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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 A/Prof Anne Tiedemann 
The George Institute for Global Health, The University of Sydney, 
Australia 

REVIEW RETURNED 13-Apr-2016 

 

GENERAL COMMENTS This study addresses an important health priority- fall prevention 
exercise for people with low vision. The conduct of a pilot trial to test 
the planned methods for such a trial is a good idea. The major 
concern I have with this study is that it is not clear to me why a 
randomised design and the inclusion of a control group is necessary. 
This design does not seem to fit with the stated aims of the feasibility 
study. It appears to me that the aims could be achieved with the 
inclusion of the intervention group only with a pre- post- test design. 
This is especially true in light of the fact that the authors state that 
the sample size will be too small to detect a between-group 
difference in the outcomes, of which there are many with none 
selected as a primary outcome (another weakness of the study 
design). It is stated that the trial duration will be 28 months but it is 
not clear to me why it will take this long? It is usual to include a 
CONSORT flow diagram to illustrate the RCT methods- please 
include. It is also usual to include a SPIRIT checklist for protocols- 
please include.  

 

REVIEWER Fabienne El-Khoury 
Pierre Louis Institute for Epidemiology and Public Health (IPLESP) - 
INSERM- Paris France 

REVIEW RETURNED 25-Apr-2016 

 

GENERAL COMMENTS This feasibility study should optimize the implementation of a larger 
falls prevention trial that in turn should add relevant evidence-based 
information for health professionals dealing managing visually 
impaired older adults.  
 
I also hope that the results would address the issue of recruiting 
older adults who are less in form (among VIOP), and it would 
discuss how eventually the study will try to target and optimize the 
participation of more vulnerable, less fit older adults who are usually 
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less included in such trials.  
 
I have few questions/ comments:  
- Will you be using a scale to measure the level of visual 
impairment? And would participants be stratified according to their 
VI score? If not the level of visual impairment should be adjusted for 
in the (secondary) analysis.  
- Will the intervention be adapted according to the level of visual 
impairment or physical fitness or both?  
- How exactly will you manage ‘individually- tailored’ exercise in 
group settings?  
- Will the larger trial also include provided transportation (taxi…)? It’s 
interesting to see how much this variable will affect participation in 
the feasibility study, and how the cost of transportation will eventual 
affect the economic evaluation of the study.  
- I recommend doing functional tests as well as FOF tests in order to 
evaluate the efficacy of the larger intervention  
Minor comment:  
There’s a small bug in place of ‘table 1’ in the text 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1 -Comment Response  

1. The major concern I have with this study is that it is not clear to me why a randomised design and 

the inclusion of a control group is necessary. This design does not seem to fit with the stated aims of 

the feasibility study. We wished to obtain estimates of recruitment rates to design a future definitive 

trial, and the presence or absence of randomisation could affect participation in terms of both 

recruitment and drop-out rates. A randomised design at the feasibility study stage will provide the 

most relevant estimates.  

We also understand that it is good standard practice, for a feasibility study to test the procedures of a 

future randomised trial, (for example, please see NIHR guidelines on feasibility and pilot studies and 

Arain, M., Campbell, M. J., Cooper, C. L., & Lancaster, G. A. (2010). What is a pilot or feasibility 

study? A review of current practice and editorial policy. BMC medical research methodology, 10(1), 

67).  

 

In the manuscript we do now say that this is a mixed feasibility and pilot study and we have separated 

out our objectives accordingly (pages 6-7).  

2. It is stated that the trial duration will be 28 months but it is not clear to me why it will take this long?  

Although the intervention itself is only 12 weeks, there is a follow up of 12 weeks and there will be 

rolling recruitment so not all participants will start at the same time. There is a period of stakeholder 

consultation and preparation (ethics and setting up of our Trial Oversight Committee).  

3. It is usual to include a CONSORT flow diagram to illustrate the RCT methods- please include. It is 

also usual to include a SPIRIT checklist for protocols- please include. We have now included a 

CONSORT flow diagram detailing planned participant numbers for each stage (Figure1, page7).  

We have also included a SPIRIT checklist and our protocol template is designed around this checklist, 

but we assume this is not for publication, merely for information for the reviewers?  

 

Reviewer 2 - Comment Response  

1. Will you be using a scale to measure the level of visual impairment? And would participants be 

stratified according to their VI score? If not the level of visual impairment should be adjusted for in the 

(secondary) analysis. As we are aiming to explore targeting and recruitment issues for this vulnerable 

patient group within the pilot trial to inform any definitive trial, we wished to be responsive to self 

report of visual impairment (indicated by being a member of a low vision charity or low vision clinic 

attender) and include a broad remit and level of visual impairment. From previous work with VIP older 
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people, we found that strict criteria (registered blind) for VIP meant a very low recruitment rate and 

this does not reflect the risk factors for falls within the vision domain, which include poor contrast 

sensitivity, poor acuity (not necessarily registered blind) and lower than normal visual field view. As 

this is a feasibility study at this stage, we do not feel that stratification within the analysis is 

appropriate due to the small numbers that would be within these groups.  

2. How exactly will you manage ‘individually- tailored’ exercise in group settings?  

Our very experienced Postural Stability Instructors (PSI) delivering the intervention, are trained in 

working with mixed ability groups. Adhering to reasonable risk and safety margins, it is common 

practice to encourage participation in the group exercises within the limits of individual’s existing 

fitness and readiness to exercise. This includes circumstances such as some will be holding on to 

chairs with both hands during balance work, some with one hand and some with no hands 

(encouraged by PSI) ; different resistances of therabands during resistance/strength work ; some 

undertaking floor work and some doing seated exercises during floor work by others; adjustments for 

range of motion limitations etc.  

3. Will the larger trial also include provided transportation (taxi…)? It’s interesting to see how much 

this variable will affect participation in the feasibility study, and how the cost of transportation will 

eventual affect the economic evaluation of the study. In England there are public transport 

concessions for those aged 60 years and over, whilst in Scotland, this demographic is entitled to free 

public transport. Working with our Vision charity partners, we are aware that for some visually 

impaired older people, they prefer to use public transport to maintain independence, whilst others 

prefer taxi services as this feels a safer option. It is likely therefore that some older people may not 

participate if a free taxi service is not provided and we welcome this comment about this variability 

and overall economic evaluation of the study.  

4. I recommend doing functional tests as well as FOF tests We will certainly consider this for future 

trials. 

VERSION 2 – REVIEW 

REVIEWER Fabienne El-Khoury 
INSERM UMR_S 1136/ Pierre Louis Institute for Epidemiology and 
Public Health (IPLESP)  
Department of Social Epidemiology (ERES)  
Faculté de Médecine Pierre et Marie Curie - pôle Saint-Antoine, 27 
rue de Chaligny, 75012, Paris,France 

REVIEW RETURNED 01-Jun-2016 

 

GENERAL COMMENTS I've no further comments, the revised manuscripts and the authors 
answers are satisfactory. 
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