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	Study title:
	Nasal high flow oxygen

	Locality:
	
	Ethics committee ref.:
	

	Lead investigator:
	Dr Alison Pirret
	Contact phone number: 

	09 414 0800 Ext. 43345


We are inviting you to take part in a study on nasal high flow oxygen.  Whether or not you take part is your choice.  If you do not want to take part, you do not have to give a reason, and it will not 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 up until the time the Lead Investigator analyses all the patients’ information.  

This Participant Information Sheet will help you decide if you would 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 today 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, we will ask you to sign the Consent Form on the last page of this document.  We will give you a copy of both the Participant Information Sheet and the Consent Form to keep.
This document is six pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
One New Zealand study shows nasal high flow oxygen helps patients breathing. We would like to know it improves patients breathing when used in other hospitals. 

The regional Health and Disability Ethics Committee (HDEC) has approved the study. 
What will my participation in the study involve?

We are inviting you to participate in the study because you are receiving nasal high flow oxygen while in the ward.
Being part of the study means we will collect information on your: 

· breathing rate, heart rate and oxygen levels
· the nasal high flow oxygen machine settings
· your personal health information, such as age, reason for starting the therapy, blood test results, length of time on nasal high flow oxygen, length of time in hospital and how well you recovered. We will only use blood test results completed as a normal part of your hospital care; we will take no extra blood tests. 
What are the possible benefits and risks of this study?

Research shows nasal high flow oxygen benefits ward patients who have low oxygen levels. Although we give nasal high flow oxygen to help your breathing, there is a risk it will not help and your condition will get worst. If you get worst, you will be seen by nurses and/or doctors trained to manage your worsening condition.  
Who pays for the study?

The study is funded by a Massey University Research Grant. There will be no costs to you for participating in the study. You will receive no payment for participating in the study.

What if something goes wrong? The hospital manages anything that goes wrong while you are in hospital, whether you participate in the study or not. 
The hospital manages anything that goes wrong while patients are in hospital. 

If you are injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if injured in an accident at work or at home. This does not mean ACC will automatically accept your claim. 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.

What are my rights?

Participating in this nasal high flow oxygen study is voluntary. If you do decide to participate, we will maintain your privacy.  This means we will not identify you in any report, correspondence or publication. All paper copies of your information will be stored in a secure cupboard for 10 years and then destroyed. If you have agreed to participate and then change your mind, please contact the Lead Investigator whose details are below. You can leave the study up until the time all the patient information is analysed.  
What happens after the study or if I change my mind?

If you want to take part now, but change your mind later, you can leave the study at any time up to when the study information is being analysed. Please contact the Lead Investigator, whose details are in the information sheet, and inform her you would like to leave the study. No questions will be asked and your information will be removed from the study and any paper copies destroyed. 
WHOM 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: 


Dr Alison Pirret (Senior Lecturer/Nurse Practitioner, Massey University.

Telephone number:  09 414 0800 extn 43345 

Email:  A.M.Pirret@massey.ac.nz
If you want to talk to someone who is not 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@hdc.org.nz
You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHICS


Email:

hdecs@moh.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 (
	No (

	I have been given sufficient time to consider whether to participate in this study.
	Yes (
	No (

	I have had the opportunity to use a legal representative, whānau/ family support or a friend to help me ask questions and understand the study.
	Yes (
	No (

	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 (
	No (

	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 (
	No (

	I consent to the research staff collecting and processing my information, including information about my health.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic 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 (
	No (

	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 (
	No (

	I understand the compensation provisions in case of injury during the study.
	Yes (
	No (

	I know whom to contact if I have any questions about the study in general.
	Yes (
	No (

	I understand my responsibilities as a study participant.
	Yes (
	No (

	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:


If you have indicated you would like to receive a summary of the study results, please add your details below and indicate how you would like to receive it:
Name:  








    
Postal address: 







Email address: 







I would like to receive a summary of the study results by ticking the appropriate box:

( Email

( Post

( Both email and post



An interpreter is available on request at some hospitals. 
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