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[bookmark: _Hlk168915970]The feasibility of knee taping in painful patellofemoral joint osteoarthritis (PFJOA)
TAPE-it

Patient Information Sheet: Work Package 2

Chief Investigator: Professor Michael Callaghan

Please take the time to read the following information carefully and feel free to ask us if there is anything that is not clear or if you would simply like more information.  

Invitation and brief summary
Using a knee brace is a common method to support the knee-cap and help improve pain. But in a study done a few years ago, two thirds of patients had difficulty wearing the brace, due to poor fitting and appearance, both of which affected their
ability to wear it regularly. A different method might be to use medical sports tape around the knee-cap. This is a low-cost treatment commonly used by physiotherapists to ease knee pain. A group of patients have told us the tape is comfortable and fits on the knee even under tight clothing. We want to see if knee-cap taping is easy to use as part of treatment for knee-cap arthritis and if using tape improves pain. The sports tape used is widely used in UK clinical practice and is FDA approved (Food and Drug Administration) and CE (European Conformity -marked). If successful, our taping treatment could provide a safe, effective, and low-cost treatment to improve pain and the problems people have with activities.

What is the purpose of this research?
When a person has painful knee-cap arthritis, the current treatment is to fit a knee brace. The purpose of this research is to assess the feasibility and acceptability of using a knee-cap taping method to try and ease knee pain 

Why have I been asked to take part?
You have been chosen to participate as you are currently suffering from arthritis which is mainly behind the knee-cap.

What would taking part involve? 
If you agree to take part in our study, we will see you in a special clinic near to the Manchester Royal Infirmary hospital and attend an initial visit (the baseline visit). There are two visits in total (the first or baseline visit and another two weeks later) then two further contacts (6 and 12 weeks after the baseline) via telephone or video link depending on your preference. 

First Visit (the ‘baseline’ visit):
At the first visit we will take your written consent after answering any questions you may have after reading this information sheet. We will ask you some questions about your general health and then ask you to complete two questionnaires, one about the amount and type of specific knee-cap pain you experience, and a second about how your health is related to the knee-cap pain and how you are able to move around and look after yourself. These questionnaires usually take about 15 minutes to complete. 
If you have applied to take part in this study via the adverts in the newspaper or internet (i.e. not referred from by a clinician or physiotherapist in clinic), then we will need to examine your knee.
We will then demonstrate the best method to apply the tape to your knee-cap. You will also be shown knee related exercises which are known to be the best practice to help alongside the taping.
You will be supplied with enough tape strips to last for 2 weeks, and we will make a second appointment to see you then. We will ask you to bring any unused tape with you to the two week visit. 

Two week visit:
At the second visit, after 2 weeks, we will check on how you are getting along and if you have had any problems. We will check the way you’re putting the tape on and make any corrections if needed. We will also ask you to complete the same two questionnaires from the first/baseline visit. We will then arrange the two further visits, by telephone or video link (like Zoom or Teams) These will take place at 6 and 12 weeks. 
These visits will involve answering questions about how you are getting on with the taping, if there are any problems and to complete the questionnaires again. 
During your second visit, you will be supplied with enough tape strips to last until the end of the study. If you have any tape strips left over at the end of the study (after your week 12 visit), you need to count them and tell us how many are left, then you can dispose of these in your normal household waste. 

End of study, after twelve weeks:
At the end of the study, you may be asked if you would like to take part in a further part of the research (Work Package 3) which would involve a face-to-face meeting or a telephone/video call for about an hour, where you would be interviewed and asked questions about your experiences in the taping study. You will be sent a separate Patient Information Sheet about this further study. 
Unfortunately, further supplies of tape cannot be provided once the study has finished, but we will direct you to a supplier where you can purchase tape if required. 


What are the possible benefits of taking part?
Taking part in this study may improve any pain in your knee over the 12-weeks trial period. 
You will be shown the knee taping method (for possible future use). 
You will receive clinical follow up appointments at 2, 6 and 12 weeks, which means being seen more frequently than routine clinic visits. 
[bookmark: _Hlk181190013]As a thank you for your time, we will issue you a £20 voucher when you have completed the baseline visit and then a £50 voucher on completion of the study, this includes any travel expenses. 

What are the possible disadvantages and risks of taking part?
There are some possible disadvantages or risks from taking part in this study. 
We will ask if you have known allergies or sensitive skin, any abrasions, lesions or psoriasis in the knee area. If you have any, we would not let you take part for your own safety. However, once you apply the tape, you may have a reaction because you did not know you had an allergy. If this is the case, we would report it in our study records and withdraw you from the study. We would then recommend that you speak to your GP for treatment if symptoms persist. 

You may find that there is no improvement or an increase in pain following the taping intervention.  If this happens, at the end of the study we would refer you back to the clinician who referred you to re-assess your knee. 

Taking part in our trial may result in a possible delay in receiving other interventions, (for example a steroid injection) or if you are on a waiting list a delay for surgery. If so, the Chief Investigator Professor Callaghan will contact those involved in your care to explain your role in this trial.

Do I have to take part?
No, you do not have to take part if you do not wish to. Participation is entirely voluntary.  Your decision will not affect any standard of care you receive at Manchester University NHS Foundation Trust. 

What happens if I change my mind?
If you decide at any point you no longer want to take part you can withdraw from the study without giving a reason. Data collected up to the point that you withdraw will remain anonymous and used in the research. Please contact the Chief Investigator Professor Michael Callaghan at Email: Michael.callaghan@mmu.ac.uk

What happens if something goes wrong?
[bookmark: _Hlk181106273][bookmark: _Hlk181190135]If you have a concern about any aspect of this study, you should ask to speak with the sponsoring organisation at Manchester University NHS Foundation Trust at:    information.governance@mft.nhs.uk 

If you remain unhappy and wish to complain formally, you can do this by contacting local NHS Patient and Liaison Service (PALS) or equivalent: <<Insert Local PALs>>

The hospital is insured to carry out clinical research through the NHS Indemnity scheme, however the normal NHS complaints procedures should be available to you. In the event that something does go wrong and you are harmed during the research and this is due to someone's negligence then you may have grounds for a legal action for compensation against Manchester University NHS Foundation Trust but you may have to pay your legal costs. 

Who has reviewed this study?
This study is being sponsored by Manchester University NHS Foundation Trust (MFT) and funded by National Institute for Health Research (NIHR).

All research in the NHS is approved by the Health Research Authority (HRA) and reviewed by an independent group of people called a Research Ethics Committee (REC). The Research Ethics Committee is made up of experts, non-experts and members of the general public. Together they review research applications to ensure your safety, rights, wellbeing and dignity are protected at all times.
This study has been reviewed and given favourable opinion by Cambridge South Research Ethics Committee.

What will happen with the results of the study?
The results from this study will be used to inform a larger clinical study to test this taping method on a wider group of patients. The people organising this will include patients with patellofemoral joint osteo arthritis, patient groups and charities, primary care practitioners and physiotherapists and other clinicians along with researchers in academia. 

How will we use information about you? 
We will need to use information from you for this research project. 
This information will include the following:
· Name
· Date of Birth
· Contact details: address, phone number and email address
· Demographic information, socio-economic information and Protected Characteristics (in line with the Equality Act 2010; age, marriage and civil partnership, race, sex, work status)
· Medical History including patellofemoral joint osteoarthritis

[bookmark: _Hlk181190202][bookmark: _Hlk181353651]The Research Teams from The University of Manchester and The Manchester Metropolitan University will use this information to do the research or to check our records to make sure that the research is being done properly.
People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead. 
[bookmark: _Hlk181106082][bookmark: _Hlk181190222][bookmark: _Hlk181106214]We will keep all information about you safe and secure. You can find out more about this by contacting the Data Protection Officer at information.governance@mft.nhs.uk or by phoning: 0161 701 0375
[bookmark: _Hlk181105776]The information collected will be used to support other research in the future and may be shared anonymously with other researchers.
A fully anonymised version of the data you provide will also be deposited in an Open Access repository so that it can be used for future research and learning.

What are your choices about how your information is used?
You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have. 

Where can you find out more about how your information is used?
You can find out more about how we use your information 
· at https://research.cmft.nhs.uk/getting-involved/gdpr-and-research 
· by asking one of the research team at tapeit@manchester.ac.uk 
· by sending an email to Chief Investigator: Michael.Callaghan@mmu.ac.uk 
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