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Introduction
This research study is called HONOR. You have been invited to take part in the HONOR study as you require high-flow oxygen to maintain safe levels of oxygen in your bloodstream. Participation in this research project is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether you take part or not. If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it, you are telling us that you:
· understand what you have read
· consent to take part in the research project
· consent to participate in the research processes that are described

You will be given a copy of this Participant Information Sheet and the Consent Form to keep.
Background 
Acute respiratory (lung) failure is a common and life-threatening disease that is often treated in the intensive care unit (ICU). When normal methods of oxygen delivery (such as via a mask) is not sufficient to maintain adequate oxygen levels, mechanical ventilation is considered the last option. Mechanical ventilation is delivered via a breathing machine that helps patients breathe when they are not able to on their own. Whilst often a life-saving intervention, intubation (insertion of a breathing tube) and ventilation are not without risks. Risks may include vocal cord injury, injury to the lungs, adverse changes in blood pressure, heart rate and breathing rate, and a higher risk of infection like pneumonia. 
Reducing the risks of intensive care and mechanical ventilation is a major priority. By avoiding a breathing tube, patients can often avoid needing sedation medication (creating drowsiness or sleep) and complications such as chest infections and prolonged weakness. Avoiding such consequences of ventilation improves patient outcomes and reduces time spent in ICU and hospital. To prevent the need for a breathing tube, both high-flow oxygen (oxygen delivered at high flows to the nose assisting the patient to breathe) and non-invasive ventilation (oxygen delivered by a mechanical pump that provides positive pressure to a patient's airway and lungs delivered via a face mask) have been attempted, with high-flow oxygen now commonly used in treatment of respiratory failure. Some studies with patients who had respiratory failure, demonstrated a trend in reducing the need for ventilation (a breathing tube) with high-flow oxygen when compared to normal oxygen or non-invasive ventilation.
Low oxygen levels in some patients can also be corrected by the addition of nitric oxide gas to the oxygen delivered via nasal high-flow, thereby potentially avoiding a breathing tube. However, information about effectiveness of nitric oxide delivered together with high-flow oxygen remains limited. Some studies have shown improved oxygen levels after 24 hours in adults with respiratory failure receiving high-flow oxygen and nitric oxide, however the benefits may not be maintained after this point. For patients who respond well to nitric oxide, there are trends showing lower numbers of patients needing a breathing tube and ventilation. 
This study is important as it will assist doctors in hospital to determine whether nitric oxide gas delivered via high-flow oxygen better prevents the need for a breathing tube and mechanical ventilation compared to high-flow oxygen alone. This information is important to know for staff so they can make the best available treatment decision for all patients with lung failure. This may lead to better patient outcomes locally, across the country and potentially internationally.
This research will be conducted in the ICU at The Prince Charles Hospital. The associated researchers have all had experience in working with people admitted in ICU and have sufficient knowledge and capability to optimise the safety of the current study. The study has been reviewed and approved by Metro North Health Human Research Ethics Committee A.

What will it involve?

All participants involved in this study will receive usual patient care, including surgical, medical, nursing and allied health treatment.
If you agree to participate in the study, you will be allocated to receive either nasal high-flow oxygen on its own or nasal high-flow oxygen with the addition of nitric oxide. Both interventions are provided as standard practice, when required within ICU. We will ask you to complete some short questionnaires with a member of the research team to capture information such as: breathlessness, ability to perform normal activities, and your level of function/walking.
We will also collect a range of information including details from your medical record such as age, sex, current and previous illness, whether you needed mechanical ventilation, medications taken, suburb of residence and occupation if applicable.

Benefits

It is unlikely that the study will lead to any benefits for you. However, this study aims to further medical knowledge and may improve future decisions and care provision, leading to improved outcomes for future patients with acute respiratory failure.

Risks and Side Effects
Nasal high-flow oxygen with and without nitric oxide gas are standard practice in the ICU. The only thing that is different to normal care is that you will be randomly allocated to receive one or the other, if deemed safe by the medical team.
Previous research has demonstrated that nitric oxide gas provided at high levels can decrease the ability of red bloods cells to carry oxygen around the body. The levels of nitric oxide gas used within this study have been deemed safe and are used as part of standard clinical practice. Whilst the above risk remains low, blood samples will be taken to monitor the safety of this intervention.

Previous research has also demonstrated that nitric oxide gas may affect kidney function, however the results are inconsistent, and the risk remains low. Routine blood tests will be examined to monitor this in both groups in the study.

Confidentiality and Privacy 

All information that the research team collects about you is confidential. The information is stored in a secure location, and only the researchers will have access to the study information. Information will be kept in a secure location for 15 years as per research guidelines, then securely destroyed, so that we can reliably answer questions that other researchers might ask about our findings.

When we have completed collecting information about you, we will remove identifying information (your name, address, etc.) from the database. Any publication, conference presentation or other public documents relating to the study will only contain grouped information, and no individual participant will be able to be identified.

Withdrawal from the study
You can withdraw from the study at any time, and you will continue to receive standard care from everyone involved in your care. The researchers recognize that some people might become too unwell to continue with the study. It is still useful for us to continue to collect information even if you are not able to participate completely, and if you do choose to withdraw, our research staff will ask if we can still obtain information from the Prince Charles Hospital health-based information system after 12 months.

Further Information
Please discuss any questions you might have with the research staff when they come to ask your consent. For further information at any time through the study, you can contact the Principal Researcher who will help you directly.

Principal researcher:
Mr. Luke Churchill, The Prince Charles Hospital. 
Phone: 07 3139 4000 
Email: luke.churchill@health.qld.gov.au

Independent Contact
This study has been reviewed and approved by Metro North Health Human Research Ethics Committee A (EC00172). Should you wish to discuss the study in relation to your rights as a participant, or should you wish to make an independent complaint, you may contact the HREC Manager, Metro North Office of Research, Level 7 Block 7, Royal Brisbane & Women’s Hospital Campus, Herston, Qld 4029, or telephone (07) 3646 5280, email: MetroNorthResearch-Ethics@health.qld.gov.au.

Complaints contact person
	Position
	MNHHS Research Governance Manager

	Telephone
	07 3647 9550

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


Participant Consent Form
	HREC No:
	

	Project Title:
	High-flow Oxygen and Nitric Oxide inhalation versus high-flow oxygen alone to prevent intubation in hypoxaemic Respiratory failure (HONOR): a pilot randomised controlled trial.

	Name of Researchers:
	Mr Luke Churchill, Mr Oystein Tronstad, Dr Peter Thomas, Dr Karen Hay and Associate Professor Kiran Shekar



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.

· 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 Health Human Research Ethics Committee A, 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) including audiovisual records 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 medical records in any way to a third party.


Patient’s name: ....................................  Signature: .......................... Date:_ _ / _ _ _ / _ _ _ _
                                                                                                                                    
Name of Investigator: ................................Signature: ........................ Date:_ _ / _ _ _ / _ _ _ _

Revocation of Consent Form – Participant
	HREC No:
	

	Project Title:
	High-flow Oxygen and Nitric Oxide inhalation versus high-flow oxygen alone to prevent intubation in hypoxaemic Respiratory failure (HONOR): a pilot randomised controlled trial.

	Name of Researchers:
	Mr Luke Churchill, Mr Oystein Tronstad, Dr Peter Thomas, Dr Karen Hay and Associate Professor Kiran Shekar




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 Health.

To assist in making sure the results of the research are measured properly, do you agree to the research members of this study continuing to collect your health information from the Prince Charles Hospital health-based information system up to 12 months following your withdrawal?                            Yes                 No


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



(Signature)..............................................................		         Date:_ _ / _ _ _ / _ _ _ _
                                                                                                               


This Revocation of Consent should be forwarded to:

Luke Churchill
Physiotherapy Department
The Prince Charles Hospital
Rode Road
Chermside, 4032, Qld
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