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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.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) Wordless intervention for people with epilepsy and learning 
disabilities (WIELD): A randomised controlled feasibility trial 

AUTHORS Mengoni, Silvana; Gates, Bob; Parkes, Georgina; Wellsted, David; 
Barton, Garry; Ring, Howard; Khoo, Mary Ellen; Monji-Patel, Deela; 
Friedli, Karin; Zia, Asif; Irvine, Lisa; Durand, Marie-Anne 

 

VERSION 1 - REVIEW 

REVIEWER Christine Linehan 
Director of the UCD Centre for Disability Studies, School of 
Psychology, University College Dublin, IRELAND 

REVIEW RETURNED 06-Jul-2016 

 

GENERAL COMMENTS This is an elegant study – a randomised controlled feasibility trial 
exploring a wordless intervention for people with epilepsy and 
intellectual disability. The study charts new territory in the intellectual 
disability field and introduces a welcomed level of empirical rigour to 
non-pharmacological interventions. The authors are to be 
commended – it was a most interesting paper to review.  
 
With regards to the rating scale for reviewers, I noted that the ethics 
may need clarification. Can the authors include a statement in the 
method section identifying that ethical approval was obtained?  
 
While a full protocol for the study is published elsewhere, readers of 
the current paper may require some clarifications suggested below:  
 
Title: Intellectual disability is the preferred term for learning disability 
worldwide – perhaps worth including in the keywords to maximise 
the paper being found by international scholars.  
Abstract: Consider defining ‘meaningful communication’ and 
including a time frame for the intervention. Outcome (results?) and 
outcomes section may be more coherent if they followed the same 
order of the seven feasibility criteria.  
Summary: term ‘outstanding information’ is confusing - could it be 
clarified?  
Introduction – extremely clear and well-researched – clear argument 
for the need to evidence award winning interventions.  
Method - clarification would be helpful at this stage on the number of 
clinics and number of participants in both quantitative and qualitative 
aspects. Is there an operational definition for ‘meaningful’ verbal or 
nonverbal communication and do the authors have any reflections 
on the validity of carers to make this judgement? It would be 
interesting to know how many, if any, of the individuals who were 
deemed not to have capacity did not participate.  
The intervention mentions that participants were asked to look at the 
booklet twice more – over what time period?  
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Study questionnaires were completed with participants’ input “where 
possible” – is there any quantitative data on the level of engagement 
of participants with intellectual disability in completing these 
measures?  
The primary outcome is a generic QOL scale – the authors may wish 
to comment on the suitability of proxy reporting of QOL for people 
with ID.  
Table 1 – it may be helpful to align the data gathered more closely to 
the seven outcomes listed on page 5. Mindful of the word count, it 
would be interesting to know how some of these variables were 
operationalised – particularly ‘patterns of use’ of the booklet and use 
of other epilepsy material (how was this controlled for?). A 
secondary outcome is listed as seizure severity and seizure control 
suggesting an expectation that the intervention would impact on 
these specific variables – can the authors comment more fully on 
this?  
Qualitative analysis – the analysis are briefly presented – is there 
any additional information such as reliabilities across coders?  
Results – I think some of the feasibility criteria are incorrectly 
numbered – the 2nd FC is stated to be discontinuation rates but this 
is the 3rd FC listed on page 5 – the authors may wish to check 
these. The confusion may be avoided if the presentation of results 
more closely aligned to the presentation of the outcome measures 
on page 5 – for example, data is presented on the secondary 
outcome (seizure control) but this is not included in the original FCs 
on page 5 – can the authors link the impressive quantum of 
gathered data more closely to the seven criteria to be addressed in 
the study?  
Table 3 – it seems that there are some differences between the 
groups – yet an important variable, level of intellectual disability, is 
not presented – is this data available?  
The use of the booklet is described as being used at least twice by 
the majority of participants – can you clarify the exact number?  
The authors may wish to comment on the fidelity of the intervention 
– are the authors satisfied that there is sufficient evidence to indicate 
the booklet was used as recommended by participants – similarly, 
are the authors satisfied that there is sufficient evidence that 
additional epilepsy information was appropriately controlled 
throughout the study?  
A clear benefit from the study is the qualitative finding that some 
participants experienced improvements in knowledge, confidence 
and anxiety – whilst there is a challenge in the lack of suitable 
quantitative measures here, it would be another fruitful contribution 
by the authors if they would focus on this area in due course. A 
challenge, but I expect this particular research group would be very 
well-equipped to explore this area. 

 

REVIEWER Professor Leone Ridsdale 
Institute of Psychiatry, Psychology and Neuroscience, Kings College 
London, United Kingdom 

REVIEW RETURNED 14-Jul-2016 

 

GENERAL COMMENTS This is an important, but challenging area to research.  
 
The study has appropriately been conceived as a pilot, with limited 
objectives.  
 
One difficulty, as with all studies of epilepsy education, is to identify 
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those whose cognitive abilities are appropriate to the intervention. 
The researchers recognized that inclusion criteria need to be 
reworked to match this particular approach.  
 
A major problem was that carers varied in their willingness/ability to 
carry on with the intervention. I think this would need addressing 
before a major trial was undertaken, perhaps in another pilot. I 
suppose that if these PWE require a carer to provide the 
intervention, it is part of the intervention. Is there a way of enabling 3 
'doses' of the intervention to be given to everyone?  
 
The health economics in a very useful part of the evaluation.  
 
I think that developing a knowledge questionnaire would be very 
difficult, and require very specialist skills. In view of the variation in 
knowledge/cognitive skills in the client population, it may not be 
feasible/widely applicable.  
 
This paper is long, and it might benefit from distilling a bit.  
 
The work is very important, but I would suggest more limited 
inferences. At least if there were a fully fledged trial, it should have 
an external pilot phase. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1  

This is an elegant study – a randomised controlled feasibility trial exploring a wordless intervention for 

people with epilepsy and intellectual disability. The study charts new territory in the intellectual 

disability field and introduces a welcomed level of empirical rigour to non-pharmacological 

interventions. The authors are to be commended – it was a most interesting paper to review.  

 

With regards to the rating scale for reviewers, I noted that the ethics may need clarification. Can the 

authors include a statement in the method section identifying that ethical approval was obtained?  

*This has been added to p.4  

 

While a full protocol for the study is published elsewhere, readers of the current paper may require 

some clarifications suggested below:  

 

Title: Intellectual disability is the preferred term for learning disability worldwide – perhaps worth 

including in the keywords to maximise the paper being found by international scholars.  

* Thank you for this suggestion. Intellectual disability has been added to the keywords  

 

Abstract: Consider defining ‘meaningful communication’ and including a time frame for the 

intervention. Outcome (results?) and outcomes section may be more coherent if they followed the 

same order of the seven feasibility criteria.  

* We have included the time frame but have not expanded on ‘meaningful communication’ due to 

space constraints. We have provided more detail on this in the main body (p.4)  

*We have reordered the (renamed) ‘outcome measures’ and ‘outcome’ section to follow the order of 

the feasibility criteria.  

 

Summary: term ‘outstanding information’ is confusing - could it be clarified?  

* We have amended this to read ‘unmet information and self-management needs’  

 

Introduction – extremely clear and well-researched – clear argument for the need to evidence award 
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winning interventions.  

Method - clarification would be helpful at this stage on the number of clinics and number of 

participants in both quantitative and qualitative aspects.  

*We recruited through seven epilepsy clinics and this information has been added to p.5 in the ‘design 

and setting’ subsection  

*The feasibility study aimed to find out whether recruitment to target could be achieved therefore we 

have stated the number of people enrolled into the quantitative and qualitative aspects in the Results 

section. The target number of total participants is in the ‘sample size’ subsection (p.7) of the Methods 

and we have now added in the target number of participants for the qualitative study here also (i.e. 

15).  

 

Is there an operational definition for ‘meaningful’ verbal or nonverbal communication and do the 

authors have any reflections on the validity of carers to make this judgement? It would be interesting 

to know how many, if any, of the individuals who were deemed not to have capacity did not 

participate.  

* We defined ‘meaningful’ communication as being able to engage with the booklet either through 

telling or following the story in the picture booklet. We explained the booklet to carers and asked them 

whether they felt the person with LD would be able to tell the story or follow the story, and we 

highlighted that verbal communication was not necessary. The wording on p.5 under ‘Participants’ 

subsection has been clarified to reflect this – “Patients had to have … meaningful verbal or nonverbal 

communication which was operationalised as being able to tell or follow the story in the picture 

booklet.”  

We do not know how many individuals who did not participate were deemed not to have capacity, as 

we did not collect this information. As discussed on p.27, some carers felt that people with severe LD 

and/or nonverbal communication would not meet the inclusion criteria of ‘meaningful communication’, 

whereas the clinician had identified the person as eligible. A future study would need to improve 

recruitment methods and materials to maximise the number of participants with severe LD, i.e. those 

less likely to have capacity.  

 

The intervention mentions that participants were asked to look at the booklet twice more – over what 

time period?  

*This was over the 20-week study period and we have added this in to p.6 in the ‘Intervention’ 

subsection  

 

Study questionnaires were completed with participants’ input “where possible” – is there any 

quantitative data on the level of engagement of participants with intellectual disability in completing 

these measures?  

*We have an indication from the qualitative interviews that this varied but we did not routinely collect 

data on this. As discussed on p.27 under ‘Strengths and Limitations’, in a definitive trial, we would 

collect this data in order to examine variation across different respondents.  

 

The primary outcome is a generic QOL scale – the authors may wish to comment on the suitability of 

proxy reporting of QOL for people with ID.  

*We agree this is an important issue and we have commented on the potential discrepancy between 

proxy and self report for similar epilepsy measures in the discussion under ‘Strengths and Limitations’ 

(p. 27)  

 

Table 1 – it may be helpful to align the data gathered more closely to the seven outcomes listed on 

page 5. Mindful of the word count, it would be interesting to know how some of these variables were 

operationalised – particularly ‘patterns of use’ of the booklet and use of other epilepsy material (how 

was this controlled for?). A secondary outcome is listed as seizure severity and seizure control 

suggesting an expectation that the intervention would impact on these specific variables – can the 
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authors comment more fully on this?  

*Additional information has been added on p.6 under ‘outcome measures’ – “Seizure severity and 

control were secondary outcomes, as improved management of epilepsy has the potential to lead to 

reduced seizures. Information was also collected about how often the intervention group participants 

used the booklet, how long for and who with. Participants were asked about any other epilepsy 

resources they had used, to explore whether booklet use led to further information-seeking.”  

 

Qualitative analysis – the analysis are briefly presented – is there any additional information such as 

reliabilities across coders?  

* 30% of the interviews were dual-coded and the two coders then compared and discussed codes, 

and developed subthemes and themes collaboratively through discussion. No further information, 

such as reliabilities, was recorded.  

 

Results – I think some of the feasibility criteria are incorrectly numbered – the 2nd FC is stated to be 

discontinuation rates but this is the 3rd FC listed on page 5 – the authors may wish to check these. 

The confusion may be avoided if the presentation of results more closely aligned to the presentation 

of the outcome measures on page 5 – for example, data is presented on the secondary outcome 

(seizure control) but this is not included in the original FCs on page 5 – can the authors link the 

impressive quantum of gathered data more closely to the seven criteria to be addressed in the study?  

*We have amended the mislabelling of feasibility criteria, and we have restructured the results section 

with headings that map onto the feasibility criteria in the same order as p.5.  

* Seizure control was not included as part of the feasibility criteria as it was felt that an effect on 

seizure control would not be crucial for progression to a full-scale trial. It would still be important to 

assess in a full-scale trial and is included in the results section under the feasibility criteria for the 

improvement in quality of life, as this is the criterion it most closely maps to.  

 

Table 3 – it seems that there are some differences between the groups – yet an important variable, 

level of intellectual disability, is not presented – is this data available?  

*This data was not collected. The number of nonverbal participants was equivalent across the two 

groups (n=2 in each group), and randomisation should lead to groups with similar overall 

characteristics. However we acknowledge that level of LD has the potential to impact how the 

intervention is used by participants and this information would be systematically collected in future 

work.  

 

The use of the booklet is described as being used at least twice by the majority of participants – can 

you clarify the exact number?  

*14 of the 21 intervention group participants used the booklet at least twice. This has been clarified on 

p.22 under the ‘acceptability and feasibility of methodology and intervention’ subsection.  

 

The authors may wish to comment on the fidelity of the intervention – are the authors satisfied that 

there is sufficient evidence to indicate the booklet was used as recommended by participants – 

similarly, are the authors satisfied that there is sufficient evidence that additional epilepsy information 

was appropriately controlled throughout the study?  

*We were unable to collect information about the fidelity of the intervention during this study, and we 

highlight that a process evaluation would be needed to examine how the booklet is used by 

participants and carers on p.28 under ‘Implications for clinicians and policymakers’. We have now 

expanded this paragraph with the aim of addressing the reviewer’s comment. “This study did not 

explore the fidelity of the intervention. In order to fully evaluate this intervention, it would be crucial to 

ascertain whether the intervention is used by participants and carers as recommended, and to explore 

and understand the underlying mechanisms of booklet use. A process evaluation approach using 

ethnographic methods would be informative to observe how the booklet is used, and what the ‘critical 

ingredients’ of this intervention may be“  
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* A minority of participants (n=2 in the intervention and n=1 in the control group) accessed additional 

epilepsy information during the study and we do not consider that this would affect the results of the 

study.  

 

A clear benefit from the study is the qualitative finding that some participants experienced 

improvements in knowledge, confidence and anxiety – whilst there is a challenge in the lack of 

suitable quantitative measures here, it would be another fruitful contribution by the authors if they 

would focus on this area in due course. A challenge, but I expect this particular research group would 

be very well-equipped to explore this area.  

 

 

Reviewer: 2  

 

Please leave your comments for the authors below  

This is an important, but challenging area to research.  

 

The study has appropriately been conceived as a pilot, with limited objectives.  

 

One difficulty, as with all studies of epilepsy education, is to identify those whose cognitive abilities 

are appropriate to the intervention. The researchers recognized that inclusion criteria need to be 

reworked to match this particular approach.  

 

A major problem was that carers varied in their willingness/ability to carry on with the intervention. I 

think this would need addressing before a major trial was undertaken, perhaps in another pilot. I 

suppose that if these PWE require a carer to provide the intervention, it is part of the intervention. Is 

there a way of enabling 3 'doses' of the intervention to be given to everyone?  

* We recognise this issue, however the aim of the study is to investigate whether the intervention 

would be effective in routine services without monitoring by the research team. We feel that this point 

could be addressed through a process evaluation in a full-scale trial, which would explore how the 

booklet is used by participants and carers including how many ‘doses’ are used. We have expanded 

on the paragraph about process evaluation in response to reviewer 1 to highlight this (p. 28 under 

“Implications for clinicians and policy makers”). In the discussion (p.27), we also suggest that 

recruitment materials need to be adapted to highlight to carers that the intervention is suitable for 

people with severe LD and/or nonverbal communication, which we would expect to increase the 

willingness of carers to participate.  

 

The health economics in a very useful part of the evaluation.  

 

I think that developing a knowledge questionnaire would be very difficult, and require very specialist 

skills. In view of the variation in knowledge/cognitive skills in the client population, it may not be 

feasible/widely applicable.  

* We agree that there are challenges to developing an epilepsy knowledge measure suitable for this 

population, and piloting would certainly be needed. We have reworded the reference to this in the 

conclusion (p.29) to reflect this– “By developing and testing methods to…. assess epilepsy 

knowledge, recruitment rates could increase and the effects of the intervention could be measured 

more accurately.”  

 

This paper is long, and it might benefit from distilling a bit.  

*Although we acknowledge that this paper is longer than other papers published in this journal, we 

feel that the length of paper is justified by the material covered, i.e. numerous quantitative measures, 

health economics analysis and a nested qualitative study. When addressing reviewer 1’s requests for 

further clarification/information, we have done so bearing in mind this comment from reviewer 2.  
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The work is very important, but I would suggest more limited inferences. At least if there were a fully 

fledged trial, it should have an external pilot phase.  

*In the discussion, we have reworded some of the recommendations for a ‘definitive trial’ to refer to 

‘future work’, and we have highlighted the need to develop and test the suggested ways of improving 

the study in the conclusion (p.28). “By developing and testing methods to reduce the number of 

follow-ups, extend the recruitment period, develop study information material to increase the 

involvement of participants with severe learning disabilities, and assess epilepsy knowledge, 

recruitment rates could increase and the effects of the intervention could be measured more 

accurately” 

VERSION 2 – REVIEW 

REVIEWER Dr Christine Linehan 
University College Dublin, Ireland 

REVIEW RETURNED 15-Aug-2016 

 

GENERAL COMMENTS Very well designed study in an area that needs more research - the 
authors are to be commended. 

 

REVIEWER Leone Ridsdale 
Institute of Psychiatry, Psychology and Neuroscience, Kings College 
London 

REVIEW RETURNED 18-Aug-2016 

 

GENERAL COMMENTS I am happy with the paper in its revised form. I thought the examples 
of materials provided to participants was also interesting, and a 
useful addition.  
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