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PARTICIPANT INFORMATION STATEMENT:  PART A  
 

Efficacy of footwear for patellofemoral osteoarthritis (FOOTPATH) 
 
Investigators: 

Prof Kay Crossley School of Allied Health, La Trobe University k.crossley@latrobe.edu.au 
Prof Hylton Menz School of Allied Health, La Trobe University h.menz@latrobe.edu.au 
Dr Natalie Collins School of Health and Rehabilitation 

Sciences, The University of Queensland 
n.collins1@uq.edu.au 

Prof Trevor Russell School of Health and Rehabilitation 
Sciences, The University of Queensland 

t.russell1@uq.edu.au 

A/Prof Anne Smith School of Physiotherapy and Exercise 
Science, Curtin University 

anne.smith@curtin.edu.au 

Prof Bill Vicenzino School of Health and Rehabilitation 
Sciences, The University of Queensland 

b.vicenzino@uq.edu.au 

Prof Terry Haines Department of Physiotherapy, Monash 
University 

terrence.haines@monash.edu 

Prof Rana Hinman Department of Physiotherapy, The 
University of Melbourne 

ranash@unimelb.edu.au 

Dr Shannon Munteanu School of Allied Health, La Trobe University s.munteanu@latrobe.edu.au 
Ms Jade Tan School of Allied Health, La Trobe University jade.tan@latrobe.edu.au 
Dr Harvi Hart School of Allied Health, La Trobe University h.hart@latrobe.edu.au 
Ms Brooke Patterson School of Allied Health, La Trobe University b.patterson@latrobe.edu.au  

 
We invite you to participate in our research project “Efficacy of footwear for patellofemoral 
osteoarthritis (FOOTPATH)”, collaboration between La Trobe University and The University of 
Queensland. We would like to give you some background information on why we think this 
project is important, and what we would like you to do if you decide to participate. 
 
What is this project about and why is it important? 
Kneecap arthritis is a leading cause of knee-related pain, disability and health expenditure in 
the Australian community, and has no cure. Compared to general knee arthritis in elderly 
people, kneecap arthritis can also affect middle-aged adults, impacting on productivity and 
contribution to society, and resulting in more years of knee pain and disability across the 
lifespan. At this time, we know very little about effective treatments for kneecap arthritis. 
This project is investigating whether simple footwear interventions are an effective treatment 
for kneecap arthritis. The aims of this project are to: (i) determine whether footwear 
interventions can reduce pain and improve outcome in people with kneecap arthritis over 1 
year; and (ii) evaluate whether specific footwear interventions are a cost-effective treatment 
for kneecap arthritis. This knowledge may provide evidence for a simple, effective, non-
invasive treatment for kneecap arthritis.  

mailto:b.patterson@latrobe.edu.au
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What does the research involve?  
If you are potentially eligible for the trial, you will be screened via telephone, and attend La 
Trobe University for a knee examination. If you are included in the trial, you will undergo 
baseline assessment at the same venue as your knee examination. For the first 3 months of 
the trial, we will monitor your knee condition using questionnaires. You will then be provided 
with a footwear intervention to take home and wear for 1 year, and be asked to complete a 
series of questionnaires online or via mail. 
 
All assessments and footwear interventions will be provided at no cost to you. 
 
At baseline, you will be asked to complete: 

• Questionnaires, including:   
o Age, gender, occupational and sporting history, mechanism of injury, symptom 

duration, rehabilitation, medication use, and family history of arthritis  
o Your expectations and values regarding your condition and its management 
o Physical activity (type, frequency and dosage) 
o Knee-related pain, symptoms, function and quality of life 
o General health and self-efficacy 

• Physical testing, including: 
o Height, weight and waist circumference 
o Movement and palpation of your knee 
o Foot and ankle mobility measures 
o Knee strength:  The maximal strength of your leg muscles will be measured 

using a special device. The examiner will ask you to push against it, as hard as 
you can, in one direction.  

o Functional performance tests, including walking and hopping 
o Measures of pressure pain onset:  The examiner will apply a pressure stimulus 

with a probe to 4 points around your knee, and one point at your elbow. As 
the pressure increases, you will be asked to press a button to indicate the 
precise moment that the pressure sensation changes to one of pressure and 
the first onset of pain. At this point the pressure will cease. Three measures 
will be taken at each site, and repeated on both knees and elbows. 

• X-rays of your knee: 
o You will undergo the x-rays at a private radiology clinic that is convenient to 

your home or workplace. This will take approximately 30 minutes. 
  

You will be invited to attend the La Trobe University Health Sciences Clinic, at the Bundoora 
Campus of La Trobe University, to undergo the baseline assessment. This will take 
approximately 2 hours of your time. You will first complete a series of questionnaires about 
your knee pain, as outlined above.  You will then undergo the physical tests described above, 
including measures of foot and ankle motion, knee strength, and functional performance. For 
the physical tests, you will be asked to change into shorts. You may either bring your own 
shorts or we can provide some for you.  
 



 

School of Allied Health  
College of Science, Health and Engineering  
La Trobe University 

 
 

 
 
 

 

3 / 6 

During the telephone screening, you may be asked if you would like to participate in a sub-
study that will monitor your physical activity with a FitbitTM device for 3 months. If you choose 
to participate in the sub-study, you will be issued a FitbitTM device to wear on daily basis for 3 
months. Your decision to take part or not in the sub-study will not impact on your 
participation in the main study. For this sub-study, you will be required to have access to the 
internet (home, public library etc.) and a smartphone/laptop. During the baseline assessment, 
the FitbitTM application will be installed on your device to ensure that the researchers at La 
Trobe University can remotely extract the data from your FitbitTM. 
 
Your knee condition will then be monitored for 3 months, during which time you will receive 
no intervention. This is a novel and important part of this study, to learn more about the 
natural course of kneecap arthritis. At the conclusion of the 3-month observation period, you 
will be asked to repeat the same questionnaires that you completed at baseline.  
 
You will then be contacted by a member of the study team, regarding your footwear 
intervention. At this time, they will explain in more detail what is involved, and will ask you to 
provide consent. You will then be given a footwear intervention to take home and wear for a 
period of 1 year. This may involve a sandal, or a special insole to wear in your own shoes. 
These be fitted by an experienced Podiatrist or Physiotherapist, and may require you to 
attend up to six appointments at a clinic that is convenient to your home or workplace. We 
will give you instructions on how to break the footwear intervention in safely. You will be 
encouraged to use the footwear intervention as much as possible (e.g. around 8 hours per 
day), whenever you are moving around (e.g. daily tasks such as cleaning, or exercise such as 
walking).  
 
At the conclusion of the 3-month observation period, you may be invited to participate in the 
sub study which will require you to continue to wear your FitbitTM device for the duration of 
the main study. Your decision to take part or not in the sub study will not impact on your 
participation in the main study. 
 
During this time, you may be provided with a diary where you can record your physical 
activity, how often you wear the footwear intervention, what other type of footwear you have 
used, whether you have experienced any adverse effects from wearing the footwear 
intervention, and whether you have had any other medical issues. At regular intervals during 
the 1-year intervention period, you will be asked to complete the questionnaires outlined 
above (via email or postal mail), as well as how your knee condition has changed overall since 
commencing the trial. This will take approximately 20-30 minutes to complete each time. You 
may ask for a copy of your assessment results. At the conclusion of the trial, you are free to 
keep the footwear intervention that you received. We will continue to monitor your knee 
symptoms, using the same questionnaires, at yearly intervals for 5 years. 
 
We may also ask your consent to obtain data about your health care from Medicare and 
Pharmaceutical Benefits Scheme (PBS) databases. This data is important for us to determine 
which footwear intervention is most cost-effective. This type of analysis is commonly 



 

School of Allied Health  
College of Science, Health and Engineering  
La Trobe University 

 
 

 
 
 

 

4 / 6 

conducted alongside intervention studies such as this. We will provide you with a separate 
information sheet specifically outlining details of this process. 
 
During the study, you may be eligible for reimbursement of a proportion of your travel costs.  
 
Use of pain-relieving medications and other forms of treatment during the trial period 
During the 1-year trial period, we recommend that you use paracetamol (e.g. Panadol®), up 
to 4 grams/day, as a pain-relieving medication if it is necessary. You must attempt to not use 
any other treatment for your knee pain during the study period. However, if you do not obtain 
sufficient pain relief with this approach, you are free to use other treatments or take other 
medication as you require. It is possible that limiting the amount of (or altering) pain 
medication or treatment may cause an increase in your knee pain. 
 
Why were you chosen for this research? 
You can participate in this project if you are 50 years of age or older, and have experienced 
symptoms indicative of kneecap arthritis for at least 3 months. This may include a gradual 
onset of knee pain that is aggravated by activities that load the knee (e.g. stair climbing, 
squatting, prolonged sitting).   
 
You are not eligible to participate in this project if you: (i) are not fluent in written and spoken 
English; or (ii) have another significant knee, hip or lower back condition; or (iii) have had 
recent treatment for your knee pain (e.g. knee injections or shoe inserts within the previous 
3 months); or (iv) have recently commenced physiotherapy treatment for your knee pain; or 
(v) have any foot condition precluding the use of footwear interventions; or (vi) have had any 
major surgery to your knee or hip (e.g. total joint replacement or osteotomy) or are planning 
to have surgery to your knee or hip; or (vii) have any neurological or systemic arthritis 
conditions; or (viii) are not suitable to have an x-ray of your knee (e.g. pregnancy, 
breastfeeding). 
 
Consenting to participate in the project and withdrawing from the research 
Before you can participate in the project, you will be asked to read this participant information 
statement and sign a consent form indicating you have understood what the project is about 
and that you agree to participate.  You have a right to withdraw from further participation at 
any stage without disadvantages, penalties or adverse consequences. You may also request 
to have your data withdrawn from the project by contacting the investigators, or by sending 
a withdrawal form within 4 weeks of completing the project.  This will not impact upon any 
relationships with La Trobe University and/or affiliated clinics or sporting clubs. 
 
You will also be asked to indicate if you agree to your data being used for future studies. Your 
data would identify you only by a code (and not your name), but your data would be 
potentially identifiable (i.e. we could break the code to access your name and personal details 
in case we needed them. An example of when this might arise would be if we needed to 
contact you at any stage).  
 
What are the possible risks of participating in this project? 
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X-ray:  You will be asked to have an x-ray of your knee. This involves exposure to a very small 
amount of radiation from x-ray imaging. As part of everyday living, everyone is exposed to 
naturally occurring background radiation and receives a dose of about 2 millisieverts (mSv) 
each year. The effective dose from the x-rays of your knee is less than 0.015 mSv. At this dose 
level, no harmful effects of radiation have been demonstrated, as any effect is too small to 
measure. The risk is believed to be very low. 
 
It is important to be aware that with any imaging investigation, there is a small chance of a 
previously unknown medical condition being detected. In the unlikely event that this occurs, 
we will contact you directly and inform you of the findings. Should you require further medical 
review, we will also organise a referral to your chosen GP. It must be emphasized that the 
purpose of this study is to investigate your knee pain and not to identify other potential 
medical conditions. While we will ensure that you are made aware of any incidental findings 
reported on by the consulting radiologist, neither the investigators, the radiologist, nor the 
Universities involved, will be held accountable if a medical condition exists that is not 
detected during the process. 
 
Physical testing:  The physical tests are routinely performed by Physiotherapists and 
Podiatrists, and are not associated with any risks. You may experience a small amount of 
discomfort in your joints or muscles during the physical examination or testing procedures. 
Please report to the researcher any undue discomfort or pain experienced during the testing. 
If the pain or discomfort is deemed to be excessive by yourself or the investigators, testing 
will cease. 
 
If required, emergency procedures will be used to deal with any medical event that arises 
during the testing. The La Trobe University Health Sciences Clinic and on-call security have 
documented procedures for emergencies. This includes annual St John’s ambulance CPR 
training and appropriate management of fire for all staff. 
 
Footwear intervention:  You may feel some discomfort in your feet or knees when starting to 
use the footwear intervention. Occasionally, footwear interventions can cause some skin 
irritation, pressure points under the feet, or an increase in knee pain. If you experience any 
continued pain or discomfort in your knee or leg muscles, please contact the researchers. 
These problems are usually quickly and easily resolved with modifications to the footwear 
intervention and/or wearing time. 
 
What are the possible benefits of participating in this project? 
Although you may experience some improvements in your knee pain after wearing the 
footwear intervention, there may be no direct benefits in completing this project. However, 
your participation will provide evidence for a simple, effective, non-invasive treatment for 
kneecap arthritis, and inform researchers and clinicians regarding optimal design of footwear 
interventions for kneecap arthritis. 
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What will happen to the results?  
The results of this project may appear in journal publications and in conference presentations, 
but you will not be able to be identified in any of these reports. Data may also be used by 
members of this research team in future projects to compare with results from similar studies 
that have used the same testing procedures. 
 
Results from the project will be confidential and only accessible by the researchers named 
above. No one other than the investigators will have access to the data. No findings that could 
identify you will be published and access to individual results is restricted to the investigators. 
All data and results will be handled in a strictly confidential manner, under guidelines set out 
by the National Health and Medical Research Council. Data will be kept in a password 
protected computer located at La Trobe University Health Sciences 3 building, gait laboratory. 
Hard copies of questionnaires will be kept in a locked filing cabinet in the office of Prof Kay 
Crossley (room 521; 5th Floor, Health Sciences 3) at La Trobe University. Data will be stored 
for at least 5 years after completion of the project in the Health Sciences storage vault, 
Building 3, level 1. 
 
At the conclusion of the project, results of the project and your personal data will be made 
available to you upon request.  This may entail mailing your results to your home residence, 
or if you prefer, a discussion with one of the investigators in person. Please direct requests 
for this information to Prof Kay Crossley (Phone: 03 9479 3902; Email: 
k.crossley@latrobe.edu.au). 
 
Funding 
Funding for this project has been kindly provided by the National Health and Medical 
Research Council of Australia (NHMRC). 
 
Who can I contact if I have any questions? 
Questions concerning the procedure and/or rationale used in this investigation are welcome 
at any time.  Please ask for clarification of any point, which you feel is not explained to your 
satisfaction. Your initial contact is the person conducting the experiment (Professor Kay 
Crossley, 03 9479 3902 or k.crossley@latrobe.edu.au).  
 
Complaints 
If you have any complaints or concerns about your participation in the project that the 
researcher has not been able to answer to your satisfaction, you may contact the Senior 
Human Ethics Officer, Ethics and Integrity, Research Office, La Trobe University, Victoria, 3086 
(Phone: 03 9479 1443, Email: humanethics@latrobe.edu.au). Please quote the project 
reference number S15/286. 
 
Thank you, 

Prof Kay Crossley, Prof Hylton Menz, Dr Natalie Collins, Dr Shannon Munteanu, Ms Jade 

Tan, Dr Harvi Hart   (on behalf of the research team) 

mailto:humanethics@latrobe.edu.au
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LA TROBE UNIVERSITY HUMAN ETHICS COMMITTEE PARTICIPANT CONSENT FORM 
 

Efficacy of footwear for patellofemoral osteoarthritis (FOOTPATH):  Part A 
 
Investigators: 
Prof Kay Crossley, Prof Hylton Menz, Dr Natalie Collins, Prof Trevor Russell, A/Prof Anne 

Smith, Prof Bill Vicenzino, Prof Terry Haines, Prof Rana Hinman, Dr Shannon Munteanu, Ms 

Jade Tan, Dr Harvi Hart, Ms Brooke Patterson 

 
I, ____________________________________, have read and understood the participant 

information statement and consent form, and any questions I have asked have been 
answered to my satisfaction. I understand that even though I agree to be involved in this 
project, I can withdraw from the study at any time, up to four weeks following the completion 
of my participation in the research. Further, in withdrawing from the study, I can request that 
no information from my involvement be used. I agree that research data provided by me or 
with my permission during the project may be included in a thesis, presented at conferences 
and published in journals on the condition that neither my name nor any other identifying 
information is used. 

I am willing to have photographs and/ or videos taken during the testing 
session and consent for these de-identified images or videos to be used 
solely for education and research purposes at physiotherapy schools at 
other universities in Australia and when presentations are made at 
conferences / workshops in National and International Settings. 

Yes No 
☐ ☐ 

 
I consent to my data being included in other research projects. I 
acknowledge that my data will be coded, but can be potentially identified. 

Yes No 
☐ ☐ 

   
I consent to participate in the sub-study measuring physical activity with 
FitbitTM 

Yes No 
☐ ☐ 

 
 

Last Name: Given Name: 

DOB:                                        Age: Contact Phone number: 

Address:  

Signature: Date: 

Witness name: Date: 
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Investigator: Date: 

 

Name and phone number of contact person in case of an emergency: 

Name: Phone: 

Family Doctor: Phone: 

 
I am willing for the study investigators to arrange a referral to my 
nominated medical practitioner in the unlikely event of a previously 
unknown medical condition being discovered during radiological 
imaging  

 
Yes 

 
No 

☐ ☐ 

Participant’s signature: Date: 
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PARTICIPANT INFORMATION STATEMENT:  PART B 
 

Efficacy of shoe inserts for patellofemoral osteoarthritis (FOOTPATH) 
 
Investigators: 
Prof Kay Crossley School of Allied Health, La Trobe University k.crossley@latrobe.edu.au 
Prof Hylton Menz School of Allied Health, La Trobe University h.menz@latrobe.edu.au 
Dr Natalie Collins School of Health and Rehabilitation 

Sciences, The University of Queensland 
n.collins1@uq.edu.au 

Prof Trevor Russell School of Health and Rehabilitation 
Sciences, The University of Queensland 

t.russell1@uq.edu.au 

A/Prof Anne Smith School of Physiotherapy and Exercise 
Science, Curtin University 

anne.smith@curtin.edu.au 

Prof Bill Vicenzino School of Health and Rehabilitation 
Sciences, The University of Queensland 

b.vicenzino@uq.edu.au 

Prof Terry Haines Department of Physiotherapy, Monash 
University 

terrence.haines@monash.edu 

Prof Rana Hinman Department of Physiotherapy, The 
University of Melbourne 

ranash@unimelb.edu.au 

Dr Shannon Munteanu School of Allied Health, La Trobe University s.munteanu@latrobe.edu.au 
Ms Jade Tan School of Allied Health, La Trobe University jade.tan@latrobe.edu.au 
Dr Harvi Hart School of Allied Health, La Trobe University h.hart@latrobe.edu.au 
Ms Brooke Patterson School of Allied Health, La Trobe University b.patterson@latrobe.edu.au  
 
We invite you to participate in our research project “Efficacy of shoe inserts for 
patellofemoral osteoarthritis (FOOTPATH)”, collaboration between La Trobe University and 
The University of Queensland. We would like to give you some background information on 
why we think this project is important, and what we would like you to do if you decide to 
participate. 
 
What is this project about and why is it important? 
Kneecap arthritis is a leading cause of knee-related pain, disability and health expenditure in 
the Australian community, and has no cure. Compared to general knee arthritis in elderly 
people, kneecap arthritis can also affect middle-aged adults, impacting on productivity and 
contribution to society, and resulting in more years of knee pain and disability across the 
lifespan. At this time, we know very little about effective treatments for kneecap arthritis. 
This project is investigating whether simple shoe inserts are an effective treatment for 
kneecap arthritis. The aims of this project are to: (i) determine whether shoe inserts can 
reduce pain and improve outcome in people with kneecap arthritis over 1 year; and (ii) 
evaluate whether shoe inserts are a cost-effective treatment for kneecap arthritis. This 
knowledge may provide evidence for a simple, effective, non-invasive treatment for 
kneecap arthritis. 
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What does the research involve?  
You are being invited to participate in this study based on your responses to questionnaires 
that you completed recently, as part of the FOOTPATH Study. We will provide you with a 
shoe insert intervention to take home and wear for 1 year, and ask you to complete a series 
of questionnaires online or via mail. 
 
All assessments and shoe insert interventions will be provided at no cost to you. 
 
You will be randomly allocated to receive one of two different shoe inserts, to wear in your 
own shoes. Although they are slightly different in design and possible mechanism of effect, 
both of these inserts have been shown to reduce kneecap pain in younger adults. These will 
be fitted by an experienced Podiatrist or Physiotherapist, and may require you to attend up 
to six appointments at a clinic that is convenient to your home or workplace. We will give 
you instructions on how to break the shoe inserts in safely. You will be encouraged to use 
the shoe inserts as much as possible (e.g. around 8 hours per day), whenever you are 
moving around (e.g. daily tasks such as cleaning, or exercise such as walking).  
 
During this time, you will be provided with a diary where you can record your daily physical 
activity, how often you wear the shoe inserts, what other type of footwear you have used, 
whether you have experienced any adverse effects from wearing the shoe inserts, and 
whether you have had any other medical issues. At regular intervals during the 1-year 
intervention period, you will be asked to complete the same questionnaires that you have 
completed previously (via email or postal mail), as well as how your knee condition has 
changed overall since commencing the trial. This will take approximately 20-30 minutes to 
complete each time. At the conclusion of the trial, you are free to keep the footwear 
intervention that you received. We will continue to monitor your knee symptoms, using the 
same questionnaires, at yearly intervals for 5 years. You may ask for a copy of your 
assessment results. 
 
You may also be provided with a FitBit to record your physical activity. This is a simple 
device worn on your wrist, which records your daily step count. If you do receive a FitBit, we 
will provide you with information and instructions on how to use the device. 
 
We will also ask your consent to obtain data about your health care from Medicare and 
Pharmaceutical Benefits Scheme (PBS) databases. This data is important for us to determine 
which footwear intervention is most cost-effective. You will be asked to fill out a consent 
form authorising the study to access your complete Medicare and Pharmaceutical Benefits 
Scheme (PBS) data as outlined on the back of the consent form, and in Appendix A of this 
information statement. Medicare collects information on your medical visits and 
procedures, and the associated costs, while the PBS collects information on the prescription 
medications you have filled at pharmacies. The consent form is sent securely to the 
Department of Human Services who holds this information confidentially. You will also 
receive a phone call from one of the study personnel at 3-monthly intervals, who will ask 
you questions about how your knee is going (e.g. time off work, impact on daily activities, 
use of other interventions, hospital admissions). This type of analysis is commonly 
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conducted alongside intervention studies such as this. We will provide you with a separate 
information sheet specifically outlining details of this process. 
 
During the study, you may be eligible for reimbursement of a proportion of your travel 
costs.  
 
Use of pain-relieving medications and other forms of treatment during the trial period 
During the 1-year trial period, we recommend that you use paracetamol (e.g. Panadol®), up 
to 4 grams/day, as a pain-relieving medication if it is necessary. You must attempt to not use 
any other treatment for your knee pain during the study period. However, if you do not 
obtain sufficient pain relief with this approach, you are free to use other treatments or take 
other medication as you require. It is possible that limiting the amount of (or altering) pain 
medication or treatment may cause an increase in your knee pain. 
 
Why were you chosen for this research? 
You can participate in this project if you are 50 years of age or older, and have experienced 
symptoms indicative of kneecap arthritis for at least 3 months. This may include a gradual 
onset of knee pain that is aggravated by activities that load the knee (e.g. stair climbing, 
squatting, prolonged sitting).   
 
You are not eligible to participate in this project if you: (i) are not fluent in written and 
spoken English; or (ii) have another significant knee, hip or lower back condition; or (iii) have 
had recent treatment for your knee pain (e.g. knee injections or shoe inserts within the 
previous 3 months); or (iv) have recently commenced physiotherapy treatment for your 
knee pain; or (v) have any foot condition precluding the use of footwear interventions; or 
(vi) have had any major surgery to your knee or hip (e.g. total joint replacement or 
osteotomy), or are planning to have surgery to your knee or hip; or (vii) have any 
neurological or systemic arthritis conditions; or (viii) are not suitable to have an x-ray of your 
knee (e.g. pregnancy, breastfeeding). 
 
Consenting to participate in the project and withdrawing from the research 
Before you can participate in the project, you will be asked to read this participant 
information statement and sign a consent form indicating you have understood what the 
project is about and that you agree to participate.  You have a right to withdraw from 
further participation at any stage without disadvantages, penalties or adverse 
consequences. You may also request to have your data withdrawn from the project by 
contacting the investigators, or by sending a withdrawal form within 4 weeks of completing 
the project.  This will not impact upon any relationships with La Trobe University and/or 
affiliated clinics or sporting clubs. 
 
You will also be asked to indicate if you agree to your data being used for future studies 
(with the exception of Medicare and PBS data). Your data would identify you only by a code 
(and not your name), but your data would be potentially identifiable (i.e. we could break the 
code to access your name and personal details in case we needed them. An example of 
when this might arise would be if we needed to contact you at any stage).  
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What are the possible risks of participating in this project? 
You may feel some discomfort in your feet or knees when starting to wear the shoe inserts. 
Occasionally, shoe inserts can cause some skin irritation, pressure points under the feet, or 
an increase in knee pain. If you experience any continued pain or discomfort in your knee or 
leg muscles, please contact the researchers. These problems are usually quickly and easily 
resolved with modifications to the shoe inserts and/or wearing time. 
 
If you are attending La Trobe University, emergency procedures will be used to deal with 
any medical event that arises during the testing. The La Trobe University Health Sciences 
Clinic and on-call security have documented procedures for emergencies. This includes 
annual St John’s ambulance CPR training and appropriate management of fire for all staff. 
 
What are the possible benefits of participating in this project? 
Although you may experience some improvements in your knee pain after wearing the 
footwear intervention, there may be no direct benefits in completing this project. However, 
your participation will provide evidence for a simple, effective, non-invasive treatment for 
kneecap arthritis, and inform researchers and clinicians regarding optimal design of 
footwear interventions for kneecap arthritis. 
 
What will happen to the results?  
The results of this project may appear in journal publications and in conference 
presentations, but you will not be able to be identified in any of these reports. Data may 
also be used by members of this research team in future projects to compare with results 
from similar studies that have used the same testing procedures. 
 
Results from the project will be confidential and only accessible by the researchers named 
above. No one other than the investigators will have access to the data. No findings that 
could identify you will be published and access to individual results is restricted to the 
investigators. All data and results will be handled in a strictly confidential manner, under 
guidelines set out by the National Health and Medical Research Council. Electronic data will 
be kept in a password protected computer located at La Trobe University Health Sciences 3 
building, gait laboratory. Hard copies of consent forms and questionnaires will be kept in a 
locked filing cabinet in the office of Prof Kay Crossley (room 521; 5th Floor, Health Sciences 
3) at La Trobe University. Data will be stored for 15 years after completion of the project in 
the Health Sciences storage vault, Building 3, level 1. After 15 years, hard copies will be 
shredded and placed in a secure document disposal bin, and computer files will be 
permanently deleted. 
 
At the conclusion of the project, results of the project and your personal data will be made 
available to you upon request.  This may entail mailing your results to your home residence, 
or if you prefer, a discussion with one of the investigators in person. Please direct requests 
for this information to Prof Kay Crossley (Phone: 03 9479 3902; Email: 
k.crossley@latrobe.edu.au). 
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Funding 
Funding for this project has been kindly provided by the National Health and Medical 
Research Council of Australia (NHMRC). 
 
Who can I contact if I have any questions? 
Questions concerning the procedure and/or rationale used in this investigation are welcome 
at any time.  Please ask for clarification of any point, which you feel is not explained to your 
satisfaction. Your initial contact is the person conducting the experiment (Professor Kay 
Crossley, 03 9479 3902 or k.crossley@latrobe.edu.au).  
 
Complaints 
If you have any complaints or concerns about your participation in the project that the 
researcher has not been able to answer to your satisfaction, you may contact the Senior 
Human Ethics Officer, Ethics and Integrity, Research Office, La Trobe University, Victoria, 
3086 (Phone: 03 9479 1443, Email: humanethics@latrobe.edu.au). Please quote the project 
reference number S15/286. 
 
Thank you, 
Prof Kay Crossley, Prof Hylton Menz, Dr Natalie Collins, Dr Shannon Munteanu, Ms Jade 
Tan, Dr Harvi Hart (on behalf of the research team) 
 

Appendix A.  Medicare and Pharmaceutical Benefits Scheme data fields 

Medicare Benefits Schedule (MBS) 
Date of service Date that the service was rendered by the provider, to the patient 
MBS Item number Items Numbers as per the Medicare Benefits Schedule 
MBS Item description Describes the service as per the Medicare Benefits Schedule 
Provider charge The dollar amount the provider charged for the service 
Benefit paid The benefit paid to the patient 
Patient Out of Pocket The dollar amount the patient is out of pocket 
Hospital Indicator Indication of whether or not the service was provided in hospital 
Pharmaceutical Benefits Scheme (PBS) 
Date of supply Date the prescription was supplied by the pharmacy 
PBS Item Number Items Numbers reflected in the PBS 
PBS Item Description The item description as noted in the PBS 
Patient contribution The contribution paid by the patient 
PBS Net Benefit Amount paid by the Government 
Form category Original or repeat prescription 
ATC Code The ATC Code is defined by the Commonwealth Department of Health 

which may be different to the code allocated by the WHO Collaborating 
Centre for Drug Statistics Methodology 

ATC Name The group the drug falls under in the Anatomical Therapeutic Chemical 
(ATC) classification system 
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LA TROBE UNIVERSITY HUMAN ETHICS COMMITTEE PARTICIPANT CONSENT FORM 
 

Efficacy of footwear for patellofemoral osteoarthritis (FOOTPATH): PART B 
 
Investigators: 
Prof Kay Crossley, Prof Hylton Menz, Dr Natalie Collins, Prof Trevor Russell, A/Prof Anne 

Smith, Prof Bill Vicenzino, Prof Terry Haines, Prof Rana Hinman, Dr Shannon Munteanu, Ms 

Jade Tan, Dr Harvi Hart, Ms Brooke Patterson 

 
I, ____________________________________, have read and understood the participant 

information statement and consent form, and any questions I have asked have been 
answered to my satisfaction. I understand that even though I agree to be involved in this 
project, I can withdraw from the study at any time, up to four weeks following the completion 
of my participation in the research. Further, in withdrawing from the study, I can request that 
no information from my involvement be used. I agree that research data provided by me or 
with my permission during the project may be included in a thesis, presented at conferences 
and published in journals on the condition that neither my name nor any other identifying 
information is used. 

I am willing to have photographs and/ or videos taken during the testing 
session and consent for these de-identified images or videos to be used 
solely for education and research purposes at physiotherapy schools at 
other universities in Australia and when presentations are made at 
conferences / workshops in National and International Settings. 

Yes No 
☐ ☐ 

 
I consent to my data being included in other research projects. I 
acknowledge that my data will be coded, but can be potentially identified. 

Yes No 
☐ ☐ 

   
I consent to participate in the sub-study measuring physical activity with 
FitbitTM 

Yes No 
☐ ☐ 

 

Last Name: Given Name: 

DOB:                                        Age: Contact Phone number: 

Address:  

Signature: Date: 

Witness name: Date: 
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Investigator: Date: 

 

Name and phone number of contact person in case of an emergency: 

Name: Phone: 

Family Doctor: Phone: 

 
I am willing for the study investigators to arrange a referral to my 
nominated medical practitioner in the unlikely event of a previously 
unknown medical condition being discovered during radiological 
imaging  

 
Yes 

 
No 

☐ ☐ 

Participant’s signature: Date: 

 
 



 
PARTICIPANT CONSENT FORM 

Consent to release of Medicare and/or Pharmaceutical Benefits Scheme (PBS) claims information for the purposes 
of the FOOTPATH Study 

 
Important Information 
Complete this form to request the release of personal Medicare claims information and/or PBS claims information to 
the FOOTPATH Study. 
 
Any changes to this form must be initialled by the signatory. Incomplete forms may result in the study not being 
provided with your information.  
 
By signing this form, I acknowledge that I have been fully informed and have been provided with information about 
this study.  I have been given an opportunity to ask questions and understand the possibilities of disclosures of my 
personal information.  
 
PARTICIPANT DETAILS 
1.  Mr £ Mrs £ Miss £ Ms £ Other  
 

Family name: ________________________________        First given name: _________________________ 
 
Other given name (s):  __________________________ 
 
Date of birth:  DD/MM/YYYY  

 
2. Medicare card number: ______________________ 
 
3. Permanent address:  _____________________________________________________________ 
 
    Postal address (if different to above):  ________________________________________________ 
 
AUTHORISATION 
4.  I authorise the Department of Human Services to provide my:   
 
                   Medicare claims history OR  

                   PBS claims history OR        

                   Medicare & PBS claims history 
 
for the period* DD/MM/YYYY to: DD/MM/YYYY to the FOOTPATH Study. 
*Note: The Department of Human Services can only extract 4.5 years of data (prior to the date of extraction), The consent period above may 
result in multiple extractions. 
 
DECLARATION 
I declare that the information on this form is true and correct. 
 
5. Signed:     ______________________ (participant’s signature) Dated: DD/MM/YYYY   OR 
 

6. Signed by ____________________ (full name)    __________________ (signature) on behalf of participant 
                  
     Dated: DD/MM/YYYY  

Power of attorney*                                  Guardianship order* 
 
    * Please attach supporting evidence   
  

Participant ID:  

 



APP 5 – PRIVACY NOTICE 
 
Your personal information is protected by law, including the Privacy Act 1988, and is collected by the Australian 
Government Department of Human Services. The collection of your personal information by the department is 
necessary for administering requests for statistical and other data. 
 
Your information may be used by the department or given to other parties for the purposes of research, 
investigation or where you have agreed or it is required or authorised by law. 
 
You can get more information about the way in which the Department of Human Services will manage your 
personal information, including our privacy policy at humanservices.gov.au/privacy or by requesting a copy from 
the department. 
 
Power of attorney – A power of attorney is a document that appoints a person to act on behalf of another person who grants 
that power. In particular, an enduring power of attorney allows the appointed person to act on behalf of another person even 
when that person has become mentally incapacitated. The powers under a power of attorney may be unlimited or limited to 
specific acts.   
 
Guardianship order – A Guardianship order is an order made by a Guardianship Board/Tribunal that appoints a guardian to 
make decisions for another person. A Guardianship order may be expressed broadly or limited to particular aspects of the care of 
another person. 
 
A sample of the information that may be included in your Medicare claims history: 

 
 
 
 
 
 

 
A sample of the information that may be included in your PBS claims history: 

Date of 
supply 

PBS 
item 
code 

Item 
description 

Patient 
contribution 
(this includes 

under 
copayment 
amounts**) 

Net Benefit 
(this 

includes 
under 

copayment 
amounts**) 

Form 
Category ATC Code ATC Name 

06/03/09 03133X 
Oxazepham 
Tablet 
30 mg 

$5.30 $25.55 Original N05 B A 04 Oxazepam 

04/07/09 03161J Diazepam 
Tablet 2 mg $30.85  Repeat N05 B A 01 Diazepam 

 
 
** Under co-payments can now be provided for data after 1 June 2012 

 

Date of 
service 

Item 
number 

Item 
description 

Provider 
charge 

Benefit 
paid 

Patient 
out of 
pocket 

Hospital 
indicator 

 

20/04/09 00023 Level B 
consultation $38.30 $34.30 $4.00 N 

22/06/09 11700 ECG $29.50 $29.50  N 
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PARTICIPANT INFORMATION STATEMENT:  PART C 
 

Efficacy of footwear for patellofemoral osteoarthritis (FOOTPATH) 
 
Investigators: 
Prof Kay Crossley School of Allied Health, La Trobe University k.crossley@latrobe.edu.au 
Prof Hylton Menz School of Allied Health, La Trobe University h.menz@latrobe.edu.au 
Dr Natalie Collins School of Health and Rehabilitation 

Sciences, The University of Queensland 
n.collins1@uq.edu.au 

Prof Trevor Russell School of Health and Rehabilitation 
Sciences, The University of Queensland 

t.russell1@uq.edu.au 

A/Prof Anne Smith School of Physiotherapy and Exercise 
Science, Curtin University 

anne.smith@curtin.edu.au 

Prof Bill Vicenzino School of Health and Rehabilitation 
Sciences, The University of Queensland 

b.vicenzino@uq.edu.au 

Prof Terry Haines Department of Physiotherapy, Monash 
University 

terrence.haines@monash.edu 

Prof Rana Hinman Department of Physiotherapy, The 
University of Melbourne 

ranash@unimelb.edu.au 

Dr Shannon Munteanu School of Allied Health, La Trobe University s.munteanu@latrobe.edu.au 
Ms Jade Tan School of Allied Health, La Trobe University jade.tan@latrobe.edu.au 

 
We invite you to participate in our research project “Efficacy of footwear for patellofemoral 
osteoarthritis (FOOTPATH)”, collaboration between La Trobe University and The University 
of Queensland. We would like to give you some background information on why we think 
this project is important, and what we would like you to do if you decide to participate. 
 
What is this project about and why is it important? 

Kneecap arthritis is a leading cause of knee-related pain, disability and health expenditure in 
the Australian community, and has no cure. Compared to general knee arthritis in elderly 
people, kneecap arthritis can also affect middle-aged adults, impacting on productivity and 
contribution to society, and resulting in more years of knee pain and disability across the 
lifespan. At this time, we know very little about effective treatments for kneecap arthritis. 
This project is investigating whether simple footwear interventions are an effective 
treatment for kneecap arthritis. The primary aim of this project is to determine whether 
footwear can reduce pain and improve outcome in people with kneecap arthritis. This 
knowledge may provide evidence for a simple, effective, non-invasive treatment for 
kneecap arthritis. 
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What does the research involve?  

You are being invited to participate in this study based on your responses to questionnaires 
that you completed recently, as part of the FOOTPATH Study. We will provide you with a 
footwear intervention to take home and wear, and ask you to complete a series of 
questionnaires online or via mail at yearly intervals for the next 5 years. 
 
All assessments and footwear interventions will be provided at no cost to you. 
 
You will be contacted by one of the study personnel (who is an experienced Podiatrist or 
Physiotherapist) to confirm your shoe size. They will determine the best method of 
prescribing the footwear intervention to you. This may require you to attend an 
appointment at La Trobe University. We will give you instructions on how to break the 
footwear in safely. You will be encouraged to wear the footwear as much as is comfortable 
for you, when you are moving around (e.g. daily tasks such as cleaning, or exercise such as 
walking). 
 
At yearly intervals, for a period of 5 years, you will be asked to complete the same 
questionnaires that you have completed previously (via email or postal mail), as well as how 
your knee condition has changed overall since commencing the trial. This will take 
approximately 20-30 minutes to complete each time. At the conclusion of the trial, you are 
free to keep the footwear intervention that you received. You may ask for a copy of your 
assessment results. 
 
Use of pain-relieving medications and other forms of treatment during the trial period 

You are free to use other treatments or take other medication as you require. It is possible 
that limiting the amount of (or altering) pain medication or treatment may cause an 
increase in your knee pain. 
 
Why were you chosen for this research? 

You can participate in this project if you are 50 years of age or older, and have experienced 
symptoms indicative of kneecap arthritis for at least 3 months. This may include a gradual 
onset of knee pain that is aggravated by activities that load the knee (e.g. stair climbing, 
squatting, prolonged sitting).   
 
You are not eligible to participate in this project if you: (i) are not fluent in written and 
spoken English; or (ii) have another significant knee, hip or lower back condition; or (iii) have 
had recent treatment for your knee pain (e.g. knee injections or shoe inserts within the 
previous 3 months); or (iv) have recently commenced physiotherapy treatment for your 
knee pain; or (v) have any foot condition precluding the use of footwear interventions; or 
(vi) have had any major surgery to your knee or hip (e.g. total joint replacement or 
osteotomy), or are planning to have surgery to your knee or hip; or (vii) have any 
neurological or systemic arthritis conditions; or (viii) are not suitable to have an x-ray of your 
knee (e.g. pregnancy, breastfeeding). 
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Consenting to participate in the project and withdrawing from the research 

Before you can participate in the project, you will be asked to read this participant 
information statement and sign a consent form indicating you have understood what the 
project is about and that you agree to participate.  You have a right to withdraw from 
further participation at any stage without disadvantages, penalties or adverse 
consequences. You may also request to have your data withdrawn from the project by 
contacting the investigators, or by sending a withdrawal form within 4 weeks of completing 
the project.  This will not impact upon any relationships with La Trobe University and/or 
affiliated clinics or sporting clubs. 
 
You will also be asked to indicate if you agree to your data being used for future studies. 
Your data would identify you only by a code (and not your name), but your data would be 
potentially identifiable (i.e. we could break the code to access your name and personal 
details in case we needed them. An example of when this might arise would be if we needed 
to contact you at any stage).  
 
What are the possible risks of participating in this project? 

You may feel some discomfort in your feet or knees when starting to wear the footwear. 
Occasionally, footwear can cause some skin irritation, pressure points under the feet, or an 
increase in knee pain. If you experience any continued pain or discomfort in your knee or leg 
muscles, please contact the researchers. These problems are usually quickly and easily 
resolved with modifications to wearing time. 
 
If you are attending La Trobe University, emergency procedures will be used to deal with 
any medical event that arises during the testing. The La Trobe University Health Sciences 
Clinic and on-call security have documented procedures for emergencies. This includes 
annual St John’s ambulance CPR training and appropriate management of fire for all staff. 
 
What are the possible benefits of participating in this project? 

Although you may experience some improvements in your knee pain after wearing the 
footwear intervention, there may be no direct benefits in completing this project. However, 
your participation will provide evidence for a simple, effective, non-invasive treatment for 
kneecap arthritis, and inform researchers and clinicians regarding optimal design of 
footwear interventions for kneecap arthritis. 
 
What will happen to the results?  

The results of this project may appear in journal publications and in conference 
presentations, but you will not be able to be identified in any of these reports. Data may 
also be used by members of this research team in future projects to compare with results 
from similar studies that have used the same testing procedures. 
 
Results from the project will be confidential and only accessible by the researchers named 
above. No one other than the investigators will have access to the data. No findings that 
could identify you will be published and access to individual results is restricted to the 
investigators. All data and results will be handled in a strictly confidential manner, under 
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guidelines set out by the National Health and Medical Research Council. Data will be kept in 
a password protected computer located at La Trobe University Health Sciences 3 building, 
gait laboratory. Hard copies of questionnaires will be kept in a locked filing cabinet in the 
office of Prof Kay Crossley (room 521; 5th Floor, Health Sciences 3) at La Trobe University. 
Data will be stored for at least 5 years after completion of the project in the Health Sciences 
storage vault, Building 3, level 1. 
 
At the conclusion of the project, results of the project and your personal data will be made 
available to you upon request.  This may entail mailing your results to your home residence, 
or if you prefer, a discussion with one of the investigators in person. Please direct requests 
for this information to Prof Kay Crossley (Phone: 03 9479 3902; Email: 
k.crossley@latrobe.edu.au). 
 
Funding 

Funding for this project has been kindly provided by the National Health and Medical 
Research Council of Australia (NHMRC). 
 

Who can I contact if I have any questions? 
Questions concerning the procedure and/or rationale used in this investigation are welcome 
at any time.  Please ask for clarification of any point, which you feel is not explained to your 
satisfaction. Your initial contact is the person conducting the experiment (Professor Kay 
Crossley, 03 9479 3902 or k.crossley@latrobe.edu.au).  
 
Complaints 

If you have any complaints or concerns about your participation in the project that the 
researcher has not been able to answer to your satisfaction, you may contact the Senior 
Human Ethics Officer, Ethics and Integrity, Research Office, La Trobe University, Victoria, 
3086 (Phone: 03 9479 1443, Email: humanethics@latrobe.edu.au). Please quote the project 
reference number S15/286. 
 
Thank you, 

Prof Kay Crossley, Prof Hylton Menz, Dr Natalie Collins, Dr Shannon Munteanu,  

Ms Jade Tan 

(on behalf of the research team) 

mailto:humanethics@latrobe.edu.au
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LA TROBE UNIVERSITY HUMAN ETHICS COMMITTEE PARTICIPANT CONSENT FORM 
 

Efficacy of footwear for patellofemoral osteoarthritis (FOOTPATH):  Part C 
 
Investigators: 
Prof Kay Crossley, Prof Hylton Menz, Dr Natalie Collins, Prof Trevor Russell, A/Prof Anne 
Smith, Prof Bill Vicenzino, Prof Terry Haines, Prof Rana Hinman, Dr Shannon Munteanu,  
Ms Jade Tan 

 
I, ____________________________________, have read and understood the participant 

information statement and consent form, and any questions I have asked have been 
answered to my satisfaction. I understand that even though I agree to be involved in this 
project, I can withdraw from the study at any time, up to four weeks following the completion 
of my participation in the research. Further, in withdrawing from the study, I can request that 
no information from my involvement be used. I agree that research data provided by me or 
with my permission during the project may be included in a thesis, presented at conferences 
and published in journals on the condition that neither my name nor any other identifying 
information is used. 

I am willing to have photographs and/ or videos taken during the testing 
session and consent for these de-identified images or videos to be used 
solely for education and research purposes at physiotherapy schools at 
other universities in Australia and when presentations are made at 
conferences / workshops in National and International Settings. 

Yes No 
☐ ☐ 

 
I consent to my data being included in other research projects. I 
acknowledge that my data will be coded, but can be potentially identified. 

Yes No 
☐ ☐ 

 
Last Name: Given Name: 

DOB:                                        Age: Contact Phone number: 

Address:  

Signature: Date: 

Witness name: Date: 

Investigator: Date: 
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Name and phone number of contact person in case of an emergency: 

Name: Phone: 

Family Doctor: Phone: 

   
  

Participant’s signature: Date: 

 
 



Supplementary file 2. Outcome measures used in the FOOTPATH Study. 

 

 Description t0-3 t0 t1 t2 t3 t4 t5 

Primary outcomes         
Worst knee pain 

severity during self-

nominated aggravating 

activity in the previous 

week 

Participants nominate one of three everyday activities that they 

experience the greatest knee pain severity with (rising from sitting, 

stair ambulation, squatting). Pain severity during this activity is 

measured on a 100mm visual analogue scale (terminal descriptors: 

0 = no pain, 100 = worst pain possible). Pain visual analogue scales 

are reliable, valid and responsive in people with patellofemoral 

pain.1 Pain severity associated with a self-nominated aggravating 

activity is sensitive to change in people with PFOA and knee OA.2 

• • • • • • • 

Secondary outcomes         
Self-reported global 

rating of change 

(GROC) 

Participants will respond to the question ‘overall, how has your knee 

pain changed since the start of the study?’ on a 7-point Likert scale 

(‘much better, ‘better’, ‘a little better’, ‘same’, ‘a little worse’, 

‘worse’, ‘much worse’). This will be dichotomised to ‘improved’ 

(‘much better, ‘better’) and ‘not improved’ (‘a little better’ to ‘much 

worse’). GROC has been used in previous PF pain RCTs to calculate 

relative risks and number needed to treat for clinical guidelines.3 4 

This is a clinically relevant and stable concept for evaluating an 

individual patient’s perspective on meaningful improvement.5  

  • •   • 

Pain visual analogue 

scales 

Participants will complete a series of pain visual analogue scales, 

rating the severity of their knee pain on a 100mm scale (terminal 

descriptors: 0 = no pain, 100 = worst pain possible). This will include: 

(i) usual pain over the past week; (ii) worst pain over the past week); 

(iii) maximum pain when walking; (iv) maximum pain when sitting 

for one hour; (v) maximum pain when rising from sitting; (vi) 

maximum pain when going up and down stairs; (vii) maximum pain 

when squatting; and (viii) maximum pain when running. Reliability, 

validity and responsiveness of pain visual analogue scales have been 

established in patellofemoral pain.1 

• • • • • • • 

  



 Description t0-3 t0 t1 t2 t3 t4 t5 

Knee injury and 

Osteoarthritis Outcome 

Score (KOOS) 

The KOOS consists of 42 items across five subscales: (i) symptoms; 

(ii) pain; (iii) function in daily activities; (iv) function in 

sport/recreation; and (v) knee-related quality of life.6 Participants 

will also complete the 11-item KOOS-PF, a subscale developed to be 

used in people with patellofemoral pain conditions in conjunction 

with the original KOOS.7 Participants respond to each item using a 4-

point Likert scale, and a normalised score from 0-100 is calculated 

for each subscale (100 = no knee problems, 0 = extreme knee 

problems. The KOOS and KOOS-PF are reliable and valid in people 

with patellofemoral pain and osteoarthritis.7 

• •  •   • 

Anterior Knee Pain 

Scale (AKPS) 

The AKPS, or Kujala Patellofemoral Score, consists of 13 items 

describing common symptoms and functional impairments 

associated with patellofemoral pain conditions.8 Weighted scores 

from each item are summed to give an overall score (100 = no 

disability, 0 = maximal disability). The AKPS is reliable, valid and 

responsive to change in people with patellofemoral pain.1 8 9 

• •  •   • 

Arthritis Self-Efficacy 

Scale (ASES) 

The ASES consists of 20 items across three subscales: (i) self-efficacy 

for managing pain; (ii) self-efficacy for physical function; and (iii) 

self-efficacy for controlling other symptoms.10 For each item, 

participants rate on a 10-point scale how certain they are that they 

can perform specific tasks or manage their knee pain symptoms. 

Item scores are summed to provide an overall score from 10-100, 

where higher scores represent greater self-efficacy.11 The ASES has 

adequate reliability, validity and responsiveness for research use.11 

• •  •   • 

Tampa Scale for 

Kinesiophobia (TSK) 

The TSK evaluates fear of movement and re-injury.12 Participants 

use a 4-point Likert scale to rate their agreement with 17 items 

(1=strongly disagree, 4=strongly agree). Items 4, 8, 12 and 16 are 

reverse scored, and a total score calculated ranging from 17 to 68, 

where higher scores indicate greater fear of movement and re-

injury. While evaluation of psychometric properties has not been 

performed in people with patellofemoral pain, the Thai language 

version of the TSK demonstrated adequate measurement properties 

in people with knee osteoarthritis .13 

• •  •   • 



 Description t0-3 t0 t1 t2 t3 t4 t5 

Short-form 12 (SF-12) The SF-12 (version 2) comprises 12 items across eight domains: 

bodily pain (BP), physical functioning (PF), role limitations due to 

physical health problems (RP), general health (GH), vitality (VT), 

social functioning (SF), role limitations due to emotional problems 

(RE), and mental health (MH).14 A physical component score (PCS) is 

calculated from the BP, PF, RP and GH subscales, and a mental 

component score (MCS) calculated from the VT, SF, RE and MH 

subscale. Transformed scores for each subscale range from 0 (worst 

health state) to 100 (best health state). The SF-12 is valid for 

reproducing the PCS and MCS of the Short-form 36 (SF-36).15  

• •  •   • 

Euroqol-5D-5L (EQ-5D) The EQ-5D consists of five items encompassing five dimensions: 

mobility, self-care, usual activity, pain and discomfort, and anxiety 

and depression. Participants select the best of five possible 

responses. The EQ-5D Index is calculated from a predefined 

algorithm, with a score of 1 representing the best imaginable health 

state, 0 representing death, and negative scores indicating a state 

worse than death.16 Participants will also complete the EQ-5D visual 

analogue scale evaluating self-reported health state (0=worst 

imaginable health state, 100=best imaginable health state). EQ-5D 

has been validated in knee pain cohorts.17  

• •  • • • • 

Use of co-interventions 

for knee pain 

The number of participants who report using co-interventions 

specifically for their knee pain (e.g. medication, allied health 

services such as physiotherapy, complementary medicines such as 

osteopathy, topical medicines, or taping/bracing) will be recorded 

from a number of sources (e.g. participant log-books, 3-monthly 

questionnaires, 3-monthly telephone interviews).18 

   • • • • 

Adverse events Adverse events (e.g. new pains in the body, rolled ankles, blisters, 

swelling) will be recorded from a number of sources specifically 

designed for this study (e.g. participant log-books, 3-monthly 

questionnaires, 3-monthly telephone interviews).19 

   • • • • 

  



 Description t0-3 t0 t1 t2 t3 t4 t5 

Direct health care costs Direct health costs will be captured from multiple sources, for use in 

economic analyses: (i) Medicare Australia and Pharmaceutical 

Benefits Scheme (PBS) databases; (ii) participant self-report 

(monthly log-books; 3-monthly telephone interviews); and (iii) costs 

associated with delivering the study intervention. 

   • • • • 

Institute for Medical 

Technology Assessment 

(iMTA) Productivity 

Cost Questionnaire 

(iPCQ) 

The iPCQ will be used to capture indirect / productivity costs, for 

use in economic analyses. It consists of 18 questions and three 

modules: (i) productivity loss due to absence from paid work; (ii) 

productivity loss during paid work due to health reasons; and (iii) 

productivity loss of unpaid work.20 The iPCQ will be administered via 

telephone interview. 

   • • • • 

Credibility and 

Expectancy 

Questionnaire (CEQ) 

The six-item CEQ was used to evaluate the credibility and 

expectancy of treatment received.21 22 Items 1, 2, 3 and 5 are scored 

on a nine-point Likert scale, while items 4 and 6 are scored from 0-

100%. Higher scores indicate greater perceived credibility and 

benefit. The CEQ has demonstrated adequate internal consistency 

and test-retest reliability.22 

 •  •   • 

Other measures         
Knee pain severity Participants will respond to the question “how bad would you say 

your knee pain is now?” by selecting one of four responses: ‘no 

pain’, ‘mild’, ‘moderate’, ‘severe’. 

• • • • • • • 

Navigate Pain Participants will record the location of their knee pain on a high-

resolution 3D schema of the lower limb, using a custom application 

(Navigate Pain, Aalborg University, Denmark)23 24 on a personal 

computer tablet (Samsung Galaxy, Samsung, Seoul, South Korea). 

Pain areas will be individually extracted and expressed as total pixels 

by the software, and visually classified for location.25 The touch 

screen interface has high agreement with paper-based pain maps.24 

•       

  



 Description t0-3 t0 t1 t2 t3 t4 t5 

PainDetect PainDetect will be administered to identify neuropathic pain 

components.26 Nine items evaluating gradation of pain, pain course 

pattern and pain radiation are summed to give an overall score from 

-1 to 38. The presence of neuropathic pain is likely if the total score 

is ≥19, while a score ≤12 suggests that pain is unlikely to have a 

neuropathic component.26 PainDetect is reliable27 and 

recommended as a screening measure for neuropathic pain.28 

•       

Pain Catastrophising 

Scale (PCS) 

The PCS is a 13-item questionnaire used to evaluate pain-related 

catastrophising.29 Participants use a 5-point Likert scale to indicate 

the degree to which they experienced each thought/feeling when 

they have pain. An overall score is calculated by summing all 13 

items (range 0-52), as well as three subscale scores for rumination, 

magnification and helplessness. Higher scores indicate higher 

degrees of pain catastrophizing. The PCS has sufficient reliability and 

validity for use in adults.29 

•       

Sport and physical 

activity participation 

Participants will complete a standardised questionnaire about their 

current and previous physical activity. Items include: (i) current 

regular physical activity (>30mins duration); (ii) other physical 

activity or competitive sport prior to knee pain onset; (iii) whether 

they have changes their physical activity because of their knee pain, 

and why; and (iv) whether they plan to return to sport if they have 

modified their physical activity.  

•       

t0-3 = 3 months prior to randomisation; t1 = 6 weeks; t2 = 3 months (time of primary interest); t3 = 6 months; t4 = 9 months; t5 = 12 months (close out) 

  



Supplementary file 3. Clinical tests performed prior to commencing the observation period (t0-3). 

 

Test Description 

Anthropometric 

measures 

Height will be measured using a stadiometer. 

Body mass will be measured using digital scales. 

Body mass index (BMI) will be calculated as mass (kg) / height (m)2.  

Waist circumference will be measured with a tape measure, at the narrowest point or midpoint of the lower costal border (10th rib) and iliac crest. 

Knee clicking and 

crepitus 

The presence of knee clicking and crepitus will be evaluated bilaterally using methods described by Schiphof et al.30 Participants will be seated comfortably 

on a standard chair. The tester will rest their hand over the participants’ patella of the test limb, and ask the participant to actively extend their knee from 

90° of knee flexion to 0° of knee extension (if possible) 3 times. Crepitus will be defined as an audible grinding noise and/or palpable vibrations in the knee 

during active movement.  

Knee extension 

torque  

Knee extension force will be measured bilaterally using previously described 

methods .31 Participants will sit comfortably on a high stool, with their knees 

in 90° flexion, and their thighs secured to the chair with a seatbelt (Figure 1). 

Participants may hold the seat of the chair with their arms in full extension. A 

strain gauge will be secured to the posterior aspect of the chair and strapped 

around the test ankle, at a point 10cm above the lateral malleolus. 

Participants will be instructed to extend their knee to end of range and push 

maximally for three seconds. Three trials will be performed on each side. To 

calculate knee extension torque, force will be multiplied by leg length 

(distance between the lateral femoral epicondyle and lateral malleolus). 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 1. Test position. 

Foot Posture Index 

(FPI) 

 

The FPI is a valid and reliable method of quantifying weight bearing static foot posture.32 Methods are detailed in the user guide and manual (available 

online).33 Participants will stand in relaxed bilateral stance, with their arms by their side and looking straight ahead. Six aspects of static foot posture are 

evaluated on each foot: (i) talar head palpation; (ii) supra and infra malleolar curvature; (iii) calcaneal frontal plane position; (iv) bulging in the region of the 

talonavicular joint; (v) height and congruence of the medial longitudinal arch; and (vi) abduction/adduction of the forefoot on the rearfoot. Each feature is 

scored on a five-point scale (-2 = supinated; 0 = neutral; +2 = pronated).  A total score for each foot is calculated by summing each of the six items. Total 

scores range from -12 (supinated) to +12 (pronated).  



 
Foot mobility Foot mobility will be evaluated bilaterally using the Foot Assessment Platform.34 For weight bearing (WB) measures, participants will be positioned in 

bilateral stance on a custom-designed platform. Total foot length will be measured, and the dorsum of the foot marked at 50% of total foot length. Midfoot 

height and midfoot width will be measured (in millimetres) at 50% foot length using digital calipers (Figure 2A and 2B). Participants will then be seated on 

the edge of a plinth to capture non-weight bearing (NWB) foot measures. With the femur horizontal, tibia vertical, and foot and ankle hanging relaxed in 

space, a custom-made platform will be used to measure midfoot height at 50% foot length (Figure 2C). Midfoot width at 50% foot length will be measured in 

the same position, using digital calipers (Figure 2D). Foot mobility will be defined in three ways: (i) midfoot height mobility, calculated as the difference 

between NWB and WB midfoot height; (ii) midfoot width mobility, calculated as the difference between WB and NWB midfoot width; and (iii) foot mobility 

magnitude (calculated as: Ö(midfoot height mobility)2 + (midfoot width mobility)2). 

 

 

    

 Fig 2A. WB midfoot height. Fig 2B. WB midfoot width. Fig 2C. NWB midfoot height. Fig 2D. NWB midfoot width. 

Weight bearing 

ankle dorsiflexion 

range of motion 

Ankle dorsiflexion range of motion will be measured in weight bearing using established 

methods.35 The plane of movement will be marked using a line of tape on the floor 

perpendicular to the wall (horizontal line), with the tape continuing vertically up the wall to 

approximately knee height. Participants will stand in front of the wall with the midpoint of 

the calcaneus and second toe of the test limb aligned on the horizontal line. Participants will 

be instructed to lunge forward to touch their kneecap to the vertical line on the wall, while 

maintaining their heel on the floor. The assessor will ensure that the heel stays in contact 

with the floor. The foot will be moved back gradually along the horizontal line until the point 

where the kneecap just touches the wall, and the heel is almost lifting off the floor (Figure 3). 

The distance between the wall and the longest toe will be measured (centimetres). The test 

will be performed three times on each limb. 

 

 

 

 

 

 

 

 

 

Fig 3. Test position 

  



Footwear 

Assessment Tool 

The participant’s footwear will be assessed using selected items from the Footwear Assessment Tool, which has established reliability.36 We will evaluate 

one pair of shoes that they wear most frequently. Shoe fit (Item 1) will be evaluated in terms of the length between the longest toe and end of shoe (too 

short: < ½ thumb’s width; good: 1 to 1 ½ thumb widths; too long: > 1 ½ thumb widths); width of the shoe when the upper is grasped across the metatarsal 

heads (too wide: excessive bunching; good: slight bunching; too narrow: taught upper unable to be grasped); and depth (adequate; too shallow). General 

features will also be recorded (Item 2), including age of the shoe (months); footwear type (selected from existing template 36); and shoe weight (grams) and 

length (millimetres). Structural features (Item 3) will include heel and forefoot height (millimetres); and forefoot sole flexion point (at 1st 

metatarsophalangeal (MTP) joint; proximal to 1st MTP joint; distal to 1st MTP joint). Motion control properties (Item 4) will consist of sagittal stability of the 

midfoot sole (minimal >45°; moderate <45°; rigid <10°). Cushioning (Item 5) will be evaluated be measuring lateral midsole hardness (penetrometer 

reading). Participants will also be asked to rate how comfortable they think their shoes are on a 100mm visual analogue scale (0=extremely uncomfortable; 

100=extremely comfortable). 

10-metre Walk 

Test 

Temporospatial gait parameters (e.g. walking speed, step length) will be measured using the 10-Metre Walk Test.37 A 10-metre walkway will be measured 

along a level corridor. Participants will be instructed to walk at their usual comfortable walking pace from the point when they cross the starting line (0 

metres) until they cross the finish line (10 metres). The investigator will start timing the trial from the moment their first foot crosses the starting line, and 

stop when their first foot crosses the finish line. Participants will perform three warm-up repetitions, followed by three recorded trials, ensuring that the 

second and third recorded trials are within 5% of the first recorded time. 
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