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GENERAL COMMENTS The authors have produced a very nicely written protocol for an 
interesting and important clinical trial. I have just a few point that 
might be worth considering  
 
it would be worth clarify the process of sequence generation for the 
randomisation process and some more information on the exact 
mechanisms of the randomisation process - does each envelope 
contain two pieces of paper that determine group assignment?  
 
for those participants who wait more than 2 weeks for an 
appointment and therefore re-complete all baseline questionnaires, 
could you clarify how you will deal with those who score below 14% 
on the ODI at this reassessment time - remembering that this is now 
post randomisation  
 
for those in the CFT group is 16 sessions the maximum allowed or 
an anticipated upper limit?  
 
pain intensity is one of the co-primary outcomes so might be worth 
describing it in a bit more detail, is it average pain and over what 
timescale (and maybe the anchors?)  
 
it appears that socioeconomic status will be assessed across all time 
points - I am not familiar with the socio-economic index, is it 
something that will likely change over the follow up period?  
 
from line 48 on page 12 I gather you will undertake a responder 
analysis. might be worth explicitly operationalizing the cut points for 
this analysis within the text 
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VERSION 1 – AUTHOR RESPONSE 

Minor revisions  
 
1. it would be worth clarify the process of sequence generation for the randomisation process and 
some more information on the exact mechanisms of the randomisation process - does each envelope 
contain two pieces of paper that determine group assignment?  
This has been changed and clarified in the revised manuscript. “The envelope will contain two pieces 
of paper only. Participants will be asked to pick one piece of paper from the envelope. One piece of 
paper will have the letter “C” for class and the letter “I” for individual CFT.”  
2. for those participants who wait more than 2 weeks for an appointment and therefore re-complete all 
baseline questionnaires, could you clarify how you will deal with those who score below 14% on the 
ODI at this reassessment time - remembering that this is now post randomisation.  
This has been clarified in the revised manuscript. “The second of these baseline assessments will be 
used as baseline. In the event an individual’s ODI is less than 14%, they will remain in study since 
they have already been randomised.”  
 
3. for those in the CFT group is 16 sessions the maximum allowed or an anticipated upper limit?  
This has been clarified in the revised manuscript. “While 16 is the anticipated upper limit of sessions, 
eight is the expected average”  
4. pain intensity is one of the co-primary outcomes so might be worth describing it in a bit more detail, 
is it average pain and over what timescale (and maybe the anchors?)  
This has been clarified in the revised manuscript. “Participants will asked to rate their pain on average 
during the last week; 0 representing no pain and 10 representing pain as bad as you can imagine.”  
5. it appears that socioeconomic status will be assessed across all time points - I am not familiar with 
the socio-economic index, is it something that will likely change over the follow up period?  
This has been clarified in the revised manuscript. “This questionnaire provides informaton information 
about education, employment status, income, ability to pay bills, self-perceived health and 
satisfication with number of friends. While aspects of this (e.g. education) are unlikely to change, 
some of them (e.g. work status, self-perceived health) may actually be targets of treatment.”  
6. from line 48 on page 12 I gather you will undertake a responder analysis. might be worth explicitly 
operationalizing the cut points for this analysis within the text  
This has been clarified in the revised manuscript. “A responder to treatment is defined as a >30% 
improvement on the ODI.”  
 
Other changes  
We have clarified in the conclusion that the 36 month follow-up is dependent on the results after 12 
months justifying such a long-term follow-up, and funding becoming available.  
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