend 1 week identifying before challenging
e Week 2 challenging thoughts

Didactic info giving, whilst checking out understanding

e Review techniques for challenging
e Go over case example

Own self monitoring

e Summary and progress monitoring at end
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Stage 3, session 3 behaviours

Summary of last session and how they coped with using workbook alone

spend time reviewing section 2

Look over thought diary examples identifying and challenging. Found it
difficult/easy?

Review section summary

Any questions — use of appendix — keep practicing

Didactic info giving, whilst checking out understanding

Intro to stage 3

Link to unlucky clover page 23

2 types of behaviour over activity —bust / under activity can do both but focus on 1 in
session.

Must do CAP activity section

Case example activity analysis

Week 1 own activity diary (at home)

Or

Under activity Cycle in book

Own cycle

Use of thought challenging if need be

week 2 CAP - List own CAP activities, Activity investigation box

Own self monitoring

Summary and progress monitoring at end
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Stage 4, session 4 — keeping on track

Summary of last session and how they coped with using workbook alone

How found working on behaviours
Questions/problems
Review summary of stage 3

Didactic info giving, whilst checking out understanding

Stage 4 intro

Review unlucky clover

Start to fill out lucky clover in own time
Importance of Progress monitoring
review over workbooks

Warning signs

Emergency plan

Use of appendix

Attempt to sum up role of workbook in managing fatigue
e Living with fatigue, good and bad days, no quick fix but by understanding own
fatigue, doing things differently, managing thoughts, behaviours it can help with
mood and fatigue. May have known techniques before looked through booklet but
this is a refresher can be used at any time in future
Sense of ownership
e Tools to keep and use in future

Troubleshooting in future / supports

MS nurses, GP — contacts
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Appendix 10. Research pack
Kirkcaldy & Levenmouth
Clinical Psychology Department

Community Health Partnership
Sir George Sharp Unit

Cameron Hospital

Cameron Bridge

Direct Tel No: 01592 226808

Fax: 01592 715851

Date__

Dear

___(name of clinician, title) ___ from the Fife Rehabilitation Service has identified you as
someone who may be appropriate to take part in a study in to fatigue in multiple sclerosis.

Please find enclosed an information sheet which will explain the study. There is also a
consent form to complete and return along with the questionnaires in the freepost envelope if
you are happy to take part in the study.

If you have any questions about the study please do not hesitate to contact me on 01592
226808.

Yours Sincerely

Kirsty Nesbitt Debbie Pitcaithly C.Psychol Dr Paul Morris C.Psychol
Trainee Clinical Psychologist Clinical Supervisor Academic Supervisor
(lead researcher)
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Participant information Sheet - Fatigue and Multiple Sclerosis

You are being invited to take part in a research project. Before you decide if
you would like to take part please read this information very carefully. It tells
you about the study and what you will need to do if you decide to take part.
This study is being conducted as part of an academic qualification (Doctorate
in Clinical Psychology).

What is the purpose of this study?

This study will explore whether self-help materials can help people with
multiple sclerosis (MS) manage their symptoms of fatigue.

Fatigue is a common symptom in MS and research has shown that cognitive
behavioural therapy (a type of therapy that looks at a person’s thoughts,
behaviours and feelings) can be beneficial for managing symptoms of fatigue
in MS. The self-help materials in this study will be based on cognitive
behavioural therapy.

The study is also part of an educational project.

Why have | been invited?

You have been identified from a staff member in the Fife Rehabilitation
Service, Cameron Hospital as someone who has a diagnosis of MS and has
symptoms of fatigue.

Do | have to take part?

No, it is up to you to decide whether or not to take part. If you are interested
in the study you will be given this information sheet to read over in your own
time. If you decide to take part you are still free to withdraw at any time and
without giving a reason. A decision to withdraw at any time, or a decision not
to take part, will not affect the standard of care you receive now, or in the
future.

What will happen to me if | take part?

If you decide to take part you will complete and return the consent form and
the questionnaires in this pack using the pre-paid envelope. You will then be
randomly put into one of three groups.

Group 1 is the treatment as usual group — in this group you will receive your
usual care from the Fife Rehabilitation Service and you will be posted
questionnaires on 4 more occasions over the next year and 2 months. The
guestionnaires will be sent to you at 2, 5, 8, 14 months after you have
completed and returned the questionnaires in this pack. The questionnaires
will always include a pre-paid envelope so you will never have to pay for
stamps.

Group 2 is the self-help group. In this group you will receive your usual care
from the Fife Rehabilitation Service and you will also be sent a self-help
workbook for fatigue and MS to complete over the next 2 months by yourself.
You will then be posted questionnaires on 4 occasions over the next year
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and 2 months. The questionnaires will be sent to you at 2, 5, 8, 14 months
after you have completed and returned the questionnaires in this pack. The
guestionnaires will always include a pre-paid envelope so you will never have
to pay for stamps.

Group 3 is the Guided self-help group. In this group you will receive your
usual care from the Fife Rehabilitation Service and you will also be sent an
appointment to attend 4, 45 minute sessions where a trainee clinical
psychologist will support you to complete a self-help workbook for fatigue and
MS over a 2 month period. The sessions will either be at a clinic located in
Fife. If you do not have transport, home visits will be offered. After the guided
self-help sessions you will be posted questionnaires on 4 occasions over the
next year and 2 months. The questionnaires will be sent to you at 2, 5, 8, 14
months after you have completed and returned the questionnaires in this
pack. The questionnaires will always include a pre-paid envelope so you will
never have to pay for stamps.

By consenting to take part in this study you are agreeing to be randomly
placed in one of the three groups described above. By randomly allocating
you to one of the three groups we will get a more accurate and therefore
useful measurement of the impact of the self-help workbook for symptoms of
fatigue in MS.

What are the possible disadvantages of taking part?

The questionnaires will take between 20-30 minutes to complete each time
you are sent them. If you are in the self-help or guided self-help group it will
take time for you to complete the workbook and the recommended tasks.

What are the possible advantages of taking part?

Being part of a study to help further understanding and management about
the symptom of fatigue in MS. If the workbooks are found to be effective they
will be used more widely throughout NHS Fife either to be used alone or with
help from a healthcare professional.

What if | have a relapse during the study?
You can choose to stay in the study or opt out of the study if you are having a
relapse. You usual care will not be affected in any way.

What happens if | don’t want to carry on with the study?

You can leave the study at any time without giving reason; this will not affect
the usual care you receive. Information already collected would be retained
and used in the study, your personal details will be removed from it.

What if you have questions or concerns about the study?

If you have a concern about any aspect of this study, you should speak to the
researcher( Kirsty Nesbitt) who will do their best to answer your questions .
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Contact details — Kirsty Nesbitt (Trainee Clinical Psychologist). Sir George
Sharp Unit, Cameron Hospital, Windygates, Leven, Fife KY8 5RR . Tel —
01592 226808.

Will my taking part in this study be kept confidential?

Yes, all information which is collected about you during the course of the
research will be kept strictly confidential and any information which could
identify you will be replaced with a participant information number to
anonymise it for the purpose of the research. Personal data such as the
consent forms will be stored securely for 6 months after the study has
finished, they will then be destroyed. Your G.P. will be informed that you are
taking part in this study. If you report severe levels of anxiety and/or
depression on any of the questionnaires you return the lead researcher has a
duty to inform your G.P. whom will decide if further follow up is needed.

If you are in the guided self-help group a summary letter will be sent to your
G.P. and a copy kept in your Fife Rehabilitation Service notes detailing the
number of sessions you attended and your questionnaire results before and
after the sessions of guided self-help.

What will happen to the results of the research study?

All data collected from the questionnaires will be stored securely,
anonymised and used for the study. The anonymised results of the study will
be written up as part of an academic project and submitted as part of the
University of Edinburgh Doctorate of Clinical Psychology training course. It
may also be published in an academic journal. You will not be identified in
any report or publication.

Who is organising and funding the research?
This is a Doctorate or Clinical Psychology student project and is organised by
the University of Edinburgh and NHS Fife.

Who has approved the study?
The NHS South East Scotland Ethics Committee has reviewed and given a
favourable opinion on the study.
If you have a complaint
If at any time you wish to make a complaint about any aspect of the study
please contact NHS Fife Headquarters, Hayfield House, Hayfield Road,
Kirkcaldy, Fife, KY2 5AH and follow the standard NHS complaints procedure.
Thank you for taking the time to read this information sheet and for
considering to take part in this study. If you would like to take part please
complete the attached consent form and the enclosed questionnaires and
return it in the pre-paid envelope provided.

Thank you
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Consent Form
A Randomised controlled trial of self-help for fatigue in multiple sclerosis

Chief Investigator — Kirsty Nesbitt
Please place your

initials in the boxes
) ] ] below
1) I confirm that | have read and understood the information sheet

dated 6.3.12 (version 3) for the above study. | have had the
opportunity to consider the information, ask questions and have
had these answered satisfactorily.

2) | understand that my participation is voluntary and that | am free
to withdraw at any time, without giving any reason and my usual
care will not be affected in anyway.

3) | understand that consenting to take part in this study means
agreeing to be randomly allocated to one of the three groups
(usual care, self-help or guided self-help).

4) | understand that my G.P. will be informed that | am taking part
in this study.

5) I understand that my G.P. will be contacted if the questionnaires
I complete indicate that | have high levels of anxiety and/or depression.

6) | agree to take part in the above study.

7) I would like a summary of the findings posted to me once
the study is complete

Name of patient Date Signature

Researcher Date Signature
Ref No (Admin purposes only)
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Demographic information - Please fill in the following questions below
1. Male / Female (delete as appropriate)

2. Date of birth

3. Approximate year of multiple sclerosis diagnosis

4. Are you taking any medication for fatigue?
Yes / No (delete as appropriate)

If yes, what type
Modafinil
Amantadine
Fluoxetine
Other

—r——
[ O Sy S—

5. Are you taking Disease Modifying Treatments (DMT)?
6. Have you ever received psychological help for fatigue?
Yes / No (delete as appropriate)

If yes, in what year (approximate)?

7. Have you ever had contact with any member of the Fife Rehabilitation Service at
Cameron Hospital for fatigue management? Yes / No (delete as appropriate)

If yes, which team did you see (e.g. nursing, physiotherapy, occupational
therapy?)

If yes, approximately what year did you see them in?

8. If applicable, approximately when was your last relapse?

9. If applicable, approximately how long did it last?

Copyright protected published measures have been excluded from the appendix.
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Appendix 11. Satisfaction questionnaire
Self Help Satisfaction Questionnaire

As you have been using the Self-help for fatigue in Multiple Sclerosis workbook it would be useful to get
your opinion on your experience of using the workbook. Please take some time to read through then
answer the questions below. It would be helpful if you could be as honest as possible. Thank you.

Oncea [Oncea Oncea I did not use
1) How often did you use the workbook Week |Fortnight month | the workbook
(Please circle one response)
2) How relevant was the workbook to you? Very A little bit [ Notsure| Not Totally
(Please circle one response) relevant| relevant relevant | irrelevant
3) Was the workbook clear? Very Mostly [Notsure | Mostly not| Totally
) clear clear clear unclear
(Please circle one response)
4) Did you understand the workbook? No Mostly no |Not sure | Mostly yes Yes
(Please circle one response)
5) Did you find the workbook helpful? No Mostly no [Notsure | Mostly yes Yes
(Please circle one response)
6) Did your understanding of your relationship Yes Not sure No
with fatigue change after using the workbook?
If Yes, please state how
7) Will you be using any of the techniques in No Not sure Yes
the workbook to help manage your fatigue?
If Yes, please state which techniques you will use
8) Would you recommend this workbook to No ‘ Not sure ‘ Yes
someone else with MS and fatigue?
9) Would you change anything about this workbook? Yes ‘ Not sure ‘ No

If Yes, please state what you would change

Thank you for taking the time to complete this questionnaire

e a
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