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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 
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VERSION 1 - REVIEW 

REVIEWER Eva Denison 
The Norwegian Institute of Public Health, Norway 

REVIEW RETURNED 19-Apr-2016 

 

GENERAL COMMENTS The study is well justified by the literature, importantly addressing a 
research gap referring to two recent systematic reviews concerning 
the intervention under study. The design (RCT) is appropriate to the 
research question. Sequence generation and allocation concealment 
procedures are appropriate to achieve unbiased random allocation. 
Blinding of participants and personnel delivering the intervention is 
not possible, blinding of assessors is described. Statistical analyses 
are described and appropriate.  
 
The sample size calculation operates with 90% Power to detect a 
15% between-group difference at the 5% level in the co-primary 
outcome measures, and report assumed descriptive data for both 
measures. The assumed between-group difference in physical 
activity is 29 minutes/day, and in mobility 0.25 points on a 0-3 scale. 
I encourage the authors to discuss these figures in relation to a 
"minimal clinically important difference". That way the patient-
importance of the outcomes is ensured. 

 

REVIEWER Konstantinos Antypas 
Department of Nursing Science  
Institute of Health and Society  
University of Oslo  
NORWAY  
 
Norwegian Centre for e-Health Research  
NORWAY 

REVIEW RETURNED 19-Apr-2016 

 

GENERAL COMMENTS The submitted paper is describing an interesting study for the 
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evaluation of the effect of the addition of technology to usual care on 
physical activity and mobility in rehabilitation of patients with mobility 
limitations. The design is an RCT, but it has certain methodological 
challenges that are not adequately discussed in the paper. Many of 
them are due to the pragmatic nature of the study.  
 
The intervention is not adequately described to allow for the 
repetition of the study. For example, only one table of the 
intervention protocol is presented.  
 
The choice of technology is not explained, neither the role of the 
consumer representative. The choice of the technology does not 
seem to be based on literature reviews, or patient safety, usability or 
effectiveness standards. The affordability and low-cost 
argumentation is not justified. It would be useful to mention the cost 
of each game/app in Table 1.  
 
References seem to be slightly outdated (only 1 from 2016 and 2 
from 2015).  
 
In the abstract you mention that the participants are consenting, 
while in the Recruitment and allocation you mention consent by 
proxy for some patients. I would suggest to be more clear at the 
abstract. What is the rationale for including patients that cannot give 
consent?  
 
The following phrase is a bit confusing, because of the different use 
of rehabilitation: "Mobility limitation is common in people undertaking 
rehabilitation, can result from conditions such as stroke, brain injury, 
hip fracture and arthritis[1] and is exacerbated by physiological 
ageingand inactivity.[2] People with mobility limitation can benefit 
from rehabilitation programs,[3-5] particularly rehabilitation programs 
that contain intensive repetitive exercises." If you mean that the 
period after an injury or operation, maybe you have to specify it. The 
way I understand the term rehabilitation is more the organised effort 
to recover, like in a rehabilitation program. The same later: "that 
people in rehabilitation spend most of the day alone and inactive."  
 
What is the expected the duration of the inpatient and outpatient 
rehabilitation period.  
 
In addition to the CONSORT and SPIRIT, you can also use 
CONSORT-EHEALTH for reporting the study. The CONSORT report 
is not submitted.  
 
The qualitative part is very little described (sample size, interview 
guide and duration, data analysis).  
 
It is unclear at which point the MMSE test is conducted, for whom 
and how it is integrated in the recruitment/consent process.  
 
Figures are difficult to read.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewers' Reports:  

Reviewer: 1  

Reviewer Name: Eva Denison  

Institution and Country: The Norwegian Institute of Public Health, Norway  
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Competing Interests: None declared  

 

Comment 1: The study is well justified by the literature, importantly addressing a research gap 

referring to two recent systematic reviews concerning the intervention under study. The design (RCT) 

is appropriate to the research question. Sequence generation and allocation concealment procedures 

are appropriate to achieve unbiased random allocation. Blinding of participants and personnel 

delivering the intervention is not possible, blinding of assessors is described. Statistical analyses are 

described and appropriate.  

 

The sample size calculation operates with 90% Power to detect a 15% between-group difference at 

the 5% level in the co-primary outcome measures, and report assumed descriptive data for both 

measures. The assumed between-group difference in physical activity is 29 minutes/day, and in 

mobility 0.25 points on a 0-3 scale. I encourage the authors to discuss these figures in relation to a 

"minimal clinically important difference". That way the patient-importance of the outcomes is ensured.  

 

Author response:  

We strongly support the importance of considering the size of effects from the patients’ perspective. 

Unfortunately the minimal clinically important difference from the patients’ perspective is yet to be 

established for these measures in this population. We also consider that the minimal clinically 

important difference is likely to differ according to the nature of intervention involved rather than being 

a fixed property. We suggest that detailed discussion of these issues is beyond the scope of the 

present paper so would prefer not to make any changes.  

 

Reviewer: 2  

Reviewer Name: Konstantinos Antypas  

Institution and Country: Department of Nursing Science, Institute of Health and Society, University of 

Oslo, NORWAY; Norwegian Centre for e-Health Research, NORWAY  

Competing Interests: None declared  

 

Comment 1: The submitted paper is describing an interesting study for the evaluation of the effect of 

the addition of technology to usual care on physical activity and mobility in rehabilitation of patients 

with mobility limitations. The design is an RCT, but it has certain methodological challenges that are 

not adequately discussed in the paper. Many of them are due to the pragmatic nature of the study.  

 

Author response: “The CONSORT statements for non-pharmaceutical[27] and pragmatic trials[28] will 

be used to guide trial conduct.” Page 8 manuscript.  

 

Comment 2: The intervention is not adequately described to allow for the repetition of the study. For 

example, only one table of the intervention protocol is presented.  

 

Author response: Table 1 provides excerpts from seven tables within the intervention protocol to 

provide clear examples how different technologies and games/exercises are chosen depending on 

the mobility limitation. A web-link to the finalised intervention protocol will be published with the 

primary paper when the study is complete. The Template for Intervention Description and Replication 

(TIDieR) checklist has been uploaded to identify where the intervention is described within the 

manuscript.  

 

Comment 3: The choice of technology is not explained, neither the role of the consumer 

representative. The choice of the technology does not seem to be based on literature reviews, or 

patient safety, usability or effectiveness standards. The affordability and low-cost argumentation is not 

justified. It would be useful to mention the cost of each game/app in Table 1.  
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Author response: Further clarification on the choice of technology and the role of the consumer 

representative has been added. “The chosen technologies include recreational commercially available 

devices (e.g. Fitbit, Fitbit Inc., San Francisco, CA, USA) and rehabilitation-specific devices (e.g. 

Humac balance system, CSMi Solutions, Stoughton, MA, USA). All technologies are relatively low 

cost (ranging from no cost[Runkeeper app] to AUD4,000 [Stepping Tiles]), provide feedback on 

mobility task or physical activity performance or dose, and facilitate individualised tailoring and 

progression of exercise or physical activity. The technologies were identified through knowledge and 

previous use by the investigators[26] and internet and literature searches of technologies being used 

and developed for rehabilitation. In addition, technologies were developed by the research team 

specifically for the trial. Technologies identified were trialled and tested by experienced rehabilitation 

physiotherapists (LH, KS, DT) and by our consumer representative (RP) who provided feedback on 

the usability, feedback and enjoyment of the technologies.” Page 11 manuscript.  

 

Comment 4: References seem to be slightly outdated (only 1 from 2016 and 2 from 2015).  

 

Author response: The reference list has been checked and is appropriate to justify the need for the 

study.  

 

Comment 5: In the abstract you mention that the participants are consenting, while in the Recruitment 

and allocation you mention consent by proxy for some patients. I would suggest to be more clear at 

the abstract. What is the rationale for including patients that cannot give consent?  

 

Author response: The abstract is limited by word count. Further rationale and clarification has been 

added regarding the use of the Mini Mental State Examination (MMSE).  

“Prior to obtaining written consent, the most recent Mini Mental State Examination[32] (MMSE) score 

will be extracted from the clinical notes, or where one has not been completed in the last week, a 

MMSE will be conducted by the research physiotherapist to determine the patient’s capacity to 

provide informed consent. Informed consent will be sought from the eligible patient, or by proxy from 

the patient’s ‘person responsible’ if they score less than 21 on the MMSE.” Page 9 manuscript.  

A cut-off of 21 on the MMSE was chosen as the cut-off that a participant could provide informed 

consent. From our teams previous pilot study (van den Berg et al, 2016), clinical and research staff 

determined that some patients with lower than 21 on the MMSE would still benefit and adequately 

participate in the intervention. A proxy consent process was therefore added to enable recruitment of 

these patients.  

 

Comment 6: The following phrase is a bit confusing, because of the different use of rehabilitation: 

"Mobility limitation is common in people undertaking rehabilitation, can result from conditions such as 

stroke, brain injury, hip fracture and arthritis[1] and is exacerbated by physiological ageing and 

inactivity.[2] People with mobility limitation can benefit from rehabilitation programs,[3-5] particularly 

rehabilitation programs that contain intensive repetitive exercises." If you mean that the period after 

an injury or operation, maybe you have to specify it. The way I understand the term rehabilitation is 

more the organised effort to recover, like in a rehabilitation program. The same later: "that people in 

rehabilitation spend most of the day alone and inactive."  

 

Author response: Further clarification has been added to describe rehabilitation.  

“Mobility limitation is common in people undertaking inpatient rehabilitation, can result from conditions 

such as stroke, brain injury, hip fracture and arthritis[1] and is exacerbated by physiological ageing 

and inactivity.[2]”……. “However, observational studies in developed countries have found that people 

in rehabilitation units spend most of the day alone and inactive, with very little time spent in activities 

likely to promote recovery.[13, 14]” Page 6 manuscript.  

 

Comment 7: What is the expected the duration of the inpatient and outpatient rehabilitation period.  
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Author response: The duration of the intervention is 6 months in total. The intervention will commence 

when the person is in the inpatient setting and will continue when the participant returns home. The 

duration of the inpatient setting will vary from participant to participant; however it is likely to be at 

least 10 days (as this is an eligibility criterion). It is anticipated the majority of the intervention will be 

conducted in the community setting.  

 

Comment 8: In addition to the CONSORT and SPIRIT, you can also use CONSORT-EHEALTH for 

reporting the study. The CONSORT report is not submitted.  

 

Author response: The SPIRIT checklist has now been submitted with the extension of item 11 (TIDieR 

checklist).  

 

Comment 9: The qualitative part is very little described (sample size, interview guide and duration, 

data analysis).  

 

Author response: Further detail is provided regarding the study design and sample size of the 

qualitative study. “A qualitative sub-study using a grounded theory approach with structured 

interviews will be conducted among a sub-set (n=30-50) of intervention participants and study staff. “ 

Page 8 manuscript.  

The qualitative study will be published separately from the main paper and the interview guide will be 

included in this publication.  

 

Comment 10: It is unclear at which point the MMSE test is conducted, for whom and how it is 

integrated in the recruitment/consent process.  

 

Author response: As per response to comment 5, further detail has been added to describe how the 

MMSE was integrated in the recruitment/consent process.  

 

Comment 11: Figures are difficult to read.  

 

Author response: The figures have been resubmitted and the colour removed from figure 2 to ensure 

the text is easy to read. 

VERSION 2 – REVIEW 

REVIEWER Eva Denison 
The Norwegian Institute of Public Health, Norway. 

REVIEW RETURNED 12-May-2016 

 

GENERAL COMMENTS Regarding my suggestions about the minimally important clinical 
difference, I see your point. Given your explanation I agree that a 
dicussion may be a bit premature at this stage. But I encourage you 
to elaborate on this issue when you report the results of the study.  
 
I had no other comments to the manuscript.  

 

REVIEWER Konstantinos Antypas 
Department of Nursing Science, Institute of Health and Society, 
University of Oslo, NORWAY; Norwegian Centre for e-Health 
Research, NORWAY 

REVIEW RETURNED 12-May-2016 
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GENERAL COMMENTS The authors have answered adequately to the majority of my 
concerns and to my opinion, the protocol is publishable in its current 
form. If the authors want to further improve their manuscript they can 
clarify better the role of the consumer representative, since it is 
seems to be an important element in eHealth interventions, but the 
definition of the role varies from country to country. The other point 
for improvement is the better reflection over the limitations of the 
study. One is briefly mentioned after the abstract, but it would be 
very informative to mention more in discussion. Other than that, I am 
looking forward to read the results of this promising study.  

 

VERSION 2 – AUTHOR RESPONSE 

Reviewer: 2 comment:  

The authors have answered adequately to the majority of my concerns and to my opinion, the 

protocol is publishable in its current form. If the authors want to further improve their manuscript they 

can clarify better the role of the consumer representative, since it is seems to be an important element 

in eHealth interventions, but the definition of the role varies from country to country. The other point 

for improvement is the better reflection over the limitations of the study. One is briefly mentioned after 

the abstract, but it would be very informative to mention more in discussion. Other than that, I am 

looking forward to read the results of this promising study.  

 

Author response:  

The consumer representative in this trial contributed to the trial design for the grant application and as 

added to the manuscript in the last version: “Technologies identified were trialled and tested by 

experienced rehabilitation physiotherapists (LH, KS, DT) and by our consumer representative (RP) 

who provided feedback on the usability, feedback and enjoyment of the technologies.” He continues 

to be engaged in the trial via investigator meetings and updates and it is hoped he will be able to 

provide ongoing feedback on any new technologies as they are added within the trial. No further 

changes have been made to the manuscript.  

 

In regards to limitations of the study design, the following paragraph has been added to the 

discussion section of the manuscript:  

“The pragmatic trial design has the advantage that we are testing this intervention in the real world 

and as such if found effective, is ready to be implemented into clinical practice. However, potential 

limitations of the study include the individualised tailoring of the intervention, the risk of contamination 

with control and intervention participants on the same wards and the reliance on participant self-report 

of dosage for the community component of the intervention. These potential limitations will be 

addressed by a detailed intervention protocol to guide delivery of the intervention, trial technologies 

only accessible to research staff on the wards and the addition of dosage data from some 

technologies (e.g. step count from the Fitbit; game play time from the Nintendo Wii) to support the 

self-report data.” 
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