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Effectiveness of conservative multimodal physiotherapy in chronic whiplash-associated disorders in individuals with or without posttraumatic stress symptoms:

 A pilot series of Single Case Experimental Designs (SCEDs) 
Participant Information Sheet

Investigators

· Dr Jane Nikles, Senior Research Fellow, Recover Injury Research Centre, The University of Queensland

· Professor Michele Sterling, Director of the NHMRC Centre of Research Excellence in Recovery Following Road Traffic Injuries and RECOVER Injury Research Centre, The University of Queensland
· Assoc Prof James McGree, Senior Research Fellow, Queensland University of Technology
Physiotherapy honors students
Kynan McInnes
Jennifer Chai

Thank you for your interest in joining our study, which aims to test the effectiveness of evidence-based physiotherapy treatment in individuals with chronic whiplash symptoms, with or without post-traumatic stress symptoms.
Over many years researchers at Recover Injury Research Centre, The University of Queensland, have been working to develop more effective treatment for whiplash injuries. Evidence-based physiotherapy has been demonstrated to result in improvements for some individuals, but not others who have chronic whiplash symptoms.  There have been no studies in different sub-groups of chronic whiplash to determine if physiotherapy may be more effective in certain sub-groups.   We now need to test the effectiveness of this treatment in reducing neck pain in people with whiplash injury, with or without post-traumatic stress symptoms. This trial is the first of its kind. 

Process of the Study: 
Screening
If potentially eligible, you will be invited to The University of Queensland, St. Lucia campus Health Clinics to sign the consent form and for the physiotherapist to check that you are eligible for entry to the study. The physiotherapist will also go through the trial documents, the method of recording the symptom diary data and leave you their contact details. 
Questionnaires

You will be asked to complete a series of baseline questionnaires seeking information on your accident, current symptoms, general health, any treatment received to date and employment status. 

Interventions 
After a baseline phase, in which you will be given a book containing evidence-based advice about how to manage your whiplash, you will be provided with four weeks of evidence-based physiotherapy: twice weekly for four weeks.  Physiotherapy will consist of a combination of hands-on and exercise-based treatment individualized to your needs, based on your initial physical examination.

Trial Phase
During the trial, you will be asked to keep a symptom diary in which you will record information such as pain scores, other treatments and medication taken, if any. You will also be able to contact trial research staff if you have questions regarding the treatment you are receiving. After the trial you will be asked to come back to see your physiotherapist to discuss a personalized report on how the treatment has helped you and what treatment you may need to continue with for the next few weeks.
Follow-up 
At 4 weeks after the post-trial consultation, a brief questionnaire will ask you about your pain and current medication, if any, as well other general health measures. You will also be asked to complete a questionnaire about your experience in the trial and how useful you thought it was.  

What should I do if I have any concerns about any increase in symptoms? 
If you have any concerns about the treatment you are receiving please contact the study doctor on the following phone number:


Dr Jane Nikles

0408 599 033

You should also let your GP know that you are taking part in this trial, and if extra medications are being prescribed by your GP please let the research team know prior to starting. 

Consent

You must provide consent to participate in this project. A signed Consent Form must be returned to us before you will be able to start the study.

Participation and Withdrawal

Participation in this research project is voluntary.  Standard medical treatment will not be affected in any way by your decision whether or not to participate in this project.  If you decide you no longer want to participate, you may withdraw at any stage if you choose, with no adverse consequences.  
Other Information
Clinicians associated with the ongoing management of study participants will continue to provide care and support that they deem is in the patient’s best interests at all times (National Statement S1.7). 
The results of your assessment and your responses to treatment will remain confidential at all times and will not be released to a third party without your written permission or as required by law.  The assessments will be stored securely at The University of Queensland. The data will be de-identified, so that no one will be able to tell who the data belongs to, except the research team.  The result of this study will be published but your identity will never be revealed. 

This study adheres to the Guidelines of the ethical review process of The University of Queensland and the National Statement on Ethical Conduct in Human Research. The researchers will provide care and support that they deem is in your best interests at all times (National Statement S1.7). 
Whilst you are free to discuss your participation in this study with the principal investigator (Dr Jane Nikles, contactable on +61 7 3346 4821), if you would like to speak to an officer of the University not involved in the study, you may contact the Ethics Coordinator on 3365 3924 (UQ).

Any concerns or complaints about the conduct of this study should be directed to the UQ HREC Coordinator, humanethics@research.uq.edu.au.
                                   

Any complaint will be investigated promptly and you will be informed of the outcome.

Principal Investigator:

Dr Jane Nikles
Senior Research Fellow

RECOVER Injury Research Centre

The University of Queensland
uqjnikle@uq.edu.au
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