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VERSION 1 - REVIEW 

REVIEWER Jan Hartvigsen 
University of Southern Denmark  
Denmark 

REVIEW RETURNED 07-Mar-2016 

 

GENERAL COMMENTS This is a most well written manuscript describing the protocol for a 
randomised clinical trial investigating the effectiveness and cost-
effectiveness of a structured educational and exercise program 
versus a minimal educational intervention on recurrence of LBP in 
adults who have recovered from an episode of LBP. This is a highly 
relevant and timely trial, which warrants publication in a good journal 
even when no results are available.  
 
My task here is not to comment on the trial design and suggest 
modifications but rather to assess the reporting of the trial, which is 
already approved and funded. I will say though that the trial is well 
designed, transparent and doable.  
 
In this regard I have a few remarks that the authors can consider at 
their discretion.  
 
1. In the abstract Methods and Analysis I suggest naming the three 
cohorts in line 15.  
2. Page 8 Study Outcomes line 6: It is unclear to me whether the 
primary outcome is days to recurrence of an episode or days to 
recurrence of the first episode. Please clarify if the participants will 
be censored after the first recurrence or how repeated recurrences 
will de handled.  
3. Same page line 29: Please add that intensity of physical activity 
will be based on established cut points based counts per minute.  
4. Page 9 line 44: By recurrence rates you mean per group or in 
individuals (I guess this relates to my second comment). 

 

REVIEWER Zhen Zheng 
RMIT University  
Australia 

REVIEW RETURNED 09-Mar-2016 

 

 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-2016-011492 on 23 M

ay 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/site/about/resources/checklist.pdf
http://bmjopen.bmj.com/


GENERAL COMMENTS This well-written manuscript describes a project that is of significant 
importance to people who have low back pain and to the society. 
The design is well throughout and follows various guidelines and 
standards.  
My questions will direct to the selection of outcome measures, 
choice of the intervention and integrity of the minimal intervention 
group.  
• It is not clear why day to re-occurrence is the primary outcome 
measure. This outcome measure is more meaningful than intensity 
of pain, however is there any evidence supporting this outcome 
measure being more meaningful to back pain sufferers than days in 
low back pain and their disability? Some justification of the choice of 
primary outcome measure will be very helpful.  
• Various interventions are included the exercise program. The main 
part is a standard exercise program. Please provide evidence for 
this regime of exercise for low back pain. The SMS reminder part is 
not commonly practised. Although research shows SMS reminder 
alone could be a powerful intervention, this approach could be 
difficult to implement clinically and therefore defeat the purpose of 
the study. Furthermore the two day education sessions could be 
difficult to implement at the primary care level. Do the authors have 
the strategies to effectively address this concern?  
• Trial physiotherapists: Will there be any trial related training to 
ensure consistent messages and education are delivered to the 
participants?  
• Minimal intervention control: I struggle to understand the reason for 
this control. The contact hours between the exercise group and the 
minimal intervention group are vastly different. However participants 
will be told that two different approaches will be tested. Is the 
minimal intervention control representing a standard therapy or 
representing some placebo control? Some clarification will be 
helpful.  
• Integrity of the minimal intervention control: Would type of 
interventions adopted by this group, such as exercise, mindfulness, 
medication etc, be monitored? How? Will they be asked to complete 
a diary?  
• Please list the prognostic factors. 

 

REVIEWER Jonathan Hill 
Keele University  
United Kingdom 

REVIEW RETURNED 16-Mar-2016 

 

GENERAL COMMENTS This is going to be an internationally important clinical trial. The 
authors have written a very clear and detailed protocol that outlines 
how they will conduct this study.  
 
A few minor points:  
1. Page 5 Line 35. Please change (I) to (i)  
2. Page 5 line 50. The randomisation paragraph explains that 
randomisation will be stratified by number of previous episodes. 
Whilst intuitively it makes sense that this variable needs to be 
balanced across arms - it seems a shame that no reference was 
made to this point in the introduction.  
3. Baseline descriptors seem to be missing. What baseline 
descriptors are to be captured in this study? In particular I was 
interested to know if the authors were collecting patients' baseline 
fear avoidance behaviours relating to physical activity as I have a 
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hunch this might be a potential treatment effect modifier for this 
study as high fear avoiders are more likely to benefit from ongoing 
supervised exercise.  
4. The follow-up section on page 7 line 39.... at present this seems 
to be missing any reference to the 14 week questionnaire mentioned 
under adverse events and treatment credibility.  
5. The sample size calculation allows for 1% loss to follow up and 
1% treatment non-compliance. This seems a little optimistic. Is there 
any justification for these figures being so low?  
6. The study talks about 2 key process outcomes - but there is no 
mention in introduction of why these factors might be important. 
There is also nothing in the analysis plan of how these outcomes will 
be examined. Is a formal mediation analysis planned? If so, to help 
with issues of temporality would it not be important to have a 
measure of changes in these process outcomes within the 12 week 
intervention period?  
 
I wish this research team every success in this project.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

Reviewer Name: Jan Hartvigsen  

Institution and Country: University of Southern Denmark, Denmark Competing Interests: None 

Declared  

 

This is a most well written manuscript describing the protocol for a randomised clinical trial 

investigating the effectiveness and cost-effectiveness of a structured educational and exercise 

program versus a minimal educational intervention on recurrence of LBP in adults who have 

recovered from an episode of LBP. This is a highly relevant and timely trial, which warrants 

publication in a good journal even when no results are available.  

 

My task here is not to comment on the trial design and suggest modifications but rather to assess the 

reporting of the trial, which is already approved and funded. I will say though that the trial is well 

designed, transparent and doable.  

 

In this regard I have a few remarks that the authors can consider at their discretion.  

 

1. In the abstract Methods and Analysis I suggest naming the three cohorts in line 15.  

 

Added to manuscript  

 

2. Page 8 Study Outcomes line 6: It is unclear to me whether the primary outcome is days to 

recurrence of an episode or days to recurrence of the first episode. Please clarify if the participants 

will be censored after the first recurrence or how repeated recurrences will de handled.  

 

The primary outcome refers to the first recurrence. Second and subsequent recurrences will not 

contribute to the analysis  

 

3. Same page line 29: Please add that intensity of physical activity will be based on established cut 

points based counts per minute.  

 

Added to manuscript  
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4. Page 9 line 44: By recurrence rates you mean per group or in individuals (I guess this relates to my 

second comment).  

 

This refers to the recurrence rate per group.  

 

Reviewer: 2  

Reviewer Name: Zhen Zheng  

Institution and Country: RMIT University, Australia Competing Interests: None declared  

 

This well-written manuscript describes a project that is of significant importance to people who have 

low back pain and to the society. The design is well throughout and follows various guidelines and 

standards.  

My questions will direct to the selection of outcome measures, choice of the intervention and integrity 

of the minimal intervention group.  

• It is not clear why day to re-occurrence is the primary outcome measure. This outcome measure is 

more meaningful than intensity of pain, however is there any evidence supporting this outcome 

measure being more meaningful to back pain sufferers than days in low back pain and their disability? 

Some justification of the choice of primary outcome measure will be very helpful.  

 

This outcome measure has been chosen as to be clear in our measurement of prevention of low back 

pain. It is also done this way in order to confirm the findings our recent systematic review[1] of this 

topic.  

 

• Various interventions are included the exercise program. The main part is a standard exercise 

program. Please provide evidence for this regime of exercise for low back pain. The SMS reminder 

part is not commonly practised. Although research shows SMS reminder alone could be a powerful 

intervention, this approach could be difficult to implement clinically and therefore defeat the purpose 

of the study. Furthermore the two day education sessions could be difficult to implement at the 

primary care level. Do the authors have the strategies to effectively address this concern?  

 

The exercise regime is based upon relevant trials identified in our recent systematic review[1] of the 

topic. These have been updated to suit current clinical understanding of exercise prescription in low 

back pain prevention and modified to fit the Australian primary health care system.  

 

Clinical experience amongst the research team suggests that the use of SMS messaging in clinical 

practice is common and therefore we do not foresee difficulties with the implementation of this portion 

of the intervention. We have also completed a small pilot that has confirmed feasibility.  

 

We would like to clarify that there is not a ‘two day education session’ in the trial. The minimal 

intervention consists of a single 30 minute session and 15 minute phone call (at participants’ 

discretion). The education within the exercise and education program is conducted within existing 

exercise/assessment sessions. We feel that these educational components would be feasible to 

implement in primary care.  

 

• Trial physiotherapists: Will there be any trial related training to ensure consistent messages and 

education are delivered to the participants?  

 

Yes, standardised messages have been developed which are provided to the intervention providers. 

These messages are then individualised to the participants by the provider. We have plans to make 

the full details of the intervention publicly available at a later stage.  

 

• Minimal intervention control: I struggle to understand the reason for this control. The contact hours 

 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-2016-011492 on 23 M

ay 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


between the exercise group and the minimal intervention group are vastly different. However 

participants will be told that two different approaches will be tested. Is the minimal intervention control 

representing a standard therapy or representing some placebo control? Some clarification will be 

helpful.  

 

The minimal intervention was designed to mimic what might be provided in current clinical practice 

and is based around a booklet that is in current use in Australia. When informing participants about 

the study the protocol specifies that we are comparing two different interventions in order to minimise 

any placebo effect that may occur due to our inability to blind participants. We will be collecting 

measures of perceived treatment efficacy in order to assess how successful this was.  

 

• Integrity of the minimal intervention control: Would type of interventions adopted by this group, such 

as exercise, mindfulness, medication etc, be monitored? How? Will they be asked to complete a 

diary?  

 

We have not planned to routinely collect external interventions used by the minimal intervention (or 

exercise) group. However if they experience a recurrence we will ask them to record the medication 

and health services used in a cost diary.  

 

• Please list the prognostic factors.  

 

This will include factors such as age, pain intensity, perceived risk, whether the or not the episode 

was compensable, etc. A full list will be included in a subsequent statistical analysis plan which will be 

completed prior to analysis of the data.  

 

 

Reviewer: 3  

Reviewer Name: Jonathan Hill  

Institution and Country: Keele University, United Kingdom Competing Interests: None declared  

 

This is going to be an internationally important clinical trial. The authors have written a very clear and 

detailed protocol that outlines how they will conduct this study.  

 

A few minor points:  

1. Page 5 Line 35. Please change (I) to (i)  

 

Fixed in manuscript  

 

2. Page 5 line 50. The randomisation paragraph explains that randomisation will be stratified by 

number of previous episodes. Whilst intuitively it makes sense that this variable needs to be balanced 

across arms - it seems a shame that no reference was made to this point in the introduction.  

 

Added to the introduction  

 

3. Baseline descriptors seem to be missing. What baseline descriptors are to be captured in this 

study? In particular I was interested to know if the authors were collecting patients' baseline fear 

avoidance behaviours relating to physical activity as I have a hunch this might be a potential 

treatment effect modifier for this study as high fear avoiders are more likely to benefit from ongoing 

supervised exercise.  

 

Baseline data collected includes basic demographic information, history of low back pain and the 

process measures. Regarding the reviewers comment on fear avoidance behaviours, the inclusion of 
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the back pain beliefs questionnaire is designed to cover this aspect of the any potential treatment 

effect and does include an item relating to a participants beliefs on the connection between physical 

activity and back pain. The reviewers suggestions on including a more detailed measure of this 

aspect is noted however as the trial has been registered and begun this cannot be changed.  

 

4. The follow-up section on page 7 line 39.... at present this seems to be missing any reference to the 

14 week questionnaire mentioned under adverse events and treatment credibility.  

 

Further items such as mentioned at 14 weeks, 6 months and 12 months will be completed using the 

same system as the standard follow ups. This has been added to the manuscript.  

 

5. The sample size calculation allows for 1% loss to follow up and 1% treatment non-compliance. This 

seems a little optimistic. Is there any justification for these figures being so low?  

 

In the sample size program, for the module to estimate sample size for time to event outcomes, loss 

to follow and treatment non-compliance is specified per month of the trial. This is why the rates seem 

lower because normally people describe these rates for the duration of a trial which is commonly one 

year in the back pain field. The sample size calculation allows for a 1% loss to follow up and 1% 

treatment non-compliance per month. This is equivalent to allowing for 12% loss to follow-up by 12 

months.  

 

6. The study talks about 2 key process outcomes - but there is no mention in introduction of why 

these factors might be important. There is also nothing in the analysis plan of how these outcomes 

will be examined. Is a formal mediation analysis planned? If so, to help with issues of temporality 

would it not be important to have a measure of changes in these process outcomes within the 12 

week intervention period?  

 

These measures (physical activity & back pain beliefs) have been chosen as we feel these areas will 

inform the results of the study by helping us understand the mechanisms of action through which any 

potential benefit may act. This point has been added to the manuscript. The use of these outcomes in 

the analysis has not been mentioned as they will play no part in our main analyses. Further analyses 

of the data such as mediation analyses using these variables are being considered. Full details of the 

analyses will be presented in a subsequent statistical analysis plan.  

 

I wish this research team every success in this project.  

 

 

References  
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VERSION 2 – REVIEW 

REVIEWER Jan Hartvigsen 
University of Southern Denmark, Denmark 

REVIEW RETURNED 11-Apr-2016 

 

GENERAL COMMENTS I only had a few issues in the first round and they have been 
addressed in the revision.   
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REVIEWER Jonathan Hill 
Arthritis Research UK Primary Care Centre  
Keele University  
UK 

REVIEW RETURNED 07-Apr-2016 

 

GENERAL COMMENTS The authors have answered all my questions to my satisfaction.  
 
I wish them every success in this trial.  
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