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Study title: Minimally-Invasive Achilles Suture Trial (MIAST): 

Non-Absorbable vs. Absorbable
REC reference:

IRAS project ID: 288885
I would like to invite you to take part in a research study, looking at the material used to suture 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 chosen to have an operation to repair it. The repair will be performed using a Minimally-Invasive surgical technique which has reduced risk of complications such as infection and wound breakdown and is more effective than open repair. Operative repair of the ruptured Achilles tendon leads to improved ankle push off strength, less tendon elongation and reduced time to return to work compared with non-operative management.
During this operation a suture is used to repair the tendon. The type of material used is what is being tested in this study. There are two main types of suture absorbable and non-absorbable. There are benefits and risks to both but currently the material used is decided by the clinician. In this research project we are going to allocate participants to receive either one type of suture material or the other. This will allow us to effectively determine the best suture material.
What would taking part involve?

After reading this information leaflet you are interested in taking part then we would ask you to dicsuss this with the research team. You will be required to provide written consent to participate. Instead of the doctor looking after you deciding which suture material to use, you will be allocated at random to one of the two suture materials described above. Apart from the suture material all other elements of your care and the operation will remain the same. You will not be told which suture material will be used until the end of the trial, this is to minimise any bias to the study. If you wished to know the material used this will be available once your follow up (12 months) is completed. Follow up visits would be held at the 2, 3, 6, 9, and 12 months following injury. So no additional visits would be required unless you had problems. During these consultations, you would complete score sheets and we would perform simple measurements to determine your tendon and calf muscle function.
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, you will receive the operation in the usual way, and the surgeon will decide on the material used. If patients do not want to take part and also want to have operative repair, they would receive a non-absorbable suture for their repair as this is the repair for which I have most experience.  Treatment and follow up would be exactly the same. 

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. By taking part in the study you will have the opportunity to receive a different type of suture material not currently offered as routine. We do not know at this point if this is more effective than the current material being offered. 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 are the possible disadvantages and risks of taking part?
Both suture materials are safe and effective, producing good results. This study is trying to show if one is more effective than another. Both have advantages and disadvantages as already discussed however these may only become apparent when a large group of patients are evaluated. On an individual level a complication simply may or may not occur.

Potential benefits of receiving an absorbable suture include that the suture material will be absorbed over time, so any prominent knot may disappear and over time, without the suture, the tendon may be more springy. Also if the suture becomes infected this will be absorbed and will not need to be removed. Disadvantages of receiving an absorbable suture is that they tendon may be more likely to elongate leading to calf weakness and the absorption process may weaken the tendon making it more likely to re-rupture.

Potential benefits of receiving a non-absorbable suture are that it is stronger and will not weaken with absorption over time, potentially making the tendon less likely to re-rupture. Disadvantages include that as a permanent suture the remodelling tendon may be irritated by the presence of the suture and may thicken losing springiness. Additionally if the suture material becomes colonised by bacteria from infection the suture may have to be removed.
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. Your follow up in the study would stop at 12 months regardless of whether you needed anymore appointments with a clinician for ongoing monitoring or treatment. 
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 results will also be published on the Trust’s website. We will display the summary of the results in clinics, and if you so wished a summary of the results could be sent to you at the end of the study.
Who has reviewed this study?

The Research and Ethics Committee (Wales REC 4) has reviewed the study and they have given the study a favourable ethical opinion. This has also been reviewed by SATH, both as sponsor and as the organisation providing this care service.
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. I look forward to seeing you in clinic in the near future.

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