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Participant Information Sheet | Single Screening Men

A feasibility study to evaluate acceptability, uptake and effect of
combined peripheral arterial disease, high blood pressure and
abdominal aortic aneurysm screening - PHAST-F

Chief Investigator: Professor Matthew Bown
Introduction

We are inviting you to join a research study looking at ways to improve the NHS
abdominal aortic aneurysm (AAA) screening programmes.

Why have we asked you to take part in this research?

We are asking you to participate in this research as you are attending for your AAA
screening today. We need to collect information about what happens to men attending
for AAA screening so that we can compare this to other types of screening clinics.

What will be involved if you take part in this research?

If you decide to participate in this research we will ask you to complete a questionnaire
now and then repeat this again at regular intervals over the next few years. We will
also collect information about what happens at your screening appointment and
afterwards.

Do | have to take part in the research?

No - participation in this research is entirely voluntary. Your decision will not affect the
care you receive from the NHS today or at any time in the future.

How will my personal data be used?

e In this research study, we will use information from you, your medical records
and/or GP. We will only use information that we need for the research study. We
will let very few people know your name or contact details, and only if they really
need it for this study.

e Everyone involved in this study will keep your data safe and secure. We will also
follow all privacy rules.

e At the end of the study we will save some of the data in case we need to check it
and/or for future research.

¢ We will make sure no-one can work out who you are from the reports we write.

This information pack tells you more about this
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Deciding whether or not to take part in the research study

e |tis important for you to understand why the research is being done and what your
participation would involve, so please take your time to read this information sheet.

e A member of the research team will go through this with you and answer any
guestions you may have.

e |If you decide you don’t want to take part, you will receive the AAA screen today as
planned without any involvement in the research study. This is because the AAA
screening is not research. Please refer to your clinical information sheet for
information on your AAA screening.

What is the purpose of this study?

AAA screening clinics are a good opportunity to screen for other diseases because
the NHS AAA screening programmes are already established. The research is being
done because we don’t know if screening for other conditions at the same time as
screening for AAA is beneficial or not. Adding extra screening tests to the AAA
screening process may improve cardiovascular health, but it may also have no benefit
or even unexpected problems. To find this out, we need to collect information from
men attending for AAA screening so we can compare this with other types of
screening.

If | do decide to take part in the research, what will | have to do?

e At your screening appointment, we would like to first collect some information from
you by asking you to fill in some questionnaires. (approx. 15 minutes).

e After this, we will contact you again by post at three months, six months, one year,
and once a year after this for up to five years. We will send you a follow-up
guestionnaire (via post) for you to complete and send back to us each time. We
will provide a pre-paid envelope. (approx. 15 minutes each).

e Please note:
= the questionnaire may change format (e.g. move to an electronic questionnaire

or be done via the phone) as the study continues. If this happens we will contact
you to let you know.
= You will not be paid or reimbursed for any part of the research.

What information will | be asked to provide as part of the questionnaires?

e We will ask for your name, date of birth, NHS/CHI number, and contact details such
as your postal address, email address, and phone landline/mobile number.

¢ We will ask you your sex, height and weight, as well as your date of birth, ethnicity,
and most recent occupational status.

e We will also ask you to provide a brief medical history and ask questions about
smoking habits, alcohol use, quality of life, and psychological wellbeing.

e Later in the research study, we will ask you for an update on your health and in
addition, ask you about any use of health services.
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Will any of my electronic health records be used as part of the study?

Yes... and all participants in the study will be followed up for up to five years.

e The PHAST-F research team (including the University of Leicester, study
investigators, and the central coordinating centre) are therefore asking for your
permission to access and use your personal information to obtain information about
you from the electronic medical records held by central NHS and UK Government
organisations [(NHS Digital (England and Wales), NHS National Services Scotland
or the NHS Central Register (Scotland)] or your GP.

e Your personal information (name, date of birth, and NHS or CHI number) and a
code number will be securely provided to these NHS organisations. These groups
will then use this personal information to extract information about you from their
databases (e.g. visits to your GP, visits or admissions to hospital, etc.). Using the
same secure process, these organisations will send this information (your electronic
health records linked to your code number) back to the research team.

e If we need to obtain this information via your GP instead, we will need to first contact
your GP to notify them about your participation in the study.

How will we use information about you?

e The University of Leicester, the research team, and the central coordinating centre
will need to use information from you, your medical records and/or your GP for this
research project.

e This information will include your: name/initials, date of birth, contact details, GP
records, NHS number (in England), CHI number (Scotland), AAA screening
programme ID, and signed consent forms. People will use this information to do
the research or to check your records to make sure that the research is being done
properly.

e 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.

e We will keep all information about you safe and secure.

e Once we have finished the study, we will keep some of the data so we can check
the results.

e We will write our reports in a way that no-one can work out that you took part in the
study.

e The data collected as part of this study may be used for the writing of educational
projects such as a Master’s degree or a PhD. If you would like to know more about
this, please contact the PHAST central coordinating team via
phast@leicester.ac.uk

What are your choices about how your information is used?

e 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.

e If you choose to stop taking part in the study, we would like to continue collecting
information about your health via routinely collected health data or contacting your
GP. If you do not want this to happen, tell us and we will stop.
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e We need to manage your records in specific ways for the research to be reliable.
This means we won’t be able to let you see or change the data we hold about you.

e If you agree to take part in this study, you will have the option to take part in future
research using your data saved from this study.

Where can | find out more about how my information is used?

e at https://www.hra.nhs.uk/information-about-patients/

e by reading the ‘Patient Data and Research Ileaflet’ available at:
https://www.hra.nhs.uk/patientdataandresearch

by asking one of the research team

by sending an email to dpo@le.ac.uk

by visiting the following website: https://www?2.le.ac.uk/offices/ias

by ringing us on 0116 229 7945

Sponsor’s Data Protection Officer: <<Insert details>>

What are the possible disadvantages/advantages?

You will need to give up some of your time to complete the questionnaires. We cannot
guarantee any direct benefit from participating, but you will be helping to make a
significant contribution into the research of new NHS screening programmes.

Who is organising and coordinating the research?

e The study is led by the Chief Investigator, Professor Matthew Bown, a Professor
of Vascular Surgery. Professor Bown is part of the University of Leicester,
Department of Cardiovascular Sciences. More information about the department
and Professor Bown can be found here:
https://www?2.le.ac.uk/departments/cardiovascular-sciences/people/bown.

e This study is organised by the Department of Cardiovascular Sciences, University
of Leicester, and sponsored by the University of Leicester.

e The central coordinating team is the Leicester Clinical Trials Unit. They are
overseeing the organisation and management of the study together with clinical
and academic investigators and collaborators (some from other universities) who
are experienced in the delivery of clinical research.

e Patients and members of the public have also been involved in the design of this
study from the very beginning and will be involved until the study is complete.

e Please note: none of the research team receive financial reward if you decide to
participate.

Contacting the research team

Local site team: <<Insert Principal Investigator name>>; <<Insert local site contact
details>> ; <<(including emergency contact number)>>
PHAST central co-ordinating team: phast@|leicester.ac.uk
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What will happen to the results of the research study?

The information collected during the study will be entered into a computer database,
analysed, and interpreted. The results of the research study will be presented to
medical researchers at scientific meetings and published in medical journals. Once
the study has finished, we can provide you with the research highlights detailing what
we have learned, as well as direct you towards the full results of the study.

Who is funding the research?

The study is funded by a grant from the National Institute for Health Research
Programme Grants for Applied Research (NIHR PGfAR):
https://fundingawards.nihr.ac.uk/award/NIHR200601.

What if | am harmed or wish to complain about the study?

It is very unlikely that you will be harmed in this type of research study, but should you
wish to complain, you can first ask to speak to the local site team (see page 4). If you
wish to further address your concerns on a formal basis, you should contact the Patient
Information and Liaison Service or local complaints service via <<Insert local details
>>_ |If you are harmed during the research due to someone’s negligence, then you may
have grounds for legal action against the University of Leicester, but you may have to
pay your own legal costs. The normal NHS complaints service will still be available to
you.

Who has reviewed the study?

All research that involves NHS patients or staff is reviewed by an independent group
of people called a Research Ethics Committee (REC) to protect your safety, rights,
wellbeing and dignity. This study has been reviewed by North of Scotland (2) Research
Ethics Committee and has received a favourable ethical opinion.

I’ve read this information sheet, asked the research team my questions, and
have decided | want to take part in the research, what now?

You will be given this information sheet to keep and be asked to sign a consent form.
You will be given a copy of your signed consent form to keep.

Thank you for reading this information pack
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