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ROYAL NORTH SHORE HOSPITAL DEPARTMENT OF CARDIOLOGY
PARTICIPANT INFORMATION SHEET AND CONSENT FORM

– iEquate – 
Invitation

You are invited to participate in “iEquate”. The study is being conducted by Dr Avedis Ekmejian and Prof Ravinay Bhindi, Cardiology Department, Royal North Shore Hospital and The University of Sydney.
Before you decide whether or not you wish to participate, it is important for you to understand why the study has been established and what participation involves. Please take the time to read the following information carefully and discuss it with others if you wish.

1. ‘Why have I been invited to participate in this study?’

You are eligible to participate in this study because you have been referred for a coronary angiogram, which is performed to diagnose coronary artery disease. This is diagnosed on an angiogram when there is a narrowing of the artery (stenosis). In normal coronary arteries, blood flows through the artery without interruption. In arteries with stenosis, the narrowing may limit blood flow, resulting in symptoms such as chest pain. The stenosis may be severe, in which case a treatment for the stenosis will need to be discussed, however if the stenosis is not obviously severe (moderate), a specialised pressure wire assessment of coronary artery narrowing is often required to identify whether the stenosis is causing a significant limitation of flow, after which a stent is often implanted. 
We are recruiting patients who potentially have coronary artery disease and subsequently require pressure wire assessments to determine the severity of the stenosis.  

2. ‘What is the purpose of this study?’
What we know about coronary artery disease is that not every stenosis causes the same amount of flow limitation, and that a 50% narrowing in one artery has a different degree of flow limitation on pressure wire as a 50% narrowing in another artery. The reasons for this are not fully understood, and the purpose of this study is to determine whether plaque composition (the different material in the wall of the artery which can result in stenosis) has a significant impact on the pressure wire finding, which is used to measure any limitation of blood flow through a stenosis.  
The information we hope to learn from this study will help your doctors understand which features of plaque are the most important contributors to flow limitation, which can help identify new therapeutic targets for coronary artery stenosis. Given the community burden of coronary artery disease, this is a very important question to answer. 

3.  ‘What if I don’t want to take part in this study, or if I want to withdraw later?’

Participation in this study is completely voluntary. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.

If you wish to withdraw from the study once it has started, you can do so at any time without having to give a reason and again, this will not affect your relationship with the staff caring for you. 
4.  ‘What does this study involve?’

If you agree to participate, you will be asked to sign the Participant Information and Consent Form. The iEquate study intends to collect and store the data below over a number of years.
If you agree to participate in the study, the following procedure and data collection will occur:
· Collect clinical information

· de-identified demographic information (age, gender, procedure)

· Identify your current heart medications

· Angiogram (procedure to take pictures of your heart arteries)
· If the stenosis seen on your angiogram is moderate, we would perform a special pressure wire test, using a wire to determine the flow of blood through a stenosis. The tests performed are called Fractional Flow Reserve (FFR) and Instantaneous Wave Free Ratio (iFR), both of which can be performed using the same pressure wire. This part of the test would be performed on any patient with a moderate stenosis. This may involve medications or exercises which increase flow through the artery to accurately assess whether there is a flow limitation through the stenosis, with short lived shortness of breath and chest discomfort. 
· A small imaging catheter, called an optical coherence tomography (OCT) catheter, will be inserted into the artery to obtain detailed analysis of the appearance of the plaque, including what the plaque is composed of (for example calcium) and the geometry (shape) of the plaque. This part of the study does not occur in every patient with a moderate stenosis, but is being used more often to help guide management for patients with coronary disease.  
· We will follow up one month after the procedure to ensure there have not been any unexpected issues relating to the procedure. 
5. ‘How is this study being paid for?’

This study is being carried out by Royal North Shore Hospital and as part of a student PhD project. The hospital and researchers will cover any project costs if they arise. There is no funding from a commercial entity and none of the researchers have any conflict of interest for this study. There will be no additional costs to you as a result of participating in this research project. 
6. ‘Are there risks to me in taking part in this study?’

The procedures performed during this study are routinely done in our centre and catheter laboratory. Each procedure you have has inherent very uncommon risks, which you should discuss with your treating physician. 

7. ‘What happens if I suffer injury or complications as a result of the study?’

If you do suffer any complications as a result of this study, you should contact the study doctor or your treating doctor as soon as possible, who will assist you in arranging appropriate treatment.

8. ‘Will I benefit from the study?’

Components of this study are performed as part of routine clinical practice, therefore there will not be additional benefit or risk from participating in the study. The imaging catheter component of the study is a safe and reliable adjunct to coronary artery disease assessment, and may be used to guide further treatment if required. The goal of this study aims to further medical knowledge and may provide future information for clinical outcomes of patients undergoing this procedure, and is unlikely to be of direct benefit to you

9. ‘Will taking part in this study cost me anything, and will I be paid?

Participation in this study will not cost you anything, nor will you be paid (it is entirely voluntary).

10. ‘How will my confidentiality be protected?’

Of the people treating you, only the researchers named above or necessary others e.g. all nursing staff involved in your care, will know whether or not you are participating in this study. The information obtained by RNSH during this study will be given an individual code and will have all your personal identifiable details removed. Any identifiable information that is collected about you in connection with this study will remain confidential and will be disclosed only with your permission, or except as required by law. All collected data will be stored on a password protected computer in a swipe card restricted cardiac research unit at each site. Only the researchers named above and the Human Research Ethics Committee (HREC) for monitoring purposes, regulatory bodies (including the Therapeutic Goods Administration) will have access to your details and results that will be held securely at RNSH. Information obtained as part of this study may be kept long term, to allow the researchers to look back at the data. 
11. ‘What happens with the results?’

If you give us your permission by signing the consent document, we plan to discuss the results with the local ethics committee for monitoring purposes, present at scientific conferences, publish in peer-reviewed journals and the possibility of inclusion of results in a PhD thesis. In any publication, information will be provided in such a way that you cannot be identified. Results of the study will be provided to you, if you wish.

12. ‘What should I do if I want to discuss this study further before I decide?’

When you have read this information, the researcher will discuss it with you and any queries you may have. If you would like to know more at any stage, please do not hesitate to make contact on 9439 5290. 

13.  ‘Who should I contact if I have concerns about the conduct of this study?’
This study has been approved by the Northern Sydney Local Health District HREC. Any person with concerns or complaints about the conduct of this study should contact the Research Office who is nominated to receive complaints from research participants. You should contact them on 02 9926 4590 and quote HREC reference number:  2021/ETH00129. 

Thank you for taking the time to consider this study.

If you wish to take part in it, please sign the attached consent form.

This information sheet is for you to keep.
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ROYAL NORTH SHORE HOSPITAL DEPARTMENT OF CARDIOLOGY
CONSENT FORM
– The iEquate Study – 

1. I,................................................................................................................. of................................................................................................................

agree to participate as a subject in the study described in the Participant Information Sheet set out above.
2. I acknowledge that I have read the Participant Information Sheet, which explains why I have been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction.

3. Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm I might suffer as a result of my participation and I have received satisfactory answers.

4. I understand that I can withdraw from the study at any time without prejudice to my relationship to the researchers or Royal North Shore Hospital. 

5. I agree that research data gathered from the results of the study may be published, provided that I cannot be identified.

6. I understand that if I have any questions relating to my participation in this research, I may contact local contact details who will be happy to answer them.

7. I acknowledge receipt of a copy of this Consent Form and the Participant Information Sheet.

Complaints may be directed to the Research Office on Level 13, Kolling Building, Royal North Shore Hospital, St Leonards NSW 2065  

Phone 02 9926 4590 | email NSLHD-research@health.nsw.gov.au 

Signature of participant


Please PRINT name 

Date

_______________________________________________________________

Signature of witness 


Please PRINT name

Date

_______________________________________________________________

Signature of investigator 

Please PRINT name

Date

_______________________________________________________________

Insert institutional letterhead

insert name of local institution/s where research is being conducted

– The iEquate Study – 

REVOCATION OF CONSENT

I hereby wish to WITHDRAW my consent to participate in the study described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with the <insert site name>.
 or my medical attendants

Signature





Date

Please PRINT Name

The section for Revocation of Consent should be forwarded to: 

RAVINAY BHINDI | MBBS (USyd), MSc (Oxon), PhD (USyd), FRACP, FCSANZ, FESC

Consultant and Interventional Cardiologist | Professor of Medicine I Head of Clinical Trials and Structural Heart Disease Program Royal North Shore and North Shore Private Hospitals | The University of Sydney 

Department of Cardiology, Level 5, Acute Services Building, Royal North Shore Hospital

Reserve Rd, St Leonards, NSW, 2065, Australia

T: +61-2‐9439 5290 | F: +61‐2‐9460 7222 | E: ravinay.bhindi@sydney.edu.au
Information Sheet Version 2 19/06/2021
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