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Participant Information Sheet – Evaluation Workshop

Please contact us using the contact details provided at the end of the sheet if you have any questions or if you would like someone to talk through this information sheet with you.  

For more information on the GRACE study please visit the GRACE website: https://wp.lancs.ac.uk/grace/

GRACE: Gynae Radiotherapy Consent Enhancement 
Before you decide whether you would like to get involved in this research study, we have provided information below to help you understand why the study is being carried out and what this will involve.  

[bookmark: _Hlk190190259]What does this document cover? We have organised the document into the following sections to help you understand what is involved in taking part in this project:

What is the study about?	2
What will the study do?	2
Why have I been approached?	3
Do I have to take part?	3
What will I be asked to do if I take part?	4
What will happen to the results?	4
Are there any risks?	5
Are there any benefits to taking part?	5
How can I find out the results of the study?	5
Who will need to know about my participation in the study?	5
Will my data be identifiable?	6
Will my data be shared?	7
What will happen if I don’t want to carry on with the study?	7
What will happen if I consent to take part, but lose capacity to consent during the study?	8
Supporting Information	8
Who is organising and funding this research?	8
Who has reviewed the project?	8
Where can I obtain further information about the study if I need it?	8
Complaints	9
Resources for support	9

  
[bookmark: _Toc190227321]What is the study about? 
The GRACE project is a research collaboration between researchers at Lancaster University and Bangor University, funded by the National Institute for Health and Care Research (NIHR).  
 
We are looking at ways of improving how people make decisions about consent for radiotherapy for gynaecological (gynae) cancer.  
 
Consent for radiotherapy treatment for cancer takes place in emotional circumstances, often focusing on cure or extending life. The impact of treatment on the quality of life after cancer is less regularly discussed. Previous research conducted by the project team revealed that some patients said they didn’t fully understand what their treatment would involve. Some felt unprepared for the impacts on life afterwards. 
 
GRACE wants to change that. Our goal is to improve the way we talk about radiotherapy and its effects, so everyone knows what to expect and can better prepare for what's ahead. By sharing clear information—using both figures and real stories from patients—we’re making sure it's easier to understand. This way, people can feel less anxious about their treatment choices and more prepared for their future. 

The GRACE team combines experts in understanding effects of cancer treatment, clinical practice, and health research. Together, in a three-part project, we’re working closely with patients and the public to make sure everyone's voice is heard.  

[bookmark: _Toc190227322]What will the study do? 
To improve patient experiences of shared decision-making and consent in radiotherapy treatment for gynae cancer the GRACE project will: 
 
· Explore experiences of consent: 
We’ll talk to people who have either had radiotherapy for gynaecological cancer or decided not to have it. By interviewing them, we’ll learn how the treatment and decision-making process affected their lives. We’ll also hold focus groups with caregivers and healthcare professionals to get their insights. 

· Identify what matters most: 
We want to understand which benefits and side effects are most important to patients in the long run. To do this, we’ll create a survey asking patients to make hypothetical choices. We'll test the survey with a small group first to make sure it's easy to follow, then share it more widely online to find out what people value when it comes to these tough decisions. 

· Create better ways to gain and give consent: 
We’ll work together with key people—like healthcare professionals and patients—to develop new, clearer ways for consenting to radiotherapy. This will include new policies, procedures, and resources to support decision-making. To get started, we’ll survey healthcare professionals to understand the resources they currently use. We’ll then run workshops with key people  to co-create improved approaches. Finally, we’ll test the resources and evaluate the cost of using them in practice.  

You can read more about the study on our website: https://wp.lancs.ac.uk/grace/

[bookmark: _Toc190227323]Why have I been approached?
You have been approached because we want to involve a range of key stakeholders in decision-making and consent processes for radiotherapy treatment for gynae cancer. These include:
· Individuals who have previously been diagnosed with gynae cancer (with or without experiences of radiotherapy)
· Individuals who could potentially become a future gynae cancer patient
· Carers who have supported someone with a gynae cancer diagnosis
· Healthcare professionals involved in supporting decision-making and consent processes for gynae-radiotherapy 
· Charities, support and advocacy organisations that support gynae cancer patients

[bookmark: _Toc190227324]Do I have to take part?
No. It’s completely up to you to decide whether or not you take part. If you decide not to take part, any ongoing treatment and care you may be receiving will not be affected. You are free to withdraw at any time without giving a reason. 

If you do decide to take part, please keep this information sheet. If you decide to take part you will be asked to sign a consent form. A member of the research team will contact you once they have received your signed consent form to arrange your attendance at an evaluation workshop. You can contact the research team at any time using the information at the end of this information sheet.

[bookmark: _Toc190227325]What will I be asked to do if I take part?
We would like to invite you to take part in an evaluation workshop. There will be 2 workshops in total. You will only be asked to participate in one of the two workshops. 
Evaluation workshops will last between 4 and 7 hours.  They could take place in person or online.
Evaluation workshops will have up to 14 participants, including patients, future patients, carers, healthcare professionals and supportive organisations/charities. 

The purpose of the evaluation workshops is to explore new resources that we hope will support patients during decision-making and consent processes for radiotherapy for gynae cancer. During the evaluation workshops we will present the new resources that have been co-designed by patients, carers and healthcare professionals. We would like to ask you, in collaboration with other participants, to consider how well you think these new resources work. This will involve some group work and feedback and discussion sessions. You will be supported by members of the research team to evaluate the new resources to support decision-making and informed consent. 

With your permission, the evaluation workshops will be recorded using Microsoft Teams or on a password-protected recording device, and typed up as a written transcript of the conversation. In Microsoft Teams there is an option for your camera to be switched off if you prefer, so only the audio is recorded. When transcriptions of audio and video recordings are carried out by a transcription service, a confidentiality agreement will be signed. All personal information, when possible, will be removed when audio and video recordings are sent to the transcription service.  We will delete any audio/video recordings once we have a complete transcript. 

The GRACE project is committed to co-production in research which involves working with a patient and public involvement and engagement (PPIE) panel. As part of our approach to making research inclusive, we invite PPIE panel members to get involved in data collection, for example, supporting evaluation workshops. 

If you would like to take part you will be asked to sign a Consent Form and return this to the research team. This can be done electronically via email, or by post. If you require a pre-paid postal envelope please ask a member of the research team. Once we have received your signed consent form, one of the research team will organise your attendance at a workshop that is convenient for you.
 
If you need a translator or an interpreter, please let the research team know and this will be arranged for you. 

If you would like to bring a carer to support you attend the workshop, please let the research team know. 

[bookmark: _Toc190227326]What will happen to the results?
[bookmark: _Hlk190190752]We will pseudonymize your contribution. This means we will remove your name and instead mark your contribution with a code. Information you share with us will be used to evaluate the resources that have been co-designed to support decision-making and consent for radiotherapy treatment. Information you share with us may be used in reports, presentations or publications from the study. Your name will not be attached to them.

[bookmark: _Toc190227327]Are there any risks?
There are no risks anticipated with participating in this study. However, we understand that it may be emotional or distressing to talk about cancer diagnoses and treatment. During the workshops, there will be breaks, and you will have the option to pause and decide if you wish to continue. You will also have the option to stop and withdraw from the workshop.

If you would like to speak to someone, you can contact Macmillan cancer support. Please contact Martin Bond on 01772 523709, or you can email Cancerinfo.centre@lthtr.nhs.uk

Alternatively we have included some resources you might like to consult at the end of this sheet. 

[bookmark: _Toc190227328]Are there any benefits to taking part?
[bookmark: _Hlk190190854]There are no direct guaranteed benefits to taking part.
To thank you for your time you will receive £25 per hour. Participation could provide an interesting opportunity to reflect upon the experiences of decision-making and consent for radiotherapy. Experiences shared with us will be invaluable for the research and for developing resources to better support future patients when making decisions about radiotherapy treatment. 

[bookmark: _Hlk190190907]Any payment you receive for research participation is usually treated as income. If you are receiving benefits, it's important to contact your benefits agency to understand how research payments might impact your claim. You have the right to decline payment or request a lower amount if you are concerned about the impact on your benefits.

People who are registered self-employed, or have some taxable income from another source which deducts tax, should declare payments for involvement as required by HMRC.

[bookmark: _Toc190227329]How can I find out the results of the study?
If you would like to receive a summary of the study results, please let a member of the research team know. This could be posted or emailed to you. 

Alternatively, you can sign up to receive newsletters and updates on our study website: https://wp.lancs.ac.uk/grace/

[bookmark: _Toc190227330]Who will need to know about my participation in the study? 
If a member of the research team identifies that a participant is at potential risk of harm, the research team may contact a health care professional nominated by the participant. This could be their GP, or if applicable, cancer nurse.
[bookmark: _Toc190227331]Will my data be identifiable? 
[bookmark: _Hlk190191000]Any information you provide during workshops which might identify you will be removed.  We may use direct quotations from the transcript, but any names or directly identifiable data will be removed before these are shared. Although we take all possible steps to protect your anonymity in this study, please be aware that there is a small chance you may be identifiable to someone who is familiar with your situation based on specific details you share. We will handle your information with care to minimize this risk, but due to the unique aspects of individual experiences, complete anonymity cannot be guaranteed.

Any personal data will be confidential and will be kept separately from workshop data. All personal data will be deleted on completion of the project. 
The data collected for this study will be stored securely: 
· The computer files and the computer itself will be password protected. 
· Audio and/or video recordings will be encrypted and stored on a Lancaster University secure and password-protected drive. All video and audio recordings will be deleted once a complete transcript has been typed up. The transcripts of the recordings will be pseudonymized and stored on the research study’s secure drive. 
· Any physical copies made of accounts will be stored in a locked filing cabinet. 
[bookmark: _Hlk189038038][bookmark: _Hlk190191119]At the end of the project’s timeframe, all research data will be kept securely and accessibly, for a minimum of 10 years. 

Lancaster University will be the data controller for any personal information collected as part of this study.

Under the General Data Protection Regulation (GDPR) you have certain rights when personal data is collected about you. You have the right to access any personal data held about you, to object to processing your personal information, to rectify personal data if it is inaccurate, the right to have data about you erased and, depending on the circumstances, the right to data portability. Please be aware that many of these rights are not absolute and only apply in certain circumstances. If you would like to know more about your rights in relation to your personal data, please speak to the researchers. 

For further information about how Lancaster University processes personal data for research purposes and your data rights please visit: https://www.lancaster.ac.uk/research/participate-in- research/data-protection-for-research-participants

For more information, you can contact the Information Governance Manager at information-governance@lancaster.ac.uk 

[bookmark: _Toc190227332]Will my data be shared?
Data collected for this study will be shared amongst members of the research team. This includes research team members at Bangor University and Lancaster University and research partners (e.g. Radiotherapy UK and NHS research partners).  

· Participants’ personal information (including name, contact details, cancer diagnosis and demographic information) will be shared with the research teams at Lancaster University and Bangor University.  Data will be shared in order for us to manage the study and analyse the data. Staff at Bangor University are part of the research team as we are a collaborative project who are jointly managing and carrying out the research.Pseudonymised data from workshops may be shared between members of the research team for the purpose of analysis and reporting of findings (Radiotherapy UK and NHS partners).  

Upon the completion of the project, your pseudonymized data will be made accessible to other academic researchers upon request, at the discretion of the research team, according to guidelines that encourage the accessibility of data and the ability for other researchers to review or re-analyse data. 

[bookmark: _Toc1064085584][bookmark: _Toc455491054][bookmark: _Hlk189038116][bookmark: _Toc190227333]What will happen if I don’t want to carry on with the study?
[bookmark: _Hlk190191259]Your participation in this study is entirely voluntary. Participants may withdraw from the study at any point by email or by phone without giving a reason. If participants do withdraw from the study, we will delete all their identifiable information and, as far as possible, their data. However, if participants withdraw from the study once their data has been de-identified and incorporated into analysis or outputs, it might not be possible for their data to be removed from the analysis. At this point, only their identifiable data will be removed.
[bookmark: _Toc1346149400][bookmark: _Toc2127900413]What will happen if I consent to take part, but lose capacity to consent during the study? 
[bookmark: _Hlk190191278]Your participation in the study will be withdrawn. Information already shared with us will be retained and used in the study, but no further data will be collected. All personal data will be deleted immediately. 

[bookmark: _Toc190227335]Supporting Information
[bookmark: _Toc190227336]Who is organising and funding this research? 
The study is being organised by the GRACE research team, a collaboration between Lancaster University and Bangor University. The study is sponsored by Lancaster University. 

This research is being funded by an NIHR Health and Social Care Delivery Research (HSDR) grant (NIHR160995). 

The project will run from September 2024 until February 2027. 
[bookmark: _Toc190227337]Who has reviewed the project? 
The project has been developed with the involvement of a formal patient and public involvement group and a patient researcher with lived experience of gynae cancer. 

The NIHR Health and Social Care Delivery Research funding committee reviewed the project grant. 

To make sure the research is conducted responsibly and protects the rights and safety of participants, this project has been reviewed and approved by the Health Research Authority and received favourable opinion from a Research Ethics Service NHS Ethics Committee (REC reference: 25/NW/0084).

[bookmark: _Toc190227338]Where can I obtain further information about the study if I need it? 
If you have any questions about the study, please contact the research team: 
Dr Hilary Stewart, Research Fellow, Lancaster Medical School, Lancaster University 
Telephone: 01524 592040, email: h.stewart4@lancaster.ac.uk 
Or you can contact: 
Dr Lisa Ashmore, Principal Investigator, Lancaster Medical School, Lancaster University 
Telephone: 01524 592503, email: gynaecancer@lancaster.ac.uk

[bookmark: _Toc190227339]Complaints
If you wish to make a complaint or raise concerns about any aspect of this study and do not want to speak to one of the researchers, you can contact:

	Dr Jemma Kerns 

	Research Director 
Lancaster Medical School

	Lancaster University 
LA1 4YG

	Email: j.kerns@lancaster.ac.uk



Professor Steven Jones
Chair of FHM REC
Faculty of Health and Medicine
Lancaster University
Lancaster
LA1 4YG
Email s.jones7@lancaster.ac.uk
[bookmark: _Toc190227340]Resources for support
Should you feel distressed either as a result of taking part, or in the future, you can contact your Macmillan nurse should you have one, or contact Macmillan cancer support. Please contact Martin Bond on 01772 523709, or you can email Cancerinfo.centre@lthtr.nhs.uk 
 
Should you feel distressed either as a result of taking part, or in the future, the following resources may also be of assistance:  
[bookmark: _Hlk190191382]
Cancer Specific support: 
Macmillan Cancer Information and Support: 0151 556 5570  

https://www.macmillan.org.uk/cancer-information-and-support/get-help/macmillan-support-line  

https://www.cancerresearchuk.org/about-us/contact-us/talk-to-our-nurses   

https://www.life-aftercancer.co.uk/  

https://shinecancersupport.org/get-support/  

https://www.prda.org.uk/support/  

https://www.lymphoedema.org/about-us/support-groups/  
  
Mental health and wellbeing support: 

https://www.samaritans.org/how-we-can-help/contact-samaritan/  

https://www.nhs.uk/mental-health/talking-therapies-medicine-treatments/talking-therapies-and-counselling/nhs-talking-therapies/  

https://www.nhs.uk/every-mind-matters/  
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