IRAS 24098 Appendix 1. STOPPAGE

Appendix 1. Patient Information Sheet (PIS)

Participant information sheet

Standardisation of supine pelvic radiograph technique (STOPPAGE)

Chief Investigator: Dr Fiona Mellor

Why are we inviting you to take part in this research?

You have been referred by your doctor or health care professional for an X-ray of your pelvis
(hips) and we would like to inform you of a research study evaluating two methods for
positioning you for your X-ray at this Trust. We would like to invite you to take part in the
research but before you make your decision it is important for you to understand why the
research is being done and what it will involve. Please take time to read the information
carefully. You may want to talk to others about the study before taking part. Please ask us
if you would like any more information. A telephone number is also provided at the end of
this information sheet. The AECC University College is sponsoring this study, with staff at
your hospital involved in developing and conducting the research.

What is the purpose of the STOPPAGE study?

The pelvis (hips) X-ray is a very common examination and helps assess a range of conditions.
During the examination, a radiographer will position you carefully to ensure all of the
necessary body parts are included on the X-ray. There are several ways in which a
radiographer can position you and these are based on locating the bones within your upper
legs, pelvis or abdomen. The radiographers at the hospital will position you for your X-ray
using one of these two techniques, each site will be undertaking only one method. Both
techniques currently use the same amount of ionising radiation (X-rays). This study has the
potential for enabling better diagnosis and increased efficiency for both patients and the
hospital services.

Do | have to take part?

We are offering all patients referred for an X-ray of their pelvis the opportunity to
participate in the research, but you do not have to take part if you do not want to. You are
consenting to the research team recording routinely collected information about your visit
and imaging examinations from standard NHS hospital systems.

If you decide that you do not want to participate in the research, you will still be treated as
you would normally. None of your care or rights will be affected. The result of your X-rays
will be communicated to your doctor or health care professional in the normal way. The
important thing is that no information will be collected about your visit to see the referring
doctor / health care professional or from any follow up appointments.
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Are there any risks or benefits from being involved?

There are no expected risks from taking part in the study as the X-ray is being delivered as
part of routine care. If you take part in this study, you will not undergo any additional
imaging procedures to normal. These procedures use ionising radiation to form images of
your body and provide us with clinical information. lonising radiation can cause cell damage
that may, after many years or decades turn cancerous. The chances of this happening to
you are the same whether you take part in this study or not.

There are no advantages to you personally in taking part in the study but the information
we get from the study will help us improve care of patients with similar problems in the
future and provide valuable information on the use of NHS resources.

What if there is a problem?

This study only includes tests and care that you would receive normally. If at any stage, you
have any questions about the study or concerns about the way it has been carried out
please contact a member of the local research team (contact details below) who can advise.
You can also contact the (insert SITE SPECIFIC DETAILS) Patient Advice and Liaison Service
(PALS) on kK kkk ******’ or email: ****@****

Will my taking part in STOPPAGE be kept confidential?

We will need to use information from you and your hospital records for this research
project. This information will include your name, hospital number and the reason why you
have been referred for the X-ray. The research team will use this to ensure that the
research is done properly but no one outside of the direct research team will be able to see
your name or contact details, instead your data will have a code number. We will keep all
information about you safe and secure. Most of your data will be analysed at the Trust but
anonymised information relating to the radiation dose and image quality will be shared
between University College Cork, University of Bradford, University of Teesside and AECC
University College Bournemouth. This information will be analysed by a team of
researchers, but they must follow our rules about keeping your information safe. 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.

More information about how we use your information is available at
www.hra.nhs.uk/information-about-patients/

e oryou can call one of the research team (contact details below)
e orsend an email to SITE SPECIFIC DETAIL who is the Trusts data protection officer

What will happen to the results of the research study?

The research study is expected to last 12 months. We will publish the findings in medical
journals and at appropriate conferences. The outcomes will also be shared locally through
the Trust communications team. You have the option to allow us to retain your X-rays to
support future research in this area.


http://www.hra.nhs.uk/information-about-patients/
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Who has reviewed STOPPAGE?

The Health Research Authority (HRA) and Health and Care Research Wales (HCRW) has
reviewed this study and approval was given on 17" May 2021 (REC reference 21/SC/0130).
The study is supported by the College of Radiographer’s Industrial Partnerships Scheme who
have provided funding to perform this evaluation.

What if a change my mind and decide to withdraw from the STOPPAGE study at a later
date? 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. The same is true if you lose the capacity
to consent during the study.

We need to manage your records in specific ways for the research to be reliable. This means
that we will not be able to let you see or change the data we hold about you.

Thank you for reading this leaflet about the STOPPAGE study; if you have any questions
please ask the radiographer who is looking after you in the department.

Research contact Local Principal Investigator Local Research Nurse
DR FIONA MELLOR SITE SPECIFIC DETAILS TO BE SITE SPECIFIC DETAILS TO BE
E: fmellor@aecc.ac.uk ADDED ADDED
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