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	PARTICIPANT INFORMATION SHEET


SOPHIST CMR Sub-study
Sotagliflozin in Patients with Heart Failure Symptoms and Type 1 Diabetes Cardiac Magnetic Resonance Sub-study
A sub-study examining the effect of Sotagliflozin on myocardial blood flow in participants with Type 1 Diabetes and Heart Failure symptoms
Chief Investigator
Dr Ify Mordi, Clinical Senior Lecturer and Honorary Consultant Cardiologist, University of Dundee
We are inviting you to take part in a Cardiac Magnetic Resonance Imaging (MRI) sub-study of the SOPHIST trial.
Before you choose whether to take part, we want you to understand why we’re doing this cardiac MRI sub-study. We also want you to know what will be involved if you agree to take part. Please take time to read this information carefully. You can ask us any questions you have and talk to other people if you want. We’ll do our best to answer your questions and give you any more information you ask for. You don’t have to decide straight away.
If you decide that you’d like to take part in this sub-study, then please contact the SOPHIST trial team on the contacts provided at the end or let the trial team know during one of your SOPHIST trial visits. 
Why have I been contacted?
[bookmark: _Hlk110435832]We’re inviting you to take part in this sub-study because you are enrolled in the SOPHIST trial at one of the sites running the cardiac MRI sub-study.
To be in the cardiac MRI sub-study you will need to be participating in the SOPHIST trial and able to comply with the sub-study procedures (e.g. being able to remain still during the cardiac MRI scan).
We aim to recruit 44 participants from the SOPHIST trial in total.
Why are we doing this research?
We’re doing this sub-study to see if a tablet called sotagliflozin, a Sodium-glucose Cotransporter (SGLT) inhibitor, can improve myocardial blood flow (i.e. the amount of blood that flows through the heart muscle, providing it with oxygen and nutrients) in people with type 1 diabetes and heart failure. We know that drugs such as sotagliflozin improve outcomes for people with heart failure, but we don’t know how they achieve this. One way we think this could be happening is by improving the blood flow through the heart muscle. 
Some studies suggest this type of drug might improve the blood flow through the heart muscle in people with type 2 diabetes without heart failure, but these findings have not been consistent. Importantly, these studies didn’t include people with heart failure or type 1 diabetes. People with type 1 diabetes and heart failure can have more severe cardiac microvascular disease (condition affecting the heart’s smallest blood vessels). It’s possible that changes in the blood flow in the small blood vessels of the heart could be important in people with type 1 diabetes and heart failure. It’s possible that this type of medication may help these people. 
What is being tested?
We’ll compare the amount of blood that flows through the heart muscle of participants given Sotagliflozin with participants given a placebo. We’ll do this by looking at cardiac MRI scans before and after you have the SOPHIST trial treatment. A cardiac MRI is a type of scan that uses strong magnetic fields and radio waves to produce detailed images of your heart. It is a painless and safe procedure.
Do I have to take part?
No. Taking part in this sub-study is entirely up to you. If you choose to take part, you can stop the sub-study at any time. You don’t have to give a reason for not taking part. The medical care you get and your relationship with the medical or nursing staff looking after you won’t be affected if you decide not to take part. If you are happy to tell us, we would find it useful to know the reason for not taking part so that we can look at ways of improving this sub-study and future trials.
If you don’t want to take part in the sub-study, you can still take part in the main SOPHIST trial.
What will happen to me if I take part?
The SOPHIST cardiac MRI sub-study involves having two cardiac MRI scans, one before starting the SOPHIST trial medication (between Visit 1 and Visit 3 of the SOPHIST trial) and one after you have finished the 16 weeks of treatment (Visit 5) in addition to the standard SOPHIST trial assessments. You might be able to have the scan when you come for one of your SOPHIST trial visits or it might need to be on a separate day.
[bookmark: _Hlk190178433]You should avoid caffeine containing drinks for 24 hours before your scan. 
We’ll check that it is safe for you to go into the scanner and ask you to complete a scanning safety form to make sure you have no metal in your body or anything else which would make it unsafe for you to be inside the scanner. Various metal and electronic objects such as belts, keys, coins, watches and mobile phones are not allowed into the scanning room. It’ll be useful to wear clothes with no zips or metal fastenings; however, a gown and pyjamas will be provided if this is not possible. It may be useful to bring a dressing gown with you. Any valuables can be left in secure lockers.
To save time prior to the scan we advise you to remove all jewellery, except wedding bands. All piercings should be removed before you attend for your appointment. You will be asked to remove medicated skin patches before the scan.
Before your scan you’ll get the following assessments
· Height and weight
· Blood test: about 5ml (one teaspoon).
Safety notes
If you have any of the following you may not be allowed to enter an MRI scanning room.

 Heart pacemaker
 Artificial heart valve
 Metal clips in your head following brain surgery
 Metal fragments/shrapnel in your body or eyes
 Inner ear implants
 Spinal cord stimulator, deep brain stimulator or any nerve stimulator
 Some metal plates, pins or implants in your body
 If you are pregnant






This is what the MRI scanner looks like:
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This preparation for the scan will take about half an hour and the scanning session takes around 1 hour.  
You’ll be taken to the scanner where you’ll be asked to lie on the table and given instructions and guidance regarding holding your breath at times and other requirements of the scan. Holding your breath when asked can improve the quality of the images we get. You’ll have two small tubes (intravenous cannulas) placed, one in each arm. We’ll also place small sticky patches called electrodes on your chest to be able to see your heart’s rhythm and electrical activity throughout the test (ECG – electrocardiograph). If needed, some chest hair may be shaved to ensure the electrodes stick well and give a good signal. 
Before the scan starts, we’ll check your heart rate and blood pressure when you are resting. Once the scan starts, you’ll be given a medication through each cannula:
· Adenosine: This makes your heartbeat faster like when you exercise. This lets us see how the blood flows in your heart blood vessels when it beats fast like you are exercising. This is sometimes called a cardiac stress scan. Adenosine is injected slowly through one canula for approximately three minutes. It is normal to feel short of breath, have some chest tightness, feel hot or flushed or a mild feeling of sickness. We’ll tell you when we are giving you the adenosine. The effects of the adenosine wear off quickly. You’ll be monitored carefully and be in constant contact with the staff. Your heart rate and blood pressure will be taken when you are getting the adenosine.
· Gadolinium: a contrast dye which helps us get good scan images. Once we have given the adenosine, we will take a scan. At the same time, we will inject gadolinium through the other cannula.
Both substances are widely used and have been found to be safe in most patients. 
After the adenosine has been stopped, we’ll take some more scan images. You will be told to hold your breath for a few seconds for these. 
If for any reason, you don’t have your cardiac MRI before you start on trial drug then the second cardiac MRI scan which is done after finishing the SOPHIST treatment period will not be done.
Will taking part in the sub-study affect my usual care?
No, you’ll continue to receive your usual care including taking any medications which you normally take.
What will happen when the sub-study finishes? 
We hope to finish the sub-study in 2027 but it may take up to a year before we can publish the results. If you want to be informed of the results, we’ll send you a letter with this once we have the results. Let us know when you finish the trial if you do not want to receive this. 
What are the possible benefits of taking part in the sub-study?
By taking part you are contributing to medical science. The results may help other people in the future.
You’ll also be monitored closely during the sub-study by the trial team. If the scan shows any new clinically significant abnormality, we’ll tell you and either discuss this with your GP (with your consent) or refer you to a specialist clinic at the hospital. 
What are the possible disadvantages and risks of taking part?
Some people may feel uncomfortable or anxious inside the MRI machine, because it is a small, enclosed space. Therefore, participants that suffer from severe claustrophobia, are not able to take part.
Lying still for approximately an hour (i.e. duration of the scan) and breath-holding for short periods of time may also be uncomfortable for some people.
The scanner also makes loud knocking or buzzing sounds, but you will be given ear protection to reduce the noise.
There is a small risk of an allergic reaction to the contrast agent (i.e. gadolinium) used during the scan, though this is very rare and local team will check if there is any reason you shouldn’t get it (e.g. poor kidney function).
Adenosine may cause feelings of shortness of breath, chest discomfort, feeling hot or flushed or mild feeling of sickness. These effects usually stop quickly once medication is stopped. The local team will check if there is any reason why you shouldn’t be given adenosine.
The strong magnetic field in the MRI machine can potentially move or heat up metal objects therefore please inform the team if you have any metal in your body.
What will happen if I don't want to carry on with the sub-study?
If you develop any concerns about taking part in the sub-study, please talk to us and we will discuss the different options available to you.
You are free to withdraw from the sub-study at any time without providing a reason. However, we’d find it useful to know the reason for withdrawal, this may help us improve this sub-study and future trials. If you want to stop the sub-study, all medical care you get and your relationship with the medical or nursing staff looking after you won’t be affected. We’ll keep the sub-study information about you that we have already collected. If you wish you will be able to continue in the main SOPHIST trial. All personal identifiable data can be withdrawn, should you request it.
Will I receive any payment for taking part?
You won’t receive any payment for taking part, but you’ll receive taxi transport or reasonable travel expenses to attend the research visits. 
Who is organising and funding this research?
This sub-study is being sponsored by the University of Dundee and NHS Tayside. It is being funded by the British Heart Foundation (FS/ICRF/24/26101) and organised by Dr Ify Mordi.
The researchers and your doctor won’t receive any personal payment for your participation in the sub-study. Your hospital will only receive payment to cover the costs of you taking part. 
How have patients and the public been involved in the sub-study?
Patients like you have also helped to design documents for sub-study participants such as this information sheet and consent form.  
Who has reviewed this sub-study?
This sub-study has been reviewed and approved by Leeds West Research Ethics Committee who are responsible for reviewing research which is conducted in humans. 
[bookmark: _Hlk159930500][bookmark: _Hlk128152476]What will happen with the information collected about me?
Identifiable information about you and the information collected about you during the sub-study will be stored by your local NHS research team either on paper or on their local NHS computers. Only certain members of the research team can access this information. 
People who don’t need to know who you are won’t be able to access your name or contact details. Your data will have a code number instead. Only certain members of your local research team will have the link between your code number and your personal information.
Information collected about you during the sub-study is called “sub-study information”. Your electronic sub-study information will be anonymised and securely stored on password protected databases in the University of Dundee. All paper-based sub-study information will be kept in a locked filing cabinet in a locked room. 
Your sub-study information will be kept securely for 25 years after the end of the sub-study. This is a legal requirement for trials using medication. After 25 years your identifiable information will be removed, and the rest of the information will be kept for research purposes. 
We’ll ask your permission to tell your GP that you are taking part in this sub-study.
Information which identifies you will not be published or shared. 
Your de-identified (anonymised) sub-study information may be shared with BHF, JDRF and Lexicon Pharmaceuticals to allow them to continue their research into treatments for type 1 diabetes and heart failure. This anonymous data may also be shared with others for ethically approved future research, possibly including research with commercial organisations.
What if something goes wrong?
If you are concerned about taking part in the sub-study, you have the right to discuss your concern with a researcher involved in carrying out the sub-study or a doctor involved in your care.
If you have a complaint about your participation in the sub-study, please first talk to a researcher involved in the sub-study. You can also make a formal complaint. You can make a complaint to a senior member of the research team or to the Complaints Officer:
[LOCAL CONTACT DETAILS]
If you think you’ve come to harm due to taking part in the sub-study, there aren’t any automatic arrangements to get financial compensation, but you might have the right to make a claim for compensation. If you wish to make a claim, you should consider getting independent legal advice, although you might have to pay for your legal costs. 
Contact details for further information
Thank you for taking time to read this information and for considering taking part in this sub-study.
If you’d like more information or want to ask questions about the sub-study, please contact the sub-study team using the contact details below.
Principal Investigator: [TBC]
Researcher Nurse: [TBC]
You can contact us Monday – Friday between 09:00 -17:00. 
Outside of those hours, if you need advice, you can contact your out of hours GP service/NHS24 via 111.
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