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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.   
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VERSION 1 - REVIEW 

REVIEWER Karen Cleaver 
University of Greenwich  
UK 

REVIEW RETURNED 03-May-2016 

 

GENERAL COMMENTS The authors have presented a well thought through protocol. To 
further strengthen the protocol the authors should consider the 
following:  
 
It is not wholly clear whether the study being presented is a pilot, this 
needs to be explicitly stated.  
 
The numbers needed to recruit from one school is ambitious, some 
consideration of steps to be taken, or implications for analysis if 
target not met could be considered.  
 
A flowchart to demonstrate the process for recruitment of young 
people would aid understanding, needs to make clear where and 
how consent versus assent would be obtained, and either within the 
same or different flowchart, the young persons journey through the 
study, including qualitative component, giving an indication of the 
timeline.  
 
It is evident that young people have been consulted in the 
development of the DA tool but how they were consulted and their 
ongoing engagement in the management of the study is not evident. 
The protocol does not provide detail of project management or 
young people's role within.  
 
The section describing the DA tool is in places difficult to follow, 
particularly the technical elements. It's unclear what is meant by 
static page from childline web pages for control group, it appears as 
though this group are being denied wider access to child lines web 
pages, which would be a concern.   
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REVIEWER Paul Plener 
Central Institute of Mental Health, Mannheim, Germany 

REVIEW RETURNED 11-May-2016 

 

GENERAL COMMENTS Decisional support for young people who self-harm: protocol for a 
feasibility trial  
This paper presents a protocol for a study on an online decisional 
aids (DA) support tool for young people, who self-harm. The 
proposed study size is n=60 (age range: 12-18) with recent self-
harm, recruited from a secondary school. Participants will be 
randomized to DA or a control condition providing general 
information. Follow-up will take place for four weeks with a subset of 
the study population undergoing qualitative interviews. The primary 
endpoint in this study is not on the reduction of self-harm but rather 
on the impact of DA on decision making. The authors address 
barriers to seeking help in adolescents who self-harm and stress the 
potential of online interventions. This is a well written, third party 
funded feasibility trial. I do not have any major concerns with the trial 
or the paper and would suggest publication as it is. However, I would 
like to remark on two points, which the authors can choose to 
address or ignore:  
 
1. Given that self-harm is at the core of the proposed project, it 
seems strange, that it is only addressed using two questions. I would 
strongly recommend to use a validated and more detailed 
assessment of self-harm (such as the DSHI, SITBI, ISAS,…) In 
addition, I would strongly recommend to differentiate between self-
harm that is undertaken with or without suicidal intent to address the 
US nomenclature of NSSI proposed in the DSM-5.  
 
2. The recruitment process described is very thorough including both 
parents (first step) and adolescents (second step). This has the 
potential (as the authors acknowledged) to lower recruitment rates 
and I wonder if there shouldn´t be alternative procedures for those 
aged below and above 16. As the authors describe in the discussion 
part, adolescents above 16 years can consent for themselves in the 
UK (which is a privilege in comparison to other nations). The 
approach described so far would exclude for example 17 year olds, 
who would like to participate in the study if their parents wish so, 
which can be ethically questioned as well as they may wish to take 
the opportunity to participate in the DA program (although of course 
participation in the DA arm cannot be granted due to the 
randomization procedure, but they may still be interested even in the 
hand-out material). I would recommend to opt for a two way 
recruitment strategy with active caregiver and participant consent for 
those aged 12-15 and passive caregiver+active participant consent 
for those aged 16-18. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1 comments:  

 

1. It is not wholly clear whether the study being presented is a pilot, this needs to be explicitly stated  

 

Authors’ response: Strictly speaking this is a feasibility study rather than a pilot study, which aims to 

test the feasibility and acceptability of the online intervention, as well as the feasibility of recruiting, 

randomising and following-up participants recruited from a school setting. This has been outlined in 
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the abstract and the aims of the study on page six.  

 

 

2. The numbers needed to recruit from one school is ambitious, some consideration of steps to be 

taken, or implications for analysis if target is not met could be considered  

 

Authors’ response: The feasibility of recruiting to a pre-defined N was one of the aims of the study. 

The rationale for this is given on page 17 (last paragraph).  

 

3. A flowchart to demonstrate the process for recruitment of young people would aid understanding, 

needs to make clear where and how consent versus assent would be obtained, and either within the 

same or different flowchart, the young person’s journey through the study, including qualitative 

component, giving an indication of the timeline.  

 

Authors’ response: This was included in Figure 4 (page 13) which is a consort diagram that 

demonstrates the process of recruitment of young people and the timeline. This has been altered to 

include qualitative interviews at the 4-week follow-up  

 

4. It is evident that young people have been consulted in the development of the DA tool but how they 

were consulted and their ongoing engagement in the management of the study is not evident. The 

protocol does not provide detail of project management of young people’s role within.  

 

Authors’ response: Thank you for pointing out this oversight. There has been extensive engagement 

of young people in the development of the DA throughout the study and these details have now been 

added on page 11:  

“In developing the DA, we conducted extensive consultation with health professionals and groups of 

young people. Qualitative interviews were conducted with young people in child and adolescent 

mental health services (N=5), adolescents recruited from a local school (N=6), ex-service users from 

ChildLine (N=2), and professional staff (including medics, a clinical psychologist and school 

counsellor, N=5).Young people that participated in the qualitative interviews were then invited back 

and to complete the DA in order to observe the ease, acceptability and potential utility of the DA”.  

 

We have also inserted the following paragraph on page 17:  

 

“A Trial Steering Committee (TSC) has been formed in order to monitor progress of the trial 

adherence to the protocol, to ensure the safety and well-being of the trial participants are the most 

important considerations and prevail over the interests of the science and society. The TSC includes 

a student representative from the participating school.”  

 

5. The section describing the DA tool is in places difficult to follow, particularly the technical elements. 

It’s unclear what is meant by static page from ChildLine web pages for control group, it appears as 

though this group are being denied wider access to child line web pages which would be a concern.  

 

Authors’ response: The paragraph on page 13 has now been reworded as follows:  

 

“This information has been displayed as a static (non-interactive) page in our questionnaire rather 

than a link that young people can use to connect to the ChildLine website. This also promotes the 

young person’s awareness of the ChildLine website, so that they can access the rest of the site after 

ratings have been completed”.  

 

 

Reviewer 2 comments:  
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1. Given that self-harm is at the core of the proposed project, it seems strange, that it is only 

addressed using two questions. I would strongly recommend to use a validated and more detailed 

assessment of self-harm (such as the DSHI, SITBI, ISAS,…) In addition, I would strongly recommend 

to differentiate between self-harm that is undertaken with or without suicidal intent to address the US 

nomenclature of NSSI proposed in the DSM-5.  

 

Authors’ response: Thank you. We state in our limitations section (page 22, paragraph 2) that we are 

“primarily concerned with the effect that the DA has on decision-making, rather than the potential 

effect it may have on self-harming behaviour per se”. However, for a larger randomised controlled trial 

of the DA, we would take these comments into consideration in choosing our outcome measures and 

select a validated and more detailed assessment of self-harm.  

 

2. The recruitment process described is very thorough including both parents (first step) and 

adolescents (second step). This has the potential (as the authors acknowledged) to lower recruitment 

rates and I wonder if there shouldn´t be alternative procedures for those aged below and above 16. 

As the authors describe in the discussion part, adolescents above 16 years can consent for 

themselves in the UK (which is a privilege in comparison to other nations). The approach described 

so far would exclude for example 17 year olds, who would like to participate in the study if their 

parents wish so, which can be ethically questioned as well as they may wish to take the opportunity to 

participate in the DA program (although of course participation in the DA arm cannot be granted due 

to the randomization procedure, but they may still be interested even in the hand-out material). I 

would recommend to opt for a two way recruitment strategy with active caregiver and participant 

consent for those aged 12-15 and passive caregiver+active participant consent for those aged 16-18.  

 

Authors’ response: This is reasonable concern identified by reviewer 2 which we have acknowledged 

in our discussion section (page 21, first paragraph). Our consent procedure was suggested as ‘best 

practice’ by a Child and Adolescent Psychiatrist on our research team and was also selected in 

conjunction with the participating school’s wishes. In a future randomised controlled trial, we would 

certainly consider adopting the two-way recruitment strategy suggested by the reviewer. 

 

VERSION 2 – REVIEW 

REVIEWER Karen Cleaver 
University go Greenwich  
London  
U.K 

REVIEW RETURNED 04-Jul-2016 

 

GENERAL COMMENTS The authors have responded to the comments/suggestions made 
following the initial review, I look forward to reading the results of the 
study once completed. 

 

REVIEWER Plener, Paul 
Dept. of Child and Adolescent Psychiatry and Psychotherapy, 
Central Institute of Mental Health, Mannheim, Germany 

REVIEW RETURNED 20-Jun-2016 

 

GENERAL COMMENTS The authors have commented on my remarks and added further 
information in the limitation section. I don't have any further 
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comments and would suggest to accept the paper als it is.  
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