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[bookmark: _Hlk236819766][image: A close up of a sign

AI-generated content may be incorrect.]Participant Information 
and Consent Form

[Note for researchers: In this template, guidance/explanations for researchers are written in dark blue within square brackets [ ].  These are to be deleted (including this paragraph) as you develop the PICF. The text in light blue within arrow brackets < > are to be filled in appropriately or deleted where not relevant. Once filled in, all text should be changed to dark purple (#634B78) for printing.] 

[This template is for low risk projects that involve participants. Low risk research means that the only foreseeable risk to participants is mild discomfort or a minor burden.]

	Short Name of Project
	<Short name of project> 

	Full Name of Project
	<Full name of project>

	Principal Investigator
	<Principal Investigator>

	Project Sponsor
	<Project sponsor in Australia> [This is the organisation/company responsible for the project]

	Site Name
	<Name of site> 



[image: Icon

Description automatically generated] What am I being invited to do?
We, <the project team>, invite you to take part in a project that <key research topic/question>. You have been invited to take part because <reason>.
If you take part, we will ask you to <provide a brief summary of what they need to do in the project>.
Around <number of people> will take part in this project. They will be from <hospitals/sites around Australia>.
[bookmark: _Hlk167543139]Please read this information and ask us any questions. You can also talk to someone you trust, like a family member, friend, or your doctor. You can take some time to make up your mind. You get to decide whether this project is right for you.
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Description automatically generated] What is the purpose of this project?
In this project, we will <short description of what the project is about>.
[Include a brief description of project background, treatment, including whether it is approved by the TGA, and other relevant information. Keep this brief. Use short sentences and paragraphs.  
Also include a sentence of how you plan to share/use the information you discover in the project. For example: “We hope the results of this project will inform…”
If you need to provide more detailed information, provide it as supplementary information in the ‘where can I find out more information’ section. See the User Guide for details on providing supplementary information.]

[image: A blue and white sign with a question mark

AI-generated content may be incorrect.]Do I have to take part, and can I change my mind?
Taking part is up to you
You get to decide whether you take part in this project. You can say yes or no. Your decision will not affect your relationship with your doctor or the hospital.
You can change your mind at any time
If you do take part, you can stop at any time. If you want to stop, please tell someone in the project team. You do not have to tell us the reason.
Once you stop taking part, we will not <add information here about what you will do if a participant chooses to stop taking part e.g. do any more project visits, or collect additional information from your medical records>. We will keep the information we have already collected about you. This is so we can measure the project results properly. Please only join this project if you are happy with this approach.
The project might stop for other reasons
We might need to stop the project while you are taking part. If this happens, we will explain the reasons to you.
We may also ask you to stop taking part in the project if it is no longer in your best interests. If this happens, we will discuss this with you.



[image: A blue and white checklist

AI-generated content may be incorrect.] What do I have to do if I take part?
If you take part in this project, you will be in it for <duration of project involvement>.
[or the following]  
If you take part in this project it will take approximately <time commitment> of your time.
The table below outlines what you need to do in this project. For more information, <please ask a member of the project team>.
[The table below can be changed as needed for your project. Remember to keep the explanations concise and relevant to the reader. Make sure to include:
· How the activity will be completed: online, in-person, by phone, etc.
· How long the activity will take
· A short description of what the activity involves
· Whether the activity is mandatory or optional
· Any particular requirements or access to intervention after the project finishes]

	What part of the project?
	What do I have to do?

	When you start the project
	[Include screening activities if relevant]


	During the project
	[Include any activities during the project, including optional additional activities to which participants may be asked to consent to]

	At the end of your project participation
	[Include any relevant information such as receiving vouchers or compensation if applicable]

	After the project completes
	We will send you a plain language summary of the results of the project if you would like to receive it. 
[Note: you should provide at minimum a plain language summary, but do not promise to provide information that you may not be able to carry through with. Ensure you collect email or postal address for distribution of information.]





Your time and expenses
[Delete this subheading and following text if it is not relevant to your project. Choose option 1, 2 or both below if this section is relevant.]
[Option 1:] This project will take <number of hours/days> of your time. To thank you for your time, we will give you <x amount of money and/or other item>.
AND/OR
[Option 2:] We will reimburse you for some of your out-of-pocket expenses while you are taking part in this project. We will reimburse you for <parking/meals/other>. 
[Include information about the method and timing of payments or reimbursements.]

 [image: A picture containing text, clipart

Description automatically generated] What are the benefits of taking part?
By taking part, you will help the researchers understand more about <project topic>. This knowledge may help people in the future. 
You <may/may not> directly benefit from taking part in this project.
[Include other potential benefits here, such as helping others or increased monitoring.] 
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Description automatically generated] Are there any risks or discomforts in taking part?
There are no potential risks of harm or discomfort to you from taking part in this project.   If you choose to take part you will need only to give some of your time to <complete the questionnaire/visit the hospital/other> as described on page <put in page> above.

[image: ] How will my information be used?
[Keep this short and simple but include:
· how you will collect information/tests 
· whether you will collect it from a third party and if they will access/analyse participants information. 
· how long and where the information will be kept
· whether and how information or results will be shared with the participant
· whether you will share information with others as a part of this project e.g. healthcare professionals, analytical services, transcription services, or if legally obligated.
· The right of participants to be told what information has been collected about them and the opportunity to correct information if it is incorrect
· That consent to participate includes consent for certain project information to be made available for publication and, if relevant, data repositories. This should include the limitations on what information will be shared in this way to maintain privacy protections (e.g., aggregated data, minimal data).
[bookmark: _Hlk236742145][Example below to be edited as required]
Your <measurements/survey/interview/focus group> will be <carried out/facilitated> by < researcher/third party service/other>. The information collected will be kept on secure computers that will only be accessed by those involved in your care and the research team. You can receive the <measurements/information collected> if you choose to. 
[bookmark: _Hlk236742312]<The recordings will be sent to a professional transcription service who must agree and sign to maintaining confidentiality.> Personal information (including your name, date of birth and address) will be removed and replaced with a unique study code. Only the minimum, necessary data will be shared with study researchers. <This maintains your privacy, while allowing our study team to link any research findings back to you if necessary. This will be important if there are findings that have implications for your future health care, so that it may be possible to contact you to return these results.>
At the end of this project, we hope the outcomes will be published in a <medical/scientific> journal. However, there will be no information or results that are identifiable to you or any other participant. 
Breach of confidentiality
[Delete this subheading and following text if it is not relevant to your project.]
In this focus group, we will talk about <insert topics e.g. sensitive topics>. There is a chance that other people in the group could share information from the focus group with others outside of this project. We will remind everyone who takes part that they must keep what they hear in this focus group confidential and not share it with others.
During the project, if you have concerns about how your personal information is managed you can contact <complaints person> listed at the end of this information form.
[image: Icon

Description automatically generated] Who is running and paying for this project?
[Include:
· The name of the sponsor and institutions running the project
· How the project is being funded
· Any other parties involved if relevant
· Benefits for the people running the project]

[image: A blue and white check mark on a clipboard

AI-generated content may be incorrect.] Who has reviewed and approved this project?
All research in Australia involving people 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 Darling Downs Health HREC.
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2025). This statement has been developed to protect the interests of people who agree to participate in human research studies.
[image: A white and blue logo

AI-generated content may be incorrect.] Key contacts and where to find more information
The person you may need to contact will depend on the reason for your enquiry.  
For further information about the project, or if you have concerns related to your involvement in the project, for example <your time availability/other> you can contact any of the following people in the research team: 
Research Team Contacts:
	<insert title and name>

	< insert position on research team>
< insert telephone>
<insert email address>

	<insert title and name>

	< insert position on research team>
< insert telephone>
<insert email address>



If you have a complaint about any aspect of the project, such as the way it is being conducted, the management of your health information, or any questions about being a participant in general, then you may contact the Research Ethics and Governance officers: 


General questions or complaints:
	Research Ethics and Governance Officers
	Telephone: (07) 4699 8449 or 0448 014 856
Email: DDHHS-RESEARCH@health.qld.gov.au


[bookmark: _Hlk236744646]
[For low-risk Clinical Trials include the following]:
[bookmark: _Hlk236744619]For Complaints:
	Consumer Liaison 
	Telephone: (07) 4616 6152
Email: Consumer_Liaison_DDHHS@health.qld.gov.au




Signature Page
[A copy of the signature page, signed by both researcher and participant should be provided to the participant, as well as kept by the researcher]
	Short Name of Project
	<Short name of project> 

	Full Name of Project
	<Full name of project>

	Principal Investigator
	<Principal Investigator>

	Project Sponsor
	<Project sponsor in Australia> [This is the organisation/company responsible for the project]

	Site Name
	<Name of site> 



	Consent to take part in this project: this means you can say NO

	By signing this consent form, I acknowledge that:
· I freely agree to take part in this project
· I understand that I can stop taking part in the project at any time
· I have read, or have had read to me, the information provided about this project and understand what is involved including the use of my personal information
· I have had the opportunity to consider the information, ask questions and am satisfied with the answers I received
[If they apply to this project, include the following statements:]

· <I give permission for my medical records to be accessed for the purposes of this project>
· <I give permission for audio/video recordings of interviews/focus groups>


	Consent to future use of information
[Delete section if not relevant – if kept in, please include relevant information in your Protocol Data Management Plan]
	Yes
	No

	
	
	

	I agree to my <individual/more detailed> data being collected, stored and shared for 
· any future research (If Yes, below responses are not required)
	



£
	



£

	· Research projects that are closely related to this one
	£
	£

	· Research projects that are being done in Australia
	£
	£

	· Research projects that are being done by non-commercial organisations
	£
	£

	Consent to optional parts of this project 
[Delete section if not relevant]
	Yes
	No

	I agree to <other optional aspects of participation, e.g. consent to videography, sub-project participation, etc.>.
	

£
	

£



[Make sure you set up the signature blocks to cover all the signatures relevant to your project. See User Guide for more guidance.]
Person taking part in the project
Signature: ______________________________________________ Date: ______________
Name: _________________________________________________

<Person conducting the informed consent discussion>
I have explained the research project, its procedures and risks to the potential participant and I believe they have understood that explanation.

<Signature: ______________________________________________ Date: ______________
Name: __________________________________ >

<Witness (where decision-maker has required assistance to read this form)
Signature: ______________________________________________ Date: ______________
Name: __________________________________ >


Participant Withdrawal Form
Each person must sign and personally date this consent form
	Short Name of Project
	<Short name of project> 

	Full Name of Project
	<Full name of project>

	Principal Investigator
	<Principal Investigator>

	Project Sponsor
	<Project sponsor in Australia> [This is the organisation/company responsible for the project]

	Site Name
	<Name of site> 


You can withdraw from your participation in the project at any time and by any means. 
Signing this withdrawal form is not a mandatory requirement for you to withdraw. You can also contact any of the names provided in the list of contacts in the information form to tell us of your decision to withdraw. 
By signing this withdrawal form, I confirm that I wish to stop taking part in this project.  I understand that this will not affect my relationship <with my doctor/health professional> or <with the hospital/health service>.
[Option 1:] I understand that once I stop taking part, you will not collect any more information about me and you will destroy your copy of any information you have collected about me. 
OR
[Option 2:] I understand that once I stop taking part, I will not do any more project visits. You will keep the information you have already collected about me so that you can measure the results properly.


[Delete the following section if not relevant]
	Consent to further collection of data
	Yes
	No

	I give consent for you to keep collecting information from my medical records.
	
	

	[update to include any further consents or advice required depending on your project.]
	
	

	I agree to <other decisions as required>
	
	


[Make sure you set up the signature blocks to cover all the signatures relevant to your project. See User Guide for more guidance.]

Person taking part in the project
Name: _________________________________________________ Project ID: __________
Signature: ______________________________________________ Date: ______________

Person conducting the withdrawal discussion
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: ____________________________________________________________________ 
Signature: ______________________________________________ Date: ______________

[Include additional signature blocks as needed, listing the relationship to the person taking part for each.]
Relationship to the person taking part: ________________________________________
Name: ____________________________________________________________________ 
Signature: ______________________________________________ Date: ______________

Each person must sign and personally date this withdrawal form.
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