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Rapid Stratified Telehealth:  

a feasibility trial comparing two care pathways for people referred to the Back Clinic 

PARTICIPANT INFORMATION STATEMENT 

 

1. What is this study about? 

You are invited to take part in a research study that will explore a new care pathway for people 

with back pain and/or leg pain radiating from the back. This Participant Information Statement 

tells you about the study. Knowing what is involved will help you decide if you want to take part. 

Please read this sheet carefully and ask questions about anything that you don’t understand or want 

to know more about. 

Participation in this research study is voluntary. 

By giving your consent to take part in this study you are telling us that you: 

 Understand what you have read 

 Agree to take part in the research study as outlined below 

 Agree to the use of your personal information as described 

This Participant Information Statement is yours to keep. 

Currently, when you are referred to see a Rheumatologist or Physiotherapist at Royal Prince Alfred 

Hospital’s ‘Back Pain Clinic’, you are placed on a waiting list. Unfortunately, waiting times for 

treatment are currently 3 months or longer. This is referred to ‘usual care’, which is the care you 

would normally receive when referred to the “Back Pain Clinic’. Our project involves testing a 

new pathway using telephone and virtual appointments, and an App-based exercise program. This 

new pathway is based on ‘stratified care’. This involves matching the type and amount of care you 
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receive based on your risk of persisting pain and presence of other symptoms (like leg pain). We 

want to see whether the new pathway helps people receive treatment sooner and recover sooner.   

To find out which pathway is best, we will offer half of people the current pathway and half the 

new pathway. We will monitor the two groups for 6 months and compare what happens between 

the groups. To ensure the groups are as similar to each other as possible, the group that you will 

be placed into is by chance. There is a 50% chance you will be managed according to the new 

pathway, and a 50% chance you will be managed according to the current pathway. To make 

the results of our study fair, we will not tell you which pathway you have been allocated to.  

If you decide you would not like to participate in the research study, you will be managed 

according to the current pathway. However, your decision whether to participate will not affect 

your current or future relationship with the researchers or anyone else at the University of Sydney 

or Royal Prince Alfred Hospital. It also won’t affect your position on the waiting list or the quality 

of care you receive.   

2.  Who is running the study? 

This study is funded by the Agency for Clinical Innovation (ACI) New South Wales and the 

National Health Medical Research Council. Neither funder will benefit commercially from this 

study. The manufacturers of PhysiTrack, the mobile App you may be provided during the study, 

do not have any commercial, financial or business interests in this study. 

The people conducting this study are:  

• Dr Joshua Zadro, NHMRC Postdoctoral Researcher, Institute for Musculoskeletal Health 

University of Sydney and Sydney Local Health District  

• Dr Chris Needs, Staff Specialist Rheumatologist, Royal Prince Alfred Hospital, Sydney 

Local District Health  

• Prof Christopher Maher, Director, Institute for Musculoskeletal Health, University of 

Sydney and Sydney Local Health District 

• Dr David Martens, Rheumatologist Advanced Trainee, Royal Prince Alfred Hospital, 

Sydney Local District Health  

• Ms Danielle Coombs, Physiotherapist, Institute for Musculoskeletal Health University of 

Sydney and Sydney Local Health District 

• Dr Gustavo Machado, NHMRC Postdoctoral Researcher, Institute for Musculoskeletal 

Health University of Sydney and Sydney Local Health District 

• Mrs Charlotte McLennan, Network Manager, Institute for Musculoskeletal Health 

University of Sydney and Sydney Local Health District 

• Dr Cameron Adams, Rheumatologist Advanced Trainee, Royal Prince Alfred Hospital, 

Sydney Local District Health 

• Prof Nadine Foster, Director, Surgical, Treatment and Rehabilitation Service (STARS) 

Research and Education Alliance, The University of Queensland and Metro North Hospital 

and Health Service 

• Mr Christopher Han, Physiotherapist Research Assistant, Institute for Musculoskeletal 

Health, University of Sydney and Sydney Local Health District 

 

3. Who can take part in the study? 

A person will be allowed to participate in this study if he or she: 
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• is referred to the ‘Back Pain Clinic’ at Royal Prince Alfred Hospital 

• has low back pain and/or leg pain radiating from the back  

• is 18 years or over and able to provide informed consent  

 

4. What does the study involve? 

If you agree to participate in our study, we will send you a survey asking questions about you and 

your low back pain. We kindly ask you to complete these questionnaires and return them back to 

us via mail (return-paid envelope provided), email, or SMS. After this, you will be randomly 

allocated (i.e. by chance) to be managed using the new pathway or current pathway. We will send 

you another questionnaire at 6 weeks and 6 months after joining the study to see how your low 

back pain has changed. This questionnaire will contain similar questions to the first one you will 

complete. If you desire any more information at any point of the study, relevant contact details 

will be provided.  

After 6 months, we may contact you to participate in a group interview (with up to 8 other 

participants) or one-on-one interview if you prefer. This interview may be conducted via telephone 

or videoconference (e.g., Zoom) or in person at the Institute for Musculoskeletal Health, Level 10 

King George V Building, Royal Prince Alfred Hospital. The interview will explore your opinions 

on the care you received. You will be sent more information about this interview before you agree 

to participate.  

5. How much of my time will the study take? 

If you decide to participate, your treatment time is unlikely to be different than if you did not 

participate and joined the current waiting list. However, by participating in the study, we will ask 

you to complete one survey when you enter the study, and another at 6 weeks and 6 months. Each 

survey will take between 10-15 minutes. You may also be asked to participate in a 1-hour group 

interview or 30 minutes one-on-one interview, but participation is voluntary.  

6.  Do I have to be in the study? Can I withdraw from the study once I've started? 

Participation in this study is entirely voluntary. You are not obliged to participate. If you do 

participate, you can withdraw at any time without having to give any reason and without any 

penalty. Whatever your decision, it will not affect your relationship with the Hospital, Local Health 

District and The University of Sydney, or the standard of care you receive now or in the future.  

7.  Are there any risks or costs associated with being in the study? 

Aside from giving up your time to complete three 5-10 minutes surveys (plus a possible 30-60 

minutes for an interview if you’re interested), we do not expect that there will be any risks or costs 

associated with taking part in this study. 

8. Are there any benefits associated with being in the study? 

If you are allocated to receive the new care pathway, you may benefit from having faster access to 

Physiotherapy and Rheumatology care. You may also improve faster because you are seen sooner. 

If you are allocated to receive the current care pathway, you receive the same treatment as if you 

had not taken part in the study.  

By participating you will be contributing to important research that helps us understand whether 

our new pathway is potentially beneficial for people with low back pain and worth investigating 
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in a large future study. The results will help us develop better ways to improve the quality of care 

provided to patients.  

9.  What will happen to information about me that is collected during the study? 

All data collected will be entered electronically and stored on a research database named REDCap 

(Research Electronic Data Capture).  This is a secure, web-based, non-commercial, data 

management tool designed for research purposes, hosted, and backed up on the Sydney Local 

Health District servers on a daily basis.  No personnel other than the researchers will have access 

to the research documents.  The data will be analysed by the researchers at the Royal Prince Alfred 

Hospital.   All data for use in journal publications and presentations will be de-identified. The files 

will be retained for 15 years from the day the study is completed.  Once this retention expires, the 

files will be disposed of using the Royal Prince Alfred Hospital confidential waste disposal service. 

The data may be used for future research purposes; however, Human Research Ethics Committee 

(HREC) approval will be sought prior to any future use of the data.  It will not be shared with local 

or international collaborators. 

10. Will I be told the results of the study? 

You have a right to receive feedback about the overall results of this study. You can tell us that 

you wish to receive feedback by ticking a box and leaving your email when you complete the 

consent form. This feedback will be in the form of a one-page lay summary of the results. You 

will receive this feedback after the study is finished. 

11.  What do I do next?  

When you have read this information, please store it in a safe place. If you understand what you 

have read and would like to participant, please sign and return the consent form.  

If you would like to know more about the study at any stage and ask questions, please feel free to 

contact Mr Christopher Han (research assistant) at Christopher.han@sydney.edu.au or (02) 8627 

7423. 

12. What if I have a complaint or any concerns about the study? 

This study has been approved by the Ethics Review Committee (RPAH Zone) of the Sydney Local 

Health District.   

If you have any complaints or concerns about any aspect of this study, you should call our research 

team who will do their best to address any issues. If your concerns are not able to be addressed, 

you can contact the Executive Officer of the Ethics Review Committee on 02 9515 6766 and quote 

protocol number X21-0221.  

This information sheet is for you to keep. 
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Rapid Stratified Telehealth: a feasibility trial comparing two care pathways for people 

referred to the Back Clinic 

PARTICIPANT CONSENT FORM 

 

 

I,_____________________________________________________________________ [full name] 

              

Of_____________________________________________________________________ [address]                                                                        

 

have read and understood the Participant Information Sheet on the abovenamed research study 

and have discussed the study with ___________________________________________________ 

[investigator responsible for conducting informed consent]. 

• I have been made aware of the procedures involved in the study, including any known or expected 

inconvenience, risk, discomfort or potential side effect and of their implications as far as they are 

currently known by the researchers. 

 

• I understand that my de-identified data may be used for future research and I agree to this. 
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• I would like to receive a copy of the study results when they become available. My email address  

 

is: __________________________________________________________________________ 

 

• I understand that, during the course of this study, my medical records may be accessed by Sydney 

Local Health District by regulatory authorities or by the Ethics Committee approving the research in 

order to verify results and determine that the study is being carried out correctly. 

 

• I understand that the SLHD software license for REDCap (Research Electronic Data Capture) will be 

used to manage the collection and storage of my research data. 

 

• I have had an opportunity to ask questions and I am satisfied with the answers I have received. 

 

• I freely choose to participate in this study and understand that I can withdraw at any time. 

 

• I consent to the future use of any data I provide for research purposes.  I understand that before the 

researchers can use any data I provide; they must seek additional ethics approval. YES/ NO 

 

• I consent for other research collaborators to use any data I provide for future research purposes. I 

understand that before they can use my data, they must seek additional ethics approval. YES/NO 

 

• I also understand that the research study is strictly confidential.  

 

• I hereby agree to participate in this research study. 

 

• I consent to the storage and use of my information collected from me for use, as described in the 

relevant section of the Participant Information Sheet, for: 

-This specific research project 

-Other research that is closely related to this research project 

-Any future research 
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Participant Name:_________________________________________________________________ 

Participant Signature:______________________________________________________________ 

Date:__________________________________________________________________________ 

Name of Person conducting informed consent:__________________________________________ 

Signature of Person conducting informed consent: ______________________________________ 

Date:______________________________________________________________________________

___ 

Name of witness to consent form:__________________________________________ 

Signature of witness to informed consent: ______________________________________ 

 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2021-056339:e056339. 12 2022;BMJ Open, et al. Zadro JR



 

BASELINE QUESTIONNAIRE  

Section 1: Information about you 

We want to learn about you, your background, and features of your low back pain.  

Gender:  

(please tick one only) 

 

o Male                o Female 

Date of birth:  

____ / _____ / ________ 

dd   / mm    /        yyyy 

Duration of low back pain or leg pain 

radiating from the back (whichever is the 

primary issue): 

(please tick one only) 

o Less than 12 weeks 

o Longer than 12 weeks 

Do you have pain that starts from your back 

and goes below your knee? 

o Yes 

o No 

Language spoken at home other than 

English 

  

________________________ 

What is your indigenous status? (please tick 

one only) 

o Aboriginal 

o Torres Strait Islander 

o Both Aboriginal and Torres Strait Islander 

o Neither Aboriginal nor Torres Strait 

Islander 

Employment Status: 

(please tick one only) 

o Not currently employed 

o Currently employed 

o Student 

o Unpaid carer 

Education: What option best describes your 

highest level of education? (please tick one 

only) 

o Primary school or less 

o High school (not completed) 

o High school (completed) 

o TAFE/Trade 

o University- undergraduate degree/s 

(completed) 

o University- postgraduate degree/s e.g. 

Masters, PhD (completed) 
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o Other (please specify) 

____________________________ 

Have you previously taken sick leave due to 

your low back pain or leg pain radiating 

from the back? (please tick one only) 

o Yes 

o No 

 

Section 2: Information about your back pain and/or leg pain radiating from the back 

The Keele STarT MSK Tool © Self-report version 

For questions 1-9, think about just the last two weeks: 

Pain intensity 

1) On average, how intense was your low back pain or leg pain radiating from the back (whichever was 

worse) [where 0 is “no pain” and 10 is “pain as bad as it could be”]? 

 

    0     1     2     3     4     5      6      7      8     9     10 

           

 

                                                          Please cross one box for each question below          Yes          

No 

2) Do you often feel unsure about how to manage your pain condition?    

3)  Over the last two weeks, have you been bothered a lot by your pain?   

4) Have you only been able to walk short distances because of your pain?   

5) Have you had troublesome joint or muscle pain in more than one part of your 

body? 
  

6) Do you think your condition will last a long time?   

7) Do you have other important health problems?   
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8) Has pain made you feel down or depressed in the last two weeks?    

9) Do you feel it is unsafe for a person with a condition like yours to be physically 

active? 
  

10) Have you had your current pain problem for 6 months or more?   
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Use of healthcare for your back pain and/or leg pain radiating from the back 

Have you used any healthcare services (e.g. GP, physiotherapy, x-rays, hospital admission), or 

community health or other services (e.g. meals on wheels) for your of low back pain and/or leg 

pain radiating from the back since this episode of pain started?  

 Yes, please specify the service______________________________________________ 

 No 

 

Are any services ongoing?  

 Yes, please specify the service______________________________________________ 

 No 

 

Are you currently taking any prescription or over the counter medication for your low back pain 

and/or leg pain radiating from the back?  

 Yes, please name the medication (please use the full brand name) and provide details on 

the dose (e.g. how much do you take per day) 

______________________________________________________________ 

 No 
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