
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) Study protocol for Chronic Obstructive Pulmonary Disease-Sitting 
and ExacerbAtions Trial (COPD-SEAT): a randomised controlled 
feasibility trial of a home-based self-monitoring sedentary behaviour 
intervention 

AUTHORS Orme, Mark; Weedon, Amie; Esliger, Dale; Saukko, Paula; Morgan, 
Mike; Steiner, Michael; Downey, John; Singh, Sally; Sherar, Lauren 

 

VERSION 1 - REVIEW 

REVIEWER Benjamin Gardner 
King's College London  
UK 
 
I devised a sedentary behaviour reduction intervention ('On Your 
Feet to Earn Your Seat'), portions of which have been adapted for 
use as content of the two intervention treatments within the current 
study. 

REVIEW RETURNED 23-Jun-2016 

 

GENERAL COMMENTS This is a well-written protocol of an interesting and timely 
intervention to address a novel health behaviour (sedentary 
behaviour) in a high-risk population (COPD patients). Some 
suggestions for improving the paper further:  
 
In lieu of information on likely sample size, report the data collection 
timeframe in Abstract.  
 
Little is said in the Introduction to justify focusing on the feasibility 
and acceptability, rather than effectiveness, of the proposed 
intervention.  
 
The title, abstract and introduction describe ‘an intervention’ 
(singular), yet two interventions are apparently trialled here (one 
based on education, one on feedback). Clarify.  
 
Setting: do you have any indication of how many patients will be 
admitted to Glenfield Hospital with acute COPD exacerbation, based 
on previous trends – and your expected recruitment rate? It would 
be useful for the reader to have a rough indication of what size 
sample may be recruited.  
 
A ‘procedure’ section would be helpful in the Method. Further 
procedural detail is needed at points in the main text – for example, 
at what stage will eligible patients be ‘given a verbal description of 
the study, info sheet and expression of interest form’ (p8)? At the 
COPD hospitalisation visit? If so, after treatment for the 
exacerbation? Will patients be given a prepaid envelope for return of 
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the expression of interest form? Who will randomise participants?  
 
The first paragraph within the section entitled ‘Theoretical 
foundation: the ‘habit formation’ model’ is so similar to the same-
titled section of my own paper (see 
http://trialsjournal.biomedcentral.com/articles/10.1186/1745-6215-
15-368) as to constitute plagiarism. Additionally, no rationale is 
provided in the Introduction for the use of habit-formation as a 
theoretical foundation.  
 
Ensure study procedures are consistently referred to in the future 
tense (see e.g. p9, line 33: ‘patients *were* provided the 
intervention’).  
 
It was only on p10, line 23 that I realised that the ‘feedback’ 
intervention is in fact the ‘education’ intervention with the addition of 
feedback. This should be clearer from the outset (e.g. rephrase to 
‘education + feedback’).  
 
Has the LUMO device been validated as a measure of ‘time spent 
lying down, slouching, sitting, standing, and transitioning from sitting 
to standing’ (pp10-11)? (Considering moving the sentence currently 
on p14 lines 50-56 to pp10-11, and add any information you may 
have on validity for capturing posture and sit-stand transitions.)  
 
Relatedly, why are participants being asked to wear both an 
ActiGraph and LUMO for data collection purposes, if LUMO 
adequately counts steps?  
 
Figure 1 suggests that participants will be randomised after 
completing baseline measures, but the ‘Randomisation’ section 
(p16) states only ‘after consent’, not after baseline measures; clarify.  
 
I was somewhat confused by the randomisation section, which 
states that randomisation is done independently of the research 
team to ensure researchers are blinded to allocation prior to 
obtaining consent. Does this not imply that participants are in fact 
randomised prior to consent, but only informed of the condition to 
which they are allocated after consent?  
 
The authors are encouraged to also submit, as supplementary 
material, a completed TIDieR checklist.  

 

REVIEWER Frits Franssen, MD, PhD 
CIRO  
Department of Research and Education  
Hornerheide 1  
6085 NM Horn  
The Netherlands 

REVIEW RETURNED 24-Jun-2016 

 

GENERAL COMMENTS Orme and colleagues describe a feasibility study protocol (COPD-
SEAT) to qualitatively evaluate the provision of education + 
feedback vs. feedback only vs usual care to reduce sedentary 
behaviour in COPD patients following hospitalisation for acute 
exacerbation. The study addresses a very relevant topic (physical 
inactivity) in COPD and the approach that is proposed by the 
authors is exciting and promising. While the study has probably 
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been completed by the time of possible acceptance of this protocol 
manuscript, I have some comments and questions for the authors.  
 
General comments:  
* The authors assume that reducing sedentary behaviour will 
improve health outcomes and healthcare utilization in COPD. I kindly 
request them to provide references for these assumptions. 
Reference 14 is not a paper but a conference abstract.  
* The flow of patients is not clear. At what timepoint will patients be 
recruited for baseline data? At the start of hospitalisation, during stay 
or at discharge? I think this needs to be uniformly done, since it will 
affect baseline values.  
* It is also not clear how long follow up will be? Figure 1 suggests 2 
weeks of intervention and 2 weeks of follow-up, but this is not clear 
from the text, in which a 2 week intervention is mentioned.  
* The role of pulmonary rehab during hospitalisation is not clear from 
the methods. Will all groups be allowed to participate in in-hospital 
rehab during their hospital stay? If not, this wil probably influence the 
outcomes of the study.  
* The ultimate aim of COPD-SEAT could be emphasized. Is it 
increasing physical activity? Is it engagement in PR? Health status? 
So, if the current feasibility study is successful, what will be the goal 
of the follow-up study?  
 
Specific comments:  
* Abstract: 'Targeting sedentary behaviour (SB) may be a more 
suitable conduit…’ More suitable than what?  
* Randomisation. The authors mention 4 groups here, while only 
three are described thoughout the manuscript.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer 1:  

 

General comments for authors  

This is a well-written protocol of an interesting and timely intervention to address a novel health 

behaviour (sedentary behaviour) in a high-risk population (COPD patients). Some suggestions for 

improving the paper further:  

Specific comments  

Reviewer 1: Specific Comment 1: In lieu of information on likely sample size, report the data collection 

timeframe in Abstract.  

Response: The data collection timeframe has now added to the abstract:  

All data will be collected January-August 2016.  

 

Reviewer 1: Specific Comment 2: Little is said in the Introduction to justify focusing on the feasibility 

and acceptability, rather than effectiveness, of the proposed intervention.  

Response: We agree with the reviewer that a rationale for conducting a feasibility study rather than an 

efficacy trial is needed in the introduction. The following sentence has been added to the introduction:  

Paragraph 2: To date, few studies have specifically targeted non-rehabilitation physical activity or SB 

immediately after discharge. There is a need to determine the feasibility and acceptance of such 

programs; the evaluation of which may be enhanced through qualitative approaches.  

Paragraph 4: However, in post-exacerbation care for COPD patients the use of wearable technology 

for behaviour change has not been widely explored. Technology competency and psychosocial issues 

in this population, particularly during phases of acute illness, makes examining the uptake and 

engagement with such interventions fundamental to future success.  

 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-013014 on 3 O

ctober 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


Reviewer 1: Specific Comment 3: The title, abstract and introduction describe ‘an intervention’ 

(singular), yet two interventions are apparently trialled here (one based on education, one on 

feedback). Clarify.  

Response: We thank the reviewer for highlighting this ambiguity. There are two intervention groups: 

Education and Education + Feedback (please see response to Reviewer 1: Specific Comment 8 for 

additional information). We have changed the naming of the intervention group from Feedback to 

Education + Feedback to highlight the additional feedback component alongside the education 

material provided to this intervention group.  

 

Reviewer 1: Specific Comment 4: Setting: do you have any indication of how many patients will be 

admitted to Glenfield Hospital with acute COPD exacerbation, based on previous trends – and your 

expected recruitment rate? It would be useful for the reader to have a rough indication of what size 

sample may be recruited.  

Response: Thank you for the comment. We have included recruitment figures from a study conducted 

at the same hospital (i.e. (Glenfield Hospital) as the present study which looked at in-hospital 

rehabilitation in COPD patients. We have added the following two sentences to the recruitment target 

section:  

The number of hospital admissions for an acute exacerbation of COPD is approximately 80-100 

patients per month and in a previous in-hospital early rehabilitation trial conducted in part at Glenfield 

Hospital, overall recruitment uptake was 32.3% (Greening et al. 2014). Therefore, a similar 

admissions rate and uptake (~1 in 3) would be expected for COPD-SEAT.  

 

Reviewer 1: Specific Comment 5: A ‘procedure’ section would be helpful in the Method. Further 

procedural detail is needed at points in the main text – for example, at what stage will eligible patients 

be ‘given a verbal description of the study, info sheet and expression of interest form’ (p8)? At the 

COPD hospitalisation visit? If so, after treatment for the exacerbation? Will patients be given a 

prepaid envelope for return of the expression of interest form? Who will randomise participants?  

Response: We agree with the reviewer that a procedure section would be of benefit to the manuscript. 

A ‘Procedure’ section has been added to the Methods as follows:  

Eligible patients will be given a verbal description of the study, participant information sheet and 

expression of interest form by a researcher after they have received usual care from a COPD 

specialist nurse. A researcher will revisit the patients at the bedside at an agreed time to collect the 

expression of interest form from the patient. For those patients who are not interested in taking part in 

the trial, reasons for this (if offered freely) may be taken as field notes or by an interview if patients 

consent to this. For patients wishing to take part in the study, informed consent will be obtained 

followed by pre-randomised group allocation. If allocated to the Education or Education + Feedback 

group, patients will then receive the respective intervention. Questionnaires, activity monitor 

deployment and qualitative interview (intervention groups only) will then be completed prior to 

discharge. The timing of these procedures will vary based on expected discharge.  

 

Reviewer 1: Specific Comment 6: The first paragraph within the section entitled ‘Theoretical 

foundation: the ‘habit formation’ model’ is so similar to the same-titled section of my own paper (see 

http://trialsjournal.biomedcentral.com/articles/10.1186/1745-6215-15-368) as to constitute plagiarism. 

Additionally, no rationale is provided in the Introduction for the use of habit-formation as a theoretical 

foundation.  

Response: The booklet used in the present study was a modified version of educational material 

originally developed by Gardner and colleagues (2014). Therefore, the authors acknowledge that 

detailed repetition of the theoretical basis of this material is not required in the present manuscript. As 

a result, this section has been significantly shortened, reworded and merged with the section entitled 

Education: “Sit Less, Move More, Live Healthier”. In this section, readers are clearly signposted to the 

theoretical underpinnings of the education booklet via the Gardner and colleagues (2014) publication.  

The Education: “Sit Less, Move More, Live Healthier” section now reads:  
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Written information will be provided by an educational booklet, 4 pages in length, adapted for COPD 

patients from ‘On Your Feet to Earn Your Seat’ (24). The booklet was originally developed in 

accordance with the habit formation model (24,25) and designed using a ‘small changes’ approach as 

detailed by Gardner and colleagues (24). The booklet was modified to emphasise simpler behaviours, 

in this case standing up from a chair, which may be more appealing and attainable to COPD patients 

post-exacerbation compared with more daunting behaviours such as stair climbing (25).  

 

The researcher will go through the booklet with the patient at the bed-side, outlining the importance of 

breaking up long periods of sitting and discussing individualised strategies and opportunities for the 

patient to do this at home. The booklet (‘Sit Less, Move More, Live Healthier’) contains seven 

suggestions: leave the house daily; make ad breaks active; stand-ups (e.g. when waiting for a bus); 

tiptoe through the queue; increase your steps, sit to stand with no hands, and treat the seat as a treat. 

For each of these tips, ‘handy-hints’ are provided to facilitate the adoption of these small changes 

(e.g. offering ways to incorporate them into everyday life). The components of the education delivery 

are presented in Table 1. In addition to the extensive focus groups and interviews with older adults for 

the original booklet (24), the ‘Sit Less, Move More, Live Healthier’ booklet has been through our 

Pulmonary and Cardiac Rehabilitation Patient and Public Involvement Advisory group who provided 

feedback on content, readability and design.  

 

Reviewer 1: Specific Comment 7: Ensure study procedures are consistently referred to in the future 

tense (see e.g. p9, line 33: ‘patients *were* provided the intervention’).  

Response: We thank the reviewer for spotting this. The full manuscript, including abstract, has been 

proof read again and corrections made.  

 

Reviewer 1: Specific Comment 8: It was only on p10, line 23 that I realised that the ‘feedback’ 

intervention is in fact the ‘education’ intervention with the addition of feedback. This should be clearer 

from the outset (e.g. rephrase to ‘education + feedback’).  

Response: We agree with the reviewer that renaming the intervention group from Feedback to 

Education + Feedback provides additional clarity. This renaming has been made throughout the entire 

manuscript and protocol.  

 

Reviewer 1: Specific Comment 9: Has the LUMO device been validated as a measure of ‘time spent 

lying down, slouching, sitting, standing, and transitioning from sitting to standing’ (pp10-11)? 

(Considering moving the sentence currently on p14 lines 50-56 to pp10-11, and add any information 

you may have on validity for capturing posture and sit-stand transitions.)  

Response: The LUMO has been validated in two studies (Rosenberger et al. 2015 and Kooiman et al 

2015), both now referenced in the present manuscript. We have added further information on the 

validity of the LUMO to detect sedentary behaviour and steps and acknowledge that no published 

validation work has specifically examined the validity of the LUMO to detect sit-to-stand transitions. 

However, both validation studies were conducted, at least in part, under free-living conditions. 

Therefore, the detection of sit-to-stand transitions is a prerequisite for the valid measures of sedentary 

behaviour and walking observed in these studies. The following amendments have been made to the 

‘objectively measured physical activity and sedentary behaviour’ section:  

 

The LUMO has been found to produce valid measurements of free-living SB (mean error of 9.5%) 

(30) and step count (mean absolute percentage error 0.4%) (Kooiman et al. 2015) compared with the 

ActivPAL (PAL Technologies Ltd, Glasgow, UK). Whilst no validation study to date has specifically 

examined LUMO stand-ups, valid free-living SB against the ActivPAL supports accurate detection of 

sit-to-stand transitions. LUMO data will be analysed in five minute epochs with behaviours 

summarised as a percentage of each five minute epoch (e.g. 50% sitting will be converted to 2.5 

minutes sitting).  
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Reviewer 1: Specific Comment 10: Relatedly, why are participants being asked to wear both an 

ActiGraph and LUMO for data collection purposes, if LUMO adequately counts steps?  

Response: Concomitant wear for the ActiGraph and LUMO monitors was decided for two main 

reasons. The first, as noted above, the LUMO monitor is a relatively new device and has not yet been 

subject to multiple validation studies across different populations (e.g. ages, disease states and 

habitual activity levels). Therefore, the ActiGraph provides a well-established measurement of 

physical activity and sedentary time in COPD and general populations. The second, we did not know 

whether patients would dislike the nudge of the LUMO and thus remove it. Consequently there was a 

need for an independent evaluation and intervention sensor.  

 

Following hospital discharge (day 0), patients will be asked to wear two monitors, one posture sensor 

(gyroscope) and one triaxial accelerometer, for 14 days and return the devices at the follow-up 

appointment (day 15).  

 

In addition to physical activity intensity data collected by the ActiGraph accelerometer, the LUMO will 

provide information on sitting, driving, lying, standing, sit-to-stand transitions and stepping.  

 

Reviewer 1: Specific Comment 11: Figure 1 suggests that participants will be randomised after 

completing baseline measures, but the ‘Randomisation’ section (p16) states only ‘after consent’, not 

after baseline measures; clarify.  

Response: We thank the reviewer for spotting this. Randomisation will occur after consent and before 

baseline measures. Figure 1 has been amended accordingly.  

 

Reviewer 1: Specific Comment 12: I was somewhat confused by the randomisation section, which 

states that randomisation is done independently of the research team to ensure researchers are 

blinded to allocation prior to obtaining consent. Does this not imply that participants are in fact 

randomised prior to consent, but only informed of the condition to which they are allocated after 

consent?  

Response: We thank the reviewer for highlighting this confusion. This section has been rewritten to 

clarify this issue:  

Block randomisation (1:1:1) will be used to ensure a balance in sample size between the three study 

groups. Balanced combinations of group allocations within blocks will be conducted by a researcher 

at Loughborough University who is independent of the research team. This will ensure study team 

researchers will be blinded to group allocation prior to patients deciding whether to take part in the 

study. Due to limited study team members and logistical barriers study team researchers will be made 

aware of group allocation before consent. Patients will only be informed of their group allocation after 

providing informed consent.  

 

Reviewer 1: Specific Comment 13: The authors are encouraged to also submit, as supplementary 

material, a completed TIDieR checklist.  

Response: We thank the reviewer for this suggestion and we have submitted a completed TIDieR 

checklist as requested.  

 

Reviewer 2:  

 

General comment  

Orme and colleagues describe a feasibility study protocol (COPD-SEAT) to qualitatively evaluate the 

provision of education + feedback vs. feedback only vs usual care to reduce sedentary behaviour in 

COPD patients following hospitalisation for acute exacerbation. The study addresses a very relevant 

topic (physical inactivity) in COPD and the approach that is proposed by the authors is exciting and 

promising. While the study has probably been completed by the time of possible acceptance of this 

protocol manuscript, I have some comments and questions for the authors.  
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General comments  

 

Reviewer 2 General comment 1: The authors assume that reducing sedentary behaviour will improve 

health outcomes and healthcare utilization in COPD. I kindly request them to provide references for 

these assumptions. Reference 14 is not a paper but a conference abstract.  

Response: We agree with the reviewer that more rationale to support targeting sedentary behaviour in 

this population is required. The following four sentences were added/amended in accordance with this 

comment:  

Furthermore, targeting the displacement of SB with light activity such as walking may help to reduce 

the risk of readmissions (Donaire-Gonzalez et al. 2015). Indeed, physical inactivity is widely regarded 

as the strongest predictor of all-cause mortality in COPD (Waschki et al. 2011) and preliminary 

evidence has suggested that a reduction in sedentary time from discharge to six weeks will also 

reduce the risk of readmissions (14).  

 

Reviewer 2 General comment 2: The flow of patients is not clear. At what timepoint will patients be 

recruited for baseline data? At the start of hospitalisation, during stay or at discharge? I think this 

needs to be uniformly done, since it will affect baseline values.  

Response: We thank the reviewer for this comment. The following text has been added to “Data 

collection”:  

Baseline data will be collected during patients’ hospital stay. The timing of baseline data collection 

cannot be standardised due to variation in the timing of patients receiving usual care from COPD 

Specialist Nurses, screening and length of stay.  

 

Reviewer 2 General comment 3: It is also not clear how long follow up will be? Figure 1 suggests 2 

weeks of intervention and 2 weeks of follow-up, but this is not clear from the text, in which a 2 week 

intervention is mentioned.  

Response: We thank the reviewer for identifying this uncertainty. Follow-up will be two weeks after 

discharge and Figure 1 has been amended accordingly.  

 

Reviewer 2 General comment 4: The role of pulmonary rehab during hospitalisation is not clear from 

the methods. Will all groups be allowed to participate in in-hospital rehab during their hospital stay? If 

not, this will probably influence the outcomes of the study.  

Response: Thank you for the comment. We agree that it should be made clear the role of pulmonary 

rehabilitation during patients’ involvement in the study. No in-hospital rehabilitation is conducted at 

Glenfield Hospital. The following sentence has been added to the Control description:  

No in-hospital rehabilitation is conducted as part of usual care.  

 

Reviewer 2 General comment 5: The ultimate aim of COPD-SEAT could be emphasized. Is it 

increasing physical activity? Is it engagement in PR? Health status? So, if the current feasibility study 

is successful, what will be the goal of the follow-up study?  

Response: We thank the reviewer for raising this question. The following text was added to “The 

objectives of the trial are to:”  

3) Reduce prolonged periods of SB at home in COPD patients admitted for an acute exacerbation  

 

The following text was added to the ethics and dissemination section:  

The primary outcome for future efficacy trials will be readmission rates.  

 

Reviewer 2 Specific comment 1: Abstract: 'Targeting sedentary behaviour (SB) may be a more 

suitable conduit…’ More suitable than what?  

Response: Thank you for spotting this. The following sentence in the Abstract has been amended 

accordingly:  
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Targeting sedentary behaviour (SB) may be more attainable than exercise (at a moderate-to-vigorous 

intensity) prescription for behaviour change in patients following an exacerbation.  

 

Reviewer 2 Specific comment 2: Randomisation. The authors mention 4 groups here, while only three 

are described throughout the manuscript.  

Response: We thank the reviewer for spotting this. The study involves three study groups (Control, 

Education and Education + Feedback). If patients provide informed consent but then refuse the 

intervention they will not be classified as a fourth group. These patients will be withdrawn from the 

study. The following sentence has been amended in the Protocol document:  

Patients randomised to an intervention arm who then refuse the intervention will be withdrawn from 

the study and invited to take part in a drop-out interview to explain reasons why they refused the 

intervention. 

VERSION 2 – REVIEW 

REVIEWER Benjamin Gardner 
King's College London  
UK 
 
I am Principal Investigator on the project that developed the 'On 
Your Feet to Earn Your Seat' intervention that the authors have 
drawn on for their own intervention. 

REVIEW RETURNED 07-Aug-2016 

 

GENERAL COMMENTS I am satisfied with the authors’ responses to my previous comments. 
I have some minor further suggestions:  
 
(i) The Procedure section could usefully be expanded to include the 
number and timing of follow-ups (or estimate thereof).  
(ii) In the ‘Sit Less, Move More, Live Healthier’ intervention 
description, the term ‘the booklet’ is used to refer to two items: one 
the original ‘On Your Feet’ booklet, and the other the COPD-SEAT 
booklet. The distinction between the two could be clearer.  
(iii) Consider dropping the title of the intervention booklet (‘Sit Less, 
Move More, Live Healthier’) from the sub-heading ‘Education: Sit 
Less, Move More, Live Healthier’, and change to e.g. ‘Education 
only’. This will make it easier for future systematic reviewers to 
extract key information. It also achieves consistency with the next 
heading (‘Education + Feedback’).  
(iv) Within the ‘Education + Feedback’ subsection, consider 
including the title of the education booklet. That is, state explicitly 
that the group will receive ‘the above education intervention (i.e. Sit 
Less, Move More, Live Healthier booklet) plus a wearable device…’.  
(v) Consider adding, to the description of the objective sed bhvr and 
phys activity measures, the rationale for fitting two accelerometer 
devices (which was well explained in the authors’ response to 
reviewers).  
(vi) In the ‘Quantitative Data Analysis’ section, the authors state that 
‘quantitative analysis will primarily be descriptive’. The word 
‘primarily’ indicates that there will be non-descriptive (i.e. 
inferential?) statistics run. Any planned inferential tests should be 
fully described.  
(vii) Trial status – the editorial office can advise, but presumably this 
sentence should end with ‘at the time of submission’ (or ‘at the time 
of first submission’)? Given that data collection runs only until 
August 2016, the manuscript may not be published until after all data 
have been completed. 
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VERSION 2 – AUTHOR RESPONSE 

Reviewer comment 1: The Procedure section could usefully be expanded to include the number and 

timing of follow-ups (or estimate thereof).  

 

Response: We thank the reviewer for this suggestion. The following sentence has been added to the 

procedures section:  

“Upon discharge, patients will wear the activity monitors for two weeks before returning for their 

follow-up appointment.”  

 

Reviewer comment 2: In the ‘Sit Less, Move More, Live Healthier’ intervention description, the term 

‘the booklet’ is used to refer to two items: one the original ‘On Your Feet’ booklet, and the other the 

COPD-SEAT booklet. The distinction between the two could be clearer.  

 

Response: The authors agree that further distinction would be useful to the reader. The necessary 

edits have been made to assist with the clear differentiation of the two booklets.  

 

Reviewer comment 3: Consider dropping the title of the intervention booklet (‘Sit Less, Move More, 

Live Healthier’) from the sub-heading ‘Education: Sit Less, Move More, Live Healthier’, and change to 

e.g. ‘Education only’. This will make it easier for future systematic reviewers to extract key information. 

It also achieves consistency with the next heading (‘Education + Feedback’).  

 

Response: We agree with the reviewer and have deleted the required text.  

 

Reviewer comment 4: Within the ‘Education + Feedback’ subsection, consider including the title of the 

education booklet. That is, state explicitly that the group will receive ‘the above education intervention 

(i.e. Sit Less, Move More, Live Healthier booklet) plus a wearable device…’.  

 

Response: The title of the education booklet has been added to the following sentence:  

“Patients randomised into the Education + Feedback group will receive the above education 

intervention (i.e. ‘Sit Less, Move More, Live Healthier’ booklet) plus a wearable device to self-monitor 

their SB and physical activity as well as provide a behavioural nudge in the form of a vibration 

prompt.”  

 

Reviewer comment 5: Consider adding, to the description of the objective sed bhvr and phys activity 

measures, the rationale for fitting two accelerometer devices (which was well explained in the authors’ 

response to reviewers).  

 

Response: The following paragraph was added in accordance with the reviewer’s suggestion:  

“Patients will be asked to wear for the ActiGraph and LUMO monitors concomitantly for two main 

reasons. Firstly, as noted above, the LUMO monitor is a relatively new device and has not yet been 

subject to multiple validation studies across different populations (e.g. ages, disease states and 

habitual activity levels). Therefore, the ActiGraph provides a well-established measurement of 

physical activity and sedentary time in COPD and general populations. Secondly, it is unclear whether 

patients will dislike the nudge/vibration feature of the LUMO and thus remove it. Consequently there is 

a need for an independent evaluation and intervention sensor.”  

 

Reviewer comment 6: In the ‘Quantitative Data Analysis’ section, the authors state that ‘quantitative 

analysis will primarily be descriptive’. The word ‘primarily’ indicates that there will be non-descriptive 

(i.e. inferential?) statistics run. Any planned inferential tests should be fully described.  
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Response: We thank the reviewer for noticing this. Whilst the unpowered nature of the feasibility 

study will not allow us to infer the efficacy of the trial, additional statistical analysis will provide 

important insight into the characteristics of the sample. The following text has been added:  

“In order to examine differences in patient characteristics between study groups, between-group 

comparisons will be assessed using independent t-tests or ANOVA. Within-group comparisons will be 

conducted using paired sample t-tests or repeated measures analysis of variance (ANOVA) if data 

meet parametric assumptions.”  

 

Reviewer comment 7: Trial status – the editorial office can advise, but presumably this sentence 

should end with ‘at the time of submission’ (or ‘at the time of first submission’)? Given that data 

collection runs only until August 2016, the manuscript may not be published until after all data have 

been completed.  

 

Response: The following sentence has been amended accordingly:  

“Recruitment started in January 2016 and was ongoing at the time of first submission.” 
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