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are provided with free text boxes to elaborate on their assessment. These free text comments are 
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VERSION 1 - REVIEW 

REVIEWER Ollie Minton 
St Georges NHS University Foundation Turst 

REVIEW RETURNED 23-Feb-2016 

 

GENERAL COMMENTS There is a clear protocol and use of MRC guidance for the study.  
Id like to see more justification for the use of the primary fatigue 
measure and the QOL in survivors - neither used extensively so 
wider generalisabilty may be limited  
The ethics approval was granted in 2013 & recruitment started in 
2015 so I wonder about timings of publishing this protocol if the 
study is already finished but have no comments per se.  

 

REVIEWER Chloe Grimmett 
University of Southampton 

REVIEW RETURNED 03-Mar-2016 

 

GENERAL COMMENTS This is an interesting manuscript, detailing the protocol of a 

feasibility study of a web-based intervention to support people with 

cancer-related fatigue. The study design is strengthened by the 

description of the theoretical underpinning of the intervention and 

how this relates to the intervention components, with outcome 

measures identified to measure the impact on these constructs.  

There are however a number of points that need 

clarification/development.  

 

Abstract:  

- I feel slightly uncomfortable about the sentence ‘interfere 

with the transition from patient to survivor’. CRF has 

significant impacts of people’s everyday lives and 

functioning, but it is not life limiting. Perhaps this could be 

re-phrased to refer to fact CRF disrupts people’s efforts to 

get back to everyday activities.  

- N = 80 here, but 60 elsewhere in the manuscript  
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- Intervention length 8 weeks here but 10 weeks elsewhere in 

the manuscript 

Introduction 

- Reference Bradbury, Watts – correct formatting 

- It might also be worth referring to Lucy Yardley’s work on 

person-based approach to intervention development: 

http://www.jmir.org/2015/1/e30/ 

- The co-design of the intervention with research partners is a 

strength of the study. More detail on the qualitative work 

would be useful here. How many focus groups, and how 

many participants in each? How do the findings suggest 

using SRM? This is a very broad statement that needs 

expansion 

- Figure 1: This figure doesn’t clearly show the feedback loop 

within SRM and I don’t find it a helpful graphic for 

understanding the relationship with CBT 

- State in the intro that you used LIfeguide for this intervention 

– you clearly state this later but on first read of the 

introduction I was left assuming you had used it but a short 

sentence to that effect would be helpful 

- The authors state that adjustment to fatigue is the primary 

focus of the intervention, not change in fatigue per se. I 

agree with this approach, but this is not consistent with the 

use of a measure of fatigue as your primary outcome 

Methods 

- What is meant by ‘online copy of the leaflet’ is this just a 

PDF?  

- Inclusion/exclusion doesn’t explicating state exclusion of 

those with mets/advanced disease, but this is mentioned in 

the text later on.  

- For ease of comprehension I suggest you have recruitment 

as one sub heading and start by saying there were 2 

methods of recruitment. On first read you’re left wondering 

what the ‘rest of the research recruitment campaign’ is 

- I feel there’s too much details here on how you’re recruiting 

online, for example, stating there are 1.1billion facebook 

users and the manuscript would benefit from being 

shortened, i.e shorten the rationale for using social media 

for recruitment purposes.  

- Also, why not recruit through secondary/primary care? Is 

there a justification for this?  

- I’m not clear on how people are screened. I would also 

query why people complete full baseline assessment before 

eligibility has been confirmed.  

- Last sentence under ‘control group/usual care’ is confusing. 

‘Data gathered during this period will be analysed…..’ do 

you mean for control and intervention? i.e. will you know if 

those in the control group have accessed the leaflet? 

- Page 12 the authors describe the hypothesis by which CBT 

can reduce CRF levels, yet in the intro they state that it is 

not expected that CRF levels will be affected. This feels 

somewhat inconsistent  

- Page 13, line 32, authors mention allowing for delays but it’s 

not clear how many sessions people are expected to 
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complete in what time period. I assume you are aiming for 

one session a week for 8 weeks but this is not specifically 

stated  

- Please give some indication of how you will select a sub-

sample for additional qualitative feedback, i.e. purposive 

sampling? Based on what?  

- There is repetition through the paper about when outcome 

measures will be assessed.  

- I feel the measures section needs to be more concise, some 

of the delay for example of response options could be 

removed.  

- If your primary focus is adjustment to cancer-related fatigue 

it could be argued that coping efficacy would be your 

primary outcome measure. I feel this notion of what the 

primary outcomes is (other than other measures of 

acceptability etc) needs clarifying 

- How will you obtain medical details? i.e. from hospital notes 

or self-report?  

- Sample size: I was unclear on this; 95% confidence interval 

for what measure? I’m not familiar with the Viechbauer 

citation and I think this needs further justification/explanation 

 

General comments 

Lots of figures that aren’t always referenced in the text, and they 

aren’t labelled or numbered in the appendix which made it hard to 

review in context. Suggest reducing number of figures. It might also 

be worth explaining in more detail how this work differs from the 

RESTORE intervention 

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3698162/ which has 

similar aims (i.e. to increase self-efficacy to manage CRF), and Yun 

et al’s work on their web-based education programme. This 

interventions are cited but it would be useful to describe the unique 

contribution the authors feel this study will make .   

 

 

VERSION 1 – AUTHOR RESPONSE 

Ollie Minton  

 

1. There is a clear protocol and use of MRC guidance for the study.  

 

2. I’d like to see more justification for the use of the primary fatigue measure and the QOL in survivors 

- neither used extensively so wider generalisabilty may be limited  

 

Response:  

The Revised Piper Fatigue Scale includes four sub-scales: behavioural/severity, affective meaning, 

sensory and cognitive/mood. This multidimensional measurement model in in keeping with the 

theoretical framework being assessed in the intervention, as well as reflecting the complex nature of 

the fatigue experience. It has been suggested that it is a comprehensive method to assess fatigue 

(Ahlberg, K., Ekman, T., Gaston-Johansson, F., & Mock, V. (2003). The scale was initially validated in 

a group of female survivors of breast cancer, and many of the questions were deemed to be more 

reflective of likely experiences of survivors of cancer. The scale is cited by the National 
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Comprehensive Cancer Network (NCCN) guidelines for the management of CRF as a commonly 

used scale.  

The QLACS was designed to assess issues relevant to long-term cancer survivors. Sohl,et al (2015) 

concluded that the QLACS is consistent with other widely accepted measures in capturing QoL, while 

also assessing specific issues relevant to post-treatment cancer survivors. The QLACS was deemed 

to be a useful comprehensive QoL measure for cancer survivors as they face a transition from active 

treatment.  

 

Edits to text can be seen on page 17  

 

3. The ethics approval was granted in 2013 & recruitment started in 2015 so I wonder about timings of 

publishing this protocol if the study is already finished but have no comments per se.  

 

Response:  

The ethics approval granted in 2013 applied to the design and testing process of the intervention. The 

intervention content was developed from 2013- 2015. Recruitment is currently ongoing.  

 

Amendments to Page 5: “This design and testing of the trial was approved by the Research Ethics 

Committee at National University of Ireland, Galway, in January 2013. Full written informed consent 

will be sought from all participants for both their participation and the publication of the results of the 

research. Participants will be reminded that they are free to withdraw at any time and that their data 

will be stored securely and anonymously. All data will be stored on password protected hard drives in 

accordance with the Data Protection Act. Recruitment is currently ongoing. “  

 

Chloe Grimmett  

This is an interesting manuscript, detailing the protocol of a feasibility study of a web-based 

intervention to support people with cancer-related fatigue. The study design is strengthened by the 

description of the theoretical underpinning of the intervention and how this relates to the intervention 

components, with outcome measures identified to measure the impact on these constructs. There are 

however a number of points that need clarification/development.  

 

Abstract:  

1. I feel slightly uncomfortable about the sentence ‘interfere with the transition from patient to 

survivor’. CRF has significant impacts of people’s everyday lives and functioning, but it is not life 

limiting. Perhaps this could be re-phrased to refer to fact CRF disrupts people’s efforts to get back to 

everyday activities.  

 

Response:  

The abstract has been amended to to say : Many post-treatment cancer survivors experience 

persistent fatigue that can disrupt the transition from patient to survivor of cancer.  

2. N = 80 here, but 60 elsewhere in the manuscript  

 

Response:  

Information on page 7 has been amended to reflect abstract (N = 80).  

 

3. Intervention length 8 weeks here but 10 weeks elsewhere in the manuscript  

Response:  

Manuscript has been amended to enhance clarity. The intervention is designed to last8 weeks. 

Follow-up questionnaires are to be completed at 10 weeks post-baseline.  

Introduction  

- Reference Bradbury, Watts – correct formatting  

Response:  
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The original reference of “Bradbury, Watts” has been replaced with “Bradbury et al.”  

 

- It might also be worth referring to Lucy Yardley’s work on person-based approach to intervention 

development: http://www.jmir.org/2015/1/e30/  

Response:  

This section now includes the statement: “In line with the person-centred approach developed 

byYardley et al (Yardley L, 2015), qualitative focus group research was carried out…”  

 

- The co-design of the intervention with research partners is strength of the study. More detail on the 

qualitative work would be useful here. How many focus groups and how many participants in each? 

How do the findings suggest using SRM? This is a very broad statement that needs expansion  

 

Response:  

Edits have been made to pages 3-4  

“Four focus groups were held with 18 cancer survivors who reported ‘significant fatigue or reduced 

energy.’ A theoretical thematic analysis indicated that the participants’ descriptions mapped onto the 

Self-regulation Model of Health and Illness (SRM) (13). This theory proposes that the representation 

of a symptom such as fatigue involves a cognitive pathway (i.e. the creation of a knowledge-based 

conceptualisation of CrF) and an emotional pathway (i.e. emotional response to CrF). Coping 

behaviours are guided by the representations of the symptom (14). This is an iterative feedback 

process of appraising coping efforts and representations of the problem, leading to further coping 

attempts.The study demonstrated the complexity of the individuals’ meaning-making processes and 

identified specific factors that were important issues for those with CrF. Participants did not always 

understand unexpected persistent fatigue after cancer and were left confused, isolated and frustrated 

as a result. This qualitative research indicated that the SRM could be applied to CrF in post-treatment 

cancer survivors and provides a theoretical framework for understanding individuals’ representations, 

and coping strategies, and thus identifying targets for intervention (15). The intervention will 

incorporate Leventhal’s self-regulation theory as a framework for conceptualising the process of 

adjustment (16).”  

 

- Figure 1: This figure doesn’t clearly show the feedback loop within SRM and I don’t find it a helpful 

graphic for understanding the relationship with CBT  

 

Response:  

An updated image is provided, incorporating the feedback loop and further clarifying the links between 

the SRM and CBT:  

 

- State in the intro that you used Lifeguide for this intervention – you clearly state this later but on first 

read of the introduction I was left assuming you had used it but a short sentence to that effect would 

be helpful  

Response:  

Edit made to page 4 “An open-source web-development platform, LifeGuide was used to develop the 

programme (www.lifeguideonline.org) in line with existing interventions of this nature (Grimmett, 

Armes, Breckons, Calman, Corner, Fenlon, Hulme, May, May, & Ream, 2013; Michie et al., 2012).”  

 

- The authors state that adjustment to fatigue is the primary focus of the intervention, not change in 

fatigue per se. I agree with this approach, but this is not consistent with the use of a measure of 

fatigue as your primary outcome  

 

Response:  

The measure of fatigue used is a multidimensional measurement tool that reflects the impact of 

fatigue on behavioural/severity, affective meaning, sensory and cognitive/mood. Representations and 
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coping are also measured, in keeping with the theoretical underpinning of the intervention. The SRM 

is a model that addresses coping and adjustment.  

 

Methods  

- What is meant by ‘online copy of the leaflet’ is this just a PDF?-  

Response:  

Description on page 6 now includes further clarification “(available online as a pdf)”  

 

- Inclusion/exclusion doesn’t explicating state exclusion of those with mets/advanced disease, but this 

is mentioned in the text later on.  

Response:  

Change on page 6 to reference this as inclusion criteria  

2. have completed primary treatment with curative intent for non-metastatic cancer at least 3 months 

prior to baseline assessments  

 

- For ease of comprehension I suggest you have recruitment as one sub heading and start by saying 

there were 2 methods of recruitment. On first read you’re left wondering what the ‘rest of the research 

recruitment campaign’ is- I feel there’s too much details here on how you’re recruiting online, for 

example, stating there are 1.1billion facebook users and the manuscript would benefit from being 

shortened, i.e shorten the rationale for using social media for recruitment purposes.  

 

Response:  

Change on page 8 to include heading “Recruitment”.  

As this is an exploratory study, recruitment and uptake is one of the outcomes of interest. Online 

recruitment is used to reach those users who are already active online. The aim is to provide sufficient 

details to allow replication, including how participants are recruited.  

 

- Also, why not recruit through secondary/primary care? Is there a justification for this?  

Response:  

Information added to page 5 to further clarify context of research:  

“Although online interventions for fatigue after cancer have been tested elsewhere (e.g. the 

RESTORE trial in the UK (Grimmett, Armes, Breckons, Calman, Corner, Fenlon, Hulme, May, May, 

Ream, et al., 2013), little research has been conducted in regions that do not offer free universal 

healthcare. In Ireland, while those with a medical card receive free General Practitioner( GP) care, the 

rest of the population pay at the point of delivery(Nolan, 1993). Without a medical card, paying the full 

cost fee (reported in most cases to be €50 per visit) appears to be a deterrent to seeking primary care 

(Barrett, Savva, Timonen, & Kenny, 2011). The perceived “need” of treatment for fatigue may 

influence an individual’s willingness to pay for a GP consultation (Barrett et al., 2011). Health 

professionals sometimes fail to appreciate the occurrence, duration and detrimental effects 

associated with CrF (Mackereth, Farrell, Bardy, Molassiotis, & Finnegan-John, 2015). Many fatigued 

individuals do not discuss their symptoms as they perceive fatigue as an untreatable symptom to be 

endured as a normal part of cancer (Passik et al., 2002). Many also believe that interventions for 

fatigue are not available, and cite this as a barrier to opening a conversation about CrF (Passik et al., 

2002).  

An online intervention may be particularly beneficial to Irish participants, given reported inequity in 

care provision(Barrett et al., 2011). The home-based setting of an online intervention may also allow 

participants to learn more about their symptoms and possible coping strategies, empowering them to 

begin a conversation about fatigue with their healthcare professional. Some survivors report wanting 

to move on with their lives and no longer identify as a cancer patient (Servaes, Verhagen, & 

Bleijenberg, 2002). Therefore, the anonymity and privacy of an online programme may be appealing. 

Participants can practice and incorporate new skills more readily into their daily lives when the 

intervention is incorporated into their current routine (Myall et al., 2015; Wolvers, Bruggeman-Everts, 
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Van der Lee, Van de Schoot, & Vollenbroek-Hutten, 2015).”  

 

- I’m not clear on how people are screened. I would also query why people complete full baseline 

assessment before eligibility has been confirmed.  

Response:  

Amendment to page 10 in response to this query  

Eligible and willing participants, after reading the documentation, will be invited to complete these 

baseline assessments using an online survey tool (Survey Monkey®). The method of recruitment is 

self-selection, and the questionnaire is the initial point of contact for the research team and the 

participant. Before progressing to the baseline questionnaire, participants will be required to provide 

informed consent outlining their awareness of the trial protocol and inclusion criteria. Participants will 

be screened for inclusion after the completion of the baseline questionnaire, prior to randomization. 

Due to practical constraints, it was decided that retention in the trial would be enhanced if interested 

participants completed a single initial survey. The aim of this study is to gain an insight into those who 

may be interested in participating in a trial such as this. Only those who meet the eligibility criteria 

gain access to the website.  

 

- Last sentence under ‘control group/usual care’ is confusing. ‘Data gathered during this period will be 

analysed…..’ do you mean for control and intervention? i.e. will you know if those in the control group 

have accessed the leaflet?  

Response:  

Change made to Page 11  

“Online user data gathered in the post-assessment period will be analysed to evaluate user processes 

such as engagement, and dose of intervention received.”  

 

- Page 12 the authors describe the hypothesis by which CBT can reduce CRF levels, yet in the intro 

they state that it is not expected that CRF levels will be affected. This feels somewhat inconsistent  

- If your primary focus is adjustment to cancer-related fatigue it could be argued that coping efficacy 

would be your primary outcome measure. I feel this notion of what the primary outcomes is (other 

than other measures of acceptability etc) needs clarifying  

 

Response:  

Piper Fatigue scale is a multidimensional measurement model that does not measure fatigue 

symptom severity. It captures adjustment/interference of fatigue by assessing behavioural/severity, 

affective meaning, sensory and cognitive/mood.  

 

- Page 13, line 32, authors mention allowing for delays but it’s not clear how many sessions people 

are expected to complete in what time period. I assume you are aiming for one session a week for 8 

weeks but this is not specifically stated  

Response:  

Change made on page 15: Participants are expected to complete one session per week for 8 weeks.  

 

- Please give some indication of how you will select a sub-sample for additional qualitative feedback, 

i.e. purposive sampling? Based on what?  

Response:  

Change made on page 15: These questions will be included at the end of the follow-up questionnaire.  

“Additional qualitative feedback will be obtained through explorative open-ended questions at T1 for 

participants in the experimental condition.”  

 

- There is repetition through the paper about when outcome measures will be assessed.  

 

- I feel the measures section needs to be more concise, some of the delay for example of response 
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options could be removed.  

 

Response:  

Information on page 15/16 edited to include a more concise description and to reduce repetition 

through the paper about when outcome measures will be assessed:  

 

Timing of assessments  

Participants will be recruited and assessed at baseline from October 2015- September 2016. 

Outcomes are self-reported at baseline (T0), post-intervention (T1). Figure 1. shows a schematic 

summary of the trial design. All participants are invited to fill out short questionnaires at baseline pre-

randomisation. Participants are expected to complete one session per week for 8 weeks. Follow-up 

data will be collected upon completion of the trial, 10 weeks post-baseline. Additional qualitative 

feedback will be obtained through explorative open-ended questions at T1 for participants in the 

experimental condition . After completion of follow up assessments at T1, participants in the control 

condition will be offered the experimental intervention. Participants (intervention and control group) 

will continue to have access to the REFRESH programme for 2 months following completion of follow-

up questionnaires.  

 

- How will you obtain medical details? i.e. from hospital notes or self-report?  

Response:  

Change made on page 19 “via self-report”  

 

- Sample size: I was unclear on this; 95% confidence interval for what measure? I’m not familiar with 

the Viechbauer citation and I think this needs further justification/explanation  

Response:  

Change made on page 20 in order to enhance clarity  

“In line with guidelines for the calculation of sample size in pilot studies by Viechtbauer et al”  

 

General comments  

Lots of figures that aren’t always referenced in the text, and they aren’t labelled or numbered in the 

appendix which made it hard to review in context. Suggest reducing number of figures.  

Response:  

All figures referenced in text.  

1. Figure 1 is to explain proposed model  

2. Figure 2 is proposed flow of participants through the study  

3. Figure 3 outlines design of website for clarity  

4. Figure 4 outlines pilot user data that will be assessed  

5. Figure 5 demonstrates novel approach to testing theory that is applied in intervention development.  

 

It might also be worth explaining in more detail how this work differs from the RESTORE intervention  

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3698162/ which has similar aims (i.e. to increase self-

efficacy to manage CRF), and Yun et al’s work on their web-based education programme. This 

interventions are cited but it would be useful to describe the unique contribution the authors feel this 

study will make.  

Response:  

Changes made to describe the unique contribution  

See page 6  

The intervention described in this paper will build upon previous studies that have employed internet-

based self-management programmes (21, 33, 34), while applying a novel theoretical approach that 

addresses both individuals’ understanding of, and coping with, CrF. The RESTORE trial focused on 

self-efficacy to cope with fatigue (21), however our preliminary qualitative research suggested that 

participants’ understanding of CrF needs to be addressed before coping efficacy can be established. 
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Further, The ‘Health Navigation’ trial by Yun et al (33) incorporated the transtheoretic model (TTM) of 

health behavior change and social cognitive theory as well as cognitive behavioral therapy (CBT). 

However, this trial did not assess the theoretical framework that was applied. Therefore the 

mechanisms of the intervention are unclear.  

The current study will employ Roth and Pilling’s competence framework (Roth & Pilling, 2008) for 

cognitive behavioural therapy for those with persistent physical health conditions  

 

See page 20  

“This evidence-based online programme is the first intervention of its kind based on SRM theory, with 

the primary aim of understanding individuals’ lay-representations of a commonly misunderstood 

symptom and enhancing self-management of CrF specifically. It also provides the first systematic 

coding of a CBT intervention using the BCT taxonomy (v1). In line with the TIDieR checklist and guide 

(Hoffmann et al., 2014), the aim is to provide sufficient details to allow replication, including how 

innovative recruitment modalities can be harnessed to engage those who are already active 

online(Fenner et al., 2012).” 

 

VERSION 2 – REVIEW 

REVIEWER Dr Chloe Grimmett 
University of Southampton 

REVIEW RETURNED 14-Apr-2016 

 

GENERAL COMMENTS Thank you clarifying a number of the points raised in the initial 

review. I still have some outstanding queries in the manuscript as 

details below.  

1. The change to the abstract re disrupting the transition from 

patient to survivor has not been addressed. I would argue it 

doesn’t stop someone becoming a survivor, but stops them 

‘getting back to normal’  

 

2. The argument for testing such an intervention in a health 

care system that is not free at the point of contact is a sound 

one but could be more concise, i.e. there is evidence of 

inequality in care provision due to the lack of universal 

health care provision in Ireland, therefore the population 

stands to benefit from an intervention that can be accessed 

from home without medical intervention. Plus the point that 

cancer survivors may not seek medical advice for CRF.  

 

 

3. The first session of RESTORE does address knowledge of 

fatigue – see development paper; Foster et al (2015). I feel 

the real strength of this study is the systematic coding of the 

CBT intervention using the BCT taxonomy and outcome 

measures to identify changes in the ‘active ingredients’ of 

the intervention. You mention this is the discussion but I 

think you could also emphasise earlier in the manuscript as 

this is something previous work has not considered as 

thoroughly as this study intends to  

 

4. The amended section in trial procedures needs refining as it 

is hard to follow and longer than it needs to be. My 
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interpretation is baseline assessment also acts as your 

screen for eligibility. So something along the lines of 

‘interested participants are asked to visit the website which 

details study procedures and inclusion/exclusion criteria. 

They then complete consent items and a baseline 

questionnaire. Any participants who do not meet the 

inclusion/exclusion criteria following baseline assessment 

were excluded from the study.  

 

 

5. You don’t need sentence 27 on page 65 ‘all participants are 

invited to fill out short questionnaires at baseline pre-

randomisation’ as you state in the proceeding sentence that 

outcomes are reported at baseline (T0) 

 

6. My previous comment: Page 12 the authors describe the 

hypothesis by which CBT can reduce CRF levels, yet in the 

intro they state that it is not expected that CRF levels will be 

affected. This feels somewhat inconsistent.  If your primary 

focus is adjustment to cancer-related fatigue it could be 

argued that coping efficacy would be your primary outcome 

measure. I feel this notion of what the primary outcomes is 

(other than other measures of acceptability etc) needs 

clarifying  

 

Your Response:  

Piper Fatigue scale is a multidimensional measurement 

model that does not measure fatigue symptom severity. It 

captures adjustment/interference of fatigue by assessing 

behavioural/severity, affective meaning, sensory and 

cognitive/mood. 

Yet when you describe PFS you state that higher mean scores 

represent greater fatigue with no mention of your justification 

above in the manuscript.  

7. Still not clear if you’re powered to detect change in your 

primary outcome measure.  

 

8. You state in the ‘future studies planned’ section that future 

trials will only be conducted if the current pilot trial 

demonstrates potential to be efficacious. What data are you 

using for this? I.e. what results in terms of changes in your 

primary outcomes measure, recruitment rates, intervention 

adherence, attrition etc would you deem to demonstrate 

‘potential to be efficacious’ and thus warrant a full scale 

RCT?  

 

I hope these comments are helpful, and very best of luck with the 

study - I hope recruitment is going well.  
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VERSION 2 – AUTHOR RESPONSE 

1. The change to the abstract re disrupting the transition from patient to survivor has not been 

addressed. I would argue it doesn’t stop someone becoming a survivor, but stops them ‘getting back 

to normal’-  

We have amended the abstract to state: “disrupt attempts to resume normal everyday activities after 

treatment”  

2. The argument for testing such an intervention in a health care system that is not free at the point of 

contact is a sound one but could be more concise, i.e. there is evidence of inequality in care provision 

due to the lack of universal health care provision in Ireland, therefore the population stands to benefit 

from an intervention that can be accessed from home without medical intervention. Plus the point that 

cancer survivors may not seek medical advice for CRF.  

This paragraph has been changed to reflect this suggestion:  

Due to the lack of universal healthcare provision in Ireland, many individuals pay at the point of 

delivery(21). The cost of seeking care (reported in most cases to be €50 per visit) may be a deterrent 

to seeking primary care (22). The perceived “need” of treatment for fatigue may influence an 

individual’s willingness to pay for a GP consultation (22).  

Many fatigued individuals do not discuss their symptoms as they perceive fatigue as an untreatable 

symptom to be endured as a normal part of cancer (24). Many also believe that interventions for 

fatigue are not available, and cite this as a barrier to opening a conversation about CrF (24).  

The home-based setting of an online intervention may be particularly beneficial to Irish participants, 

given reported inequity in care provision(22). Some survivors report wanting to move on with their 

lives and no longer identify as a cancer patient (25). Therefore, the anonymity and privacy of an 

online programme may be appealing. Participants can practice and incorporate new skills more 

readily into their daily lives when the intervention is incorporated into their current routine (19, 26).  

3.  

The first session of RESTORE does address knowledge of fatigue – see development paper;  

Foster et al (2015). I feel the real strength of this study is the systematic coding of the CBT 

intervention using the BCT taxonomy and outcome measures to identify changes in the ‘active 

ingredients’ of the intervention. You mention this is the discussion but I think you could also 

emphasise earlier in the manuscript as this is something previous work has not considered as 

thoroughly as this study intends to.  

This paragraph has been changed to reflect this suggestion:  

The intervention described in this paper will build upon previous studies that have employed internet-

based self-management programmes (18, 29, 30), while applying a novel theoretical approach that 

addresses both individuals’ understanding of, and coping with, CrF. The ‘Health Navigation’ trial 

byYun et al (29) incorporated the transtheoretic model (TTM) of health behavior change and social 

cognitive theory as well as cognitive behavioral therapy (CBT). However, this trial did no assess the 

theoretical framework that was applied. Therefore the mechanisms of the intervention are unclear.The 

current study will employ Roth and Pilling’s competence framework for cognitive behavioural therapy 

for those with persistent physical health conditions (31). Adjustment to fatigue will be a primary focus 

of the intervention, with cognitive, behavioural, affective and social responses being addressed (32). 

This evidence-based online programme is the first intervention of its kind based on the self-regulation 

model (SRM), with the primary aim of targeting the representations of fatigue and enhancing self-

management of CrF specifically. The study also provides the first systematic coding of a CBT 

intervention using the BCT taxonomy (v1)(33). This was to reduce the ‘black box’ criticism of complex 

interventions (33) by providing a transparent description of the intended intervention, and how it is 

expected to work (34).  

4. The amended section in trial procedures needs refining as it is hard to follow and longer than it 

needs to be. My interpretation is baseline assessment also acts as your screen for eligibility. So 

something along the lines of ‘interested participants are asked to visit the website which details study 

procedures and inclusion/exclusion criteria. They then complete consent items and a baseline 

questionnaire. Any participants who do not meet the inclusion/exclusion criteria following baseline 
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assessment were excluded from the study.  

This paragraph has been changed to reflect this suggestion:  

Interested participants will be invited to access a recruitment website hosted on WordPress®. This 

website which details study procedures and inclusion/exclusion criteria. After reading this information, 

participants will be invited to complete baseline assessments using an online survey tool (Survey 

Monkey®). Participants will then be required to provide informed consent outlining their awareness of 

the trial protocol. Any participants who do not meet the inclusion/exclusion criteria following baseline 

assessment were excluded from the study.  

5. You don’t need sentence 27 on page 65 ‘all participants are invited to fill out short questionnaires at 

baseline pre-randomisation’ as you state in the proceeding sentence that outcomes are reported at 

baseline (T0)  

This sentence has been removed  

 

6. My previous comment: Page 12 the authors describe the hypothesis by which CBT can reduce 

CRF levels, yet in the intro they state that it is not expected that CRF levels will be affected. This feels 

somewhat inconsistent. If your primary focus is adjustment to cancer related fatigue it could be 

argued that coping efficacy would be your primary outcome measure. I feel this notion of what the 

primary outcomes is (other than other measures of acceptability etc) needs clarifying  

Your Response:  

Piper Fatigue scale is a multidimensional measurement model that does not measure fatigue 

symptom severity. It captures adjustment/interference of fatigue by assessing behavioural/severity, 

affective meaning, sensory and cognitive/mood.  

Yet when you describe PFS you state that higher mean scores represent greater fatigue with no 

mention of your justification above in the manuscript.  

We have clarified our response stating: Fatigue as measured by the Piper Fatigue Scale (revised) 

(PFS-R) (35). This scale assesses adjustment and interference of fatigue. The scale is 

multidimensional and incorporates key dimensions of the fatigue experience including cognition, 

behaviours, affect, and sensory symptoms (55).  

7. Still not clear if you’re powered to detect change in your primary outcome measure.This has been 

amended to clarify: In line with guidelines for the calculation of sample size in pilot studies by 

Viechtbauer et al (68), an estimated sample size of 59 cancer survivors would be required. The 

calculation allows for the identification of unforeseen problems, such as ambiguities in description of 

the trial or eligibility criteria, or misinterpretations of questionnaire items. If a problem is likely to occur 

with 5% probability in a participant, the issue would be identified (with 95% confidence) in a pilot study 

including 59 participants (68).  

Mechanisms of impact and effectiveness will only be assessed if a sufficient number of participants 

are recruited (34). According to G*power (69) 54 participants would be required to demonstrate 

statistically significant group differences over time at the .05 level (d=.25).  

8. You state in the ‘future studies planned’ section that future trials will only be conducted if the 

current pilot trial demonstrates potential to be efficacious. What data are you using for this? I.e. what 

results in terms of changes in your primary outcomes measure, recruitment rates, intervention 

adherence, attrition etc would you deem to demonstrate ‘potential to be efficacious’ and thus warrant 

a full scale RCT?  

This has been changed to state:  

The findings of this feasibility/pilot study will inform any future iterations of the trial. This includes an 

assessment of the practicality of any proposed future projects. Future trials will only be conducted if 

the current pilot trial demonstrates potential to be feasible based on the findings regarding:  

I. Recruitment and uptake  

II. Adherence and attrition  

III. Evaluation of functionality and usability of website  

IV. Participant satisfaction with website 

  

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-011485 on 10 June 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/


VERSION 3 – REVIEW 

REVIEWER Dr Chloe Grimmett 
University of Southampton 

REVIEW RETURNED 10-May-2016 

 

GENERAL COMMENTS I feel the authors have addressed/clarified all the items I raised in my 
previous review. This is a study that will be of interest to those 
working the field of cancer survivorship and cancer related fatigue 
and builds on the existing literature.  
I wish the authors all the very best with the study progress and 
recruitment and look forward to seeing the results of this feasibility 
trial.  
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