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   Participant Information Sheet/ Consent Form
   Central Adelaide Local Health Network (CALHN)

Title: Chronic Obstructive Pulmonary Disease (COPD) management at home to reduce emergency department presentations: a randomised controlled, feasibility trial
Short Title: COPD at home
Coordinating Principal Investigator: Mrs Karen Royals
Principal Investigator: Dr Kristin Carson, Mrs Mary Young, Professor Brian Smith
Associate Investigators: Mrs Kathryn Lawton, Dr Aeneas Yeo, Mr Joseph Van Agteren, Ms Zoe Kopsaftis, Dr Zafar-Ahmad Usmani
Location: The Queen Elizabeth Hospital (TQEH) and The Royal Adelaide Hospital (RAH)

What does my participation involve?

Introduction 
You are invited to take part in this research project because you have a diagnosis of COPD. The research project is aiming to compare the current standard of care for managing an exacerbation of your symptoms with a new exacerbation plan to determine whether one plan is more effective in reducing your need to present to the hospital emergency department.
 
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and questionnaires involved in the research.  Knowing what is involved in this study will help you decide if you want to take part in the research.

Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or local doctor.

Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

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 the tests and questionnaires described for this research 
• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.

BACKGROUND TO THE STUDY
What is the purpose of this research?
Chronic Obstructive Pulmonary Disease (COPD) is a common condition which affects up to 40% of Australians over 40 years of age and is the second largest cause of preventable hospital admissions in the country. There is a need to find ways to help people manage this condition in a safe way at home without 
always presenting to a hospital emergency department. 

The aim of this study is to compare the effect of the standard COPD exacerbation management plan with with standard COPD management  plus the COPD at Home Service effect of a new COPD exacerbation management plan in a group of about 40 people with COPD.
By doing this research we hope to show which plan is most worthwhile and the benefits  of an intervention which includes respiratory nursing support during the day and SA Ambulance Service after hours.beneficial for patients and the wider community, and which plan reduces emergency department presentations most. 

What does participation in this research involve?
All participants will receive the standard COPD exacerbation management plan: education and a written management plan (also known as an ‘action plan’) on how to manage symptoms of an exacerbation of your COPD; and be provided with an emergency pack of medications if you do not have one.

If you are eligible for the study you will be randomly assigned (like a toss of a coin) to one of two groups: the control group receiving the standard COPD exacerbation management will continue their current management of COPD as advised by their respiratory health professionals plan OR the intervention (new plan) group whom will receiveing the standard COPD exacerbation management plan plus additional support from the Central Adelaide Local Health Network Respiratory Nursing Service during office  hours and extended care paramedics (ECP’s) of the SA Ambulance Service after hours, on weekends and public holidays. 

 You You  will be invited to complete a baseline assessment at the Respiratory Medicine Department at TQEH. If you are unable to come to TQEH, a home-visit may be scheduled. During this baseline assessment you will have to fill out several questionnaires, perform an exhaled breathing test for carbon monoxide and a lung function test if you have not had one done in the past twelve months. If allocated to the control group you will only need to complete this baseline assessment. The baseline assessment helps us determine your current health status, so we can see how our study affects individual patients.    and will take between 60 and 90 minutes to complete. During this appointment pParticipants in both the intervention groups will also be invited to complete the baseline assessment and will receive detailed information on how to effectively use your medication and how to manage an exacerbation of your COPD symptoms. You will be provided with an information pack on how to manage COPD, be given a COPD Action Plan and Emergency pack to manage your COPD exacerbations if you do not have these, and have the opportunity to discuss the information provided.

The baseline assessment and the appointment with the respiratory nurse is estimated to take between 60 and 90 minutes. Travel costs to TQEH for the clinic appointments will not be reimbursed but there is 2 hours of onsite free parking, fees will occur after this time.
The respiratory nurse will contact you for follow-up one week after your baseline assessment and again at three months. During this fifteen-minute phone-call the respiratory nurse will check up on your health and the way you are managing your COPD. 
At six months, you will be required to participate in a follow-up assessment at TQEH or at home by negotiation. This assessment will be similar to the baseline assessment. 

What do I have to do?
You must have your own SA Ambulance Cover to participate in this research project. If you cease to have SA Ambulance Cover please notify the COPD at Home Service as you will no longer be able to participate. Participating in this research project does not impose any restrictions to your lifestyle or diet. Continue to take your medication and other medical therapies as advised by your health professionals. You need to be available to attend the Respiratory Medicine Unit at TQEH for initial assessment and again 6 months later for a final assessment. If this is not possible, the assessments may be completed in your home.



Other relevant information about the research project
To be eligible for this research you must have a diagnosis of COPD, have SA Ambulance Service Cover/membership and had two emergency department presentations for COPD exacerbations in the last 12 months. There will be 40 participants recruited who have presented at either RAH or TQEH.

If you decide to participate in this research project, the study doctor will inform your local doctor.

Do I have to take part in this research project?
Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with The Queen Elizabeth Hospital or Royal Adelaide Hospital.

What are the possible benefits in taking part?
We cannot guarantee or promise that you will receive any benefits from this research, however possible benefits may include: improved knowledge to manage an exacerbation of COPD when your symptoms deteriorate, or improved communication with your local doctor about your health care needs.

What are the possible risks and disadvantages of taking part?
Given that this research is an evaluation of clinical practice, it is not expected that you will experience any disadvantages or risks as a result of this research. However, tell your study doctor or nurse immediately if a situation does occur so the best way to manage these events is discussed. If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange counselling or other appropriate support. Any counselling support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge.

Can I have other treatments during this research project?
Whilst you are participating in this research project, you will be able to take all of the medications or treatments you have been taking for your condition or for other reasons. It is important to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor or nurse about any changes to these during your participation in the research project. 
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What if I withdraw from this research project?
If you decide to withdraw from this research project, please notify a member of the research team before you withdraw.  If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the research team up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them if you withdraw from the research project.

Could this research project be stopped unexpectedly?
It is not expected that this research project will be stopped unexpectedly.

What happens when the research project ends?
As would be normal practice you should continue to contact you General Practitioner and/or respiratory doctors for any exacerbation management advice.




Will I be informed about the results of the study? 
If you wish to know the results of the whole study, please notify us at one of your visits, and you will be provided with the published results and have the opportunity to discuss the study findings by phone.

How is the research being conducted?

What will happen to information about me?
By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. Any data collected from you during this study will be coded so that your identifiers eg name, date of birth, contact details are not present within the study data. The coordinating investigator will hold a separate link of the study code with your identifiers which will be stored securely. This means that your data is re-identifiable to enable the investigator to add new data or check the accuracy of the entered data.de-identified, meaning that any results will not be able to be traced back to you as an individual. Any data that is collected electronically will be stored on a password protected computer, accessible by relevant research staff only. If there are any paper based records obtained, these will be stored in a locked cupboard, again, accessible only by relevant research staff. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.

Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form, you agree to the research team accessing health records that are relevant to your participation in this research project.

It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified. We will not be presenting or reporting on individual data, but using standard average values across the entire group of participants.

In accordance with relevant Australian and/or South Australian privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document if you would like to access your information.
Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.

Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital. Your participation in this study will not affect your rights to compensation under common law.

Who is organising and funding the research?
This research project is being conducted by Karen Royals. No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

Who has reviewed the research project?
All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of The Queen Elizabeth Hospital/Lyell McEwin Hospital/Modbury Hospital.
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.




Further information and who to contact
The person you may need to contact will depend on the nature of your query. 
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on 82227966 or any of the following people:

Clinical contact person

Name:	            		Karen Royals
Position:		Chronic Respiratory Disease Nurse, The Queen Elizabeth Hospital
Telephone:		08 81334060 or 0401 678 250
Email:				karen.royals@sa.gov.au

OR

Name:	            		Professor Brian Smith
Position:		Director, Respiratory Medicine, The Queen Elizabeth Hospital
Telephone:		08 8222 7966

For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

Complaints contact person 
Name:	         		Bernadette Swart
Position:		Manager, CALHN Research Office	
Email:			Health.CALHNResearchGovernanceIPContracts@sa.gov.au

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

Reviewing HREC approving this research and HREC Executive Officer details

Reviewing HREC name:	The Queen Elizabeth Hospital Human Research Ethics Committee
HREC Executive Officer:	 Ms Heather O’Dea
Telephone:		08 8222 6841
Email:			Health.CALHNResearchEthics@sa.gov.au






				

CONSENT FORM


Title:  Chronic Obstructive Pulmonary Disease (COPD) management at home to reduce emergency department presentations: a randomised controlled, feasaibility trial
Short Title: COPD at home
Coordinating Principal Investigator: Karen Royals
Principal Investigator: Brian Smith
Location: The Queen Elizabeth Hospital and The Royal Adelaide Hospital
Declaration by Participant
· I have read the Participant Information Sheet 
· I understand the purposes, procedures and risks of the research described in the project.
· I have had an opportunity to ask questions and I am satisfied with the answers I have received.
· I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the project without affecting my future health care.
· I understand that I will be given a signed copy of this document to keep.
· I understand my General Practitioner will be informed of my participation.
I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to The Queen Elizabeth Hospital concerning my condition and treatment for the purposes of this project. I understand that such information will remain confidential. 
Name of Participant (please print)		

Signature_____________________________________	                       	Date____________________

Name of Witness* to Participant’s Signature (please print)		

Signature ____________________________________			Date____________________	

* Witness required if participant cannot read or their representative cannot read. Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older

Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

Name of Study Doctor/Senior Researcher† (please print)		

Signature _____________________________________			Date _____________________	
† A senior member of the research team must provide the explanation of, and information concerning, the research project. 
Note: All parties signing the consent section must date their own signature.



       









    Form for Withdrawal of Participation - Adult providing own consent

Title:  Chronic Obstructive Pulmonary Disease (COPD) management at home to reduce emergency department presentations: a randomised controlled, feasaibility trial
Short Title: COPD at home
Coordinating Principal Investigator: Karen Royals
Principal Investigator: Brian Smith
Location: The Queen Elizabeth Hospital and The Royal Adelaide Hospital

Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with The Queen Elizabeth Hospital.

	Name of Participant (please print)

	

	

	Signature
	
	 Date
	



In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	






Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.

Name of Study Doctor/Senior Researcher† (please print)		

Signature _____________________________________			Date _____________________		
† A senior member of the research team must provide the explanation of, and information concerning, the research project.  

Note: all parties signing the consent section must date their own signature.  
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