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	Project Title:
	CARDIAC Surgery PReoperative INspiratory muscle Training – CARDIAC SPRINT


	Name of Researchers:
	Usha Gurunathan, Alison Mahoney, Oystein Tronstad, Rishendran Naidoo, Bernie Bissett, Jemima Boyd, Matthew Linnane. 


Part 1
What does my participation involve?

1. Introduction
You are invited to take part in this research study because you will be undergoing open-heart surgery at The Prince Charles Hospital in a short time from now. This Participant Information Sheet contains detailed information about the research.  The purpose of the information is to explain to you as openly and clearly as possible all the procedures involved in this project before you decide whether or not to take part.  

Your participation is completely voluntary, and your medical care will not at all be affected by your agreement or refusal. Read the Information Sheet carefully and feel free to ask questions about any information that you may need clarified.  
Once you understand what the project is about, and if you agree to take part, you will be asked to sign the Consent Form.  By signing the Consent Form, you indicate that you understand the information that you have read, that you give your consent to participate in the research project, to take part in the tests and research that are described, and to use of your personal and health information for the study. 
You have the right to withdraw from the program at any time and you will be given a copy of the Consent Form and this Information Sheet to keep as a personal record.

2. What is the purpose of this research?

Your doctor will have explained that recovery from open heart surgery takes time, and that with any major surgery, there are risks of complications such as lung infection or pneumonia. These risks may be greater if surgery is urgent, you must wait in hospital, and not be able to do as much physical activity as normal.  Also, we know the risk may be higher if you are older, have lung disease, smoke, are overweight or have diabetes. We know that it is good to prepare physically for surgery and one way we are looking at is how best to do this with the lungs and breathing muscles.
Researchers have studied breathing muscle strength before surgery, but they still need to know more about what happens in the short period of time while you are waiting in hospital for surgery. Exercising with and without special devices may assist, however we are not sure whether this works, what is best, how much and how strong the training should be, and whether people having surgery will want to do the training or enjoy it.
In summary we are trying to know how to best prepare lungs before surgery in a short period of time, to decide whether we could use this routinely on patients who would require urgent surgery. 
Our study is comparing 2 groups of participants who are having urgent open heart surgery, to see if there is a difference in breathing muscle strength with training. One group will do exercises with a breathing strengthening device and one will not. You therefore have a 50% chance of being given this exercise. All participants will receive usual pre-operative physiotherapy and other interventions that are currently provided and work well. We do not know if this exercise works, and no person therefore will be disadvantaged.
By participating in this study, you would help future patients undergoing open heart surgery to possibly be better prepared for their operation and recovery. This study has received a grant to assist in funding and is based at The Prince Charles Hospital around your hospital admission.
3. What does participation in this research involve? 
The physiotherapist will discuss with the doctor if you are a suitable participant for this study. If your doctor is agreeable, the research physiotherapist will ask you some questions to ensure you meet the criteria for the study.  You would be asked to read this sheet and the consent form. If you agree to participate in the study, you will be asked to sign the consent form before any assessment will be done. After you consent, the research physiotherapist will perform a pre-operative assessment, which is usual care for all patients before open heart surgery. 
You will then perform two short tests. One is a measure of how fast you comfortably walk for 5-metres – this is done in the ward. The second measure is a breathing test with a small device that measures the maximal pressure you can breathe in. You will also then be given a short questionnaire asking about your general health and well-being.

 After this, you will be randomly allocated to one of the two groups. If you are in the exercise group, the research physiotherapist will then teach you how to do this exercise and will visit you twice per day on weekdays to assist you to do these exercises. 

All participants will have their breathing strength re-tested just before surgery and again a few days after surgery. Those participants who did the training will be asked questions about how they feel the training is, and if they have any pain when training. All participants will be asked how breathless they feel doing certain activities before surgery, and every day afterwards. Pain will be assessed every day before and after surgery. The research physiotherapist will call you at around 6 weeks post-surgery to again complete the short health questionnaire.
All the rest of your treatment in hospital is the same as what would happen if you were not in this study. 
  4. What are the possible risks and side effects of taking part?

Other studies have shown that the type of exercise in our study has a low risk.  As an extra precaution, people with certain problems such as fragile lungs, very fragile bones and very unstable blood pressure or heart pain are excluded from the study.
 A potential side effect of training may be slight fluctuations in blood pressure and heart rate. This is usually expected with any exercise. You may feel tiredness from activity, as you would with any new type of exercise. If you overexert yourself, the exercise may make you feel slightly dizzy or short of breath. A very unlikely symptom may be chest pain. These symptoms are unlikely to occur if you follow the instructions provided by the physiotherapist., who will ensure you follow clear safety guidelines. Physiotherapists routinely provide advice to people regarding activity and all physiotherapists involved in this study are very experienced in this type of exercise. 
5. Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep. Your decision whether to take part or not, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with The Prince Charles Hospital.
6. What are the possible benefits of taking part?
It is possible that participants in this study may benefit directly from this research, but this cannot be guaranteed. Exercise may help, and at worst it would make no difference. Benefits may be more for people in the future, who may be taught better ways to prepare for their surgery. 
7. What if I withdraw from this research project?

If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing. You can withdraw from the study at any time. 
If you do withdraw your consent during the research project, the research physiotherapist will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the research physiotherapist up to the time you withdraw may form part of the research project results. Let the physiotherapist know if you do not want your data to be used.
8. What happens when the research project ends?
Your involvement in the project ends after the follow up phone call from us at around six weeks following surgery. 
Part 2
How is the research project being conducted?

9. What will happen to my personal information?

By signing the consent form, you consent to the research physiotherapist collecting and using information (data) about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. Information will be kept on a password protected Queensland Health computer which will only be accessible by the research team. Any written information collected will be kept securely in a locked research drawer only accessible by the research team. Only de-identified information will be used for analysing the effects of this study. Your information will only be used for the purpose of this research project, and it will only be disclosed with your permission, except as required by law. Information will be stored for 15 years in accordance with the Australian Code for the Responsible Conduct of Research. Following this time, the computer information will be deleted, and any paper records confidentially destroyed in accordance with the Queensland Health Clinical Records Retention and Destruction Policy.

10. Complaints and compensation

If you believe you have suffered any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. All medical treatment required to treat the injury or complication will be free of charge as a public patient in any Australian public hospital. Look to the end of this information sheet for complaint contact details.
11. Who is organising and funding the research?

This research project is being conducted by the Physiotherapy Department and Anaesthetic Department of The Prince Charles Hospital. There are no financial rewards or incentives that any of the researchers will receive as a result of this research.
You will not be paid for participation in this study. Participation is purely voluntary. No additional costs will be incurred on your behalf for the purpose of this study. 

12. Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). The ethical aspects of this research project have been approved by the Metro North Health Human Research Ethics Committee B. 
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

13. Further information and who to contact

The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal research physiotherapist as follows:
Research contact person

	Name
	Alison Mahoney

	Position
	Advanced Physiotherapist Cardiac, Surgical, Prehabilitation Services

	Telephone
	(07) 3139 5440

	Email
	Alison.Mahoney@health.qld.gov.au


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

Complaints contact

	Position
	Research Ethics and Governance Manager

	Telephone
	(07) 3647 9550 

	Email
	MetroNorthResearch-RGO@health.qld.gov.au


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact the HREC Manager, Metro North Health Human Research Ethics Committee on 07 3646 5280 who will forward your concerns to the Chair, Human Research Ethics Committee.

Participant Consent Form

	HREC No:
	HREC/2022/MNHA/84614

	Project Title:
	CARDIAC Surgery PReoperative INspiratory muscle Training – CARDIAC SPRINT

	Name of Researchers:
	Usha Gurunathan, Alison Mahoney, Oystein Tronstad, Rishendran Naidoo, Bernie Bissett, Jemima Boyd, Matthew Linnane


I agree to participate in the above-named project and in so doing acknowledge that:

· I have been informed as to the nature and extent of any risk to my health or well-being.

· I am aware that, although the project is directed to the expansion of medical knowledge generally, it may not result in any direct benefit to me.

· I have been informed that my refusal to consent to participate in the study will not affect in any way the quality of treatment provided to me.

· I have been informed that I may withdraw from the project at my request at any time and that this decision will not affect in any way the quality of treatment.

· I have been advised that the Executive Director, The Prince Charles Hospital, on recommendation from The Prince Charles Hospital Metro North Hospital and Health Service Human Research Ethics Committee has given approval for this project to proceed.

· I am aware that I may request further information about the project as it proceeds.

· I am aware that my GP may be informed that I am taking part in the project.

· I understand that, in respect of any information (which may consist of records outside of this hospital) obtained during the course of the project; confidentiality will be maintained to the same extent as for my hospital medical records. In the event of any results of the project being published, I will not be identified in any way.

· I agree that, if necessary, my medical records (in respect of my involvement in this project) may be inspected by a Research Assessor. This assessor may be external to but approved by the Hospital, provided that the Assessor does not identify me or my hospital's medical records in any way to a third party.

Patient’s name: .....................................Signature: .............................               Date:_ _ / _ _ _ / _ _ _ _

                                                                                                                                    DD / MMM / YYYY

Name of Investigator: ................................Signature: .................................     Date:_ _ / _ _ _ / _ _ _ _

                                                                                                                              DD / MMM / YYYY

 Withdrawal of Participation  

	HREC No:
	HREC/2022/MNHA/84614

	Project Title:
	CARDIAC Surgery PReoperative INspiratory muscle Training – CARDIAC SPRINT

	Name of Researchers:
	Usha Gurunathan, Alison Mahoney, Oystein Tronstad, Rishendran Naidoo, Bernie Bissett, Jemima Boyd, Matthew Linnane


· I hereby wish to WITHDRAW my consent to participate in the research project described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with The Prince Charles Hospital Metro North Hospital and Health Service.

Participant’s name (please print):  .........................................................................................

(Signature)..............................................................

         Date:     _ _ / _ _ _ / _ _ _ _

                                                                                                                              DD / MMM / YYYY


Declaration by Senior Researcher
I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.

Name of Senior Researcher/ (please print):  ...................................................

(Signature)..............................................................

         Date:     _ _ / _ _ _ / _ _ _ _

                                                                                                                              DD / MMM / YYYY

This Withdrawal of Participation should be forwarded to:
Mrs Alison Mahoney

Advanced Physiotherapist Cardiac, Surgical, Prehabilitation Services

The Prince Charles Hospital Rode Rd Chermside Q 4013

Telephone (07) 3139 5440
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