Participant Information Sheet/Consent Form 
Non-Interventional Study - Adult providing own consent
	Title
	Information Sharing for Possible Clinical Trial Participation

	Location 
	Austin Health, 145 Studley Road, Heidelberg, VIC 3084




Part 1           What does my participation involve? 
1   Introduction 
We are asking for your permission to share a small amount of health information with an external company involved in a research project. This is because your doctor has identified there may be a suitable research project for you. In order to reserve a place in the potential research project for you, your study doctor would like to share some of your data with the external company responsible for the research project. The type of information we would like to share includes information about you and health information from your medical records. 
This Participant Information Sheet/Consent Form tells you about the data collection involved. Knowing what is involved will help you decide if you agree to the information sharing. 
If you decide you want to share your data, 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 sharing your data.
• Consent to the use of your personal and health information as described.
2   What is the purpose of this data collection? 
The purpose of sharing your data is to assess whether allocation of a slot in a research project may be suitable for you. 
What is Slot Allocation? 
Slot allocation refers to the process of assigning a participant an opportunity to enroll in a research project. Some projects have a limited number of available places. By securely sharing your information with a trusted third party, we can assess whether a project is suitable for you and help reserve a slot if appropriate. Providing this data does NOT guarantee participation in a research project. 
If the data you share suggests that a research project could be a good treatment option for you, we may reserve a slot for you. After that, you might need extra tests or examinations to confirm that the research project is the right choice for you. 
3   What does participation in this research involve? 
You will be asked permission for the following data to be shared with a sponsor: 
· Year of birth 
· Gender 
· Disease type 
· Disease status such as its stage and any known genetic changes (mutations).
· Prior treatments given for your disease 
· Current medications 
This information has already been collected by your doctor and/or other healthcare providers, by signing this consent form you are agreeing to the previously collected data being shared with the external company. 
4   Other relevant information about data sharing 
There are no costs associated with participating in this data-sharing, nor will you be paid. 
5   Do I have to take part in this data sharing? 
Participation in the sharing of your data is voluntary. If you decide to take part and later change your mind, then you are free to withdraw from the data sharing at any time by informing your doctor and no further data will be shared with the sponsor. However, any data previously collected will be kept by the sponsor. If you decide not to participate in the data sharing, this will not affect your routine treatment, your relationship with your doctor and his/her staff, or your relationship with Austin Health. 
If you do decide to take part, then you will be given this data sharing consent form to sign and you will be given a copy to keep. 
6   What are the alternatives to participation? 
You can choose not to have your data shared. If you decide that you do not want to participate in the information sharing, this may affect your ability to participate in a research project. Your study doctor will discuss other treatment options with you. 
7   What will happen to my data? 
The information sent to the external company as part of the slot allocation process will not contain any identifying information (your full name, date of birth and address etc). No one will be able to identify you personally from your information, except your study doctor and the study team, who will be able to match the data provided with your name, if necessary. 
By signing the consent form you are consenting to the collection and use of information about you which includes your personal, health and sensitive information. Any data that can identify you will remain confidential. Your data will only be used for the purpose of slot allocation, and it will only be disclosed with your permission, except as required by law. 
Your information will be kept for up to 5 years by the external company. 
Information about your participation in this data sharing will be recorded in your medical records. 
In accordance with relevant Australian and Victorian privacy and other relevant laws, you have the right to request access to your information collected and stored by the study team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information. 
8.   Who has reviewed the data sharing? 
The data sharing request is related to a research project. All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). 
This data sharing request process will be carried out according to the National Statement on Ethical Conduct in Human Research 2023 (including all updates). This statement has been developed to protect the interests of people who agree to participate in human research studies. 
9.  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, you can contact your doctor on [phone number] or any of the following people: 
Clinical contact person 
	Name 
	

	Position 
	

	Telephone 
	

	Email 
	


After hours you can call the hospital switchboard on 03 9496 5000 and ask for the [Haematology/Medical Oncology registrar] on call.
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 
	Position
	Complaints Officer

	Telephone
	03 9496 3566

	Email
	feedback@austin.org.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 consent form and HREC Executive Officer details 
	Reviewing HREC name
	Austin Health Human Research Ethics Committee

	HREC Executive Officer
	Director of Operations, Discovery & Innovation Unit

	Telephone
	03 9496 4090

	Email
	research@austin.org.au
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U.R Number  ……………………………………

Surname  ……………………………………….

Given Name(s) …………………………………

Date of Birth  ..…………………………………..

AFFIX PATIENT LABEL HERE

Participant Information & Consent Form for Clinical Trial
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Consent Form - Adult providing own consent
	Title
	Information Sharing for Possible Clinical Trial Participation

	Location 
	Austin Health, 145 Studley Road, Heidelberg, VIC 3084


Consent Agreement 
I have read the Participant Information Sheet or someone has read it to me in a language that I understand. 
I understand the purpose of data sharing described in the consent form.

I have had an opportunity to ask questions, and I am satisfied with the answers I have received. 
I freely agree to the sharing of my data 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. 

Declaration by Participant – for participants who have read the information 
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	



[bookmark: _Hlk183781438]
	[bookmark: _Hlk5285935]Declaration - for participants unable to read the information and consent form
See Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 Section 4.8.9. A legally acceptable representative may be a witness*.
Witness to the informed consent process
Name (please print) __________________________________________________________

Signature _______________________________ Date ______________________________
 * Witness is not to be the Investigator, a member of the study team or their delegate. Witness must be 18 years or older.





Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the data sharing process, 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 study. 

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

Withdrawal of Participation - Adult providing own consent
	Title
	Information Sharing for Possible Clinical Trial Participation

	Location 
	Austin Health, 145 Studley Road, Heidelberg, VIC 3084



Declaration by Participant

I wish to withdraw from participation in the above data sharing and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Austin Health. 

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	



[bookmark: _Hlk523387036]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 risks of withdrawal, 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 study. 

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