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REVIEW RETURNED 14-Jun-2015 

 

GENERAL COMMENTS This is a well-designed study in an area that needs more attention 
and research - the treatment of persistent post-concussion 
symptoms in youth. Due to the design, the study will not allow a 
clear determination of the effective ingredient of any improved 
outcome due to active rehabilitation (for example, a better outcome 
might be due mostly to the active rehabilitation group spending more 
time with and getting more attention from professionals). 
Nevertheless, the study can demonstrate that something more than 
standard care may benefit youth struggling with persistent symptoms 
after concussion.  

 

REVIEWER Vivki Anderson 
Royal Children's Hospital 

REVIEW RETURNED 16-Jun-2015 

 

GENERAL COMMENTS This manuscript describes the protocol for an exercise-based 

intervention project to treat youth who have sustained a concussive 

injury.  This is an important area as there are very few evidence-

based interventions to treat delayed recovery of youth concussion.  

 

Overall it is well written and methods are clearly articulated.  The 

relevant literature is cited and the preliminary case-based work of 

the authors is described which provides information on the 
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satisfaction of youth who have undergone the treatment.  Due to the 

nature of concussion, case studies are insufficient to determine the 

benefits of the intervention over and above spontaneous recovery, 

and thus the authors have designed a stratified randomised control 

study (treatment vs standard care) to evaluate their treatment. 

 

There are some limitations in the protocol as described: 

 

- concussion is not defined.  Given the inconsistencies in the 

literature, it is important to be clear about the characteristics of the 

group recruited 

- time since concussion is a critical confounding factor for this study, 

but its not entirely clear at what time point participants will be 

recruited.  The authors do state that symptoms need to be present 

for more than 4 weeks, which suggests that recruitment will be at 

least 1 month post-concussion, but it seems time post-injury might 

vary 

- the definition of PCS  provided requires only one symptom to be 

maintained over 4 weeks, but does not state severity, or whether this 

needs to be worse than pre-injury.  For example, many youth in the 

community report headaches or sleep issues.  I would think that this 

is a very low bar if the judgement is made on PCSi scores?  More 

clarity is needed around these issues. 

- mode of recruitment is unusual for a concussion study and 

precludes the availability of objective injury data for those recruited 

from the community. 

- in their previous studies, did the authors test for the feasibility of 

the daily activity logging?  This seems quite onerous and may not be 

adhered to? 

- inclusion of a flow diagram, along Consort lines would clarify study 

design 

- similarly, could the authors include comment on whether their 

design incorporates all gold standard trial components (e.g., testing 

for treatment integrity, intention to treat analysis) 

- analyses need to include time since injury, length of intervention 

(as this is said to vary across participants) and dose of treatment. 
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VERSION 1 – AUTHOR RESPONSE 

- concussion is not defined. Given the inconsistencies in the literature, it is  
important to be clear about the characteristics of the group recruited  
 
Authors’ Response: We have included the 2013 Zurich International Consensus definition of 
concussion (see page 4, lines 57-58).  
 
- time since concussion is a critical confounding factor for this study, but its not  
entirely clear at what time point participants will be recruited. The authors do  
state that symptoms need to be present for more than 4 weeks, which suggests  
that recruitment will be at least 1 month post-concussion, but it seems time post injury  
might vary  
 
Authors’ Response: Youth may be recruited to the study any time between 4 weeks post injury to a 
maximum of 3 months post injury. This is indicated on page 7 (lines 136-137) in the inclusion criteria.  
 
- the definition of PCS provided requires only one symptom to be maintained  
over 4 weeks, but does not state severity, or whether this needs to be worse than  
pre-injury. For example, many youth in the community report headaches or  
sleep issues. I would think that this is a very low bar if the judgement is made on  
PCSi scores? More clarity is needed around these issues.  
 
Authors’ Response: We agree that having only one residual symptom sets a low bar for entry into this 
active rehabilitation trial. We have clarified in the manuscript that the child or adolescent must have at 
least one symptom that is believed to be related to the injury and has resulted in the youth not being 
medically cleared to fully return to sports or other recreational activities. Please see this edit on page 
7, lines 139-141.  
 
- mode of recruitment is unusual for a concussion study and precludes the  
availability of objective injury data for those recruited from the community.  
 
Authors’ Response: To avoid the possibility of not having objective injury data for all study 
participants, the mode of recruitment has been modified to include only (i) referral’s from our facility’s 
concussion clinic, and (ii) flyers sent to local community medical practitionners (e.g., family physician, 
pediatrician etc.) (See page 7, under the ‘Participants and Recruitment’ subheading, lines 131-133). 
This approach will allow us to be confident that all participants have received medical attention and 
have been provided with a diagnosis of concussion prior to entering the study.  
 
- in their previous studies, did the authors test for the feasibility of the daily activity logging? This 
seems quite onerous and may not be adhered to?  
 
Authors’ Response:  
The activity log has not been used in previous studies. Due to the unknown feasibility of this tool, we 
have removed it from the study protocol (e.g., participants will not be completing this activity log at 
any point during study participation). A separate research study will be used to more appropriately 
explore the feasibility and validity of this activity log prior to use in future studies and/or clinical 
contexts. Further, in our previous submission, this activity log was reported to be used to monitor for 
contamination (levels of participation/activity outside of the study protocol). In light of the removal of 
this activity log, the revised manuscript reports that data collected on the Physical Activity 
Questionnaire for Children and Adolescents (already part of the study protocol) will be used to 
monitor for contamination (see page page 14 under ‘Cointervention and Contamination’ subheading, 
lines 283-285).  
 
 
- inclusion of a flow diagram, along Consort lines would clarify study design  
- similarly, could the authors include comment on whether their design  
incorporates all gold standard trial components (e.g., testing for treatment  
integrity, intention to treat analysis)  
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- analyses need to include time since injury, length of intervention (as this is said  
to vary across participants) and dose of treatment.  
 
Authors’ Response: A flow diagram has been included as an attachment. Analyses will be based on 
intention-to-treat (page 15, line 319) . Treatment fidelity analyses will not be undertaken. Time since 
injury analyses will not be used as a covariate because the recruitment period is relatively modest (1-
3 months post injury, and all analyses will be based on 3 time points: pre-treatment, 2 weeks after the 
first evaluation, and 6 weeks after the first evaluation).  
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