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Participant Information Sheet/Consent Form


	[bookmark: _Hlk119322169]Title
	Measuring individual differences in pain during burns dressing change

	Short Title
	Burns dressing change pain.

	Coordinating Principal Investigator
	Andrew Frank

	Principal Investigator
	Prof. Fiona Wood

	Associate Investigators
	Prof. Peter Drummond, Ass. Prof. Ann-Maree Vallence

	Location 
	Fiona Stanley Hospital





1	Introduction
You are invited to take part in this research project, Measuring burns dressing change pain and predictive factors. This is because you have presented to Fiona Stanley Hospital burns unit for treatment for a burn injury.  
The research project is aiming to measure the intensity of pain experienced by patients as they undergo routine burns dressing change procedures. We are also investigating what individual psychological factors may be responsible for increased or decreased pain intensity during these procedures. We will also investigate if pain changes in response to distraction and how this interacts with the psychological factors being measured.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and research involved. Knowing what is involved will help you decide if you want to take part in the research.
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 research that are described
• 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.



2 	What is the purpose of this research?
The purpose of this research is to measure individual differences in response to pain experienced in burns dressing changes. We are looking to investigate if individual psychological traits influence pain intensity, and if these also predict responses to distraction.  Your participation in this research will be invaluable as we wish to form a broad picture of which features influence pain during dressing changes in the West Australian population.
The aim is to see if we can predict how patients will respond to pain to design interventions and deliver more personalised healthcare and pain management.
This project also forms part of a Masters by Research at Murdoch University, under supervision of the associate investigators listed above.
3	What does participation in this research involve?
We will ask you to complete a few short surveys designed to measure individual traits before your next dressing change and just prior to your discharge. You will also rate your pain in several ways before and after each dressing change before your discharge. 
4	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 treatment, your relationship with those treating you, or your relationship with Fiona Stanley Hospital.

6	What are the possible benefits of taking part?
There will be no benefit to you for taking part in this research, but we hope this work will lead to improved pain management for patients in the future.

7	What are the possible risks and disadvantages of taking part?
There are no risks associated with this research. Filling out questionnaires can feel burdensome, but we have kept this to a minimum. 

8	What if I withdraw from this research project?
If you decide to withdraw from this trial, your data until the point of your withdrawal will be used in analysis, but you will not be required to do anything further as part of the research project. 

9	What happens when the research project ends?
We expect to complete this project within 18 months. At the end of the 18 month period if you would like to be notified of any publications or results that arose from the project, please let the researcher know and you can be added to a mailing list. 

10	What will happen to information about me?
By signing the consent form you consent to the research staff collecting and using personal information about you for the research project. Data from your participation will be securely stored on password-protected WA Health servers. It will not be shared with outside parties prior to deidentification. Your information will be deidentified for analysis and publication, and this deidentified information is what will be stored for 15 years per Department of Health guidelines. At the end of this time, any digital copies will be permanently deleted from health servers 
In any publication or presentation, information will be provided in such a way that you cannot be identified. By signing the consent form you agree to the research team accessing health records if they are relevant to your participation in this research project. 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. Your deidentified data may be transferred to Murdoch University staff involved in this research project, and it will be stored on secure password protected Murdoch OneDrive servers. 
11	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 South Metropolitan Health Service Ethics Committee (Reference  RGS6545).
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2023. This statement has been developed to protect the interests of people who agree to participate in human research studies.

12	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 or any of the following :

Clinical contact person
	Name
	Professor Fiona Wood

	Position
	Director of the Burn Service

	Phone number
	0480 370 824

	Email
	Fiona.Wood@health.wa.gov.au




Complaints contact person
	Contact person
	Manager, South Metropolitan Health Service Research Support and Development Unit

	Telephone
	08 6152 2064

	Email
	smhs.rgo@health.wa.gov.au




	Reviewing HREC name
	South Metropolitan Health Service Human Research Ethics Committee

	HREC Executive Officer
	Ethics Coordinator

	Telephone
	08 6152 2064

	Email
	Smhs.hrec@health.wa.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
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Consent Form

	Title
	Measuring individual differences in pain during Burns Dresing change

	Short Title
	Burns Dressing Change Pain

	
	

	Coordinating Principal Investigator/
Principal Investigator
	Andrew Frank / Prof Fiona Wood

	Associate Investigator(s)
(if required by institution)
	 Prof. Peter Drummond, Ass. Prof. Ann-Maree Vallence

	Location 
	Fiona Stanley Hospital



Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand. 

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.


	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	



Under certain circumstances (see Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 at 4.8.9) a witness* to informed consent is required 
	

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

	

	
	Signature
	
	 Date
	
	

	


* 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

It is recommended that this form NOT be included as part of the PICF itself, but that it be developed at the same time and made available to researchers for later use, if necessary.

	Title
	Measuring individual differences in pain during Burns Dresing change

	Short Title
	Burns Dressing Change Pain

	
	

	Coordinating Principal Investigator/
Principal Investigator
	Andrew Frank / Prof Fiona Wood

	Associate Investigator(s)
(if required by institution)
	 Prof. Peter Drummond, Ass. Prof. Ann-Maree Vallence

	Location 
	Fiona Stanley 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 Fiona Stanley 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 withdrawal from the research project. 

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