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Participant Information Sheet

Invitation to participate in a research trial
We would like to invite you to join our research trial that is being funded by the National Institute for Health Research. Before you make a decision, it is important for you to understand why the trial is being carried out, and what it will involve. Please take your time to carefully read the following information, and, if you think it appropriate, discuss it with your partner, relatives or friends. Please feel free to ask us if there is anything that is not clear or if you would like more information about any aspect (contact details are shown below).
<insert local site contact details>
What is the purpose of the trial?

In a previous study, we adapted a new form of psychological therapy called Acceptance and Commitment Therapy for people with motor neuron disease (MND). The purpose of this trial is to see how adding this therapy to usual care compares to usual care alone.
What is motor neuron disease?
MND is a neurological disease that affects parts of the brain and spinal cord, and results in a progressive loss of the ability to move, speak, swallow and breathe. Many people with MND experience considerable distress due to the nature of the disease and its impact. However, we do not yet know whether psychological therapy is helpful for improving emotional wellbeing in people with this condition.
What is Acceptance and Commitment Therapy?

Acceptance and Commitment Therapy is a new form of psychological therapy that helps people to learn how to live with difficult or distressing thoughts, feelings or bodily sensations, while still trying to do things that really matter to them or being the type of person they want to be with MND. This therapy has been found to be helpful for improving wellbeing in other conditions including other life-limiting illnesses (such as cancer) and other disabling long-term conditions. It may be particularly suited to people with MND due to its focus on helping people learn how to best live their lives, whilst coping with the difficulties they may be experiencing that are out of their control.
Why have I been invited?
You have been invited because you have been diagnosed with MND. We hope to recruit 188 people with MND to take part in this trial. You have been given this information sheet because you attend a local MND centre taking part in the trial or have expressed an interest in the trial.
Do I have to take part?

No. It is entirely up to you to decide whether you would like to take part in this trial. We will go through this information sheet with you, and you will be able to ask any questions you have about it. If you do decide to take part, you will be given this information sheet to keep and you will be asked by the researcher to sign a consent form. If you decide to take part you will be free to withdraw from the trial at any time without having to give a reason as to why you want to withdraw. Importantly, a decision to withdraw at any time or a decision not to take part will not affect the standard of care you receive or your future medical care or legal rights.
What will the trial involve if I take part?

If you do take part in the trial, you will meet with a trial researcher who will discuss the trial with you and ask you some questions to find out whether you are suitable to participate in it. The trial researcher may be a Research Nurse, Research Assistant or Clinical Research Network Nurse. All trial researchers will work closely with your MND Care Team during the trial. Discussions about the trial can occur in a place that is convenient to you, for example, in your own home or in a clinic room in the hospital. If you are suitable to participate in the trial, then you will be asked to provide consent to take part in it. Following this, a researcher will use a website to allocate you at random to one of two groups:

1. Control group (Usual care only);
2. Intervention group (Acceptance and Commitment Therapy plus usual care). 

Your researcher will inform you which group you have been allocated to: there is a 50/50 chance of being randomised to either the control group or the intervention group. If you are allocated to the usual care only group, you will continue with routine clinical care, and take part in research follow up visits outlined in this information sheet. After the final research visit (at 9 months follow up), you will have the option of accessing the intervention’s resources (such as audio sessions to listen to in your own time and a therapy workbook).
If you are allocated to the intervention group, you will be offered up to eight, 1-hour sessions of Acceptance and Commitment Therapy over a period of 3 months, alongside routine clinical care. Some of these sessions could be face-to-face and you will be asked to meet with a therapist on your own. This could either be in your own home, in the clinic, via online video calls or a combination of these, depending on your physical needs and preference and the availability of therapists. Some of these sessions will involve listening to audio recordings, which you will have the opportunity to do in your own time. You will be able to discuss these recordings with your therapist via online video calls, instant messaging, telephone or email, depending on your physical needs and preference. The intervention has been adapted to be flexible to individual needs as much as possible, so can accommodate people who communicate verbally or via a communication aid. 
The therapist, together with yourself, will work through any difficulties you have been experiencing. It is our hope that you will learn about new ways of living with difficult thoughts, feelings and bodily sensations, so that you can take part in more activities that are meaningful to you. You will be encouraged to try out these strategies in real-life as putting them into practice will be an important part of treatment.
All of your sessions will be recorded using an encrypted digital voice recorder so that we will be able to see whether the therapists are working with people in similar ways. These recordings will be reviewed by an independent therapist with training in Acceptance and Commitment Therapy. If you have difficulties with communicating verbally then it is still important that we record the sessions so that we can see if the therapist is doing what they should be doing.

If Acceptance and Commitment Therapy does not suit you, or you find it difficult participating in the sessions then you will be free to finish them at any point. This will not affect the standard of care you receive or your future medical care or legal rights.
Those in the intervention group will be asked to avoid receiving other forms of psychological therapy (such as Cognitive Behavioural Therapy) during the trial as taking part in different types of therapy at the same time may be confusing for you. Although it is preferable that you do not receive other forms of psychological therapy at the same time as Acceptance and Commitment Therapy, we cannot insist on this. Therefore, we will ask you about other treatments you may have received at the end of the trial.
All participants will be asked to complete questionnaires on three separate occasions (at the initial consent visit, and then 6 and 9 months later) in order for us to see whether taking part impacts on your quality of life. You may be asked to complete a brief screening questionnaire of your memory and attention at the initial consent visit, if you have not completed one as part of your routine clinical care recently. You will be able to complete these questionnaires over the phone, email, online, by post, via video-conference or face-to-face with a member of the research team. Each of these assessments will take around 1.5 hours to complete. You will be given the opportunity to take rest breaks while completing these assessments or to complete them in two sessions. Any reasonable travel expenses you incur for the purposes of the trial will be reimbursed. 

You will also be asked to complete a satisfaction questionnaire at the end of the study. This will ask you about how satisfied you are with the intervention (if in the intervention group) and how satisfied you are with usual care with respect to managing your mental health and emotional wellbeing (if in the control group). This questionnaire can be completed on paper, online or you can decide to meet with a researcher, either face-to-face or via teleconference or videoconference. If you complete the questionnaire verbally, the interview will be audio recorded on an encrypted digital voice recorder, and then transferred and stored onto University College London's password-protected secure electronic network. All data on encrypted digital voice recorders will be deleted after the data have been transferred. Transcriptions of the discussion will be completed as soon as possible after we have met with you either by a member of the research team or by a transcription service that has been approved by UCL (Way with Words). All data will be anonymised, will only be used for analysis, and will only be viewed by members of the research team.

You will receive two £20 vouchers as a thank you, for taking part in the trial, which will be offered to you at the 6 and 9-month visits or at any point that you decide to withdraw from the trial. You will also receive reimbursement of any reasonable travel expenses if you travel to the clinic for your appointments.
Who else will the trial involve?

Your caregiver will also be invited to take part in the trial, with your consent. If they take part in the trial, they will meet with a researcher who will discuss the trial with them and ask them some questions to find out whether they are suitable to participate in the trial. If they are, then they will be asked to complete questionnaires on three separate occasions (at the initial consent visit, and then 6 and 9 months later) in order for us to see whether your participation in the trial impacts on their quality of life or level of caregiver burden. They will be able to complete these questionnaires over the phone, email, online, by post, via video-conference or face-to-face with a member of the research team. Each of these assessments will take around 10 minutes to complete. Any reasonable travel expenses they incur for the purposes of the trial will be reimbursed.
Your caregiver does not have to take part in the trial if they do not want to. If they decide to take part they will be free to withdraw from the trial at any time without having to give a reason as to why they want to withdraw. Importantly, a decision to withdraw at any time or a decision not to take part will not affect their future legal rights. In addition, a decision to not take part or to withdraw from the trial will not affect your standard of care, future medical care or legal rights. If your caregiver decides not to take part or to withdraw from the trial then this will not affect your participation in the trial.
What are the possible disadvantages or risks of taking part?

A risk of taking part could be that you experience distress when discussing your current situation in assessments, and therapy sessions, or your mood may worsen by the end of therapy, for those in the intervention group. As is the case with all psychological therapies, we cannot guarantee that Acceptance and Commitment Therapy will benefit everyone who receives it. However, we will monitor and discuss how you are feeling throughout the trial. If your mood does get worse and you express an intention to harm yourself or another person, we will notify your MND Care Team and GP so that you can receive more support, if necessary. Similarly, if you continue to experience significant symptoms of anxiety or depression at the end of therapy then we will notify your MND Care Team and GP so that you can be referred for further support. If you decide to take part, it will require some of your time. You may feel fatigued or anxious when completing screening and outcome assessments or therapy sessions. You can take a break, ask to complete any or all of these activities at another time or decline to complete any or all of these activities at any time. If you do decide to take part, we will discuss your preferences for where these activities take place, such as face-to-face in an MND clinic, in your own home or via telephone. Those in the intervention group will be asked not to take part in other types of psychological therapy (e.g. cognitive behavioural therapy) whilst participating in this trial.
What are the possible benefits of taking part?

You may benefit from taking part in this trial because you may receive a new type of psychological therapy that has been shown to benefit people with other conditions including life-limiting illnesses (such as cancer) and disabling long-term conditions, as well as mood disorders (such as depression and anxiety) and chronic pain. In the UK, this therapy is not yet widely available to people with MND. Although we are hopeful that you will see the same benefits as observed in other people, this may not be the case. 
Will my taking part in this trial be kept confidential?

Yes. All of the information we collect about you will be anonymised using a unique identification number so that it will not be possible to personally identify you from any of your information. All of the information about yourself (such as your responses to screening questions, date of birth and questionnaires) will be stored in a secure database called Prospect, hosted by the University of Sheffield. Prospect complies with the UK Data Protection Act 2018 and the EU General Data Protection Regulation (GDPR), and uses industry standard techniques to provide security. With your permission, we will also store your contact details (name, telephone number, email address and address) in the secure Prospect database. Your contact details will allow members of the trial team to contact you to collect research data. All data will be kept strictly confidential, and will only be seen by members of the research team. A copy of your completed consent form will be sent securely to the University of Sheffield, for auditing purposes. The consent form will be scanned and saved on the secure access restricted server at the University of Sheffield. Once scanned, the photocopy of the consent form will be destroyed. The information you provide (including personal data) will be retained for 10 years and then destroyed in confidential waste.
Confidentiality will be maintained throughout the trial, unless we become concerned for your safety or another person’s safety. This is so you can be referred for more support from your GP or MND Care Team. You will be asked about any plans you may have made to end your life within the next 2 weeks when you meet with a trial researcher to discuss the trial. If you disclose any actual or potentially illegal behaviour at any point during the trial then this will be discussed with you, and your MND Care Team will be contacted (if necessary) and/or relevant authorities will be notified (if necessary).
Data confidentiality 
UCL is the sponsor for this trial based in the United Kingdom. We will be using information from you in order to undertake this trial and will act as the data controller for this study. This means that we are responsible for looking after your information and using it properly. 

Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. If you withdraw from the trial, we will keep the information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-identifiable information possible.

You can find out more about how we use your information by contacting Dr Rebecca Gould, Divisiont of Psychiatry, University College London, Wing A, 6th floor Maple House, 149 Tottenham Court Rd, London W1T 7NF. Tel: 020 7679 9225. Email: r.gould@ucl.ac.uk. In addition, the UCL general research participant privacy notice is available at the following link: https://www.ucl.ac.uk/legal-services/privacy/ucl-general-research-participant-privacy-notice.
[NHS Foundation Trust] will collect information from you for this trial in accordance with our instructions.

[NHS Foundation Trust] will use your name, and contact details to contact you about the trial, and make sure that relevant information about the trial is recorded for your care, and to oversee the quality of the trial. Individuals from UCL, regulatory organisations and the University of Sheffield may look at your medical and research records to check the accuracy of the trial. The people who analyse the information will not be able to identify you and will not be able to find out your name or contact details.

[NHS Foundation Trust] will keep identifiable information about you from this trial for 10 years after the trial has finished.
If you provide specific written consent as part of this research study, the information about your health and care may be provided to researchers running other research studies in this organisation and in other organisations. These organisations may be universities or NHS organisations in this country or abroad. Your information will only be used by organisations and researchers to conduct research in accordance with the UK Policy Framework for Health and Social Care Research.
This information will not identify you and will not be combined with other information in a way that could identify you. The information will only be used for the purpose of health and care research, and cannot be used to contact you or to affect your care or your legal rights. It will not be used to make decisions about future services available to you, such as insurance.
Will my doctor be informed?

If you decide to take part in the trial, with your permission, we will write to your GP and MND Care Team to inform them of this, and again at the end of your treatment to update them regarding the outcome. As outlined above, we will also contact your GP and MND Care Team during the trial if we become concerned for your safety or another person's safety (e.g. if you express an intention to harm yourself or another person). This is so that you can be referred for more support.
What will happen if I don’t want to carry on with the trial?

If you don't want to carry on with the trial, you will of course be free to withdraw from it at any time, without having to give a reason. Withdrawing from the trial will not affect the standard of care you receive or your future medical care or legal rights. If you were to withdraw from the trial then we would use any identifiable information collected in the trial up to the point that you withdrew from the trial. If you were to lose capacity to provide consent during the trial, you would be withdrawn from the trial. Any data collected up to that point would be retained, but no further data collection would take place.
What will happen once the trial has ended?

Once the trial has ended your clinical care will continue to be managed by your GP and MND Care Team. If you continue to experience significant symptoms of depression or anxiety (or other symptoms that need addressing) at the end of therapy then your GP and MND Care Team will be notified so that you can be referred for further treatment, if necessary.

What will happen to the results of the trial?

At the end of the trial, we will analyse all of the information you have provided together with other participants' information. We will then publish our findings in an academic journal and at relevant conferences. We will also send you a summary of these findings if you request this. We may use direct quotations from the qualitative satisfaction questionnaire in reports. However, your personal information will not be identified in any publication arising from this trial.
Who is organising and funding the research?

This trial is funded by the NIHR Health Technology Assessment (HTA) Programme (ref: 16/81/01). The research is being led by Dr Rebecca Gould who is a clinical psychologist and a Senior Research Fellow at University College London. The research is sponsored by University College London.
Who has reviewed the trial?

All NHS research is looked at by an independent group of people, called a Research Ethics Committee in order to protect participants’ safety, rights, well-being and dignity. This trial has been reviewed and been given a favourable opinion by [insert Research Ethics Committee name and reference number].
Who can I contact for further information?

You can contact Dr Rebecca Gould, who is the Chief Investigator in the trial, if you have any questions or require any further information about this trial. Her details are: Dr Rebecca Gould, Division of Psychiatry, University College London, Wing A, 6th floor Maple House, 149 Tottenham Court Rd, London W1T 7NF. Tel: 020 7679 9225. Email: r.gould@ucl.ac.uk.
What if there is a problem?

If you wish to complain, or have any concerns about any aspect of the way you have been approached or treated by members of staff you may have experienced due to your participation in the research, National Health Service or University College London complaints mechanisms are available to you. Please ask your doctor if you would like more information on this. You can make a formal complaint by following the standard NHS Complaints Procedure. You can find more details about this by contacting your local hospital Patient Advice and Liaison Service: [local contact details for each site to be added].
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 the Sponsor’s (University College London) or the hospital's negligence then you may be able to claim compensation. After discussing with your doctor, please make the claim in writing to Dr Rebecca Gould, who is the Chief Investigator for the research and is based at University College London. The Chief Investigator will then pass the claim to the Sponsor’s Insurers, via the Sponsor’s office. You may have to bear the costs of the legal action initially, and you should consult a lawyer about this.

Thank you for considering taking part in this research trial.
We hope that you now have all the information you need in order to help make your decision about taking part in the trial. However, if you have any further questions about it then please do not hesitate to contact us in order to discuss any queries you might have.
	This trial is funded by the NIHR Health Technology Assessment (HTA) Programme (ref: 16/81/01). The views expressed are those of the author(s) and not necessarily those of the NHS, the NIHR or the Department of Health.
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