
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) A Pilot, Quasi-Experimental, Mixed Methods Investigation into the 
Efficacy of a Group Psychotherapy Intervention for Caregivers of 
Cancer Outpatients – The COPE Study Protocol 

AUTHORS Mahendran, Rathi; Tan, Joyce; Griva, Konstadina; Lim, Haikel; Ng, 
Hui Ying; Chua, Joanne; Lim, Siew Eng; Kua, Ee Heok 

 

VERSION 1 - REVIEW 

REVIEWER Jane Turner 
University of Queensland  
Australia 

REVIEW RETURNED 07-Jun-2015  

 

GENERAL COMMENTS The authors present clear justification for an intervention for 
caregivers, and appropriately highlight the paucity of research in 
non-Western cultures.  
There is no proposed theoretical framework underpinning the 
intervention, although a description of its development is provided. 
Has there been any preliminary testing of the acceptability of this 
intervention?  
It is not clear what happens in Week 4- "looked at the emotional 
reactivity that arises in the patient, caregiver and family". Does this 
refer to supportive-expressive techniques? Is there reflection on the 
carer's perception of the patient's concerns?  
No sample size has been calculated, however for this pilot study it is 
appropriate to nominate the number who will be recruited.  
The reporting of outcome measures is confusing. This section is 
written in the past tense, implying that this relates to previous work, 
however no data is presented.  
The listing of multiple outcome measures is not justified - the earlier 
text suggests that quality of life is the primary outcome measures, 
and others listed are secondary measures  
Similarly some sentences make no sense, as on page 13: "The 
Healthcare Environment Questionnaire is from a family of scales that 
assess the degree to which a social context is autonomy supportive 
for target individuals"  
There is no mention of the disease stage of the patients, yet this is a 
variable which is likely to have a profound effect on carer 
adjustment. Will carers of those who are terminally ill be included? 
How will this be accounted for in analysis?  
What steps will be taken to assist any participant who becomes 
intensely distressed?  

 

REVIEWER Mabel Leow 
National Skin Centre Singapore 

REVIEW RETURNED 09-Jun-2015 
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GENERAL COMMENTS I would be more interested to know about the intervention. Why you 
chose this intervention instead of other available interventions? 
What is the underpinning theory? Who did you plan the intervention 
with (e.g. doctors, psychologist, nurses). You mentioned it was 
planned according to local needs, so what are the local needs? Is 
there any training materials (e.g. guidebooks, videos, music?)  
 
Since it's the first in Singapore, is there a pilot? Any qualitative 
evaluations?   

 

REVIEWER Sally Chan 
University of Newcastle, Australia 

REVIEW RETURNED 09-Jun-2015 

 

GENERAL COMMENTS The paper reports a protocol of a quasi-experimental study to 
evaluate the effects of a psycho-education therapy for cancer 
caregivers. The study will provide important evidence on strategies 
to support caregivers. The following is my comments:  
1. Title: Please explain what is ‘COPE’ study.  
2. Quasi-experimental design is mentioned in the itle and the text. 
But the abstract and keywords state mixed method. Please clarify.  
3. Participants: There is no inclusion criteria for type of cancer, stage 
of cancer, months since first diagnosis, and the current treatment of 
patients. The needs of the caregivers will be very diverse for a group 
intervention. Please clarify.  
4. The framework to guide the intervention is not clear – whether it is 
BIPT or CBT or Mindfulness-based cognitive therapy? Please clarify.  
5. Please provide a reference for p.9 last paragraph.  
6. The intervention utilizes an expert-led cum peer-support 
framework. Please provide information on the role of peer in the 
group and how peer-support will be facilitated.  
7. It is not clear why healthcare climate, interpersonal support and 
perceived competence will be measured at time 2, there is no 
baseline comparison. Please explain.  
8. P.18 line 8 mentioned that there is a need to expand qualitative 
understanding…However, the study will not collect qualitative data. 
Please clarify.  
9. Please add a CONSORT diagram  
10. Please add limitations of study  
11. There is no mention of participant numbers. Though similar 
studies have not been conducted in Singapore, the authors can still 
make reference to psychoeducation support studies for cancer 
caregivers in Singapore or Asian peer support group therapy for 
other types of condition in the estimation of sample size.  
For example:  
Leow, M., Chan, S., Chan. M.F. (2015). A pilot randomized 
controlled trial on the effectiveness of a psychoeducation 
intervention on family caregivers for a person with advanced cancer. 
Oncology Nursing Forum. 42(2):E63-E72.  
Chien, W.T. & Chan, S. (2013). The effectiveness of mutual support 
group intervention for Chinese families of people with schizophrenia: 
A randomised controlled trial with 24-month follow-up. International 
Journal of Nursing Studies, 50(10), 1326-1340.  
The authors may provide information on the estimated number of 
eligible participants in the centre within the study period and the 
estimated response rate and drop-out rate during the intervention. 
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REVIEWER Sylvie Lambert 
McGill University, Canada 

REVIEW RETURNED 10-Jun-2015 

 

GENERAL COMMENTS General comments:  
- As this is a protocol, and the study has not yet been conducted, 
should it be written in the future tense?  
- In the sample size calculation section the authors identified the 
proposed the study as a ‘pilot’, but this is not clear throughout (i.e., 
title of protocol and aims).  
- If the proposed study is a pilot, the focused is inappropriately 
placed mainly on efficacy/effectiveness and not on the aims of 
feasibility and acceptability that should be the focus of a pilot.  
 
Abstracts:  
- As this is a protocol – should the abstract be written in future 
tense?  
- The lack of previous work is not a sufficient reason to forgo sample 
size calculation.  
- Specify whether the “battery of test” was self-administered or not?  
- The primary and secondary outcomes are not clear.  
 
Introduction:  
- P. 5 – author mention “A cognitive stress theory…” – specify which 
one?  
- Reference #8 to support the choice of cognitive theory is not about 
a model – did the authors mean ref #5?  
- The authors report the results of cross-sectional studies – what 
about those of the few longitudinal ones?  
- P. 7, top of page, sentence that starts with “Early fears and 
distress…” – it is not clear what this sentence adds?  
- I am very surprised that only 107 articles were returned on cancer 
caregivers – are these only in Asian pop.? Or only for interventions?  
- A summary of the 12 studies from Asian countries would 
strengthen this section.  
- The last paragraph of the intro needs to summarise the evidence 
on support groups and convince the reader this is the next most 
promising study to conduct.  
 
Objectives  
- Need to be clear this is a pilot.  
- Primary and secondary outcomes need to be specified in the 
objectives and the time points.  
- Hypotheses missing  
- How are the objectives in line with the theoretical framework?  
- Why were the SPIRIT guidelines used and not the CONSORT 
one?  
 
Design  
- The rationale for using a quasi-experimental design not clear?  
- Instead of “had ethics” should be “has ethics”  
 
Methods  
- Inclusion/exclusion criteria – how will “status as primary family 
member” be assessed?  
- Intervention – throughout references missing to justify choice of 
intervention.  
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- P. 10, what is “cum peer-support”?  
- Many primary outcomes were mentioned, but these were not 
differentiated from secondary outcomes.  
- Some outcomes not listed in the first paragraph of this section e.g., 
needs? Is this a secondary outcome?  
- Throughout – instead of Cronbach alpha, it should read Cronbach’s 
alpha  
- Not clear why a wait list control group was chosen if those in the 
control are not interested?  
 
Sample size  
- Several methodological papers explain how sample size in pilots 
should be calculated, and these should be referenced here and used 
to guide sample size considerations  
 
Recruitment  
- This section should be presented before measures.  
- Also, many details missing – e.g., how will inclusion/exclusion 
criteria be assessed?  
 
Stats  
- Not sure ANCOVA is the best choice, given you have multiple time 
points. 

 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1: Jane Turner, University of Queensland  

 

The authors present clear justification for an intervention for caregivers, and appropriately highlight 

the paucity of research in non-Western cultures.  

 

Thank you for all your comments and feedback on the draft. All changes made to the original 

manuscript has been highlighted in green.  

1. There is no proposed theoretical framework underpinning the intervention, although a description of 

its development is provided. Has there been any preliminary testing of the acceptability of this 

intervention?  

 

We have re-drafted the introduction to include in the theoretical background for the intervention. A 

summary of the theoretical background is as follows: Although the intervention is not driven by a 

theory per se, the primary approach of this intervention is the Brief Integrative Psychological Therapy, 

in response to the local need for a concise and eclectic therapy. Concepts from the self-determination 

theory was also incorporated into the intervention also, and used to guide the measurement of 

secondary outcomes. A support group format was chosen to fulfil the supportive-expressive intent.  

As this is a pilot study, preliminary testing of this particular program has not been done, although this 

intervention builds upon a needs assessment survey and feedback from participants from a previous 

similar program, the Mindfulness Based Cognitive Therapy (MBCT) group, which were both carried 

out at the National University Cancer Institute, Singapore (NCIS). Participants of the MBCT group had 

expressed that they had found it beneficial. This intervention is collectively led by an expert team of 

psychiatrists and a psychologist. A description of the rationale behind its development can be found 

on Page 9 to 12, under the heading “COPE Intervention”.  

 

2. It is not clear what happens in Week 4- "looked at the emotional reactivity that arises in the patient, 

caregiver and family". Does this refer to supportive-expressive techniques? Is there reflection on the 
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carer's perception of the patient's concerns?  

 

The intention of the content in Week 4, as described as “emotional reactivity”, refers to the managing 

of emotions, through techniques such as self-soothing, safe-place imagery and distraction. (Page 12)  

Carer’s perception of patient’s concerns is discussed in Week 3, where the focus is on carer’s 

cognitive appraisal of the situation surrounding the cancer illness and identifying unhelpful cognitions. 

(Page 11)  

 

3. No sample size has been calculated, however for this pilot study it is appropriate to nominate the 

number who will be recruited.  

 

We aim to recruit 120 participants in total, with 60 participants in each arm. This is based on the 

sample sizes recruited from previous studies, and what we deem feasible. (Page 15)  

 

4. The reporting of outcome measures is confusing. This section is written in the past tense, implying 

that this relates to previous work, however no data is presented.  

Apologies for the confusion – all tenses pertaining to the study have been changed to present tense. 

Any tenses used in reference to past work is in past tense. A description of the outcomes can be 

found from Page 12 to 15, under the heading “Outcomes”.  

 

5. The listing of multiple outcome measures is not justified - the earlier text suggests that quality of life 

is the primary outcome measures, and others listed are secondary measures. Similarly some 

sentences make no sense, as on page 13: "The Healthcare Environment Questionnaire is from a 

family of scales that assess the degree to which a social context is autonomy supportive for target 

individuals"  

 

Primary outcomes of caregiver quality of life (QOL), anxious and depressive symptoms. Secondary 

outcomes of stress levels and basic psychological needs. (Page 8, under heading “Aims of study”; 

and Page 13)  

 

We have decided to remove the Healthcare Climate Questionnaire (HCCQ), Perceived Competence 

Scale (PCS), and Interpersonal Support Evaluation List (ISEL) have been removed from the protocol. 

These 3 scales were administered only at the immediate post-intervention time point (Time 2), since 

this study is ongoing, they are unable to be administered at baseline (Time 1) to some participants. As 

such, comparisons between Time 1 and Time 2 will not be able to be carried out.  

6. There is no mention of the disease stage of the patients, yet this is a variable which is likely to have 

a profound effect on carer adjustment. Will carers of those who are terminally ill be included? How will 

this be accounted for in analysis?  

 

Because this is a pilot study and we hope to reach out to as many caregivers as possible, we did not 

impose any exclusion criteria based on disease stage. However, since recruitment of caregivers was 

done only at the waiting area of the outpatient cancer clinic, only caregivers of outpatients were 

included. (Page 12, under the heading “Recruitment”)  

Nonetheless, we collected demographic information on the cancer type and stage, months since first 

diagnosis and current treatment of patients, which might be used when in future data analysis to 

differentiate groups of caregivers based on the nature of the disease. (Page 17, under the heading 

“Statistical considerations”)  

 

7. What steps will be taken to assist any participant who becomes intensely distressed?  

 

Participants who become intensely distressed will have a personal consultation with the clinical 

psychologist. (Page 9, under the heading “Eligibility criteria”)  
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__________________________________________________________________   

Reviewer 2: Mabel Leow, National Skin Centre Singapore  

 

Thank you for all your comments and feedback on the draft. All changes made to the original 

manuscript has been highlighted in green.  

1. I would be more interested to know about the intervention. Why you chose this intervention instead 

of other available interventions? What is the underpinning theory? Who did you plan the intervention 

with (e.g. doctors, psychologist, nurses). You mentioned it was planned according to local needs, so 

what are the local needs? Is there any training materials (e.g. guidebooks, videos, music?)  

 

We have re-drafted the introduction to include in the theoretical background for the intervention. A 

summary of the theoretical background is as follows: Although the intervention is not driven by a 

theory per se, the primary approach of this intervention is the Brief Integrative Psychological Therapy, 

in response to the local need for a concise and eclectic therapy. Concepts from the self-determination 

theory was also incorporated into the intervention also, and used to guide the measurement of 

secondary outcomes. A support group format was chosen to fulfil the supportive-expressive intent.  

Collectively led by an expert team of psychiatrists and a psychologist, this intervention builds upon a 

needs assessment survey and feedback from participants from a previous similar program, the 

Mindfulness Based Cognitive Therapy (MBCT) group, which were both carried out at the National 

University Cancer Institute, Singapore (NCIS). A description of the rationale behind its development 

can be found on Page 9 to 12, under the heading “COPE Intervention”.  

 

Locally, caregivers have indicated preferences for interventions that are concise, and that integrates 

various types of psychotherapeutic approaches. The intervention developed here aimed to address 

these unique needs. (Page 10)  

 

Participants were given an information sheet at the end of every session, which summarizes the 

content of the session. (Page 9)  

 

2. Since it's the first in Singapore, is there a pilot? Any qualitative evaluations?  

 

This is the first work its kind to be done in Singapore among caregivers of cancer outpatients, and 

hence functions as a pilot. Qualitative evaluations can be obtained from the semi-structured 

interviews conducted at baseline and immediately post-intervention. (Page 14 to 15)  

 

__________________________________________________________________  

 

Reviewer 3: Sally Chan, University of Newcastle, Australia  

 

Thank you for inviting me to review this paper. The paper reports a protocol of a quasi-experimental 

study to evaluate the effects of a psycho-education therapy for cancer caregivers. The study will 

provide important evidence on strategies to support caregivers. The following is my comments:  

 

Thank you for all your comments and feedback on the draft. All changes made to the original 

manuscript has been highlighted in green.  

 

1. Title: Please explain what is ‘COPE’ study.  

 

COPE stands for “Caregiver of cancer Outpatients Psycho-Education support group therapy” (Page 

7).  

 

2. Quasi-experimental design is mentioned in the title and the text. But the abstract and keywords 
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state mixed method. Please clarify.  

 

Apologies for the confusion. A quasi-experimental design is used because participants opt into the 

intervention or control arm is based on their availability to attend the support group. There is no 

random assignment. (Page 15, under the heading “Allocation of participants to study arms”)  

The mixed methods refers to the evaluation of outcomes of the intervention, which has both 

quantitative and qualitative methods. We have rectified the abstract and title to clarify this. (Page 1 

and 3)  

3. Participants: There is no inclusion criteria for type of cancer, stage of cancer, months since first 

diagnosis, and the current treatment of patients. The needs of the caregivers will be very diverse for a 

group intervention. Please clarify.  

 

Because this is a pilot study and we hope to reach out to as many caregivers as possible, we did not 

impose any exclusion criteria based on disease stage. However, since recruitment of caregivers was 

done only at the waiting area of the outpatient cancer clinic, only caregivers of outpatients were 

included. (Page 12, under the heading “Recruitment”)  

Nonetheless, we collected demographic information on the cancer type and stage, months since first 

diagnosis and current treatment of patients, which might be used when in future data analysis to 

differentiate groups of caregivers based on the nature of the disease. (Page 17, under the heading 

“Statistical considerations”)  

 

4. The framework to guide the intervention is not clear – whether it is BIPT or CBT or Mindfulness-

based cognitive therapy? Please clarify.  

 

We have re-drafted the introduction to include in the theoretical background for the intervention. A 

summary of the theoretical background is as follows: Although the intervention is not driven by a 

theory per se, the primary approach of this intervention is the Brief Integrative Psychological Therapy, 

in response to the local need for a concise and eclectic therapy. Concepts from the self-determination 

theory was also incorporated into the intervention also, and used to guide the measurement of 

secondary outcomes. A support group format was chosen to fulfil the supportive-expressive intent.  

Collectively led by an expert team of psychiatrists and a psychologist, this intervention builds upon a 

needs assessment survey and feedback from participants from a previous similar program, the 

Mindfulness Based Cognitive Therapy (MBCT) group, which were both carried out at the National 

University Cancer Institute, Singapore (NCIS). A description of the rationale behind its development 

can be found on Page 9 to 12, under the heading “COPE Intervention”.  

 

5. Please provide a reference for p.9 last paragraph.  

Apologies for the oversight, we have provided a reference for the MBCT groups (it is currently on 

Page 10).  

 

6. The intervention utilizes an expert-led cum peer-support framework. Please provide information on 

the role of peer in the group and how peer-support will be facilitated.  

 

The presence of peers in the group allows for interpersonal interactions and sharing of similar 

experiences of caregiving. The clinical psychologist will manage the group process by both providing 

psycho-education, as well as facilitate the discussion among the members. (Page 9, under the 

heading “Delivery of intervention”)  

 

7. It is not clear why healthcare climate, interpersonal support and perceived competence will be 

measured at time 2, there is no baseline comparison. Please explain.  

 

We have decided to remove the Healthcare Climate Questionnaire (HCCQ), Perceived Competence 
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Scale (PCS), and Interpersonal Support Evaluation List (ISEL) have been removed from the protocol. 

Since these 3 scales were administered only at the immediate post-intervention time point (Time 2), 

and this study is ongoing, they are unable to be administered at baseline (Time 1) to some 

participants. As such, comparisons between Time 1 and Time 2 will not be able to be carried out.  

 

8. P.18 line 8 mentioned that there is a need to expand qualitative understanding…However, the 

study will not collect qualitative data. Please clarify.  

 

Apologies for the oversight; semi-structured interviews will be conducted in addition to quantitative 

data collected (Page 8, under the heading “Aims of study”). These interviews will be conducted at 

both at baseline (Time 1) and immediately post-intervention (Time 2) for a subgroup of 20 participants 

(Page 16, under the heading “Qualitative interviews”). Interviews are intended to obtained deeper 

insights into the lived caregiving experiences, such as the motivation to take up the caregiving, and 

feedback on the intervention (Page 14 to 15, under the heading “Qualitative interviews”).  

 

9. Please add a CONSORT diagram  

 

As recruitment is still ongoing, we do not have the finalized participant numbers required to construct 

the CONSORT diagram at this point and are unable to provide it.  

 

10. Please add limitations of study  

 

A limitation may be the self-selection process into either the intervention or control arm. Those who 

decline to attend may be more stressed due to multiple commitments, but yet are in greater need of 

the support. Those who attend are better adjusted caregivers, resulting in a ceiling effect when 

evaluating the effectiveness of the program. This can be corrected for by comparing the baseline 

characteristics of both study arms during data analysis.  

 

Another limitation is the restriction of the intervention to only English-speaking participants. This 

excludes the segment of non-English speaking caregivers, who may have different supportive needs. 

Generalizability of the findings is thus limited to only English-speaking caregivers. (Page 19, under the 

heading “Limitations”)  

 

11. There is no mention of participant numbers. Though similar studies have not been conducted in 

Singapore, the authors can still make reference to psychoeducation support studies for cancer 

caregivers in Singapore or Asian peer support group therapy for other types of condition in the 

estimation of sample size. The authors may provide information on the estimated number of eligible 

participants in the centre within the study period and the estimated response rate and drop-out rate 

during the intervention.  

 

We aim to recruit 120 participants in total, with 60 participants in each arm. This is based on the 

sample sizes recruited from similar studies, and what we deem feasible. (Page 12, under the heading 

“Recruitment”)  

 

__________________________________________________________________  

 

Reviewer 4: Sylvie Lambert, McGill University, Canada  

 

Thank you for the opportunity to review this protocol. Overall the protocol was well-written, but I do 

have a few concerns.  

 

Thank you for all your comments and feedback on the draft. All changes made to the original 
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manuscript has been highlighted in green.  

 

1. General comments:  

- As this is a protocol, and the study has not yet been conducted, should it be written in the future 

tense?  

- In the sample size calculation section the authors identified the proposed the study as a ‘pilot’, but 

this is not clear throughout (i.e., title of protocol and aims).  

- If the proposed study is a pilot, the focused is inappropriately placed mainly on efficacy/effectiveness 

and not on the aims of feasibility and acceptability that should be the focus of a pilot.  

 

Yes we agree it should be in future tense. We have made corrections such that all tenses pertaining 

to the study are in present tense. Any tenses used in reference to past work is in past tense.  

 

Apologies for the inconsistency, we have rectified to maintain that this is a pilot study throughout the 

manuscript.  

 

This intervention builds on our past experience with running the Mindfulness Based Cognitive 

Therapy (MBCT) groups at the National University Cancer Institute, Singapore (described in greater 

detail on Page 10). As participants showed interest and expressed that it was beneficial, we felt that a 

similar intervention would be feasible to conduct and have acceptability. Since little work has been 

done previously in Asian populations evaluating psycho-social interventions, we felt it would be useful 

to implement such a program and evaluate it.  

 

2. Abstracts:  

- As this is a protocol – should the abstract be written in future tense?  

- The lack of previous work is not a sufficient reason to forgo sample size calculation.  

- Specify whether the “battery of test” was self-administered or not?  

- The primary and secondary outcomes are not clear.  

 

Yes we agree that the abstract should be written in future tense (Page 3)  

 

We aim to recruit 120 participants in total, with 60 participants in each arm. This is based on the 

sample sizes recruited from similar studies, and what we deem feasible. (Page 12, under the heading 

“Recruitment”)  

 

Yes the “battery of tests” were self-administered (Page 3)  

 

Primary outcomes assessed include quality of life, anxious and depressive symptoms; secondary 

outcomes include stress and basic psychological needs. (Page 3)  

 

3. Introduction:  

- P. 5 – author mention “A cognitive stress theory…” – specify which one?  

- Reference #8 to support the choice of cognitive theory is not about a model – did the authors mean 

ref #5?  

- The authors report the results of cross-sectional studies – what about those of the few longitudinal 

ones?  

- P. 7, top of page, sentence that starts with “Early fears and distress…” – it is not clear what this 

sentence adds?  

- I am very surprised that only 107 articles were returned on cancer caregivers – are these only in 

Asian pop.? Or only for interventions?  

- A summary of the 12 studies from Asian countries would strengthen this section.  

- The last paragraph of the intro needs to summarise the evidence on support groups and convince 
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the reader this is the next most promising study to conduct.  

 

Apologies for the vague description; we are referring to Stress Process outlined by Pearlin and 

colleagues (1990). The citation has been corrected as well. (Page 5)  

 

We agree the sentence “Early fears and distress…” does not further clarify, and have removed it in re-

writing the introduction (Page 5 to 8). We have also removed the section describing the 107 articles 

and the 12 studies from Asian countries.  

 

The introduction has been re-drafted. It gives a summary on the existing interventions for Asian 

caregivers, which mainly involve the imparting of practical skills for caregivers of palliative patients. It 

also discusses the characteristics of Asian cultures and the suitability of support groups among Asian 

populations. (Page 6 to 7)  

 

 

4. Objectives  

- Need to be clear this is a pilot.  

- Primary and secondary outcomes need to be specified in the objectives and the time points.  

- Hypotheses missing  

- How are the objectives in line with the theoretical framework?  

- Why were the SPIRIT guidelines used and not the CONSORT one?  

 

Apologies for the inconsistency, we have rectified to clarify that this is a pilot study throughout the 

manuscript.  

 

Clinical indicators of quality of life (QOL), depressive and anxious symptoms are the primary 

outcomes, while secondary outcomes comprise of stress and basic psychological needs (Page 8, 

under the heading “Aims of study”). These outcomes will be measured at baseline (Time 1), 

immediately after the 4-week intervention (Time 2), and at 4 weeks (Time 3) and 8 weeks (Time 4) 

post-intervention (Page 12, under the heading “Outcomes”).  

 

We hypothesize that there would be improvements in QOL, and decreases in depressive and anxious 

symptoms after the intervention. Stress levels will be lower, with gains in caregivers’ sense of 

autonomy, competence and relatedness. (Page 8, under the heading “Aims of study”)  

 

The intervention is not based on a particular theory, though it primarily follows the Brief Integrative 

Psychological Therapy (BIPT) developed at the National University of Singapore. It is secondarily 

motivated by the self-determination theory. Thus, the objectives of the intervention are concerned with 

clinical indicators such as QOL, depressive and anxious symptoms, as well as the psychological 

needs put forth by the self-determination theory. (Page 10 to 11)  

 

We have re-structured our manuscript to adhere to the CONSORT guidelines.  

 

5. Design  

- The rationale for using a quasi-experimental design not clear?  

- Instead of “had ethics” should be “has ethics”  

 

A quasi-experimental design was used to accommodate the schedules of caregivers. Caregivers were 

assigned to the intervention arm or the control (waitlist arm), based on their availability to attend the 

support group, rather than a randomized assignment. (Page 15 to 16)  

 

The correction to “has ethics” has been made. (Page 10)  
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6. Methods  

- Inclusion/exclusion criteria – how will “status as primary family member” be assessed?  

- Intervention – throughout references missing to justify choice of intervention.  

- P. 10, what is “cum peer-support”?  

- Many primary outcomes were mentioned, but these were not differentiated from secondary 

outcomes.  

- Some outcomes not listed in the first paragraph of this section e.g., needs? Is this a secondary 

outcome?  

- Throughout – instead of Cronbach alpha, it should read Cronbach’s alpha  

- Not clear why a wait list control group was chosen if those in the control are not interested?  

 

Primary family member refers to the one who is providing most of the care for the patient, and lives 

together with the patient. (Page 9, under the heading “Eligibility”)  

 

A section explaining the development of the intervention has been added. Care has been taken to 

ensure that references are inserted wherever relevant (Page 9 to 12, under the heading “COPE 

intervention”). It refers to the group being run as a combination of facilitation by the clinical 

psychologist, who is the expert, as well as mutual sharing of caregiving experiences by the 

caregivers. (Page 11)  

 

Clinical indicators of quality of life (QOL), depressive and anxious symptoms are the primary 

outcomes, while secondary outcomes comprise of stress and basic psychological needs (Page 8, 

under the heading “Aims of study”; Page 13, under the heading “Outcomes”).  

 

The correction to “Cronbach’s alpha” has been made (Page 14)  

 

The waitlist control group comprises of caregivers who are interested to participate, although they are 

unable to participate at the present moment. They are placed on the waitlist until they are eventually 

able to participate. (Page 15 to 16, under the heading “Allocation of participants to study arms”)  

 

7. Sample size  

- Several methodological papers explain how sample size in pilots should be calculated, and these 

should be referenced here and used to guide sample size considerations  

 

We aim to recruit 120 participants in total, with 60 participants in each arm. This is based on the 

sample sizes recruited from similar studies, and what we deem feasible. (Page 12, under the heading 

“Recruitment”)  

 

8. Recruitment  

- This section should be presented before measures.  

- Also, many details missing – e.g., how will inclusion/exclusion criteria be assessed?  

 

This section has been shifted to be presented before measures. Research assistants (RAs) will 

approach family members accompanying patients at the waiting areas of the clinic and provide them 

with a flyer and introduce the study in brief. If interested, family members are provided with a 

Participant Information Sheet that provides more details of the study. Those who are keen to 

participate will be asked to leave their contact details (phone number) with the RA who will first verify 

eligibility against a checklist, before subsequently confirming the availability and register the caregiver 

in the next available support group session. (Page 12, under the heading “Recruitment”)  

 

9. Stats  
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- Not sure ANCOVA is the best choice, given you have multiple time points.  

 

ANCOVA is chosen because of its ability to take into account multiple time points, and comparisons 

between groups. Depending on the quality of the data obtained, we would also consider Latent 

Growth Modelling as an alternative. (Page 17, under “Statistical considerations”) 

 

VERSION 2 – REVIEW 

REVIEWER Professor Sally Chan 
University of Newcastle, Singapore 

REVIEW RETURNED 15-Aug-2015 

 

GENERAL COMMENTS The authors have addressed satisfactorily the majority of reviewers' 
comments. The following is my comments:  
The authors perhaps would like to reconsider the title of the paper to 
reflect the intervention The intervention in the study, after 
clarification, is group psychotherapy, not psychoeducation.  
This study recruits participants who are taking care of relative with 
different types and stages of cancer. The participants' level of stress, 
psychological needs, anxiety and depressive symptoms will 
inevitably be influenced by the prognosis of cancer and progress of 
cancer treatment - not necessarily the intervention. The authors 
need to address this as a limitation of the study.  

 

VERSION 2 – AUTHOR RESPONSE 

1. The authors perhaps would like to reconsider the title of the paper to reflect the intervention. The 

intervention in the study, after clarification, is group psychotherapy, not psychoeducation.  

 

Thank you for your recommendation. Our amended title now reads “A Pilot, Quasi-Experimental, 

Mixed Methods Investigation into the Efficacy of a Group Psychotherapy Intervention for Caregivers of 

Cancer Outpatients – The COPE Study Protocol”. Wherever reference is made to the intervention as 

a whole in the main text, we have corrected it to be “group psychotherapy”, instead of “psycho-

education, wherever appropriate. All changes made have been highlighted in green.  

 

 

2. This study recruits participants who are taking care of relative with different types and stages of 

cancer. The participants' level of stress, psychological needs, anxiety and depressive symptoms will 

inevitably be influenced by the prognosis of cancer and progress of cancer treatment - not necessarily 

the intervention. The authors need to address this as a limitation of the study.  

 

Thank you for pointing this out. We have added a paragraph under the heading “Limitations” (Page 

19, added paragraph has been highlighted in green) to reflect this. The paragraph reads:  

“The heterogeneity of the care recipients – in terms of cancer types and stages of cancer – might 

influence the outcomes reported by caregivers on the various measures. The prognosis of the cancer 

and progress of cancer treatment would inevitably contribute to the psychological state of participants. 

Hence, fluctuations in the outcomes measured might not be solely attributable to the intervention. If 

confounding differences arise, cancer type and stage, together with other relevant casemix variables, 

will be controlled for during data analysis later.” 
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