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Addressing consent-based challenges to improve inclusivity
in research (ACCORD)

PARTICIPANT INFORMATION SHEET FOR WP1 INTERVIEWS

You are being invited to take part in a research project. Before you decide whether or not
to take part, it is important for you to understand why the research is being undertaken
and what it will involve. Please take time to read the following information carefully and
discuss it with others, if you wish.

Thank you for reading this.

1. What is the purpose of this research project?

Some people are unable to provide consent to participate in research due to a condition
such as dementia or stroke, or because they are acutely unwell. The ethical and legal
frameworks that govern research involving adults lacking capacity to consent can be
complexto apply in practice. They vary depending on the type of research and where itis
being conducted and there are sometimes uncertainties or inconsistencies in how they
should be interpreted. As a result, it can be challenging to conduct research involving
adults lacking capacity to consent, which often leads to them being excluded from
research or studies struggling to recruit sufficient numbers.

The ACCORD project aims to explore the complex ethical and legal uncertainties
surrounding research involving adults with impaired capacity to consent and how they
are navigated by those involved in designing, approving, and conducting research. In this
work package (WP1), we will talk to researchers, health and social care practitioners,
and members of organisations who are involved in conducting or reviewing research
involving adults lacking capacity. We would like to ask how the ethical and legal
frameworks for involving adults lacking capacity to consent are being implemented in
practice, and the challenges they encounter. We will use the findings from this work
package to develop strategies and guidance to help address the barriers to inclusion
across individual, organisational and systems levels.

2. Why have | been invited to take part?

You have been invited to take part in an interview as you are a researcher, health and
social care practitioner, or a member of an organisation who is involved in conducting or
reviewing research which may include adults who lack capacity to consent. We will be
interviewing around 30-35 people as part of this study.

3. Dol have to take part?

No, your participation in this research project is entirely voluntary and it is up to you to
decide whether or not to take part. If you decide to take part, we will discuss the research
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project with you and provide a copy of the consent form. If you decide not to take part,
you do not have to explain your reasons.

You are free to withdraw your consent to participate in the research project at any time,
without giving a reason. If you wish to withdraw from the research project, your data can
be withdrawn at any point up until analysis is completed.

4. What will taking part involve?

If you agree to take part, we will ask you to complete an online consent form and take
partin aninterview with a member of the ACCORD research team. The interview will take
approximately an hour and will be online using a secure video conferencing platform (e.g
Teams). You will need to be in a quiet place when taking part in the interview. We would
like to audio record the interview so we have an accurate record of what was said.

Following the interview, we may invite you to take part in an optional focus group. If you
are invited to take partin a focus group, we will provide a separate information sheet and
consent form which contain further information about what would be involved. We may
also invite you to take part in future activities in the next stages of the ACCORD project,
such as deliberation activities and/or co-production groups.

5. Willl be paid for taking part?
No, you will not be paid for taking part in this project. Any information you give will be as
a gift and you will not benefit financially now or in the future.

6. What are the possible benefits of taking part?

There will be no direct advantages or benefits to you from taking part, but your
contribution will help us understand more about conducting research with people who
lack capacity to consent for themselves.

7. What are the possible risks of taking part?
There are unlikely to be any risks for you. If you decide to take part in the study, you can
ask for the interview to stop at any point, or to take a break at any time should you wish.
8. Will my taking part in this research project be kept confidential?

All information collected from (or about) you during the research project will be kept
confidential. Any personal information you provide will be managed in accordance with
data protection legislation. Please see ‘What will happen to my Personal Data?’ (below)
for further information.

9. What will happen to my Personal Data?

By participating in this project, you will be providing us with some Personal Data,
including your name and email address in order to contact you. You will be allocated a
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participant ID number which will be used to anonymise your information. Cardiff
University is the Data Controller for this project and is committed to respecting and
protecting your Personal Data in accordance with your expectations and Data Protection
legislation. Further information about Data Protection, including:

e yourrights

e the University’s Data Protection Policy and broad data management principles; and

e how to contact the University’s Data Protection Officer and/or the Information
Commissioner’s Office

can be found at https://www.cardiff.ac.uk/public-information/policies-and-
procedures/data-protection. The University’s overarching Data Protection Notice for
research participants is available at https://www.cardiff.ac.uk/public-
information/policies-and-procedures/data-protection/research-participants-data-
protection-notice. If you do not have access to the internet and/or otherwise require this
information in another format, please let us know.

In accordance with Data Protection legislation, we are required to inform you of our
lawful basis for collecting and processing your Personal Data. The lawful basis we are
relying on as part of the research project is article 6(1)(e) of the UK GDPR, namely that
the processing of your Personal Data is necessary for the performance of our public task.

This project also involves the collection and processing of some sensitive (‘special
category’) data, namely your ethnicity. Our condition for processing your special
category data is article 9(2)(j), namely that this is hecessary for archiving purposes in the
public interest, scientific or statistical purposes.

As referenced in Section 3 above, you can choose to withdraw from this project at any
pointup until analysis is completed. Should you choose to withdraw, your data (including
Personal Data) collected up until the point of withdrawal will be deleted. After 3 years,
the research team will de-identify the Personal Data it has collected from, or about, you
in connection with this research project, with the exception of the consent form. Your
consent form will be retained securely for a minimum of 5 years following the end of the
project and may be accessed by members of the research team and, where necessary,
by members of the University’s governance and audit teams or by regulatory authorities.

10. What happens to the data and results at the end of the research project?

All de-identified data and information will be kept for a minimum of 5 years following the
end of the project. Once analysis has been completed, the de-identified dataset (in this
case, transcripts from the interviews) will be deposited in the Cardiff University Research
Data Repository (supported by Figshare) and made available for future ethically-
approved research projects under restricted access. All Personal Data will be removed
before any form of sharing takes place.
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The results of this research will be published in medical journals and presented at
academic conferences. Quotes from the interview may be used, but neither you nor
anyone you talk about will be identifiable in any write-up, report, publication or
presentation arising from this project. We will send you a summary of the study findings,
and information about how to obtain a copy of the full results when they are published.

11. What if there is a problem?

If you have any concerns about how you have been approached or treated during this
research or if you otherwise wish to make a complaint, please contact Dr Victoria
Shepherd, Principal Research Fellow at the Centre for Trials Research
(ShepherdVL1@cardiff.ac.uk) in the first instance. If your concern or complaint is not
managed to your satisfaction, please contact please contact the Director of the Centre
for Trials Research (Professor Robling) at ctr@cardiff.ac.uk. If you are harmed by taking
partin this research project, there are no special compensation arrangements. Ifyou are
harmed due to someone's negligence, you may have grounds for legal action, but you
may have to pay for it.

12. Who is leading and funding this research project?

The research is being led by Dr Victoria Shepherd, Principal Research Fellow at Centre
for Trials Research, Cardiff University ShepherdVL1@cardiff.ac.uk. The research is
funded by the Wellcome Trust. Cardiff University is committed to protecting the safety,
rights and dignity of research participants and insists that all research conducted by its
staff and students is underpinned by the highest ethical standards. Further information
about Research Ethics and Research Integrity (good research practice) at Cardiff
University can be found at https://www.cardiff.ac.uk/research/our-research-
environment/integrity-and-ethics.

13. Who has reviewed this research project?

This research project has been reviewed by the School of Medicine Research Ethics
Committee, Cardiff University (Application ID 767613) and has been granted a favourable
ethical opinion.

14. Further information and contact details

Should you have any questions relating to this research project, you may contact us
during normal working hours using the details below:

Dr Victoria Shepherd, Centre for Trials Research,

6th Floor Neuadd Meirionnydd, Heath Park, Cardiff CF14 4YS
Email: ShepherdVL1@cardiff.ac.uk or ACCORD@cardiff.ac.uk
Phone: 02920687641

Thank you for considering taking part in this research project. If you decide to
participate, you will be given a copy of the Participant Information Sheet to keep for
your records.
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