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UK CARDIO-IMID
Study title: UK CARDIOvascular Immune-Mediated Inflammatory Diseases Registry
CMR Sub-study Participant Information Sheet (PIS)
You are being invited to participate in the UK CARDIO-IMID CMR sub-study, which will run alongside the UK CARDIO-IMID Main Study. Taking part in this sub-study is optional and you can still take part in the Main Study and Blood Sample Sub-Study if you do not wish to take part in this sub-study.  
Sections of this sub-study PIS have been shortened for ease of use, please refer to the UK CARDIO-IMID Main Study PIS for further information where indicated.
About the research
Who will conduct the research? 
Professor Maya H Buch, based at the Centre for Musculoskeletal Research, Division of Musculoskeletal & Dermatological Sciences, School of Biological Sciences, The University of Manchester, Oxford Road, Manchester, M13 9PT, UK
What is the purpose of the sub-study? 
This sub-study is requesting consent for the use of Cardiovascular Magnetic Resonance imaging (CMR) as part of your standard of care. It does not require additional scans outside of your standard of care. If you are due to have this scan as part of standard of care, the time to scan may be increased as part of an extended protocol (approximately 10 minutes).
These tests may be repeated on an annual basis and/or before and after treatment, and we will verbally gain your consent each time. We aim to use these imaging tests to identify early signs of cardiovascular disease (CVD, i.e. disease of the heart and vessels) in patients with immune-mediated inflammatory diseases (IMIDs; with those managed by rheumatology include diseases such as rheumatoid arthritis, scleroderma, lupus, and vasculitis) diagnoses. The study aims to understand the type of CVD and whether usual treatments change the underlying CVD.  We will combine the results of these tests with other clinical information gathered during the main UK CARDIO-IMID study and/or any tests from blood samples, to allow us to address this.
You have been chosen to participate as a member of the clinical team (e.g., clinicians, nurses, pharmacists, coordinators, or others who are appropriately trained) has identified you as eligible when attending hospital for clinical care, for example, although not limited to, clinic appointments, appointments for tests, investigations or treatments, and admissions. We intend to recruit a minimum of 600 participants to the study.  Data will be collected for 5 years.
Am I suitable to take part?
As you have been approached to take part in the UK CARDIO-IMID Main Study, you may also be interested in this sub-study. You have been invited to participate in this study because you have an immune mediated disease and receive CMR as part of your standard care.
Exclusion Criteria
You will not be eligible to participate in this sub-study if you have any of the following exclusion criteria:
· Contraindications to MRI/contrast
· Reduced Kidney Function with eGFR<30
· Claustrophobia
· Inability to lie flat
What would my involvement be?
What would I be asked to do if I took part? 
We wish to collate information from your usual clinical care, with no change in your management. Your participation will involve the following:
· You will be asked to read and sign a consent form. Please refer to the UK CARDIO-IMID Main Study PIS for a full description of the consenting process.
· You will be asked to undergo a CMR scan at the following possible time points depending on if you are being recruited at time of diagnosis or already have a diagnosis and are changing treatment or having a flare of your disease;
· Shortly after you sign the consent form
· And/or at your regular hospital visits at 6–12-month intervals. Capacity to consent will be assessed at each contact point during the study.
· We may also ask you to undergo an imaging test if you have a change in your IMID-CVD status or before/after starting certain treatments. 

What does a cardiac MRI scan involve?
A cardiac MRI scanner uses magnetic fields to look at the size and function of your heart.  Some patients may have additional images taken to look at the lungs.  It is very safe and there are no known risks with having an MRI scan.  It does not use harmful radiation. Scans will be performed at <<Insert Trust site>> and the scan typically lasts 60 minutes.  
Prior to the scan you will have a cannula, or a small plastic tube, placed into a vein in your arm and have an ECG (heart trace), which will take approximately 5 minutes.  The scan will involve you lying on your back in the scanner on a padded bed. You will be asked to hold your breath at times while some of the images are acquired. During the scan, you will receive an injection of a standard MRI dye (gadolinium) into a vein in your arm via the cannula.
What are the disadvantages and risks of having a cardiac MRI? 
The NHS website describes MRI scanning as “a painless and safe procedure” and “one of the safest medical procedures available” (https://www.nhs.uk/conditions/mri-scan/). As the scanner uses a magnetic field, some people who have implanted metal devices, such as a pacemaker, will not be able to have a scan. The scan can be quite noisy, but you will be provided with headphones to wear. Some people may experience claustrophobia. Our MRI staff will do all that they can to make you feel comfortable during the scan and will be monitoring you via a video camera. You will be able to talk with the radiographer at any time during the scan. If we are unable to make you feel comfortable in the scanner, we will not go ahead with scanning. If an abnormality is unexpectedly found on the scan, we will explain the findings to you, and, with your consent, let your [GP/medical team] know about it.
Gadolinium MRI dye is used routinely in clinical MRI scanning. It is very well tolerated. As with any injection, reactions may occur. These include a warm sensation at the injection site, nausea or vomiting and transient skin rash. These effects usually only last for a few minutes. People with a history of allergy are more likely to suffer a more severe reaction, but this is rare (less than 1 in 3,000 people). The department is equipped to cope with allergic reactions if they happen.
What happens to the results of imaging tests?
With your permission we would like to treat the imaging results that you give as a gift to the Centre for Musculoskeletal Research.
At the beginning of the study, you will be given a unique participant identification number (pseudo-identifier). All the information collected will be recorded using this code number. The data will be stored securely in a study database in the Trusted Research Environment; the ‘Secure eResearch Platform’ (SeRP; https://serp.ac.uk/) based at the University of Swansea which will be administered by the study team at the University of Manchester. The study will be compliant with all relevant Data Protection laws.
The data will ordinarily only be accessible to the research team, but regulatory authorities and Manchester University NHS Foundation Trust Research and Innovation department may access the data for audit purposes, if necessary. With your permission, the imaging results and relevant information collected as part of the study may be shared with researchers in other hospitals and academic institutions. This would be done using the unique participant identification number. None of your personally-identifiable information will be shared or passed on to any third party, and no information that could identify you as an individual would ever be published. 
What do I have to do?
If you agree to take part in the study, a member of the research team will ask you to sign a consent form and arrange for the relevant imaging test to be carried out. Your personal information will only be made available to the research study team involved in this study.
Will the research influence the treatment I receive?
The research does not alter any treatment you receive. Your specialist will start and stop treatments as determined by your clinical condition.
What happens if I do not want to take part or if I change my mind? 
Participation within this sub-study is entirely voluntary. If you do decide to withdraw from the sub-study, you are still free to participate within the UK CARDIO-IMID Main Study and Blood Sample Sub-Study should you choose to.
Please refer to the UK CARDIO-IMID Main Study PIS for information regarding the withdrawal process. 
Please refer to the UK CARDIO-IMID Main Study PIS for information regarding:
· What are the possible benefits of taking part?
· Will I be compensated for taking part?
· What are the possible risks or disadvantages of taking part?
· Will the outcomes of the research be published? 
· Who has reviewed the research project?
· Who is funding the research project?
· Future Research
Data Protection and Confidentiality
[bookmark: _Hlk135834770]Please refer to the UK CARDIO-IMID Main Study PIS Section 2: Data and Confidentiality to see; 

· What information we will collect about you
· What will happen to your personal information
· The legal basis under which we will collect this information
· Your rights in relation to the information we will collect about you
· Confidentiality
· How your personal information will be protected

If you don’t have a copy of this to hand, you can ask your researcher to provide you with a copy. 

You will be assigned a unique participant identification number and the results of the imaging tests will be stored in a secure database in the Trusted Research Environment; the ‘Secure eResearch Platform’ (SeRP; https://serp.ac.uk/) based at the University of Swansea will host the data.  Professor Maya Buch will act as custodian of the data.
With your permission, your GP will be informed of your participation in this sub-study.
What if I have a complaint?
Please refer to the UK CARDIO-IMID Main PIS for detailed information regarding the complaints procedure.
Contact Details
The study is being co-ordinated by the Centre for Musculoskeletal Research at the University of Manchester and the lead researcher, Professor Maya Buch, can be contacted for further details. (Tel: 0161 306 8877, Email: Maya.Buch@manchester.ac.uk). You can also contact the study coordinator, Georgia Reeves (Email: georgia.reeves@manchester.ac.uk, Tel: +44 161 306 5600) and the research team at your NHS Trust <Insert contact details>
THANK YOU FOR TAKING THE TIME TO READ THIS INFORMATION SHEET
Is there any additional information that I need to know?
Please contact your clinical research team should you have any further questions about your appointment. See below for contact details. 
What if I have additional queries?
Please contact your local research team <Insert details of the research team>
Or University of Manchester Study coordinator Georgia Reeves, Email: georgia.reeves@manchester.ac.uk, Tel: +44 161 306 5600
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