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STUDY LOGO

Study of a new type of heart pacing

SUMMARY

· We are inviting you to take part in our research. Before you decide whether you want to take part, it is important to understand why the research is being done and what it involves. Please read through this information sheet
· You do not have to take part and you can decide to stop taking part at any time. 
· One of our team will go through this information sheet with you, to help you decide whether or not you would like to take part and answer any questions you may have. Please feel free to talk to others about the study if you wish.

Important things for you to know
· Patients with irregular heartbeats may have a pacemaker that uses small electrical impulses to make the heart beat regularly (‘pacing’).
· We want to see if a new type of heart pacing will improve the function of the heart in patients with heart failure. This new type of pacing links heart rate to the breathing, so the heart rate goes up and down slightly.
· Having the new type of variable pacing might also help patients recover after heart surgery. 
· In this study, we are testing the new pacing against standard (regular) pacing. We will do this in patients with heart failure who are recovering from a heart bypass operation in hospital. We are inviting you because you have a diagnosis of heart failure and are due to have this type of operation soon.
· During your heart bypass surgery you will have temporary pacemaker leads attached to the heart. This is normal, and is usually only used in case your heart needs help while you are recovering. However, patients taking part in this study will have pacing using the temporary leads for several days after the surgery.
· The surgery will be exactly the same whether you take part in the study or not. If you take part, you will not stay in hospital any longer than usual, but there are some extra measurements, and one extra visit a week after the pacing stops.
The rest of this Participant Information Sheet provides more details. 
· PART A tells you the aim of this study and what will happen if you take part.
· PART B gives you more details about how we manage studies. 
Please ask us if anything is not clear or if you would like more information. Take time to decide whether or not you wish to take part.
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PART A

1. What is the purpose of the study?
The study is testing a new type of heart pacing for patients who have heart failure with reduced ejection fraction (HFrEF). 
2. What do we know already?
In healthy younger people, the heart rate naturally changes up and down as we breathe. This is called ‘respiratory sinus arrhythmia’, or RSA. We know that this link to breathing gets weaker or disappears as we get older and in conditions such as heart failure. 
We think that if the link between breathing and heart rate is restored in patients with heart failure, then the heart may pump more effectively, and patients’ symptoms might improve. 
3. What is the new type of heart pacing?
A normal pacemaker helps the heart to beat regularly by sending electrical impulses to the heart muscle. These produce a fixed heart rate, that stays the same all the time. They are used to treat people who have problems with their heart rhythm. 
This study will test a new type of heart rate pacing where the pacemaker changes the heart rate slightly up and down, linked to the patient’s breathing. This means that the pacemaker will make the heart beat like it would with RSA. 
4. What are we testing and how?
We want to test if the new type of RSA pacing might help some patients recover better from their heart surgery. We will compare the new RSA type of pacing to the normal regular pacing across 2 groups of patients over a few days. We think that it will take a few days for any effect to be seen. If you decide to take part, which group you go into will be randomly chosen. This type of study is called a randomised controlled trial (RCT).
5. Why have I been chosen?
We are asking you because you will be having a coronary artery bypass graft operation soon (also called CABG, heart bypass, or cardiac revascularisation surgery), and you also have a diagnosis of heart failure with reduced ejection fraction (HFrEF). The doctors and researchers will carefully check that the study is suitable for you.
6. Do I have to take part?
No, you don’t have to take part. If you choose not to take part it will not affect the quality of care you get. You can leave the study at any time and this will not affect your current or future treatment. You don’t have to give a reason for leaving if you don’t want to.
7. What will happen if I take part?
Every patient who has a heart bypass (CABG) operation has temporary pacemaker leads attached to their heart. This is normal. If needed, an external pacemaker is connected to the leads. This is a box that sits next to the bed. If a patient doesn’t need this, the leads are removed after a few days.
If you decide to take part in this study we will make some extra measurements before and after your operation. The operation will be the same whether you take part in the study or not. After the operation, the heart pacemaker leads will be connected to an external pacemaker, your breathing will be measured, and your heart rate will be controlled by the pacemaker for several days. This is only for people who take part in the study. After a week there is one extra visit to hospital, and a phone call after a month. There is a diagram at the end of this Participant Information Sheet to help explain the order that things happen.
7a. Before the operation - baseline
If you are in hospital waiting for your operation (an ‘inpatient’), we will come to you to do some extra non-invasive measurements before your operation. 
If you are waiting at home for your operation (an ‘outpatient’), we will phone you before you have a clinic appointment or pre-operative assessment. We will answer any questions you have and arrange to see you at the hospital on the same day as your clinic appointment. This extra appointment for the study will take about 2-3 hours, to discuss the study and do some non-invasive measurements. If needed, we can arrange to do this on a different day, and we will pay travel expenses. You do not have to decide whether to take part until after you talk to the researcher face-to-face at the hospital.
The extra measurements include measuring your heart function, hand grip exercises, measuring your heart rate and breathing, and a blood sample. Some patients will also need an echocardiogram (ultrasound scan of the heart). Other than the blood test, all of this is non-invasive and generally only need you to lie quietly. You will need to remove or undo the clothing on your top for an ECG and for the echocardiogram. For the hand grip test, we will check how strongly you can squeeze a handle. Then you will squeeze and hold the handle for 2 minutes. When you let go, we will non-invasively measure things like ECG and blood pressure for 5 minutes. 
We will also collect some test results from your medical records.
7b. After the operation
The day after your operation you will be randomly allocated to either the new RSA pacing, or to normal regular pacing. Before the pacing starts, we will measure your heart function and respiratory sinus arrhythmia (RSA) while you lie quietly. There will also be one additional blood test for the study.
While you are connected to the pacemaker, we will measure your breathing using the type of tubing that is used to provide oxygen. This loops over the ears and under the nose. It uses nasal prongs rather than a mask (see Figure 1). You will need to wear this all the time that your heart is connected to the pacemaker. The tubing will be connected to an extra box next to the bed that records your breathing. 
We will connect the heart pacing wires to the external pacemaker and start the pacing. The pacemaker will control your heart rate. This will be a little faster than without the pacemaker, but you will not be able to feel the pacemaker working. 
[image: ] 
[bookmark: _Ref127445364]Figure 1: External pacemaker (left), RSA box (right), and display (top) on a wheeled stand. Oxygen tubing and nasal prongs can be seen on the patient. 
7c. In hospital recovery
The pacemaker will control your heart rate for most of the time while you are in hospital. It may be turned off or disconnected for short periods, for example if you have physiotherapy. 
You will be connected to the pacemaker until you are ready to go home (discharged) or until the surgeons decide to take the heart pacing leads out. This means that we can’t say how many days you will have pacing for. You will only stay in hospital for as long as you need to recover from the operation – you will not need to stay any longer if you are in the study. For most people this is around 5 to 10 days. 
Your doctors will regularly monitor things like your heart rate and blood pressure. This is the same whether you are in the study or not. But we will carry out some extra non-invasive measurements for people who are in the study. Every morning and evening we will check your heart rate and adjust the pacemaker. We will also check that the pacing signals are reaching your heart by pacing at a moderately high rate for 30 seconds. Every other day we will use a small ultrasound device to measure your heart function while you lie quietly. For most of the time while you are in hospital you will not have to do anything extra for the study. On the 4th day we will ask you to do the hand grip test again.
7d. When the pacing leads are taken out
When the surgeons are ready to take the pacing leads out, we will do some more measurements. These are the same as the ones at the beginning (baseline), plus an echocardiogram scan (‘echo’). 
After the surgeons remove the leads you will stay in hospital for a few hours, or overnight, to check that you are okay. You may be given a small ECG recorder to wear while you are at home until the next visit. These devices are not monitored and will not alert someone if you are unwell, so you must contact healthcare or emergency services as normal if you need to. 
7e. After the pacing - ‘post pacing’
We will arrange to see you after another week. This is to see if any effects have worn off and whether you have had any problems since the pacing. We will arrange transport to the hospital, or pay your travel expenses. This will take about 2 hours and includes the same measurements as at the end of pacing, plus some extra blood tests. If you aren’t able to come to the hospital, a researcher may visit you at home and do the simpler measurements that will take about 30 minutes. These tests are only for the study and are not part of normal post-surgery care.
7f. After a month
A researcher will telephone you about a month after your surgery. They will ask you some questions about symptoms and any visits you have had to your GP or hospital. A researcher will also check your medical records to see if anything has happened since the last visit that might be related to the study. This is the end of the study.
8. What are the possible benefits of taking part?
Possible benefits include improved heart function and fewer heart rhythm problems. This may mean that you recover faster from your surgery. 
Some people stop breathing briefly when they are asleep. This is called sleep apnoea. We hope that the new RSA heart pacing might help to reduce this. 
We don’t know if you will have any benefits. This is why we need to do this research. In the future, patients who are similar to you might benefit from the results of this research.
9. What are the possible disadvantages/risks of taking part? 
This study is the first time that the new type of RSA pacing will be used in humans. However, the risks of taking part in this study are small.
9a. New RSA pacing
The pacing leads and pacemaker box are virtually the same as are used in normal care, except that a signal from your breathing is used to adjust the timing of the pacemaker. The heart rate will go up and down by a few beats-per-minute, which restores the natural variation that younger, healthy people have. Our main aim for this study is to check that the new RSA pacing works and is as safe as regular pacing. Doctors will closely monitor your heart rhythm and overall health to check how you are doing.
9b. Pacing leads
After heart surgery, the temporary pacing leads are usually taken out after about 4 days if they aren’t needed. There is a small risk of problems when the leads are removed, such as bleeding or not being able to remove the lead. If you are in the study, the leads may stay in for longer than 4 days; until you are discharged, or the surgeons decide to remove them. The risk of problems may be slightly higher from having the leads in place for longer than normal. However, in normal care, patients who do need to use the pacemakers after surgery often have these leads for many days with no problems.
9c. Oxygen tubing
Some people may find the oxygen tubing irritates their skin. We will check the fit of the tubing each day and make sure you are comfortable. If there are any problems we will provide padding or other skin protection.
9d. Handgrip exercise
You are having surgery because your heart arteries are blocked, so there is a small risk that exerting yourself may be uncomfortable, or trigger angina or a heart attack. For the study, we will ask you to do a handgrip test before and after the surgery. This is not to test how strong you are, but is a mild exercise that can be done before and after the surgery. You will be carefully monitored during this.
9e. Disadvantages
If you take part in the study, you will have extra measurements and tests before and after your operation, and you will wear oxygen tubing around your ears and nose while you are having pacing. You will be connected to the pacemaker box and breathing recorder while you are lying or sitting quietly. You will have one extra appointment, one week after the pacing, which can be at the hospital or at home and you will be asked to wear a small heart monitor during this time. Most of the extra tests for the study only need you to sit or lie quietly. 
10. What happens at the end of the study?
After a month, you will no longer be in the study. You will have the same care as if you had not been in the study.

PART B
11. What will happen if I don't want to carry on with the study?
You can stop taking part in the study at any point. You don’t have to provide a reason for this if you don’t want to. Leaving the study will not affect the care and treatment you receive for your condition. 
12. How will we use information about you?
Ceryx Medical is the sponsor for this study and is the Data Controller. This means they decide why and how data about the participants is collected and processed. However the study is managed by CEDAR on behalf of Ceryx. CEDAR is a research unit that is part of Cardiff and Vale University Health Board.
We will need to use information from you and your medical records for this research project. This includes researchers at [NHS organisation], CEDAR researchers, and authorised people who audit and check research.
This information will include your:
· initials 
· name 
· NHS number
· contact details
People will use this information to do the research or to check your records to make sure that the research is being done properly. 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. We will keep all information about you safe and secure. 
Some recordings will be analysed by researchers at Ceryx Medical. This data will be coded. Anonymous data will also be shared with consultant analysts. None of these people will see anything that can identify you.
[bookmark: _Hlk171588504]Your ECG may be measured using a small device that sits on the chest. The data from this device is sent to a company who analyses it and sends the results back. This service is sometimes used by the NHS for normal clinical diagnosis, and patient details need to be sent to the company with the data. The company will have to take the same care about keeping your data secure as it would for normal clinical care.
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. After the study, [NHS Organisation] will securely archive their study information about you for 5 years. 
13. What are your choices about how your information is used?
You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we have already collected. We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 
14. Where can you find out more about how your information is used?
You can find out more about how we use your information 
· at www.hra.nhs.uk/information-about-patients/ and www.hra.nhs.uk/patientdataandresearch 
· by asking one of the research team
· by sending an email to the CEDAR Trial Manager susan.peirce@wales.nhs.uk or RSA.PACE.Cav@wales.nhs.uk, or by ringing CEDAR on 029 2184 4771. 
· [bookmark: _Hlk171588661]By sending an email to the Sponsor’s Data Protection Officer stuart.plant@ceryxmedical.com 
15. What will happen to the results of this study?
The results will be used to help develop the new RSA heart pacing technology. The Sponsor, Ceryx Medical, will publish the outcome of the study. There may be reports in research journals or presentations at conferences. These will not contain any information that could identify you. 
16. Who is organising and funding this study? 
Ceryx Medical are the Sponsor and funder of this study, and are ultimately responsible for its design and management. CEDAR is part of Cardiff and Vale University Health Board and is responsible for the day-to-day management of the study. The researchers at [NHS Organisation] are responsible for carrying out the study at this location.
17. What if relevant new information becomes available?
If new information about the pacing treatment, or the risks and benefits, comes to light, the research team will discuss this with you and let you know if it may affect you. You may be asked to sign a new consent form.
The research team may decide that new information means it is in your best interest to withdraw from the study. If this happens they will explain the reasons. This will not affect your care and continuing treatment.
If the study is stopped for any other reason you will be told as soon as possible. This will not affect your care and continuing treatment.
18. What if something goes wrong?
If you have any concerns regarding the study please speak to [PI NAME], who is responsible for the study at this hospital. In the unlikely event of an emergency after you leave hospital, call 999 as normal. For less urgent enquiries, contact the research team - details are at the end of this Information Sheet. 
If, after speaking with the Research Team, you are still unhappy and want to make a formal complaint, you can do this through the NHS Complaints Procedure. For complaints and advice please contact the Patient Advice and Liaison Service (PALS) Office on telephone: [NUMBER] or [EMAIL].
19. Who has reviewed this study?
This study has been designed by doctors, researchers, and medical device experts. We have also taken advice from patients and carers for people who have had a CABG operation and heart failure. It has been reviewed by clinicians and statistics experts, and has received a favourable opinion by Sheffield Research Ethics Committee. A Research Ethics Committee is an independent group of people who make sure that the rights, safety, dignity and well-being of research participants are protected. The Medicines and Healthcare products Regulatory Agency (MHRA) have also reviewed the study. The MHRA are in charge of making sure that medical devices are suitable for use in the UK.
20. Further information and contact details
If you have any questions about the study, please feel free to ask the local researchers.
[PI NAME] is the Principal Investigator (PI), who is responsible for running the study at [NHS Organisation]. 
	[PI NAME]
	Consultant Cardiologist, [CONTACT DETAILS]

	Tel: [PHONE]
	Email: [EMAIL]



Professor Zaheer Yousef is the Chief Investigator (CI), who is responsible for the study at all of the study sites in the UK.
	Prof Zaheer Yousef
	Consultant Cardiologist, University Hospital Wales, Heath Park, Cardiff, CF14 4XW

	Tel: 029 2074 7747
	Email: Zaheer.Yousef@wales.nhs.uk 



Dr Susan Peirce is the Trial Manager at CEDAR, and is responsible for managing the study.
	Dr Susan Peirce
	Research Fellow, CEDAR, Cardiff Medicentre, Heath Park, Cardiff, CF14 4UJ

	Tel: 029 2184 4771
	Email: susan.peirce@wales.nhs.uk
RSA.PACE.Cav@wales.nhs.uk 






Timeline of the study 
CABG operation
Sign consent
Baseline measurements
On ward (inpatient)
Sign consent
Baseline measurements
At clinic (outpatient)
Day after surgery
Allocate to pacing group
Recovery in hospital
Pacing every day
Pacing leads removed
Study measurements
Discharge
ECG at home
Post Pacing
Measurements at hospital
Post Pacing
Measurements at home
About 1-2 weeks before surgery
About 1-3 months before surgery
About 5-10 days pacing while recovering from surgery
1 week after pacing ends
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