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VERSION 1 - REVIEW 

REVIEWER Bernadette Fisher 
University of Birmingham 

REVIEW RETURNED 16-Mar-2016 

 

GENERAL COMMENTS An interesting and potentially worthwhile study but the protocol lacks 
clarity, detail, substantiation and any indication of how potentail bias 
will be minimised in many key areas. E.g.  
 
1. Introduction (page 4, 39-39) - More clarity and references needed 
for the claim that existing lifestyle interventions are 'fairly labour 
intensive,' quantify and/or explain phrases such as: 'significant public 
health impact;' what is 'cost effective/feasible and 'within the current 
clinical pathway.'  
2. (page 4, 51-54) Justify/reference evidence of the efficacy of using 
the proposed approach  
3. (page 5, 2) - more up to date studies than this should be used to 
support and amplify this point.  
4. (page 5, 3,4) - Explain exactly how tailoring has been fouind to 
'enhance the effects of health promoting messages.'  
5. (page 5, 10-14) - Explain/justify why the habit model is an 'ideal 
theoretical basis for providing behaviour change advice in a brief 
format.' The explanation that follows simply descibes certain aspects 
of habit theory rather than HOW this has been/will be applied here.  
6. (Page 5, 25-30) Why is habit based advice 'less time consuming 
and 'easier to implement' ... support with examples/references  
7. (page 5, 55) - this isn't a hypothesis - either re word it as a null or 
alternative hypothesis, a research question or a main objective  
8.Methods - this is all currently in the present tense. Reads as if it is 
happening but should be in future or conditional tense  
9. Page 8, 14 onwards - the intervention. More detail of what is in 
the printed booklet, how long it is etc. - perhaps attached as a 
supplementary file - also provide details of what evidenced based, 
behaviour change techniques have been incorporated and how 
these are used to engage participants (see Michie et al, 2009, 2010, 
2011 etc)  
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10. Page 9 (2 onwards) The procedure becomes very unclear from 
here. What does it mean that, 'the reseracher will introduce 
participants to the booklet' or that the intervention is 'tailored to their 
baseline data?'  
11. Where is the section on measures to minimise bias? How will 
'researchers' be selected and trained? Protocols? This is an area of 
potentially serious confounding and bias.  
12. Measurement of outcomes - no mention of mediator analyisis - 
especially important in  
relation to core components of the intervention and to identify what 
does and doesn't work. Guide future interventions.  
13. Qualitative interviwes - this needs to be expanded to include at 
least how many, with whom, when, specific areas of interest 
including how participants felt about the intervention rather than just 
compliance.  
14. Sample size - unclear whether the aim is to recruit equal 
numbers of breast and bowel cancer patients?  
15. (Page 15, 8-10) How would these effect sizes translate into 
specified lifestyle changes  
16. (Page 16 , 7-16) no explanation of what costs are to be recorde 
or included in cost effectiveness (or cost utility?) analysis 

 

REVIEWER Alix Hall 
University of Newcastle  
Australia 

REVIEW RETURNED 21-Apr-2016 

 

GENERAL COMMENTS Overall major recommendations  
This seems to be an important and potentially translatable 
intervention to improve the health behaviours of cancer survivors. I 
think it could be considered for publication pending major revisions.  
 
General comments:  
As this is a protocol paper for an intervention study more detail is 
needed about what the intervention is, what it involves and more 
justification supporting the developing of such an intervention. The 
theoretical framework and how this was used to inform the 
development of the intervention strategy is not well explained. More 
details on why the authors hypothesise the specific components of 
their intervention will have an effect on changing behaviours is 
needed. Such justification should be supported by the theoretical 
framework they use as well as previous research and evidence from 
the literature.  
 
Abstract  
1. Please provide a brief explanation as to what habit-based advice 
and habit-based theory is. It is not clear and is important seeing as 
though this underpins the entire intervention strategy.  
2. Please simplify the sentence describing the aim of the study, 
beginning on line 17. At the moment it is extremely long and difficult 
to follow.  
3. Was the aim really to test the hypothesis or is it to test the effect 
of the intervention on improving health behaviours.  
4. When describing the main aim of the study I would specifically 
refer to the main outcome that the authors are planning to use to 
evaluate the effect of the intervention. At the moment it is confusing 
as to what they are going to specifically use to evaluate the 
effectiveness of the intervention.  
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5. Please simplify the sentence describing the study design, which 
begins on line 28.  
 
Introduction  
1. The introduction needs to provide more details of the specific 
theoretical framework the authors used to inform their intervention. 
They need to explain in more detail what the theory is and why they 
believe it will help develop an effective intervention strategy to 
improve health behaviours in cancer survivors.  
2. On page 4 paragraph 2 the authors indicate that studies from 
other lifestyle interventions have been successful in other countries. 
However, it is not clear what these intervention strategies are, 
whether they are being used as a basis to inform the current 
intervention the authors are testing, and if not why not.  
3. Is there evidence to suggest that the potential strategy that the 
authors talk about on page 4 paragraph three is effective in 
changing behaviours, specifically lifestyle behaviours? More support 
and justification as to why these strategies are believed to be 
effective is needed in the introduction.  
 
Methods  
1. How were the 8 NHS trusts recruited? Were there specific 
eligibility criteria that the authors used to choose these specific 
trusts?  
2. How did the authors ensure that patients met the eligibility criteria 
of “being able to consent for themselves?”  
3. Please explain in the inclusion and exclusion criteria how the 
specific eligibility criteria was determined and ensured. Based on 
other sections of the paper it seems that authors relied on self-report 
of the patient’s disease characteristics. This needs to be outlined 
here as many patients wouldn’t know the exact stage of their cancer, 
thus it is highly probable that a high proportion of the sample will not 
meet this eligibility criteria. What will they do with these patients?  
4. Please explain what the software MiniPY is and what process of 
randomisation this program uses.  
5. Please provide more specific details, including example of quotes 
and other strategies, of the intervention. It would be useful to justify 
and explain why each specific component of the intervention was 
included.  
6. Please provide more details and examples of the specific survey 
questions and measures that are being included in the study.  
7. The authors indicate that they will be using the Omron Pedometer 
as a measure of physical activity. What methods will they use to 
ensure patients correctly use and adhere to this measure? As this is 
a protocol the authors need to ensure that detailed information is 
provided regarding the specific methods and processes being 
carried out as part of this project, enough so that other people could 
replicate the study.  
8. On page 14 the authors describe the psychosocial outcomes that 
will be included in the survey, however this is the first time they are 
mentioned. It is not clear why they are included and what purpose 
they will serve in the study. Please explain.  
9. On page 14, line 33 the authors indicate that they will assess 
patients use of the accompanying website. What is the 
accompanying website? Who is this offered to? Is it part of the 
intervention? What does it include? More details needed here and 
earlier on regarding the website.  
10. Please include more details on the type of questions and 
measures the authors will use to measure intervention acceptability 
and compliance.  
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11. Please comment on the feasibility and likelihood of achieving the 
required sample size. Are the authors using any specific 
methods/processes to help increase response rates and reduce 
drop-out rates? If so please include details.  
12. In the statistical analyses section the authors need to be more 
specific about the methods they will be using to assess their main 
aim. How exactly will they determine whether the intervention has 
been effective or not?  
13. More details are needed on how the authors will use the cost 
data and what purpose it serves for the study.  
 
Overall changes recommended  
1. Please define all acronyms used throughout the paper in full 
before using the acronym by itself. This occurs throughout the entire 
paper and is really difficult for the reader to understand what is 
exactly the authors are referring to.  
2. Many of the sentences are extremely long and complex, 
especially those that are describing the intervention and the aims of 
the study. Please simplify and shorten sentences throughout the 
paper, especially those relating to the aims of the study, as at 
present they are extremely difficult to follow and understand. 

 

REVIEWER Elizabeth Eakin 
The University of Queensland, Australia 

REVIEW RETURNED 01-Jun-2016 

 

GENERAL COMMENTS Manuscript ID bmjopen-2016-011646, entitled "Study protocol for a 
randomised, controlled trial of brief, habit-based, lifestyle advice for 
cancer survivors: Exploring behavioural outcomes for the Advancing 
Survivorship Cancer Outcomes Trial (ASCOT)."  
 
Thank you for the opportunity to review this protocol paper. Overall, 
it is well-written and describes the protocol for a health behaviour 
intervention in cancer survivors that, if found to be effective, has the 
potential to inform survivorship care.  
 
My comments are mainly about the lack of detail I would expect to 
see in a protocol paper, given that its purpose is, in part, to make 
subsequent results publication easier/briefer, by being able to refer 
back to more detailed methods published herein. As written, the 
methods details are insufficient for publication as noted below.  
 
Of note, most journals discourage the use of the first or third person 
(“I” or “we”), the later used throughout the ms. The editor can also 
advise on verb tense – always a challenge in a protocol manuscript 
describing some aspects of the protocol that have already occurred.  
 
The Introduction was brief, but parsimonious and clear, providing 
compelling rationale for the trial. I was a bit surprised not to see the 
trial described as “pragmatic” given its stated purpose of informing 
the cancer case pathway.  
 
Exclusion criteria: The statement about the lack of an upper age limit 
is vague and unsubstantiated. You might see the Demark-
Wahnefried RENEW publication in JAMA of a few years ago to 
assist with this rationale.  
 
Randomisation/stratification: I was surprised to see that with a 
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minimisation strategy, other possible confounders were not 
considered for stratification (ie, NHS trust, given that there are 8; 
education/SES, gender).  
 
Intervention:  
No description of the staff delivering the intervention phone call or 
their training is given. This is especially relevant in considering the 
potential to inform routine cancer care. How will the fidelity of 
call/intervention delivery be monitored?  
 
Given the novelty of the habit formation component, it could be 
described in a bit more detail and perhaps with an example.  
 
The final sentence about replication at the end of treatment 
discussion is vague and aspirational. If this is to be part of the 
protocol, it should be clearly described. If not, perhaps it is best left 
for discussion on the potential for the intervention to be integrated 
into routine cancer care.  
 
Usual care: The statement on the current understanding of UC is 
insufficient. Was the extent of health behaviour advice not measured 
in the initial patient survey such that it could be quantified? If not, 
how will it be assessed in this trial?  
 
Measurement of outcomes:  
This is the most problematic section and does not give enough detail 
on procedures or measurement validation. A measures table would 
also be of use.  
 
It is not clear which measurements take place when and who is 
doing the assessing. A clearer statement at the beginning of this 
section would help.  
 
There is confusion as to the assessment of primary and secondary 
outcomes. Do these happen at the same time? Does the patient 
report first on the CHBRI and then the more detailed behavioural 
assessments? If not, might this bias their self-reporting on the 
CHBRI?  
 
Given that the CHBRI is the primary outcome, more detail on its 
validation and sensitivity would be useful, along with referencing 
other published papers (only a few to date) that have used similar 
WCRF composite measures.  
 
On the CHBRI, how will be patients validly report on detailed dietary 
intake such as 33% calories from fat?  
Who posts out the pedometer? How are participants instructed to 
use it? When do they report back on step counts?  
 
Implementation data are completely lacking. Will there be 
assessment of call attempts, call completion, call duration?  
 
The details of the tracking of intervention costs also need to be 
outlined.  
 
Are there any other measures of intervention adherence to be 
assessed?  
 
I would prefer to see a statement of trial strengths, in addition to a 
limitations section. This section might also address the potential for 
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trial results to inform cancer care. Who might actually pick this up 
and deliver it? How might it be funded?  
 
A further limitation at this early point in the research the use e of 
research staff to deliver the intervention and the detailed 
assessment being used to drive the health behaviour coaching call 
perhaps not being replicable in routine care). 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

 

1. Introduction (page 4, 39-39) - More clarity and references needed for the claim that existing lifestyle 

interventions are 'fairly labour intensive,' quantify and/or explain phrases such as: 'significant public 

health impact;' what is 'cost effective/feasible and 'within the current clinical pathway.'  

 

Our response: We would like to thank the reviewer for their feedback. We have added the following 

detail to our introduction about existing lifestyle interventions: These studies have demonstrated the 

effectiveness of tailored, mailed print materials (for example two 5-month workbooks and 

newsletters)14, and of telephone delivered sessions combined with mailed materials (for example, 11 

phone calls over 6 months combined with a participant handbook, regular motivational postcard 

prompts, a pedometer, and a quarterly study newsletter).15 (page 4, paragraph 2).  

We have also added the following line, which we hope clarifies the phrases mentioned: ‘In other 

words, it needs to be both brief and inexpensive so that it can be delivered to all eligible patients by 

health professionals within the NHS, where time and resources tend to be limited.’  

 

2. (page 4, 51-54) Justify/reference evidence of the efficacy of using the proposed approach  

 

Our response: We have amended the introduction to better justify the proposed approach (page 5, 

paragraphs 2-4 and page 6, paragraph 1).  

 

3. (page 5, 2) - more up to date studies than this should be used to support and amplify this point.  

 

Our response: We have now cited a more recent review here (Reference 19: Noar Seth, Benac C, 

Harris M. Does Tailoring Matter? Meta-Analytic Review of Tailored Print Health Behavior Change 

Interventions. Psychological Bulletin 2007; 133:673–693. )  

 

4. (page 5, 3,4) - Explain exactly how tailoring has been found to 'enhance the effects of health 

promoting messages.'  

 

Our response: We have explained that tailored messages stimulate greater cognitive activity than 

non-tailored messages (page 5, paragraph 2), and added an appropriate reference for this:  

 

Kreuter MW, Wray RJ. Tailored and targeted health communication: strategies for enhancing 

information relevance. Am J Health Behav 2003; 27:S227-232.  

 

5. (page 5, 10-14) - Explain/justify why the habit model is an 'ideal theoretical basis for providing 

behaviour change advice in a brief format.' The explanation that follows simply describes certain 

aspects of habit theory rather than HOW this has been/will be applied here.  

 

Our response: We have added the following detail to page 5, last paragraph, and page 6 paragraph 1: 

Providing individuals with advice on how to try and form habits for specific health behaviours (i.e. by 

integrating simple actions into their existing routines, and associating the new action with a specific 
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context, such as always taking a walk straight after lunch) is less time-consuming to explain, and 

easier for patients to implement than traditional behaviour change strategies.28 There is growing 

evidence that brief habit-based interventions can encourage positive changes in dietary and physical 

activity behaviours for a range of populations, including older adults and patients with obesity.29-31 In 

particular one recent study demonstrated the potential for combining printed materials on habit-based 

health behaviour change with a brief discussion with a health professional.32  

 

6. (Page 5, 25-30) Why is habit based advice 'less time consuming and 'easier to implement' ... 

support with examples/references  

 

Our response: As above, we have now explained what we mean by this and provided a reference:  

 

Gardner B, Lally P, Wardle J. Making health habitual: the psychology of 'habit-formation' and general 

practice. Br J Gen Pract 2012; 62:664–666.  

 

7. (page 5, 55) - this isn't a hypothesis - either re word it as a null or alternative hypothesis, a research 

question or a main objective  

 

Our response: We have reworded this as requested (page 6):  

Primary research objective  

To test the effects of an intervention incorporating tailored advice plus patient materials on a 

composite health behaviour risk index (CHBRI) over 3 months in cancer patients with a diagnosis of 

breast, colorectal or prostate cancer, compared with the effects of ‘usual care’.  

 

8. Methods - this is all currently in the present tense. Reads as if it is happening but should be in 

future or conditional tense  

 

Our response: Because the trial has started, and is therefore ongoing, we used the present tense. We 

have now changed this to future tense throughout.  

 

9. Page 8, 14 onwards - the intervention. More detail of what is in the printed booklet, how long it is 

etc. - perhaps attached as a supplementary file - also provide details of what evidenced based, 

behaviour change techniques have been incorporated and how these are used to engage participants 

(see Michie et al, 2009, 2010, 2011 etc)  

 

Our response: We have now included the intervention booklet, action plan, and telephone script as 

supplementary materials. We have also amended the 2nd paragraph on page 10, to make clearer 

which behaviour change techniques are used within the booklet: The booklet also uses evidence-

based behaviour change techniques; goal setting, planning, self-monitoring and the use of 

rewards.36-37  

 

10. Page 9 (2 onwards) The procedure becomes very unclear from here. What does it mean that, 'the 

researcher will introduce participants to the booklet' or that the intervention is 'tailored to their baseline 

data?'  

 

Our response: We apologise that this was unclear. We have now included the script for this phone 

call as supplementary material, which we hope helps to clarify. We have also removed the statement 

that the intervention is tailored to their baseline data, as we feel that the later detail on this 

‘Participants will be provided with feedback from their baseline data (including average step count and 

which recommendations they appear to be meeting)’ is clearer.  

 

11. Where is the section on measures to minimise bias? How will 'researchers' be selected and 
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trained? Protocols? This is an area of potentially serious confounding and bias.  

 

Our response: We discuss blinding on page 12, paragraph 2: All follow-up data will be collected and 

entered by researchers blind to treatment allocation. And on page 19 (under Data analysis): The 

primary endpoint (CHBRI at 3 months) will be analysed by a researcher blind to treatment allocation. 

Un-blinding will occur after the primary data analysis is complete and has been checked and verified 

by a second researcher. A full data analysis plan will be developed and published prior to completion 

of data collection. And within our limitations: because of the nature of the intervention, it will not be 

possible to blind participants, but all follow- up data will be collected and entered by researchers blind 

to treatment allocation. Statistical analysis of the primary outcome will also be performed by a 

researcher blind to treatment allocation.  

 

We have also added a paragraph on how researchers are trained, their background and the quality 

control checks that will take place (Page 11, paragraph 2):  

 

Researchers delivering the intervention will have a background in psychology and experience of 

talking to patients. They will receive brief (2 hrs) training on delivering the intervention from Senior 

Psychologists and Dietitians within the team, including practice going through the script, how to 

manage concerns, likely questions that may come up, and problem solving. Quality control checks will 

be made, with the trainers observing each staff member delivering the intervention on at least 1 

occasion. During these calls the trainers will complete a checklist on adherence to the guide, and 

provide feedback at the end of the call.  

 

12. Measurement of outcomes - no mention of mediator analysis - especially important in relation to 

core components of the intervention and to identify what does and doesn't work. Guide future 

interventions.  

 

Our response: We are not conducting a mediation analysis as we have not measured outcomes that 

would enable us to know which elements of the intervention have/have not worked. We agree that this 

would have been useful, but at this stage we were simply interested in whether it changes behaviour. 

As the behavioural outcomes are already quite onerous, we did not want to increase participant 

burden by also adding in measurement of changes to e.g. automaticity of the target behaviours. If the 

intervention does change behaviour, future studies will need to explore the importance of the 

individual components of the intervention for promoting this change. We have added this to our 

limitations (Page 21, paragraph 1): Future studies will also be required to explore the importance of 

the individual components of the intervention for promoting change.  

 

13. Qualitative interviews - this needs to be expanded to include at least how many, with whom, 

when, specific areas of interest including how participants felt about the intervention rather than just 

compliance.  

 

Our response: We have stated that the interviews will be at 6 months, and with 20 participants. We 

have added that ‘Interviews will explore experiences of the intervention including barriers and 

facilitators to compliance, satisfaction and perceived effectiveness of the different elements of the 

interventions, and suggestions for improvement.’ (Page 16, paragraph 3).  

 

14. Sample size - unclear whether the aim is to recruit equal numbers of breast and bowel cancer 

patients?  

 

Our response: We are not aiming to recruit equal numbers of breast, prostate and bowel patients. We 

have now stated this (page 19, paragraph 2): The recruitment target is 450 patients into each arm 

(there is no aim to recruit specific numbers of patients by cancer type).  
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15. (Page 15, 8-10) How would these effect sizes translate into specified lifestyle changes  

 

Our response: We have added the following to page 19, paragraph 1: Based on a previous study 

utilising the same measure, we estimate that a modest-sized effect (namely, a difference of 0.2 

standard deviations between the conditions) at 3 months would represent an increase of 0.24 on the 

CHBRI among participants who received the ‘Healthy Habits for Life’ intervention. In real terms, this 

would mean that these participants would be 24% closer to meeting an additional WCRF 

recommendation.  

 

15. (Page 16 , 7-16) no explanation of what costs are to be recorded or included in cost effectiveness 

(or cost utility?) analysis  

 

Our response: We are not conducting a cost effectiveness analysis as part of this study. We are 

simply recording basic costs of the intervention. We have now elaborated on this on page 16, 

paragraph 2, which we hope helps to clarify: Basic costs of the intervention will be recorded (printing 

of the booklet, phone and postage charges, staff time) to provide an indication of the likely expense of 

implementing this intervention more widely.  

 

On page 20, paragraph 3, we also state: With respect to cost effectiveness, costs associated with the 

intervention will be recorded (printing of the booklet, phone and postage charges, staff time). A full 

economic analysis will be conducted within a future, large scale, RCT with cancer-relevant outcomes.  

 

Reviewer: 2  

General comment: As this is a protocol paper for an intervention study more detail is needed about 

what the intervention is, what it involves and more justification supporting the developing of such an 

intervention. The theoretical framework and how this was used to inform the development of the 

intervention strategy is not well explained. More details on why the authors hypothesise the specific 

components of their intervention will have an effect on changing behaviours is needed. Such 

justification should be supported by the theoretical framework they use as well as previous research 

and evidence from the literature.  

 

Our response: We would like to thank the reviewer for their detailed comments, and hope we have 

addressed their concerns. In particular, we have added detail on the theoretical framework to the 

introduction, and are now including our intervention booklet and telephone script as supplementary 

material. We have detailed our responses to their specific concerns below.  

 

Abstract  

1. Please provide a brief explanation as to what habit-based advice and habit-based theory is. It is not 

clear and is important seeing as though this underpins the entire intervention strategy.  

 

Our response: We have added the following to the abstract: Habit-based advice encourages repetition 

of a behaviour in a consistent context so that the behaviour becomes increasingly automatic in 

response to a specific contextual cue. This approach therefore encourages long-term behaviour 

change and can be delivered through printed materials. We hope this is clearer.  

 

2. Please simplify the sentence describing the aim of the study, beginning on line 17. At the moment it 

is extremely long and difficult to follow.  

 

Our response: We have simplified this sentence as requested: The aim of this trial was to test the 

effect of ‘Healthy Habits for Life’ on a composite health behaviour risk index (CHBRI) over 3 months in 

patients with a diagnosis of breast, colorectal or prostate cancer.  
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3. Was the aim really to test the hypothesis or is it to test the effect of the intervention on improving 

health behaviours.  

 

Our response: In line with reviewer 1’s comments we have removed the hypothesis and framed this 

as our aim (see previous comment).  

 

4. When describing the main aim of the study I would specifically refer to the main outcome that the 

authors are planning to use to evaluate the effect of the intervention. At the moment it is confusing as 

to what they are going to specifically use to evaluate the effectiveness of the intervention.  

 

Our response: We now refer specifically to the composite health behaviour risk index within our aim 

(as per our response to Abstract, comment 2).  

 

5. Please simplify the sentence describing the study design, which begins on line 28.  

 

Our response: We have now simplified this: A two-arm, individually-randomised, controlled trial in 

breast, colorectal and prostate cancer patients.  

 

Introduction  

1. The introduction needs to provide more details of the specific theoretical framework the authors 

used to inform their intervention. They need to explain in more detail what the theory is and why they 

believe it will help develop an effective intervention strategy to improve health behaviours in cancer 

survivors.  

 

Our response: We apologise for the lack of detail here. The specific theoretical theory we have used 

is habit theory. The third paragraph on page 5 describes this theory. We have amended this 

paragraph and added detail to the following paragraph to try and make it clearer why we believe it will 

help improve health behaviours, and to explain how such advice is given: Providing individuals with 

advice on how to try and form habits for specific health behaviours (i.e. by integrating simple actions 

into their existing routines, and associating the new action with a specific context, such as always 

taking a walk straight after lunch) is less time-consuming to explain, and easier for patients to 

implement than traditional behaviour change strategies.28 There is growing evidence that brief habit-

based interventions can encourage positive changes in dietary and physical activity behaviours for a 

range of populations, including older adults and patients with obesity.29-31 In particular one recent 

study demonstrated the potential for combining printed materials on habit-based health behaviour 

change with a brief discussion with a health professional.32  

 

2. On page 4 paragraph 2 the authors indicate that studies from other lifestyle interventions have 

been successful in other countries. However, it is not clear what these intervention strategies are, 

whether they are being used as a basis to inform the current intervention the authors are testing, and 

if not why not.  

 

Our response: We have added in the details of other interventions to page 4, last paragraph: These 

studies have demonstrated the effectiveness of tailored, mailed print materials (for example two 5-

month workbooks and newsletters)14, and of telephone delivered sessions combined with mailed 

materials (for example, 11 phone calls over 6 months combined with a participant handbook, regular 

motivational postcard prompts, a pedometer, and a quarterly study newsletter).15  

 

We have also added the following to the beginning of the third paragraph on page 5: Previous lifestyle 

interventions with cancer survivors have not had a consistent theoretical basis. For example, the 

study of mailed tailored materials14 drew upon Social Cognitive Theory22 and the Transtheoretical 
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Model23, whereas the combination of telephone delivered sessions and mailed materials15 was 

based on Acceptance Commitment Therapy.24  

 

We also now state that our proposed strategy combines elements from these approaches but within a 

briefer format, and with a different theoretical basis because of this (page 5).  

 

3. Is there evidence to suggest that the potential strategy that the authors talk about on page 4 

paragraph three is effective in changing behaviours, specifically lifestyle behaviours? More support 

and justification as to why these strategies are believed to be effective is needed in the introduction.  

 

Our response: Yes, there is evidence, and we have added detail to our introduction, particularly within 

the 1st paragraph on page 6 (See response to Introduction, comment 1), which we hope 

demonstrates this better.  

 

Methods  

1. How were the 8 NHS trusts recruited? Were there specific eligibility criteria that the authors used to 

choose these specific trusts?  

 

Our response: Two of the trusts have now merged, so there are 7 rather than 8 trusts. We did not 

have specific eligibility criteria. Trusts were recruited through London Cancer (5 trusts) or because 

they expressed interest in taking part following the posting of the study on the CRN Portfolio (2 trusts). 

We have added this detail to the methods (page 7, paragraph 4).  

 

2. How did the authors ensure that patients met the eligibility criteria of “being able to consent for 

themselves?”  

 

Our response: Ability to consent for themselves is presumed from completion of the consent form. We 

have added this to the paper (page 8, paragraph 2).  

 

3. Please explain in the inclusion and exclusion criteria how the specific eligibility criteria was 

determined and ensured. Based on other sections of the paper it seems that authors relied on self-

report of the patient’s disease characteristics. This needs to be outlined here as many patients 

wouldn’t know the exact stage of their cancer, thus it is highly probable that a high proportion of the 

sample will not meet this eligibility criteria. What will they do with these patients?  

 

Our response: We have clarified that the inclusion criteria is based on self-report. If patients report 

that they do not know the stage of their disease or whether it has spread, this will be checked with the 

NHS Trust from which they were initially recruited. Similarly, any lack of clarity around receipt of 

treatment will be queried with the appropriate NHS trust. This is now described on page 8, paragraph 

2.  

 

4. Please explain what the software MiniPY is and what process of randomisation this program uses.  

 

Our response: We have now added the following explanation of the software and process it uses n 

page 9, paragraph 2: Allocation will be determined based on minimisation using the software 

MinimPY (an open-source customisable minimisation program for allocation of patients to parallel 

groups in clinical trials) 33 after the participant has provided informed consent and baseline data. 

Randomisation will be stratified by cancer type (breast, colorectal or prostate). The first participant will 

be randomly allocated, then each subsequent participant, will be allocated based on the imbalance 

scores (calculated as a function of current allocations after a hypothetical allocation of the new 

participant in each study arm). The new participant will be allocated to the arm with the lowest 

imbalance score.34 A 20 % random element will be included in the algorithm.35  
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5. Please provide more specific details, including example of quotes and other strategies, of the 

intervention. It would be useful to justify and explain why each specific component of the intervention 

was included.  

 

Our response: We are now including the intervention booklet and telephone script as supplementary 

material, which we hope provides the detail requested. We have added justifications for the various 

components on page 10, paragraph 2.  

 

6. Please provide more details and examples of the specific survey questions and measures that are 

being included in the study.  

 

Our response: We have provided references for all of the measures included in the study and detailed 

the specific questions where we have changed them from the specific measures. Given the need to 

consider the length of this manuscript, we feel it would be unnecessary to provide additional details, 

and hope this is acceptable from the reviewer’s standpoint.  

 

7. The authors indicate that they will be using the Omron Pedometer as a measure of physical 

activity. What methods will they use to ensure patients correctly use and adhere to this measure? As 

this is a protocol the authors need to ensure that detailed information is provided regarding the 

specific methods and processes being carried out as part of this project, enough so that other people 

could replicate the study.  

 

Our response: We apologise that this detail was lacking and have added the following to paragraph 1, 

page 13: Researchers will mail out the pedometer to participants alongside a pedometer log book that 

contains instructions on correct wear protocol. The step-count reader on the pedometers will be 

covered so that participants will be unable to see their step-count (as this may act as an intervention 

itself 40). Participants will be asked to record in the log book the time the monitor is put on in the 

morning and taken off in the evening before sleep. Participants will also record in the logbook any 

significant non-wear time during the day, e.g., removed to go swimming or forgot to put on. 

Participants will be asked to wear the pedometer on their waist/in their pocket for 6 consecutive days, 

and to then return immediately with the logbook in a provided freepost envelope. At follow-ups 

participants will be instructed to wear the pedometer the same way that they wore it at baseline (i.e. if 

they wore it on their waist at baseline, they should wear it on their waist at follow up).  

 

8. On page 14 the authors describe the psychosocial outcomes that will be included in the survey, 

however this is the first time they are mentioned. It is not clear why they are included and what 

purpose they will serve in the study. Please explain.  

 

Our response: We have added the following justification on page 16, paragraph 1: Psychosocial 

measures will be included as secondary outcomes to assess the broader impact of the intervention for 

patients in terms of its effects on their well-being.  

 

9. On page 14, line 33 the authors indicate that they will assess patients use of the accompanying 

website. What is the accompanying website? Who is this offered to? Is it part of the intervention? 

What does it include? More details needed here and earlier on regarding the website.  

 

Our response: We describe the website on page 10, paragraph 2, within our description of the 

intervention, along with the requested justification for its inclusion: During intervention development, 

some patients reported a desire for more information. Because of the need to keep the booklet brief, 

there is therefore a corresponding simple website with additional information on habit theory, the 
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scientific evidence base behind the recommendations, suggestions for home exercise, a frequently 

asked questions section and sources of additional information and support.  

 

10. Please include more details on the type of questions and measures the authors will use to 

measure intervention acceptability and compliance.  

 

Our response: We have provided more detail on the types of questions on page 16, paragraph 3: 

These will include questions about which aspects of the booklet they read, reasons for not reading the 

booklet (if relevant), how useful each section, the phone call and tailored feedback were, if they used 

the action plans, if they set goals (and for which behaviours) and if they achieved their goals, things 

that prevented them from achieving their goals, if they made habits, and a measure of automaticity for 

each new habit, and use of the website.  

 

11. Please comment on the feasibility and likelihood of achieving the required sample size. Are the 

authors using any specific methods/processes to help increase response rates and reduce drop-out 

rates? If so please include details.  

 

Our response: We are using reminder phone calls to help increase the return of consent forms and to 

minimise loss to follow-up. This detail is now included on page 7, last paragraph: Eligible patients will 

be mailed an information sheet and consent form (Figure 1), and receive a reminder telephone call if 

this is not returned. And on page 19, paragraph 2: To minimise loss to follow-up, patients will receive 

2 telephone call reminders over 6 weeks if they do not return their pedometers or questionnaires 

and/or do not complete their dietary recalls.  

 

12. In the statistical analyses section the authors need to be more specific about the methods they will 

be using to assess their main aim. How exactly will they determine whether the intervention has been 

effective or not?  

 

Our response: We have added the following to page 19, paragraph 1: Based on a previous study 

utilising the same measure, we estimate that a modest-sized effect (namely, a difference of 0.2 

standard deviations between the conditions) at 3 months would represent an increase of 0.24 on the 

CHBRI among participants who received the ‘Healthy Habits for Life’ intervention. In real terms, this 

would mean that these participants would be 24% closer to meeting an additional WCRF 

recommendation.  

 

13. More details are needed on how the authors will use the cost data and what purpose it serves for 

the study.  

 

Our response: We will collect basic costs on the intervention to give an indication of the likely expense 

should this intervention be implemented. We have added this detail to page 16, paragraph 2: Basic 

costs of the intervention will be recorded (printing of the booklet, phone and postage charges, staff 

time) to provide an indication of the likely expense of implementing this intervention more widely.  

 

Overall changes recommended  

1. Please define all acronyms used throughout the paper in full before using the acronym by itself. 

This occurs throughout the entire paper and is really difficult for the reader to understand what is 

exactly the authors are referring to.  

 

Our response: We apologise that we had not defined all of our acronyms previously. We have added 

these definitions in.  

 

2. Many of the sentences are extremely long and complex, especially those that are describing the 
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intervention and the aims of the study. Please simplify and shorten sentences throughout the paper, 

especially those relating to the aims of the study, as at present they are extr5emely difficult to follow 

and understand.  

 

Our response: We have shortened and simplified our sentences throughout.  

 

Reviewer: 3  

 

1. Thank you for the opportunity to review this protocol paper. Overall, it is well-written and describes 

the protocol for a health behaviour intervention in cancer survivors that, if found to be effective, has 

the potential to inform survivorship care. My comments are mainly about the lack of detail I would 

expect to see in a protocol paper, given that its purpose is, in part, to make subsequent results 

publication easier/briefer, by being able to refer back to more detailed methods published herein. As 

written, the methods details are insufficient for publication as noted below.  

 

Our response: We would like to thank the reviewer for their helpful comments, which we have 

addressed below. We hope that we have now added in sufficient detail to our methods.  

 

2. Of note, most journals discourage the use of the first or third person (“I” or “we”), the later used 

throughout the ms. The editor can also advise on verb tense – always a challenge in a protocol 

manuscript describing some aspects of the protocol that have already occurred.  

 

Our response: We have removed the use of the first person throughout, and in light of Reviewer 1’s 

comments, we have amended the tense to future tense.  

 

3. The Introduction was brief, but parsimonious and clear, providing compelling rationale for the trial. I 

was a bit surprised not to see the trial described as “pragmatic” given its stated purpose of informing 

the cancer case pathway.  

 

Our response: Although our ultimate aim would be for this intervention to be incorporated within the 

cancer care pathway, this initial trial is simply testing the efficacy of the intervention on health 

behaviours. A pragmatic trial would need to be carried out in the future to test the effectiveness if 

delivered by health professionals within existing services. Therefore we have not described the 

current trial as pragmatic, as we feel this would be inaccurate. However, we have now stated within 

our introduction (page 6, paragraph 2): If successful, it will lead on to a future, large scale, pragmatic 

randomised controlled trial (RCT) with cancer-relevant outcomes (biomarkers, physical function, 

adverse effects of treatment, survival) and a full cost-effectiveness analysis.  

 

4. Exclusion criteria: The statement about the lack of an upper age limit is vague and unsubstantiated. 

You might see the Demark-Wahnefried RENEW publication in JAMA of a few years ago to assist with 

this rationale.  

 

Our response: Thank you for this suggestion. We have amended this statement and now reference 

this paper (page 8. Paragraph 3): There is not an upper age limit because previous studies have 

demonstrated that interested older patients are able to benefit and are important to include given the 

impact of cancer on functional decline.32  

 

5. Randomisation/stratification: I was surprised to see that with a minimisation strategy, other possible 

confounders were not considered for stratification (ie, NHS trust, given that there are 8; 

education/SES, gender).  

 

Our response: As the intervention is not delivered by health professionals within the various trusts, we 
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did not feel it was necessary to stratify by trust, as there would be no reason that trust should affect 

the outcome. We also did not stratify by gender as it would be impossible to stratify by both cancer 

type and gender given prostate cancer only affects men, and breast cancer (predominantly) women. 

With respect to education/SES, although this might affect the outcome, we made the decision not to 

include because it was felt randomisation should keep things relatively equal, especially with such a 

large sample, and we did not want to specify too many randomisation factors. With a trial as large as 

900, it would be highly unusual for there not to be balance for all factors, whether or not they were 

used as stratification factors.  

 

We will conduct a sub-group analysis to explore education/SES differences, and will bear this 

reviewers comments in mind when making decisions about the design of any future trial.  

 

6. Intervention: No description of the staff delivering the intervention phone call or their training is 

given. This is especially relevant in considering the potential to inform routine cancer care. How will 

the fidelity of call/intervention delivery be monitored?  

 

Our response: We apologise that this detail was missing, and have now added this in (page 11, 

paragraph 2): Researchers delivering the intervention will have a background in psychology and 

experience of talking to patients. They will receive brief (2 hrs) training on delivering the intervention 

from Senior Psychologists and Dietitians within the team, including practice going through the script, 

how to manage concerns, likely questions that may come up, and problem solving. Quality control 

checks will be made, with the trainers observing each staff member delivering the intervention on at 

least 1 occasion. During these calls the trainers will complete a checklist on adherence to the guide, 

and provide feedback at the end of the call.  

 

7. Given the novelty of the habit formation component, it could be described in a bit more detail and 

perhaps with an example.  

 

Our response: We have added more detail on habit-based advice, including an example to the 

introduction (page 5, last paragraph): Providing individuals with advice on how to try and form habits 

for specific health behaviours (i.e. by integrating simple actions into their existing routines, and 

associating the new action with a specific context, such as always taking a walk straight after lunch)…  

We have also now included the booklet and script as supplementary material.  

 

8. The final sentence about replication at the end of treatment discussion is vague and aspirational. If 

this is to be part of the protocol, it should be clearly described. If not, perhaps it is best left for 

discussion on the potential for the intervention to be integrated into routine cancer care.  

 

Our response: We have removed this sentence here, and left it to our discussion of Strengths (as per 

comment 19 below).  

 

9. Usual care: The statement on the current understanding of UC is insufficient. Was the extent of 

health behaviour advice not measured in the initial patient survey such that it could be quantified? If 

not, how will it be assessed in this trial?  

 

Our response: We apologise that this was insufficient. We have added in that this understanding was 

informed by our previous research and the clinicians involved in our study. We have also added a 

sentence describing how involvement in other lifestyle programmes is being assessed throughout 

(page 11, paragraph 3): Previous research suggests that patients do not receive health behaviour 

advice unless they specifically ask for it38, and this has been confirmed by clinicians involved in the 

trial. All participants will be asked at baseline about any other lifestyle programmes they are involved 

in, and at follow up they will be asked about any changes to their health or treatment.  

 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-2016-011646 on 23 N

ovem
ber 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/


 

10. Measurement of outcomes: This is the most problematic section and does not give enough detail 

on procedures or measurement validation. A measures table would also be of use.  

 

Our response: We apologise that this was problematic, and have attempted to make this section 

clearer (pages 12-18). We have also added in a measures table (page 14) as suggested, which we 

hope is helpful.  

 

11. It is not clear which measurements take place when and who is doing the assessing. A clearer 

statement at the beginning of this section would help.  

 

Our response: We apologise that this was unclear and have added in a paragraph which we hope 

clarifies to page 12, paragraph 2: The pre-trial entry health and lifestyle questionnaire also includes 

self-report measures of health behaviours, anthropometrics, and psychosocial variables identical to 

those used in the trial (see below). Where participants are added to the trial within 2 months of their 

initial questionnaire, these responses will be used as their baseline (pre-randomisation) for the 

variables outlined below. In addition, participants will be sent a pedometer and invited to complete a 

dietary recall (further details below). When patients are added to the trial more than 2 months after 

their initial questionnaire, they will be sent a new baseline questionnaire containing the measures 

outlined below alongside their pedometer and dietary recall invite. All measures will be repeated at 3 

month and 6 month follow ups (see Table 1). All follow-up data will be entered by researchers blind to 

treatment allocation.  

 

12. There is confusion as to the assessment of primary and secondary outcomes. Do these happen at 

the same time? Does the patient report first on the CHBRI and then the more detailed behavioural 

assessments? If not, might this bias their self-reporting on the CHBRI?  

 

Our response: The behavioural assessments inform our calculation of the CHBRI, patients do not 

report on this. We apologise that this was unclear, and have re-structured and re-worded this section, 

which we hope helps to clarify (pages 12-18).  

 

13. Given that the CHBRI is the primary outcome, more detail on its validation and sensitivity would 

be useful, along with referencing other published papers (only a few to date) that have used similar 

WCRF composite measures.  

 

Our response: We have added the following detail to page 17, paragraph 3: Furthermore, the use of a 

composite score allows tailoring of the intervention to patient need and choice. This scoring system (a 

composite score based on adherence to the WCRF guidance vs not) was used previously in the Iowa 

Women’s Cohort, and in 2,017 cancer survivors was sensitive enough to show lower all-cause 

mortality in those with higher scores59 and to show, in cancer free participants, that those who 

followed 0-1 versus 6-9 of the guidelines had significantly 35% increased risk of developing cancer.60 

Additionally, using a composite score, each additional AICR/WCRF guideline met, was associated 

with 5% reduced risk of developing cancer in The EPIC cohort.61 A CHBRI has also been 

successfully used in a previous lifestyle study in those at risk for colorectal cancer ‘Project PREVENT’ 

and was sensitive enough to detect change in response to a lifestyle intervention involving mailed 

materials.62  

 

14. On the CHBRI, how will be patients validly report on detailed dietary intake such as 33% calories 

from fat?  

 

Our response: As above, patients do not report on this. We use their dietary recall data to calculate 

this.  
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15. Who posts out the pedometer? How are participants instructed to use it? When do they report 

back on step counts?  

 

Our response: We post out the pedometer, which has tape covering the screen so participants do not 

report their own step counts. We have added in this detail, along with the detail requested by 

Reviewer 2 on page 13, paragraph 1: Researchers will mail out the pedometer to participants 

alongside a pedometer log book that contains instructions on correct wear protocol. The step-count 

reader on the pedometers will be covered so that participants will be unable to see their step-count 

(as this may act as an intervention itself 40). Participants will be asked to record in the log book the 

time the monitor is put on in the morning and taken off in the evening before sleep. Participants will 

also record in the logbook any significant non-wear time during the day, e.g., removed to go 

swimming or forgot to put on. Participants will be asked to wear the pedometer on their waist/in their 

pocket for 6 consecutive days, and to then return immediately with the logbook in a provided freepost 

envelope. At follow-ups participants will be instructed to wear the pedometer the same way that they 

wore it at baseline (i.e. if they wore it on their waist at baseline, they should wear it on their waist at 

follow up).  

 

16. Implementation data are completely lacking. Will there be assessment of call attempts, call 

completion, call duration?  

 

Our response: We are recording call durations, and number of calls completed and have added this 

information to page 16 (paragraph 3): Proportion of intervention calls completed and the duration of 

the calls will also be recorded. We do not have a record of call attempts.  

 

17. The details of the tracking of intervention costs also need to be outlined.  

 

Our response: We have added in this detail to page 16 (paragraph 2): Basic costs of the intervention 

will be recorded (printing of the booklet, phone and postage charges, staff time) to provide an 

indication of the likely expense of implementing this intervention more widely.  

 

18. Are there any other measures of intervention adherence to be assessed?  

 

Our response: We are asking participants to send copies or photos of their action plans if they are 

happy to do so, and have added this detail to page 16 (paragraph 3): Participants will also be asked 

to return copies or photographs of their used action plans as an indication of how these are being 

used.  

 

19. I would prefer to see a statement of trial strengths, in addition to a limitations section. This section 

might also address the potential for trial results to inform cancer care. Who might actually pick this up 

and deliver it? How might it be funded?  

 

Our response: We have added in a section on strengths that addresses these questions to page 21 

(paragraph 2) & page 22 (paragraph 1):  

 

STRENGTHS  

The ‘Healthy Habits for Life’ intervention is a novel approach to improving the health behaviours of 

people diagnosed with cancer. Based on habit theory and providing evidence-based advice on a 

healthy lifestyle post-diagnosis in a booklet format, it has the potential to meet an identified need for 

an intervention that can be delivered within the cancer care pathway without prohibitive costs. It is 

hoped the tailored discussion will encourage patient engagement and could be replicated by a health 

professional within the end of treatment discussion that patients currently receive as part of their 
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standard care. This intervention could also be incorporated within The Living With and Beyond 

Cancer Programme introduced in 2014, which includes health and wellbeing clinics and cancer care 

review discussions with a GP.  

 

The results of this study will assess the impact of ‘Healthy Habits for Life’ on behaviour (an 

intermediate outcome) over 3 months and will provide information on whether any changes are 

sustained up to 6 months. If this brief intervention can promote sustained behaviour change, this will 

provide the basis for a definitive, large-scale, national, pragmatic RCT to examine effects on cancer 

outcomes of use of the programme in routine clinical care. Additional funding would be sought for 

such a trial from Cancer Research UK. If proven to be effective in this context, ‘Healthy Habits for Life’ 

could make a highly cost-effective contribution to improvements in the long term survival of people 

diagnosed with cancer.  

 

20. A further limitation at this early point in the research the use e of research staff to deliver the 

intervention and the detailed assessment being used to drive the health behaviour coaching call 

perhaps not being replicable in routine care).  

 

Our response: We agree, this is a limitation and we have added this to our Limitations section on 

page 20-21: A further limitation is the use of research staff to deliver the intervention and the detailed 

assessment upon which the tailored telephone call will be based. If this intervention is to be rolled out 

within the cancer care pathway, this assessment will need to be shortened. If the current trial 

demonstrates an effect of the intervention on health behaviours, a pragmatic trial will be needed to 

determine the effectiveness of this intervention if delivered by health professionals within the cancer 

care pathway. 

VERSION 2 – REVIEW 

REVIEWER Alix Hall 
University of Newcastle 

REVIEW RETURNED 05-Sep-2016 

 

GENERAL COMMENTS The authors have done a great job addressing all of the reviewers 
comments. The amendments they have made have really 
strengthened the paper. I would recommend publication. 

 

REVIEWER Elizabeth Eakin 
University of Queensland, Australia 

REVIEW RETURNED 02-Sep-2016 

 

GENERAL COMMENTS Comments for the editor: The overall manuscript is poorly written, 
with content and text editing needed in nearly every paragraph. It 
reads as if written by a student unsure about the necessary level of 
detail and not adequately versed in the methods of health behaviour 
intervention trials or the technical writing skills needed to describe 
such a trial. It appears as if supervisors have not provided adequate 
guidance in this regard. Apologies, but as such, I am not prepared to 
provide the detailed editing needed and, in its current form, I don’t 
see it as suitable for publication.   
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