
PEER REVIEW HISTORY 

BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) Supporting the provision of palliative care in the home environment: 
A proof of concept single arm trial of a palliative carers education 
package (PrECEPt) 

AUTHORS Forbat, Liz; Haradsdottir, Erna; Lewis, Marsha; Hepburn, Ken 

 

VERSION 1 - REVIEW 

REVIEWER Alessandra Solari 
Fondazione IRCCS Istituto Neurologico C. Besta, Milan - Italy 

REVIEW RETURNED 01-Jun-2016 

 

GENERAL COMMENTS The manuscript outlines the developmental and pilot testing phases 
of a distance-learning educational intervention on pain and 
nutrition/hydration for informal carers of cancer patients. The authors 
use a mixed methodology, and follow the MRC guidance for 
developing and testing of complex interventions. The main limitation 
of the manuscript is a lack of description on several key components 
of the study (see below).  
Phase 1:  
1. Review of the literature is mentioned but not described.  
2. It is not clear what kind of expertise/professionals will be involved 
in set up of the intervention.  
3. Inclusion criteria (focus groups of carers): “non pronounced 
psychological distress, as judged by the community palliative care 
team” this criterion is too vague.  
Phase 2:  
1. Inclusion criteria: “non pronounced psychological distress, as 
judged by the community palliative care team” this criterion is too 
vague. Moreover, to improve applicability I recommend not to 
exclude distressed carers, but rather to measure distress.  
2. What carer and patient baseline variables will be collected?  
3. It is not clear the duration of the intervention (and time at post 
intervention outcome assessment).  
4. I understand that participans‟ burden should be limited, however 
for an exploratory trial I would not limit outcome assessment to 3 
scales (on self-efficacy, caregiving tasks/consequences, and 
preparedness). See also Phase 2 points 1, 2 on this regard.  
5. Why only participants who complete the educational package will 
be interviewed? Non completers can provide key information to 
improve the intervention.  
6. The statistical analysis plan is missing.  
7. The qualitative analysis plan is insufficiently detailed (e.g. how 
many researchers involved, analysis stages, integration of carer and 
health provider findings). 
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REVIEWER Emily Harrop 
Cardiff University, UK 

REVIEW RETURNED 16-Jun-2016 

 

GENERAL COMMENTS I enjoyed reading this paper and learning about your intervention 
and have recommended it to be published subject to some of the 
following points being given further consideration.  
 
Background and aims  
This protocol paper describes the development of an educational 
intervention for informal carers, using a distance learning approach.  
The rationale and need for this for an information based intervention 
is well described in the background section, with reference to 
appropriate literature. The potential benefits of a „distance learning‟ 
approach are also clearly stated in terms of the difficulties 
experienced by many carers when it comes to leaving the patient. 
The theoretical framework (self-efficacy) is well-described and 
seems appropriate for informing the design and evaluation of this 
type of intervention.  
 
One important barrier to carer uptake of these kinds of interventions 
which has not been discussed is that of carer „ambivalence‟ and the 
lack of role recognition amongst family carers, which prevents them 
for recognising and responding to their own needs for support. I 
would recommend that consideration is also given to these issues 
(with a view to considering how your intervention might potentially 
address them), as reported in our own and other studies;  
 
Harrop E., Byrne A., and Nelson A (2014) "It's alright to ask for 
help": findings from a qualitative study exploring the information and 
support needs of family carers at the end of life. BMC Palliat Care. 
17;13:22. doi: 10.1186/1472-684X-13-22  
 
Funk L, Stajduhar K, Toye C, Aoun S, Grande G, Todd C: Part 2: 
Home-based  
family caregiving at the end of life: a comprehensive review of 
published  
qualitative research (1998–2008). Palliat Med 2010, 24:594–607.  
 
Harding R, Higginson I: Working with ambivalence: informal 
caregivers at  
the end of life. Support Care Canc 2001, 9:642–645  
 
Study design  
Intervention development  
The rationale for the content of the intervention and pedagogical 
approach is well described and appears well thought out. Although 
our own work exploring the information needs of carers highlighted 
how many topics (eg illness progression, death and dying, 
medication and symptom management) would be difficult to cover in 
this kind of „universal‟ educational resource and would require more 
personalised approaches, it was felt that some topics, including diet 
and nutrition, would be possible to cover in an information based 
resource (Harrop et al 2014).  
 
One element which I think is missing from this description of the 
intervention, however, concerns how the package will potentially 
relate to local palliative care providers. For example, how would you 
envisage the package being introduced to carers if it is rolled out, 
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and by whom? Will the palliative care professionals that have regular 
contact with families be familiar with the package and be 
encouraged to support the use of the package by carers? Likewise 
is there any „content‟ in the package which encourages the carer to 
seek further help from their health professionals in relation to 
particular topics and outlines what help they could/should be 
accessing?  
 
This relates back to my earlier point about ambivalence and the 
reluctance of carers to seek help, and the underlying need for 
interventional approaches which also work to legitimate help seeking 
behaviours amongst carers, as highlighted in our own (Harrop 2014) 
and others research (Ewing et al. 2013). It seems that there may be 
an opportunity for this intervention to address some of these issues, 
but this is not evident in the current description of the intervention.  
 
Ewing G, Grande GE: Development of a Carer Support Needs 
Assessment  
Tool (CSNAT) for end of life care practice at home: a qualitative 
study.  
Palliat Med 2013, 27:244–256.  
 
Setting, sample and recruitment  
Page 12. A justification for why former carers as opposed to current 
carers are being chosen to participate in the focus groups would be 
useful. We certainly found our former carer focus group to be the 
more reflexive and insightful, which we again related to the 
difficulties experience by current carers in recognising and 
articulating their own needs. However, because they are not the 
intervention recipient I think it is worth explaining here why you have 
chosen to use this group instead.  
Page 14 (Lines 10 to 12). More detail on the consent process for 
phase two is needed. Do you mean when sent the outcome 
measures for completion at baseline assessment prior to receiving 
the intervention?  
For clarity, I think it would also be helpful to state on line 18 that 
„post intervention‟ interviews will be conducted with participants in 
phase 2, as I found this slightly confusing and had to refer to the 
timeline to be sure what was meant.  
 
Data collection  
Page 15. I think it would be helpful to explain whether your outcome 
measures are researcher or self-administered, and provide more 
detail on this process (eg by home/clinic visit, postal, on-line etc)  
In your follow up interviews I think it is also important to explore how 
people used the package as it will be important to know how long 
they spent using it, what prompted them to use it when they did, 
whether they revisited modules as and when needed or whether 
they completed all at once etc. It will also be important to explore 
any potential negative impacts of the intervention.  
 
Analysis plan  
Page 18/ 19  
It seems that one aim of the study is to gather data to estimate 
recruitment/ retention for a future RCT, as per MRC guidance on 
phase 11 work (feasibility/piloting). However, you are not intending 
to randomise participants at this stage. Although (as I understand) 
you intend to analyse recruitment rates to inform a future sample 
size calculation, I am not sure how you will be able to accurately 
predict recruitment/ retention rates when you are using a different 
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study design. Although it may be acceptable to participants to sign 
up to receive the intervention, the prospect of being randomised into 
the control arm (whatever this is) may be less acceptable. Perhaps 
you could provide further explanation or justification of this. Although 
it may not be possible for you to run a „feasibility trial‟, as an 
alternative maybe in your interviews you could discuss with your 
participants about how they would have responded to the study if it 
was an RCT, and what kind of „control‟ arm would be most 
acceptable to them. 

 

VERSION 1 – AUTHOR RESPONSE 

Response to reviewer 1  

Phase 1:  

Comment: 1. Review of the literature is mentioned but not described.  

Response: We have inserted a sentence in Phase 1 to indicate that the content of the educational 

units will be informed primarily by findings reported in systematic reviews. There is no plan to conduct 

systematic reviews ourselves on each of the individual topics reported in the units.  

 

Comment: 2. It is not clear what kind of expertise/professionals will be involved in set up of the 

intervention.  

Response: We have added a statement in the methods section (subheading: Phase 1: intervention 

development) which indicates what staff contributed to writing the intervention.  

 

Comment: 3. Inclusion criteria (focus groups of carers): “non pronounced psychological distress, as 

judged by the community palliative care team” this criterion is too vague.  

Response: This inclusion criteria has been adjusted to reflect the exclusion of people with a diagnosis 

of a major psychiatric disorder.  

 

Phase 2:  

Comment: 1. Inclusion criteria: “non pronounced psychological distress, as judged by the community 

palliative care team” this criterion is too vague. Moreover, to improve applicability I recommend not to 

exclude distressed carers, but rather to measure distress.  

Response: This inclusion criteria has been adjusted to reflect the exclusion of people with a diagnosis 

of a major psychiatric disorder.  

 

Comment: 2. What carer and patient baseline variables will be collected?  

Response: Carer variables are now indicated prior to the section on outcome measures. We will not 

collect patient-level data, as the primary outcomes are focused on the carer only.  

 

Comment: 3. It is not clear the duration of the intervention (and time at post intervention outcome 

assessment).  

Response: Carers will be advised that they have six weeks within the trial, and during that time they 

can make whatever use of the materials they wish. We have inserted a sentence to this effect in the 

manuscript in the second paragraph of the „data collection‟ section.  

 

Comment: 4. I understand that participants‟ burden should be limited, however for an exploratory trial 

I would not limit outcome assessment to 3 scales (on self-efficacy, caregiving tasks/consequences, 

and preparedness). See also Phase 2 points 1, 2 on this regard.  

Response: Your comment highlights the tension between number of outcomes assessed and burden 

to participants. The nature of our service is that referrals tend to be received when patients have a 

high symptom burden and carers require considerable support. Trialling in other services may well 

warrant more extensive outcome measures if targeting carers earlier in their caregiving trajectory. 
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However, due to the local context, the outcome measures are necessarily limited. The outcome 

measures are already a 17 page booklet and we cannot justify extending that. The justification for 

outcome measure choice is provided in the theoretical framework section, and mirrors some 

measures used in traditional face-to-face educational programs. In order to address your valid point, 

we have inserted a comment into the limitations box (just under the abstract) to indicate that a greater 

spread of outcome measures covering different moderators would be helpful.  

 

Comment: 5. Why only participants who complete the educational package will be interviewed? Non 

completers can provide key information to improve the intervention.  

Response: This is a good point. We have addressed it in the „Phase 2‟ section. We will interpret 

withdrawal from the trial as an indication that the homecare situation has intensified. Anyone not 

returning their outcome measures at T2 will be assumed to no longer to consent to the study and 

therefore be ineligible. We recognise that this means we may miss useful feedback on the trial 

components.  

 

Comment: 6. The statistical analysis plan is missing.  

Response: The analysis is described in the section entitled „analysis plan‟. This is a brief section 

however, reflecting the small sample size and non-hypothesis testing nature of feasibility and proof of 

concept studies. I have inserted a reference to shore-up this point (Arain et al. 

http://www.ncbi.nlm.nih.gov/pubmed/20637084)  

 

Comment: 7. The qualitative analysis plan is insufficiently detailed (e.g. how many researchers 

involved, analysis stages, integration of carer and health provider findings).  

Response: All of your suggestions have been integrated into the „analysis‟ section, reporting the 

number and professional background of analysts, and how the carer/health provider data sets will be 

integrated (essentially: analysed separately and then reported in terms of overlap and discordant 

views).  

 

Response to reviewer 2  

Comment: Background and aims  

This protocol paper describes the development of an educational intervention for informal carers, 

using a distance learning approach.  

The rationale and need for this for an information based intervention is well described in the 

background section, with reference to appropriate literature. The potential benefits of a „distance 

learning‟ approach are also clearly stated in terms of the difficulties experienced by many carers when 

it comes to leaving the patient. The theoretical framework (self-efficacy) is well-described and seems 

appropriate for informing the design and evaluation of this type of intervention.  

Response: Thank you.  

 

Comment: One important barrier to carer uptake of these kinds of interventions which has not been 

discussed is that of carer „ambivalence‟ and the lack of role recognition amongst family carers, which 

prevents them for recognising and responding to their own needs for support. I would recommend that 

consideration is also given to these issues (with a view to considering how your intervention might 

potentially address them), as reported in our own and other studies:  

Harrop E., Byrne A., and Nelson A (2014) "It's alright to ask for help": findings from a qualitative study 

exploring the information and support needs of family carers at the end of life. BMC Palliat Care. 

17;13:22. doi: 10.1186/1472-684X-13-22  

Funk L, Stajduhar K, Toye C, Aoun S, Grande G, Todd C: Part 2: Home-based family caregiving at 

the end of life: a comprehensive review of published qualitative research (1998–2008). Palliat Med 

2010, 24:594–607.  

Harding R, Higginson I: Working with ambivalence: informal caregivers at the end of life. Support 

Care Canc 2001, 9:642–645  
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Response: Thank you for sharing these references. They are helpful and reflect the content of the 

educational materials and our outcome measures. We‟ve woven the suggested citations into the 

description of Phase 1.  

 

 

Comment: The rationale for the content of the intervention and pedagogical approach is well 

described and appears well thought out. Although our own work exploring the information needs of 

carers highlighted how many topics (e.g. illness progression, death and dying, medication and 

symptom management) would be difficult to cover in this kind of „universal‟ educational resource and 

would require more personalised approaches, it was felt that some topics, including diet and nutrition, 

would be possible to cover in an information based resource (Harrop et al 2014).  

 

Response: The topics we are trialling were highlighted in a systematic review (Bee et al). Part of the 

testing of the approach is whether an adult-education driven distance learning approach is acceptable 

for this population, and consequently we should be able to report on whether information around pain 

management can be delivered without individual tailoring.  

 

Comment: One element which I think is missing from this description of the intervention, however, 

concerns how the package will potentially relate to local palliative care providers. For example, how 

would you envisage the package being introduced to carers if it is rolled out, and by whom? Will the 

palliative care professionals that have regular contact with families be familiar with the package and 

be encouraged to support the use of the package by carers? Likewise is there any „content‟ in the 

package which encourages the carer to seek further help from their health professionals in relation to 

particular topics and outlines what help they could/should be accessing?  

Response: The package is designed so that I can be used in a range of settings, and makes no 

assumptions about access to local care or equipment other than contact with clinicians delivering 

palliative care. Consequently, there are no assumptions that the package requires 

new/different/additional support from clinicians in order that the materials have widest applicability to 

carers in a variety of settings. In Australia of course remote/rural concerns are at the forefront of 

service planning. The materials do encourage carers to speak with a nurse/doctor whenever they 

have concerns, but this is driven by the carer wishing for clarification or decision-making rather than a 

required part of the materials. We have addressed this by adding a further clarifying sentence to the 

end of Phase 1 description.  

 

Comment: This relates back to my earlier point about ambivalence and the reluctance of carers to 

seek help, and the underlying need for interventional approaches which also work to legitimate help 

seeking behaviours amongst carers, as highlighted in our own (Harrop 2014) and others research 

(Ewing et al. 2013). It seems that there may be an opportunity for this intervention to address some of 

these issues, but this is not evident in the current description of the intervention.  

 

Ewing G, Grande GE: Development of a Carer Support Needs Assessment Tool (CSNAT) for end of 

life care practice at home: a qualitative study. Palliat Med 2013, 27:244–256.  

Response: thank you for this useful comment and reference. We have cited both studies in order to 

draw attention to how this intervention seeks to address the difficulties other support services have 

encountered. Additions have been made to the introduction and discussion sections.  

 

Setting, sample and recruitment  

Comment: Page 12. A justification for why former carers as opposed to current carers are being 

chosen to participate in the focus groups would be useful. We certainly found our former carer focus 

group to be the more reflexive and insightful, which we again related to the difficulties experience by 

current carers in recognising and articulating their own needs. However, because they are not the 
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intervention recipient I think it is worth explaining here why you have chosen to use this group instead.  

Response: We have added new text to indicate that asking former carers was to avoid burden on 

current caregivers and to ensure we didn‟t reduce the potential pool from which we recruited to Phase 

2. As you indicate, our experience too is that current carers are too-close to their experience to adopt 

a sufficiently reflexive stance about what carers might find useful.  

 

Comment: Page 14 (Lines 10 to 12). More detail on the consent process for phase two is needed. Do 

you mean when sent the outcome measures for completion at baseline assessment prior to receiving 

the intervention?  

For clarity, I think it would also be helpful to state on line 18 that „post intervention‟ interviews will be 

conducted with participants in phase 2, as I found this slightly confusing and had to refer to the 

timeline to be sure what was meant.  

Response: Thanks for this. We have clarified the phrasing to make it clear that Phase 2 participants 

will opt-in over the phone, but then be asked for written consent when completing baseline measures. 

We have also added in the phrase „post-intervention‟ to the description of when interviews will take 

place.  

 

Data collection  

Page 15. I think it would be helpful to explain whether your outcome measures are researcher or self-

administered, and provide more detail on this process (eg by home/clinic visit, postal, on-line etc)  

In your follow up interviews I think it is also important to explore how people used the package as it 

will be important to know how long they spent using it, what prompted them to use it when they did, 

whether they revisited modules as and when needed or whether they completed all at once etc. It will 

also be important to explore any potential negative impacts of the intervention.  

We have added in the details of where/when outcome measures will be completed under the „data 

collection‟ subheading. Your helpful interview questions have also been woven into the „data 

collection‟ subheading.  

 

Analysis plan  

Page 18/ 19  

Comment: It seems that one aim of the study is to gather data to estimate recruitment/ retention for a 

future RCT, as per MRC guidance on phase 11 work (feasibility/piloting). However, you are not 

intending to randomise participants at this stage. Although (as I understand) you intend to analyse 

recruitment rates to inform a future sample size calculation, I am not sure how you will be able to 

accurately predict recruitment/ retention rates when you are using a different study design. Although it 

may be acceptable to participants to sign up to receive the intervention, the prospect of being 

randomised into the control arm (whatever this is) may be less acceptable. Perhaps you could provide 

further explanation or justification of this. Although it may not be possible for you to run a „feasibility 

trial‟, as an alternative maybe in your interviews you could discuss with your participants about how 

they would have responded to the study if it was an RCT, and what kind of „control‟ arm would be 

most acceptable to them.  

Response: The question about factors influencing their willingness and interest in being involved if it 

were a randomised trial has been added to the description of the qualitative interviews. With a small 

recruiting site, there was not capacity to run a two armed trial, and consequently this is a deficit and 

analysis (projection of recruitment rates) will be interpreted accordingly. We have integrated a 

statement to this effect in the „analysis plan‟ section. 
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VERSION 2 – REVIEW 

REVIEWER Alessandra Solari 
Fondazione Istituto Neurologico C Besta, Milan - Italy 

REVIEW RETURNED 24-Aug-2016 

 

GENERAL COMMENTS I am fine with the revised ms.  

 

REVIEWER Emily Harrop 
Marie Curie Palliative Care Research Centre, Cardiff University, UK 

REVIEW RETURNED 08-Aug-2016 

 

GENERAL COMMENTS I am happy that my comments from my previous review have been 
addressed by the authors.  
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