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We would like to invite you to take part in a study investigating different forms of delivering pulmonary rehabilitation.  In the study you will have the choice of centre based PR (standard care) or health delivered PR (more).  The more programme includes a personally tailored text message programme, a web based app which can be accessed from smart phone, tablet or computer, and a wearable sensor. 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 at any time.  

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 you will participate in this study. Before you decide, you may want to talk about the study with other people, such as family, whānau, or friends. 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 six pages long, including the Consent Form.  Please make sure you have read and understood all the pages.
Voluntary participation and withdrawal from this study
Your participation in this study is entirely voluntary (your choice). You do not have to take part. If you choose not to take part in this study your treatment will not be affected in any way. You may withdraw from the study at any time, without having to give a reason. Your withdrawal from the study will not affect your relationship with the pulmonary rehabilitation team or Auckland University of Technology. You are encouraged to ask questions at any time.
what is the purpose of this study?

The purpose of this study is to determine if delivering a PR programme through mHealth (mPR) can be as engaging and effective as a centre based programme.  The study will look to see if participants in both groups find the programme engaging and gain similar health outcomes.
How is the study designed? 

We are looking for 100 participants for the study.  When participants attend an assessment for PR they will be invited to participate and offered the choice of which group they would like to be in.

Both groups will undergo the same assessment at the start of the programme and be asked to complete a follow up assessment at the end of the eight week programme.
Who can be in the study?

To take part in the study you must:

· Be eligible to attend pulmonary rehabilitation
· Be able to read English

· Be able to provide informed consent
· Be referred onto the study by a pulmonary rehabilitation clinician

· Have access to a mobile phone
What will my participation in the study involve?
If after reading this information sheet, you decide that you would like to take part in the study, one of the PR clinicians will enrol you in the research project. During sign up, you will be asked some questions about your health. You will be offered the opportunity to undertake PR in one of two groups (group A or B).  Both programmes are eight weeks long.  The same assessment occurs at the beginning and the end of the programme for both groups.

Group A:  Centre based pulmonary rehabilitation

If you choose this group you will attend your local pulmonary rehabilitation programme twice per week for eight weeks.  This will follow the standard care of this pulmonary rehabilitation service.
Group B:  mobile phone based pulmonary rehabilitation

If you choose mPR, you will be asked to try one of the below three options for the mPR programme. We will ask you to try the option selected for a period of up to 8 weeks.

Option 1: SMS mPR programme: If you choose this option, you will receive support-based text messages on your mobile phone. These text messages contain information on self-care, respiratory health and a personalised exercise plan that has been developed by your clinical respiratory team. Occasionally, you will be asked to answer questions about your health and wellbeing via free reply text. You are also given the choice to sign up to three friends, family (whānau), or support people to also receive some support messages over the 8 week period.  
Option 2: SMS mPR Programme + App: If you choose this option, you will receive Option 1. In addition to this, you will be asked to download a unique mPR mobile application (app) on your device. The mPR mobile app will provide you with useful information about self-care, a personalised exercise plan and contains videos and resources about your health. You will also be asked to complete a one minute sit-to-stand exercise test via the mobile app half way through the programme.
Option 3: SMS mPR Programme + App + Wearable Sensor: If you choose this option you receive both Options 1 and 2. In addition to this, you will be asked to wear a smart watch over the 8 week period. The watch will measure things like your step count and heart rate. There are a limited number of watches available and so this option may not be available to everyone. 
At the end of the eight weeks you may be asked to complete a follow up interview.  This will be a one on one interview to find out more about your experiences and opinions of the mPR programme. The interview will be conducted by a member of the research team and at a time and location convenient to you.  This will follow a semi structured format and the interview will be recorded. You will have the option at the bottom of this form to choose if you would be happy to be part of this.
At the end of the study you will receive a $20 voucher as reimbursement for your time taking part in the study.
What are the possible risks of this study?

As the programme involves unsupervised exercise training there is risk of injury to the participant while carrying out the exercises. To manage this risk, the exercises are designed and prescribed by qualified PR clinicians and each prescription is tailored to baseline exercise capacity. Exercises are demonstrated and technique checked at registration. Exercise safety information is provided verbally, in paper and the mPR-app.  
What are the possible benefits of this study?

Pulmonary rehabilitation has been shown to improve health outcomes for people with a long term respiratory conditions.  Participating in PR can reduce shortness of breath, improve exercise tolerance and improve your health related quality of life.

Your participation in the study will help us to improve the mPR programme which could benefit people with chronic respiratory conditions in the future.
Will any costs be reimbursed?

The cost of parking at the hospital for baseline and follow up assessments will be provided.
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?

The study files and all information that you provide will remain strictly confidential. No material that could personally identify you will be used in any reports on this study.
Identifiable information is any data that could identify you (e.g. your name, or address). Only the study researchers will have access to the identifiable information you provide. To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by the researchers and any study information sent to the sponsor. Instead, you will be identified by a code. 
The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.
All future use of the information collected will be strictly controlled in accordance with the Privacy Act, 2020. 
Your identifiable information is securely held at the Auckland University of Technology, North Campus during the study. After the study is completed all data is transferred to a secure archiving site and stored for at least 10 years, then destroyed.  All storage will comply with local and/or international data security guidelines. 
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.
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 the lead researcher (Sarah Candy). 
Rights to withdraw your information.

You may withdraw your consent for the collection and use of your information at any time, by informing the interviewer of lead researcher. If you withdraw your consent during the study, your study participation will end.  
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 at which point it may be impossible to withdraw data provided.
What happens after the study or if I change my mind?

If you change your mind during the study you should contact the lead researcher. You may ask for any information collected about you to be deleted when you withdraw, unless you withdraw after the study analyses have been undertaken. 
Can I find out the results of the study?
You will be provided with a summary of study results, if requested, within 3 months of the end of the study.

Who is funding this study?

This study has been funded by a research grant from the MedTech CORE.

Who has approved this 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 A 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:
Name: 

Sarah Candy
Phone: 

021 414908
Email: 

scandy@middlemore.co.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@advocacy.org.nz

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

Name: 

Dr Helen Wihongi – Māori Health Research

Phone: 

+64 9 486 8920 ext. 43204

Email:  

helen.wihongi@waitematadhb.govt.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
Thank you for taking time to read about this study. 
Please keep this sheet for your information.
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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.  
	(

	· 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 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.
	(

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

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

	· I understand my responsibilities as a study participant.
	(

	· 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 would be happy to undertake a follow up interview on completion of the study
	Yes (
	No (

	· I would be happy to be contacted about extending this research in the future
	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:                                                                       Researcher’s contact number:

	Signature:
	Date:
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