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Remote multicomponent rehabilitation in survivors of critical illness after hospital discharge – the iRehab Trial

We would like to invite you to take part in a short interview to find out about your experience of taking part in the iRehab trial.

Thank you for your participation in the iRehab trial. As part of the trial, we would like to invite you to take part in one short interview to find out about your experience of taking part in the trial. Before you decide if you would like to take part in the interview, please read this information carefully. Talk to others about the study if you wish and please feel free to ask any questions. 

Why are we doing the interviews? 
We would like to gain a better understanding of your experience of being part of the iRehab trial, for example what went well for people and what did not go so well.  

Why have I been asked to take part?
When you originally agreed to take part in the iRehab trial you gave consent that we could contact you to ask if you would like to take part in an interview. We plan to interview around 50 people who took part in the trial across the UK. This interview will be conducted with you on a one-to-one basis.

Do I have to take part?
It is up to you to decide if you want to take part. If you agree to take part, we will ask you to complete a consent form by telephone with help from our research team. Even after completing the consent form, you can withdraw at any time without giving a reason. If you decide not to take part, or to withdraw from taking part in the interviews before they take place, the standard of care you receive will not be affected.

What does taking part in the interview involve?
[bookmark: _Hlk49245211]A member of the study team will contact you via telephone to arrange a suitable time for the interview. The interview can be by either telephone or video call, whichever you prefer.

Before the interview starts, we will answer any questions you may have about the interview. With your permission, the interview will be recorded. The recording will be typed out by a member of the research team or an authorised third-party typing service and all personal information will be removed to ensure confidentiality. The interview should take no longer than one hour.


What are the benefits of taking part?
While there may not be any direct benefits to you, we hope that the information we gather will help us to understand more about peoples’ experience of taking part in the trial. The findings from this trial may help to develop a better service for people recovering from following an Intensive Care Unit admission in the future.

What are the risks of taking part?
We do not think there are any major risks with taking part in this interview study. Some people may become upset recalling their hospital stay. If you feel uncomfortable in any way, the interview can be ended at any time. You can decline to answer some of the questions if you would prefer. Our specialist staff are fully trained and will provide appropriate support and assistance should this be needed.

How will we use information about you? 
With your consent we will use your name, date of birth and contact details and information from your trial records to check and 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. 
We will keep all information about you safe and secure. We will write our reports in a way that no-one can work out that you took part in the study.

Will my taking part in this study be kept confidential?
All information we collect about you during the interview will be kept strictly confidential and will only be accessible to authorised study personnel. The only reason we would break confidentiality would be in an emergency.  If your own health, or someone else’s health, was in danger, we may contact your GP, the emergency services or other healthcare staff.
[bookmark: _Hlk99716728]Ulster University is the sponsor for the study. The study will be managed by Warwick Clinical Trials Unit at the University of Warwick. Ulster University and University of Warwick will use information you provide to carry out this study and will act as joint data controllers for the study. This means that, together, they are responsible for looking after your information and using it properly. Researchers from our team based at Queens University Belfast may also conduct the interviews. Queens University Belfast, Ulster University and the University of Warwick will keep identifiable information about you for 12 months after the trial has finished.  Following this your name and contact details will be deleted but we will keep all other information about you from this trial for 10 years after the trial has finished.   

The recording of the interview will be typed up by a third-party typing service or a member of the research team contracted to work on the project. After typing, the transcripts will be checked for accuracy, after which point they will be destroyed. On all occasions we will ensure that anything that may identify you is removed before analysis. 

With your permission, we may use anonymous written quotes from the typed transcripts for academic presentations or publications. In the future we may use the anonymous transcripts for other research. We might agree to share these anonymously with other, carefully selected, researchers; any future research will be approved by a Research Ethics Committee.

We need to manage your records in specific ways for the research to be trustworthy. This means that we won’t be able to let you see or change the data we hold about you. You can read the privacy statements on the Ulster University and University of Warwick websites:

https://www.ulster.ac.uk/about/governance/compliance/gdpr/privacy
https://warwick.ac.uk/services/sim/privacynotices/research

You can also find out more about how we use your information here:
http://www.hra.nhs.uk/patientdataandresearch


What will happen to the results of the trial?
At the end of the trial, we will publish the findings in medical journals and at medical conferences. You will not be identified in any reports or publications. Once all participants have been followed up and the results have been analysed, we will make a copy of the trial results available on the trial website: www.warwick.ac.uk/iRehab. 

Who is organising and paying for the trial?
This trial is sponsored by Ulster University and is being coordinated by the University of Warwick. The trial is being funded by the National Institute for Health and Care Research, 
Health Technology Assessment programme (NIHR 132871). 

Who has reviewed the trial?
Any research that involves the NHS and patients is reviewed by an independent group of people called a Research Ethics Committee.  This committee is there to protect your interests.  This trial has been reviewed and been approved by the London – Central REC. 
People who have been in intensive care have also been involved in designing and setting-up this trial. 

What if something goes wrong?
If you have any concerns about any aspect of this trial, you should ask to speak to the researchers who will do their best to answer your questions. 

If you are still concerned and wish to discuss your concerns with someone else or make a complaint, you can do this through the Ulster University Complaints Procedure. Details can be obtained from the web at https:// www.ulster.ac.uk/research/our-research/research-integrity (or Tel +44 28 9536 5123).

If you are dissatisfied with the treatment that you receive by any member of staff (doctor, nurse etc.) you have the same rights as any NHS patient. To voice and register your complaints or for independent advice, go through the hospital complaints procedure (eg. NHS Patient Advice and Liaison Service-PALS) using the details below or phone NHS 111:

[INSERT LOCAL PALS/COMPLAINTS MANAGER CONTACT DETAILS]

In the unlikely event that you are harmed by taking part in this trial, compensation may be available. If you suspect that the harm is the result of someone’s negligence, you may be able to take legal action, but you may have to pay any costs involved. In this case you should get legal advice about this. The normal NHS complaints mechanism will still be available to you.

Contact for further information:
If you have any questions about the interview study, either now or in the future, 
please contact  your local research team/ or the iRehab Trial Management using the details below:

[Insert Local Contact Details]
: 
iRehab Trial Manager 
Warwick Clinical Trials Unit 
Email: iRehab@warwick.ac.uk
Tel: 02476528046
Thank you for taking the time to read this information and for considering taking part in this part of the study.
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