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MASSAGE THERAPIST INFORMATION SHEET
PROJECT TITLE: 
Comparative Effectiveness Study of the Clinical and Cost Outcomes of Massage for the Management of Chronic Low Back Pain in Australia.
 

Protocol No:


ETH16-0812
Principal Investigator:
Dr Amie Steel  

Co-investigators:

Dr Jon Adams, Dr Janet Schloss, Ms Tess Dingle

 
1.
Background Massage therapy has been identified as a valuable component of multidisciplinary treatment for chronic low back pain. There are no previous studies comparing the clinical and cost outcomes of massage in addition to standard care for chronic low back pain with standard care without massage therapy.
2.
Purpose of this Study The aim is to substantiate the clinical and cost effectiveness of massage and standard care for the treatment of chronic low back pain compared to standard care only.
Role of participating massage therapist
Procedure 
Potential participants of the study will be identified by the massage therapist (you) during the initial consultation for treatment of chronic low back pain. On consenting to participation, the participant will complete a series of baseline self-reported outcomes related to their chronic low back pain and the therapist will complete a case report. A diary will be provided for the participant to take home and record daily medication use and pain in addition to details of their usual care. Massage treatment will be administered as per the usual protocol for chronic low back pain at the therapist’s discretion. The study duration will be for two (2) months with a final follow-up assessment after the third month. Each participating massage therapist will have the opportunity to recruit up to ten (10) clients for inclusion in the study.
As a participating massage therapist you will receive a package from the researchers containing ten (10) each of the following:
· Patient Information Form (PIF)

· Consent Forms (one each for the participant and the research team)

· Case Report Form x 3 (including link to online Patient Reported Outcome Measures)
· Final Case Report Form for the participant

· Participant diary x 3

· Return addressed envelope x 2 (one for you and one for the participant)

· Patient Reported Outcome Measures (PROMs) for the participant to complete at follow-up

Other forms as a participating massage therapist you will receive for administration purposes include:

· Participant screening log

· Participant identification log

· Participant enrolment log

· Adverse event log
Visit 1- Baseline and Beginning of Treatment (Week 1)
At the initial consultation you will identify and screen prospective clients for inclusion in the study. Inclusion and exclusion criteria are outlined in the Case Report and are intended to be applied in addition to your own clinical exclusion criteria for massage therapy for chronic low back pain. If your client meets inclusion criteria and is willing to participate you will then explain the study protocol and requirements to your client (the participant), provide them with a PIF and obtain voluntary consent by asking them to sign the Consent Form which you will witness. Upon obtaining consent, complete the first Case Report, provide your client with their first participant diary to take home and direct them to complete the baseline online patient-reported outcome measures (PROMs) in privacy. It is important that each time your client completes the online PROMs they are able to do this without your presence. This should take between 5 and 10 minutes. The baseline measures include validated retrospective assessment of chronic low back pain over the previous month which will be used as the comparative data representing usual care. You will then be able to proceed with your usual case taking and the first massage treatment. The third massage treatment will be subsidised to the value of $50 regardless of when it is received.
Mid Treatment (Month 1)
After one month of massage treatment in a follow-up consultation collect the first participant diary, complete the one month Case Report and direct your client to complete mid-treatment online PROMs. Provide your client with a second participant diary for the next month. Provide the massage as per the treatment protocol.
End Treatment (Month 2)
After the second month of treatment in a follow-up consultation collect the second participant diary and complete the third Case Report. Direct your client to complete the end of treatment online PROMs as before. Provide your client with their third and final participant diary together with the final Case Report and PROMs which they will complete after a month of follow-up, and one of the return addressed envelopes for your client to take home. Following the massage treatment, return the first two participant diaries with the completed Case Reports and consent forms in the return addressed envelope provided with the initial package.
End of Study (Month 3 follow-up)
One month after the end of treatment, the research assistant will contact your client/s to prompt them to complete the final Case Report and PROMs and to return these together with their final participant diary to the research team in the return addressed envelope you gave them. You will receive a message of appreciation for your participation and valuable assistance with this study. 
5. 
Discomforts and Risks Any adverse reactions to massage therapy are to be recorded by your client in their participant diary. These will then be reported to you for recording in the Case Report and your own case records as usual. Pain medications and dosages will also be recorded by the participant and any changes to medication will be recorded by you in the Case Report. It is anticipated that there will be no discomforts or risks outside of the massage therapy treatment your client has voluntarily sought. It is your client’s right to withdraw from participation at any time during the study without providing a reason, however if possible please record the date and reason in the Case Report.


6. 
Benefits Your assistance in this comparative effectiveness study is greatly appreciated and essential in achieving the outcome. The benefits to your practice include our direct contribution to the cost of the third massage treatment valued at $50 per client recruited as well as the continuing professional development contribution you will be able to claim with your professional association. The wider benefits may contribute to the long term recognition of massage therapy practice in providing a valuable component of primary health care for chronic low back pain. 
7.
Complaints or Concerns All concerns regarding the research study may be directed in the first instance to the Research Assistant Ms Tess Dingle on the email below. Any concerns of an urgent nature may be reported to the Principle Research Officer Dr Janet Schloss on the number below. 

	 Ms Tess Dingle (Research Assistant)

	Contact email:   
tess.dingle@eweb.endeavour.edu.au

	 Dr Janet Schloss (Principal Research Officer)
	Contact details: +61 7 32539579


8. 
Feedback Any questions or feedback regarding participation in this study is valuable and may be directed to the Principle Investigator Dr Amie Steel on the number below.
	 Dr Amie Steel (Principal Investigator)

	Contact details: +61 7 3253 9523
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