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You are invited to take part in a study looking at whether different breathing patterns during anaesthesia for shoulder surgery affects the flow of oxygen to the brain.  Whether or not you take part is your choice. If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive. If you do want to take part now, but change your mind later, you can pull out of the study at any time.  
This Participant Information Sheet will help you decide if you’d like to take part. It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends. We will go through this information with you and answer any questions you may have. You do not have to decide immediately whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers. Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 8 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?

During shoulder surgery, your anaesthetist monitors and controls your breathing. This can be done by using a machine (ventilator) to breathe for you (‘positive pressure ventilation’) or by allowing you to breathe for yourself (‘spontaneous ventilation’). Both techniques are safe and are commonly used. We do not currently know if one is technique is better than the other.
In this study, we are trying to see if the choice of breathing technique influences the flow of oxygen to the brain. If there is a difference, it will be a small one. However, the results of this study may help us provide better care to high-risk patients, such as those who have had a previous stroke.

	How is the study designed?


Forty people, who are having shoulder surgery at Counties Manukau Health or MercyAscot Hospitals, will take part in this study. 

Information for this study is all collected while you are asleep for your surgery. There are no further phone calls or visits required, no extra questionnaires to fill in, no blood tests, and you will not need to stay longer at the hospital.

Participants will be divided into two groups.

· Half of the participants (20 people) will breathe for themselves while asleep.

· Half of the participants (20 people) will have the ventilator machine control their breathing while asleep. People in this group will receive an additional medicine (a muscle relaxant) which stops their breathing muscles from working against the ventilator. There is more information about this medicine below (under ‘possible risks’).

Neither you nor your doctors can choose which group you are in. Once you are asleep, your anaesthetic team will open an envelope which tells them which group you are in. These envelopes are all identical from the outside and are prepared in advance by a research nurse who is not otherwise involved in your care. You can ask which group you were in when you wake up.
In all other ways, patients in the two groups will receive the same care, which is also the same care you would receive if you were not in the study.

While you are asleep, a machine will collect information about the level of oxygen in your brain. This is done through two soft, sticky pads which are placed on your forehead before you go to sleep and removed when you wake up. There are no needles involved. 

At the end of the study, we will compare the average brain oxygen levels in the two groups, as well as counting any times in which the brain oxygen level dropped below normal. 
	Who can take part in the study?


You can participate in this study if you are

· Aged 18-70

· Generally fit and well

· Undergoing keyhole shoulder surgery with Mr Coleman, Durrant or Yeung at Counties Manukau Health or MercyAscot Hospitals.
This study is not designed for people who
· Have previously had a stroke or TIA (transient ischaemic attack)

· Have diseases which affect other blood vessels (aneurysms, peripheral vascular disease)

· Have high blood pressure which is not under control with blood pressure medication.

· Have previously experienced severe vomiting after an anaesthetic.

What will my participation in the study involve?

If you choose to participate you will have an additional monitor on your forehead during your surgery – this ‘sticks’ to your skin like a sticking-plaster and is not painful.

We will collect data from your medical notes about your age, weight and height. We will also collect data from your anaesthetic record about your blood pressure, heart rate, oxygen levels and breathing.

There will be no additional forms to complete and no further visits or tests (including blood tests) are required. 
What are the possible risks of this study?

There are minimal additional risks from taking part in this study, beyond the normal risks of shoulder surgery which will be explained by your surgeon and anaesthetist. There is a small risk that you could react to the sticky backing of the monitor placed on your forehead, in the same way that some people react to sticking plasters.

20 patients will receive a muscle relaxant called atracurium. This medicine is commonly used during surgery and has been in use for over thirty years. The risk of a severe, allergic reaction to atracurium is 1 in 22,000 – and we are trained to manage these reactions. 
	What are the possible benefits of this study?


We hope that this study will show the best way of assisting or controlling a patient’s breathing during shoulder surgery. This will be of benefit to the very small group of patients who are at risk of poor oxygen flow to their brains during shoulder surgery (those who have had a previous stroke or who have a disease which narrows their blood vessels). 

There will be no direct benefit to the people who participate in this study.

	What are the alternatives to taking part?


If you do not wish to take part your anaesthetist will discuss with you the care which they normally recommend. Both options for managing breathing during shoulder surgery are commonly used and there is little evidence about which one is ‘better’. If you are not participating in the study, you have choices around your care and can discuss this with your anaesthetist.
Will any costs be reimbursed?
There are no costs associated with participating in this study. Participants will not receive any payment for taking part in the study.
What if something goes wrong?

If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
What will happen to my information?

During this study the research team will record information about you and your study participation. This includes information from your health questionnaire, your anaesthetic record (about your breathing and blood pressure) and the machine which measures oxygen levels in your brain during the operation. You cannot take part in this study if you do not consent to the collection of this information.
Identifiable Information

Identifiable information is any data that could identify you (e.g. your name, date of birth, or address).  Only the research team will have access to your identifiable information. 
Other groups may have access to your identifiable information in the following exceptional situations
· The Counties Manukau Health Research Office, to make sure the study is being run properly and that the data collected is accurate.

· The Counties Manukau Health Research Office or ACC, if you make a compensation claim for study-related injury. Identifiable information is required in order to assess your claim. 

· The Counties Manukau Health Research Office, ethics committees, or NZ government agencies, if the study or site is audited. Audits are done to make sure that participants are protected, the study is run properly, and the data collected is correct.

· Your usual doctor, if a study test gives an unexpected result that could be important for your health. This allows appropriate follow-up to be arranged. 

De-identified (Coded) Information

To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by the researcher or any study information sent to the sponsor. Instead, you will be identified by a code. The researcher will keep a list linking your code with your name, so that you can be identified by your coded data if needed. Only the research team will have access to your coded information.
The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.

Security and Storage of Your Information.

Your identifiable information will remain in the Clinical Records Department of the Hospital where you undergo surgery. It will be kept in a secure archive for at least 10 years, then destroyed. Your coded information will be entered into electronic case report forms and sent through a secure server to the sponsor. Coded study information will be kept by the Counties Manukau Research Office in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 

Risks.
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed. Even with coded and anonymised information, there is no guarantee that you cannot be identified.  The risk of people accessing and misusing your information (e.g. making it harder for you to get or keep a job or health insurance) is currently very small, but may increase in the future as people find new ways of tracing information. 
Rights to Access Your Information.

You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected.  

If you have any questions about the collection and use of information about you, you should ask your anaesthetist or any member of the research team.
Rights to Withdraw Your Information.

You may withdraw your consent for the collection and use of your information at any time, by informing your Study Doctor.  

If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. 

Information collected up until your withdrawal from the study will continue to be used and included in the study. This is to protect the quality of the study.

What happens after the study or if I change my mind?

If you change your mind about participating in the study, simply let your anaesthetist know. Any member of the hospital team can help you to do this. You do not need to give a reason.

If you wish to withdraw from the study after your surgery, your de-identified data will still be included in the study.

You can ask which treatment group you were in after your surgery. 
	Can i find out the results of the study?


At the end of the study, you can receive a summary of the results (written in plain English) if you wish. This should be available within a year of your participation, or potentially less.

Information about the study will also be available on the Australia New Zealand Clinical Trials Registry, which can be searched online at anzctr.org.au

	Who is funding the study?


This study is paid for by a research grant from the New Zealand Society of Anaesthetists. 

All doctors involved in the study work for Counties Manukau Health. Drs Cameron and Lightfoot are affiliated with the University of Auckland.

	Who Has Approved the study?


This study has been approved by an independent group of people called a Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The [insert Committee name] has approved this study.

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 


Name, position

Dr Andrew Cameron, Anaesthetist

Telephone number

021 237 8437

Email



Andrew.cameron@middlemore.co.nz
OR
Name, position

Dr Jen Stephens, Anaesthetic Fellow

Telephone number

021 1486420

Email



Jen.Stephens@middlemore.co.nz

If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:

Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
For Maori health support please contact:

Name, position

Brendan Little, Specialist Anaesthetist

Telephone number

09 276 0000 (via Middlemore Operator)

Email



brendan.little@middlemore.co.nz
You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHIC


Email:

hdecs@health.govt.nz
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Please tick to indicate you consent to the following 
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	Yes (
	

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes (
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	Yes (
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	Yes (
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	Yes (
	

	I consent to the research staff collecting and processing my information, including information about my health.
	Yes (
	

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethics Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	Yes (
	

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	Yes (
	

	I understand the compensation provisions in case of injury during the study.
	Yes (
	

	I know who to contact if I have any questions about the study in general.
	Yes (
	

	I understand my responsibilities as a study participant.
	Yes (
	

	I wish to receive a summary of the results from the study.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:





An interpreter is available should this be required to complete this form








	Lay study title:
	
	Page 4 of 13

	PIS version no.:
	
	Dated:
	


4
	Lay study title:
	The COVERS Trial
	Page 6 of 15

	PIS/CF version no.:
	2
	Dated:
	15/4/2021



