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POBRAT-Post-Operative Bracing following Repair of the Achilles tendon

Comparison of methods and duration of post-operative bracing following repair of acute Achilles tendon rupture.
REC reference: 21/SC/0097


IRAS project ID: 295136
I would like to invite you to take part in a research study, looking at the bracing used to manage Achilles tendon ruptures.
Explanation: purpose of and background to the research and invitation.
You have been given this information sheet as you have been diagnosed with a rupture of the Achilles tendon and have had an operation to repair it. After the operation you were placed in a synthetic cast for 2 weeks and then the front shell with a boot with wedges for the next 6 weeks. The wedges allow patients, like you, to walk on the heel of the foot, have more stability  and  provide greater safety. The analysis of the causes of re-rupture has suggested that ease of weight-bearing when walking, might prevent falls and re-ruptures.

The duration of brace use is 8 weeks to aim to prevent the tendon elongation and ankle weakness. The aim of this study would be to determine the outcome of patients managed using this regime with the outcome of previously managed patients.
What would taking part involve?
You have already been involved in a randomised controlled study comparing the outcome of tendons repaired using absorbable or non-absorbable sutures. Now that we know that you had your tendon repaired with the non-absorbable suture, we would like to compare your outcome with that of patients who have the same suture material but used only a plaster cast for 6-weeks following the surgical repair. This would only require the use of your medical records and the assessments that have already been undertaken.
What happens if I do not wish to participate.

Participation in this study is completely voluntary, if you do not wish to take part then this is ok.
What are the potential benefits of taking part?

Whilst there is no direct benefit of you taking part in this research study, it is possible that you will be helping to contribute to the treatment options available for patients in your position in the future. You would also have the knowledge that you would be contributing to scientific research and helping surgeons to understand the behaviour of the Achilles tendon following injury. 

What happens when the research study stops?
As with the usual practice, it is expected that you would be discharged from the service at 12 months, unless further appointments are required. Participation in this particular study would stop at 12 months evaluation however if you were still having any ongoing problems you would be kept under clinical review or follow up and not discharged. 
What will happen to the results of this study?

I aim to present the results of the study at scientific meetings and publish them in a scientific journal. It typically takes a number of years to write up the results after the study has been completed. The findings will also be published on the Trust’s website, may be displayed in clinic and could be sent to participants if they wish to receive them, as indicated on the consent form. 
Who has reviewed this study?

The Research and Ethics Committee (South Central - Oxford C Research Ethics Committee) has reviewed the study and they have given the study a favourable ethical opinion. This has also been reviewed by Shrewsbury & Telford Hospital NHS Trust (SATH), both as sponsor and as the organisation providing this care service. Any research data will be kept for 5 years after the study has been completed.
Further information and contact details. If you have any further questions regarding this research project please free to contact my secretary on 01952 641222 Ext 4554 and I will return your call as soon as possible. Alternatively if you are unhappy with any aspect of this research please approach the Patient Advice and Liaison Service (PALS) at the Shrewsbury & Telford Hospital NHS Trust on either sath.pals@nhs.net or Ph: 07143261691.
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. 

OPTION if follow up data will be collected after withdrawal: If you choose to stop taking part in the study, we would like to continue collecting information about your health from [central NHS records/ your hospital/ your GP]. If you do not want this to happen, tell us and we will stop.

We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 

OPTION if data will be used for future research: If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study.

Where can you find out more about how your information is used?

You can find out more about how we use your information 

at www.hra.nhs.uk/information-about-patients/
our leaflet available from SATH Information Governance

by asking one of the research team

by sending an email to sath.informationgovernance@nhs.net, or 

by ringing us on 01952641222 Ext 4593.

Mr Mike Carmont, Consultant Orthopaedic Surgeon, Shrewsbury & Telford Hospitals NHS Trust.
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