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[bookmark: _Toc55203522][bookmark: _Toc70333964][bookmark: _Toc71542630][bookmark: _Toc202885924]Part One: About the HER2-RADiCAL Qualitative Research study
[bookmark: _Toc55203523][bookmark: _Toc70333965][bookmark: _Toc71542631][bookmark: _Toc202885925]What is the purpose of the HER2-RADiCAL Qualitative Research study?
We are doing this study to learn more about why people decide to join or not join the HER2-RADiCAL trial. We want to know what people think about joining this trial. By understanding their thoughts, we might be able to make future trials better and improve how we give information to patients who are thinking about taking part.
You can take part in this study whether or not you have decided to take part in the main HER2-RADiCAL trial. This study is not about persuading people to join the trial or looking at ‘wrong’ decisions. The decision about whether to join the trial is personal and is different for everyone. The researcher for this study is not part of the main HER2-RADiCAL trial team and they would just like to hear about your thoughts and experiences.
This information leaflet is about the Qualitative Research Study only. You will already have been given another leaflet explaining the main HER2-RADiCAL trial.
[bookmark: _Toc55203524][bookmark: _Toc70333966][bookmark: _Toc71542632][bookmark: _Toc202885926]Why am I being invited to take part?
You are being invited to take part because you were approached about participating in the HER2-RADiCAL trial and either:
- Decided to take part in the trial, or
- Decided not to take part in the trial
We would like to learn more about the reasons behind your decision and your thoughts about taking part in clinical trials like HER2-RADiCAL. Your experiences and opinions are valuable and may help shape the way clinical trials are conducted in the future.
This is a small study with about 10 patients involved, so we would like to speak to people who are comfortable talking about their experiences in some depth to help us learn about the topic. If you are not sure whether this sounds like you, the researcher will be happy to discuss this with you first.

[bookmark: _Toc55203527][bookmark: _Toc70333968][bookmark: _Toc71542634][bookmark: _Toc202885927]Do I have to take part?
It is up to you to decide whether or not to take part in this study. Your participation is entirely voluntary, and you will be given sufficient time to decide if you wish to participate. Whether or not you choose to participate, it will not affect your medical care or the treatment you receive in any way. If you decide to take part but change your mind later, you can withdraw at any time without giving a reason. Withdrawing will not affect your care or your participation in the main HER2-RADiCAL trial if you are enrolled in it.
[bookmark: _Toc55203528][bookmark: _Toc70333969][bookmark: _Toc71542635][bookmark: _Toc202885928]What will happen if I decide to take part?
You will have been given a ‘consent to contact’ form along with this PIS, which you will have been asked to complete, if happy to do so, by your healthcare team or research nurse. After this, the researcher will contact you to discuss the research and answer any questions. During this phone conversation your eligibility for study inclusion will be confirmed.
Once you have had this initial conversation and have read this PIS you can decide whether you wish to take part in this qualitative research study (see below section ‘What to do next’ for more details).
If you agree to take part:
- You will be invited to a one-to-one interview with the researcher. 
- The interview will be conducted either online or by telephone, depending on your preference. 
- It will last approximately 25-45 minutes but may extend up to 60 minutes if needed.
- During the interview, the researcher will ask about your thoughts and feelings around your decision to take part or not take part in the HER2-RADiCAL trial. You will be asked about any factors that influenced your decision, including your understanding of the trial, your views on treatment duration, and any concerns you may have had. We will also ask for your views on how information about the trial was provided and whether it was clear and helpful.
The interview will be informal and there will be no right or wrong answers.
You will not need to go anywhere or attend any in-person appointments for this study. It will be a one-off remote call and you will not need to do anything else afterwards.
All interviews will be audio recorded and then written down (transcribed) but any personal information (such as names or identifying details) will be removed. The information you provide will be stored securely and only accessible to the research team. Recordings will be destroyed once they have been transcribed.
[bookmark: _Toc55203531][bookmark: _Toc70333970][bookmark: _Toc71542636][bookmark: _Toc202885929]What are the possible benefits of taking part?
There is no direct benefit to you from taking part in this study. However, your participation may help improve how future trials are conducted by helping researchers better understand the reasons why people choose to participate in clinical trials. Your feedback may also help improve the way information is presented to future participants.
You will receive a £30 multi-store gift voucher as a thank you for taking part in the interview. This is to recognise the value of your time and contribution to the study.
[bookmark: _Toc55203532][bookmark: _Toc70333971][bookmark: _Toc71542637][bookmark: _Toc202885930]What are the possible disadvantages and risks of taking part?
Talking about your experience may bring up some difficult feelings. If you feel upset or uncomfortable at any point during the interview, you can ask to pause, stop, or end the interview. You can also choose not to answer any question if you prefer.
If you feel that talking about your experience has been difficult, we can suggest support services, such as Macmillan Cancer Support or your healthcare team, for additional help.

[bookmark: _Toc55203533][bookmark: _Toc70333973]

[bookmark: _Toc71542639][bookmark: _Toc202885931]Part Two: General information
[bookmark: _Toc70333974][bookmark: _Toc71542640][bookmark: _Toc202885932]Who is organising and funding the research?
The research study is being carried out by a network of doctors across the UK. The study is sponsored by The Institute of Cancer Research (ICR) and co-ordinated by the ICR Clinical Trials and Statistics Unit (CTSU). The research is approved and funded by the National Institute for Health Research (NIHR) – Health Technology Assessment (HTA) Programme. Your study doctor will not receive any payments for including you in this research study. 
[bookmark: _Hlk193725521][bookmark: _Toc202885933]How will we use information about you?
We will need to use information from you and your medical records for this research project.
This information will include your:
· Full name
· Date of birth
· Initials
· Address
· Post code
· Hospital number (or Community Health Index (CHI) number in Scotland)
· Contact details including email and telephone number
People will use this information to do the research or to check your records to 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.
The ICR is the sponsor of this research, and is responsible for looking after your information. The ICR’s lawful basis for processing your information is for the performance of a task carried out in the public interest and we process special category information for the purpose of scientific research. We will keep all information about you safe and secure by:
· using a unique study identifier number allocated to you to link all the samples and data that you provide.
· storing all your information securely. 
· treating your information as strictly confidential and nothing that might identify you will be revealed to any third party. 
· using the minimum personally-identifiable information possible.
· limiting access to your information to only those who need to use it for research or regulatory reasons and regularly reviewing who has access to your information.
· using strong encryption anytime we need to share your information.
· ensuring everyone who has access to your information has been trained on how to use it in a safe way.
· keeping our Data Protection Officer informed on how we use personal data so they can advise us on how to keep your information safe.

Your data will not be shared outside the UK.
Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.
We will keep your study data for a maximum of 20 years. The study data will then be fully anonymised and securely archived or destroyed.
[bookmark: _Toc202885934]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.
· You have the right to ask us to remove, change or delete data we hold about you for the purposes of the study. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this.
[bookmark: _Toc202885935]Where can you find out more about how your information is used?
You can find out more about how we use your information:
· our leaflet: www.hra.nhs.uk/patientdataandresearch
· our privacy notice on our website: www.icr.ac.uk/legal/privacy/research-privacy-notice 
· by sending an email to our Data Protection Officer: dataprotectionofficer@icr.ac.uk
· by asking one of the research team, or
· by ringing our Data Protection Officer on 020 3437 7327.
[bookmark: _Toc202885936]Will my taking part in this study be kept confidential?
All information which is collected about you during the study will be kept strictly confidential. When you join the study, your full name, date of birth, email address, telephone number, address and postcode, hospital number and NHS/CHI number will be passed to The Institute of Cancer Research Clinical Trials and Statistics Unit (ICR-CTSU) where the study is being coordinated. You will be given a unique study ID number, which will be used together with your initials and date of birth on forms that the research staff at your hospital will send to ICR-CTSU. All information about you will be stored securely. It will be treated as strictly confidential and nothing that might identify you will be revealed to any third party. Only members of the research teams at your hospital and the ICR-CTSU will have access to the information that could allow this trial ID number to be linked to you. 

[bookmark: _Hlk143270045]Representatives from the ICR-CTSU, the NHS Trust relevant to your taking part in research, the Medicines and Healthcare products Regulatory Agency (MHRA) and third parties approved by ICR-CTSU may need to see your hospital or clinic records to the extent permitted by applicable laws and regulations to make sure the information received is correct. All information will be kept confidential.

[bookmark: _Toc202885937]Will information about me be shared with other researchers?
When you agree to take part in a 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 now or in the future. These organisations may be universities, NHS organisations or companies involved in health and care research 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.
Your information could be used for research in any aspect of health or care, and could be combined with information about you from other sources held by researchers, the NHS or government.  Where this information could identify you, the information will be held securely with strict arrangements about who can access the information. The information will only be used for the purpose of health and care research, or to contact you about future opportunities to participate in research. It will not be used to make decisions about future services available to you, such as insurance.
[bookmark: _Toc55203539][bookmark: _Toc70333980][bookmark: _Toc71542646][bookmark: _Toc202885938]What happens if I don’t want to carry on with the study?
Your participation is voluntary. If you agree to take part and then change your mind later on, you can withdraw from the study at any point without giving a reason. If you withdraw from the study, it will not affect the standard of care you receive. You can withdraw from the study at any time, even after the interview has begun. If you choose to withdraw before the interview has been transcribed and analysed, your information will be deleted. If your data has already been analysed, it may not be possible to remove it from the study, if so, we will tell you why we cannot do this. This is so that the overall quality of the study is not impaired. However, no new data will be added to the study database.
[bookmark: _Toc55203540][bookmark: _Toc70333981][bookmark: _Toc71542647][bookmark: _Toc202885939]What if there is a problem? 
If you have any concern about any aspects of the study you should first speak with the researcher, who will try to resolve the problem. If you remain unhappy and wish to complain formally about any aspect of the way you have been approached or treated during the course of this study, you may do so under the standard National Health Service (NHS) complaints procedure, which is available to you at the hospital at which you have received your treatment. We recommend that you obtain a copy of your hospitals complaints procedure or policy if you intend to make a complaint. 
[Sites in England] Concerns can also be raised by talking to your local Patient Advice and Liaison Service (PALS). You can contact the PALS team at [insert Trust name] on [insert relevant contact details]. 
[Sites in Scotland] Concerns can also be raised by talking to the Patient Advice and Support Service (PASS). You can contact PASS via the National Citizens Advice Bureau on 0808 800 9060 or through your local Citizens Advice Bureau (www.cas.org.uk/patientadvice). 
[Sites in Wales] Concerns can also be raised by talking to the Patient Support and Advisory Service (PSAS). You can contact PSAS on 0300 0200 159 or emailing hdhb.patientsupportservices@wales.nhs.uk. 
[Sites in Northern Ireland] Concerns can also be raised by talking to the [Insert Trust name] complaints department on [insert relevant contact details].  
[Delete above sections as appropriate for location of study site.] 
[bookmark: _Toc55203542][bookmark: _Toc70333983][bookmark: _Toc71542649][bookmark: _Toc202885940]What will happen to the results of the study?
The results of the study will be used to inform the methods of the HER2-RADiCAL trial and may also be shared more widely through research publications, presentations or a research repository. You will not be identified in any report or publication relating to this research.
The ICR-CTSU’s current practice is to provide a summary of any written results provided by the Sponsor or published in a medical or scientific journal to your hospital once available. Your hospital will be able to provide you with a copy of this summary and discuss the results with you further, if you would like.
[bookmark: _Toc55203545][bookmark: _Toc70333985][bookmark: _Toc71542651][bookmark: _Toc202885941]Who has reviewed the study?
The study has been approved by the National Institute for Health Research (NIHR) – Health Technology Assessment (HTA) Programme, Health Research Authority (HRA), the London - South East Research Ethics Committee, and the study Sponsor’s Committee for Clinical Research. This patient information sheet and consent form has been reviewed by the Patient and Public representatives on the HER2-RADiCAL Trial Management Group.
[bookmark: _Toc55203546][bookmark: _Toc70333986][bookmark: _Toc71542652][bookmark: _Toc202885942]Additional sources of information and support
You can learn more about research studies and clinical trials on the Cancer Research UK’s patient website (www.cancerhelp.org.uk). Macmillan Cancer Support and Breast Cancer Now (https://breastcancernow.org/information-support/support-you/call-our-helpline) are both  registered charities providing information, emotional support and publications about all aspects of cancer for cancer patients and their families. You can contact one of Macmillans Cancer Information nurse specialists on the Macmillan Support Line: Freephone 0808 808 00 00 Monday to Friday, 9.00am to 8.00pm. In addition to their nurses, the Macmillan Support Line also has other specialist teams that can provide advice and information relating to welfare benefits, financial issues and everyday practical concerns.

Thank you for taking the time to consider taking part in this study.

[bookmark: _Toc70333988][bookmark: _Toc71542654][bookmark: _Toc202885943]Study contact information
[bookmark: _Toc522866875][bookmark: _Toc53656102][bookmark: _Toc55218428]
The researcher for this study is: 	____________________
[bookmark: _Toc522866876][bookmark: _Toc53656103][bookmark: _Toc55218429]Contact email and phone numbers:	____________________
[bookmark: _Toc202885944]What to do next
If you are interested in taking part in this qualitative study, please complete and return the Consent to Contact Form to your healthcare team or research nurse. The researcher will then contact you to discuss the research and answer any questions. You will be under no obligation to take part by returning this form. Do not return Form 2 (the SWAT Patient Information Sheet and Consent Form) yet – that only needs to be completed if you decide to take part after talking to the researcher.
Please take your time to decide. However, the researcher would need to talk to you within two months of your original invitation to the HER2-RADiCAL trial. This means it is possible that we will not be able to include you in this qualitative study if too much time has passed since then.
If you have any questions that you would like to ask before returning the Consent to Contact Form, please feel free to contact the researcher using the details above.
If you do not wish to take part in this study, you do not need to do anything. The researcher will not be aware that you have been invited and they will only have your details if you complete and return the Consent to Contact Form.
If you decide to take part in this research study, you should complete Form 2 (the qualitative research study ICF, included below) and return this by post in the pre-paid envelope provided.
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[bookmark: _Toc55203547][bookmark: _Toc70333989][bookmark: _Toc71542655][bookmark: _Toc202885945]FORM 2: QUALITATIVE RESEARCH STUDY INFORMED CONSENT FORM
Version 1.1, 08 July 2025

	REC Ref: 21/LO/0529
	CCR Number: CCR5408
	IRAS Project ID: 292122
	EudraCT: 2021-001240-10

	Hospital name:
	

	Your details

	Initials: 
	
	Date of birth:
	


Please initial to confirm:
	1.
	I confirm that I have read and understood the HER2-RADiCAL QUALITATIVE RESEARCH STUDY PATIENT INFORMATION SHEET, Version 1.1, 08 July 2025 and have had the opportunity to ask questions and had these questions answered satisfactorily.
	

	2.
	I agree to take part in the HER2-RADiCAL study qualitative research study. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason and without my medical care or legal rights being affected.
	

	3.
	I agree to my initials, full name, date of birth, address, post code, email address, telephone number, hospital number and NHS or Community Health Index (CHI) number being sent to The Institute of Cancer Research Clinical Trials and Statistics Unit (ICR-CTSU) when I join the HER2-RADiCAL Qualitative Research Study.
	

	4.
	I agree to the interview being audio-recorded and to its contents being used for research purposes. 

	

	5.
	I agree to the use of anonymised quotes in research reports and publications.

	


		


__________________________________	___________________________	_______________
Name of Patient				Signature				Date		
__________________________________	___________________________	_______________
Name of Researcher				Signature				Date	
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