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Participants with chronic obstructive lung disease, called COPD, are invited to participate in a study involving an eight-week mindful breathing intervention for reducing breathlessness. Shirley Harris is conducting this study as part of a Doctoral research study. Shirley is a Nurse Practitioner with a special interest in respiratory conditions. This study is supervised by Associate Professor Jennifer Jordan (psychologist/senior research fellow, University of Otago, Christchurch), Dr Amanda Wilkinson (senior lecturer University of Otago, Christchurch) and Professor Philippa Seaton, (University of Otago, Christchurch). Whether or not you take part is your choice. If you don’t want to participate, 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 want to participate. 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 do not have to decide today whether or not you will participate in this study. However, before you decide, you may want to discuss the study with other people, such as family, whānau, friends, or healthcare providers. Feel free to do this.

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

This document is nine pages long, including the Consent Form.  Please make sure you have read and understood all the pages.
What is the purpose of the study?

The study aims to explore if it is feasible to offer an eight-week mindful breathing intervention delivered in an acceptable format for people with COPD and breathlessness. In addition, we want to find out if there is sufficient interest from patients with COPD in participating, whether participants find the content and duration of the mindful breathing intervention helpful, and whether or not any adaptations are needed. 
Information about the extent to which participants in this feasibility study find the mindful breathing intervention helpful and user-friendly may have great importance and implications for treatments to help those patients with COPD and troubled by breathlessness.  

We will feedback on study findings from the whole group to all the participants at the end of the study. In addition, we will present findings to clinical and research meetings and aim to publish the results of this feasibility study in a medical or nursing journal. No participant will be able to be identified in any of these presentations or the journal publication. 

Mindfulness is an established treatment for many patients, but there are minimal studies exploring the helpfulness of mindfulness for breathlessness in COPD. Therefore, we would like to explore the feasibility of the participant self-managing the mindful breathing intervention in their own home at a time that suits them best.
There are nine recordings which are to be undertaken one per week except for week six when you will listen to two 3-minute recordings. The recordings will be supplied each week and available in a format you find acceptable and easy to use. The recordings are yours to keep after the study finishes. 

This study has received ethical approval from the Health and Disability Ethics Committee (number 15152)
You have been invited to participate because you have COPD and a degree of breathlessness, and we hope this mindful breathing intervention may benefit you.
	What will my participation in the study involve?




We will aim to enrol 30 participants in this study. All participants will be known to the respiratory team at Te Whatu Ora (Formerly Canterbury District Health Board). 

If you consent to participate 

The study duration is eight weeks. However, ten participants will be chosen at the twelve-week point to undertake an interview about how useful they found the mindful breathing intervention. We envisage these interviews will take at most 60 minutes. 

Before you start the mindful breathing intervention, you will complete a 60-minute questionnaire booklet about you (Demographic and health information) and information about anxiety and mood symptoms. We will also ask you about your breathlessness and mindfulness, and we will take your blood pressure, heart rate, respiratory rate and oxygen levels using a simple, painless finger attachment called a pulse oximeter. At the end of the eight-week mindful breathing intervention, we will repeat all these physical measures and questionnaires again. This follow-up will occur around the nine to ten-week point and at the three-month point. The mindful breathing intervention will be nine voice recordings which you will listen to once per week, apart from week six, when you will have two three-minute recordings. Throughout the eight-week mindful breathing intervention, you will be asked to complete a daily diary about your breathlessness, and if you used the mindful breathing intervention and other things like if you had visitors on the day and anything else you would like to add. This is a simple yes/no diary and will be quick and easy to complete.  During the eight-week mindful breathing intervention, we will contact you at the two, four- and six-week points to see how you are finding the mindful breathing intervention and to answer any questions. 
	Who can take part in the study?


1. You must be able to provide informed consent

2. Diagnosed with COPD and a patient of the Te Whatu Ora (CDHB) respiratory outpatient service with a level of breathlessness at rest in the past four weeks (MRC dyspnea scale ≥2) 
3. Aged 18 years and older and be capable of writing/maintaining a diary. 

4. You need to be able to converse in English for at least 60 minutes if chosen for the interviews.
5. It is helpful if you have access to a device to play mindfulness recordings (Podcasts/CDs/USB); however, if you do not have something suitable, we can loan a device for the duration of the study.
There are some exclusions to participation in the study, and these are 

· People on long-term oxygen therapy 
· If you have breathlessness and it is of unknown origin/cause
· If you have a primary diagnosis of chronic hyperventilation syndrome

· If you are within two weeks of an acute exacerbation requiring hospitalisation

· If you have a life expectancy of less than three months 

· If you have been diagnosed with an acute psychiatric disorder/ cancer diagnosis, neurological disease and/or cognitive Impairment 

What are the possible benefits and risks of this study?

Currently, there is no self-managed researched eight-week mindful breathing intervention, especially for New Zealand people with COPD and breathlessness. 
The possible benefits to you are the established benefits of mindfulness, which can help relieve distress, improve coping with medical symptoms and improve quality of life.
We do not anticipate any specific risks to you other than possibly feeling distressed thinking about your situation while completing the questionnaires. All the research team are qualified health professionals. If you need more assistance during the study, we can refer you to an appropriate person. In most regions, free therapy is available via referral from your General Practitioner with different options for support, including Lifeline 24 hours phone 0800 543 354 and Healthline 0800 611 116.
Will any costs be reimbursed?

There is no charge to participate in this study. The audios and handouts you receive are yours to keep after the study finishes. There will be no payments or other forms of reimbursement for participation in this study. 
What if something goes wrong?

If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would if you were injured in an accident at work or 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 your recovery.

What will happen to my information?

The researcher (Shirley Harris) will record information about you and your study participation. This includes the results of the pre- and post-mindful breathing intervention questionnaires, daily diary and interviews and blood pressure, heart rate, respiratory rate and oxygen saturation. 
Identifiable Information
Identifiable information is any data that could identify you (e.g., your name, date of birth, or address).  Only the research team (SH, JJ, MW, PS) will have access to your identifiable information. If you choose, the research team will notify your General Practitioner of your participation in this study with your consent.

De-identified (Coded) Information

To ensure your personal information is kept confidential, information that identifies you will not be included in any report generated by the research team. Instead, you will be identified by a code. The research team will keep a list linking your code with your name so that you can be identified by your coded data if needed. 

The study's results 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 is held at Otago University – Christchurch during the study. After the study, it is transferred to a secure archiving site, stored for at least seven years, and then destroyed. 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 data, 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 the information held by the research team. You also have the right to request that any information you disagree with is corrected.  

Please ask if you would like to access the results of your questionnaires and baseline recordings (blood pressure, heart rate, respiratory rate, and oxygen saturation) during the study. You may access other study-specific information before the study is over, but this could result in you being withdrawn from the study to protect the study’s scientific integrity.  
If you have any questions about the collection and use of information about you, you should ask Shirley Harris. 
Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognise the taonga of the data collected for this study. To help protect this taonga:
· We have consulted with Karen Keelan, Maori research advisor Otago University – Christchurch, about the collection, ownership, and use of study data.
· Throughout the study, the research team will consult with Dr Kelly Tikao Senior Lecturer, Otago University-Christchurch, to advise on recruitment and dissemination of results. 
What happens after the study or if I change my mind?

Rights to Withdraw Your Information.

You may withdraw your consent for the collection and use of your information at any time, by informing Shirley Harris, the principal investigator.  

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

If you agree, information collected up until your withdrawal from the study will continue to be used and included in the study. You may ask for it to be deleted when you withdraw unless you withdraw after the study analyses have been undertaken. 
This research study is time-limited, but you will be given all the mindful breathing intervention recordings to keep. If the research team has loaned, you a device to play the recordings, we will ask for this to be returned after the completion of the study. 

If you require further assistance, we can advise about further treatment options that may be available to you from existing treatment providers. 
	Can i find out the results of the study?


If requested, research participants will receive a plain English summary of study results.  This will occur at the end of 2024.  
This study is registered on a clinical trial registry namely Australia and New Zealand Clinical Trials Registry (number 377232). This registry can be accessed online using the following link https://apps.who.int/trialsearch/  
	Who is funding the study?


This study has received no funding and is being undertaken as part of a Doctoral thesis 
Principal Investigator:  Shirley Harris PhD Candidate, Nurse Practitioner
Centre for Postgraduate Nursing Studies, University of Otago, Christchurch  

PO Box 4345, 72 Oxford Terrace – Christchurch 8041 

Coinvestigator:
Associate Professor Jennifer Jordan 

Psychological Medicine, University of Otago, Christchurch

PO Box 4345, 4 Oxford Terrace- Christchurch 8140 

Coinvestigator: Dr Amanda Wilkinson  

Centre for Postgraduate Nursing Studies, University of Otago, Christchurch  

PO Box 4345, 72 Oxford Terrace – Christchurch 8041 

Coinvestigator: Professor Philippa Seaton

Centre for Postgraduate Nursing Studies, University of Otago, Christchurch  

PO Box 4345, 72 Oxford Terrace – Christchurch 8041 

	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 Northern B Health and Disability Ethics Committee 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: 

Principal Investigator:  Shirley Harris PhD Candidate, Nurse Practitioner
Centre for Postgraduate Nursing Studies, University of Otago, Christchurch  

PO Box 4345, 72 Oxford Terrace – Christchurch 8041 
Shirley.harris@otago.ac.nz  
Coinvestigator:
Associate Professor Jennifer Jordan 

Psychological Medicine, University of Otago, Christchurch

PO Box 4345, 4 Oxford Terrace- Christchurch 8140 
Jenny.jordan@otago.ac.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
Email : 
advocacy@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
For Maori Health support please contact : 
Name: 

Michelle Brett 

Position:
National Māori Advisor, Ambulance Operations, Hato Hone St John


Chairperson Hakatere Marae

Telephone number: 0273238957
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

	Consent Form
Mindful breathing intervention for breathlessness in COPD
	Your letterhead


Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet, 
	
	

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

	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.
	
	

	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.
	
	

	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.
	
	

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

	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 (
	No (

	I consent to my GP or current provider being informed about my participation in 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.
	
	

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

	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:
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