[Insert Site Logo]
Consent Form – Person Responsible

	Title
	[Project Title]

	Short Title
	[Short Project Title]

	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator/
Principal Investigator
	[Coordinating Principal Investigator/
Principal Investigator]

	Associate Investigator(s)
(if required by institution)
	[Associate Investigator(s)]

	Location (where CPI/PI will recruit)
	[Location where the research will be conducted]



Declaration by Person Responsible

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 give permission for the participant’s doctors, other health professionals, hospitals or laboratories outside this hospital to release information to [Name of Institution] concerning the participant’s disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to the participant participating in this research project as described and understand that I am free to withdraw them at any time during the research project without affecting their future health care. 

I understand that I will be given a signed copy of this document to keep.

	
	
	
	

	
	Name of Participant (print)
	
	

	
	
	
	

	
	Signature of Participant
(Optional: remove if not required)
	
	Date
	
	

	
	
	
	
	
	

	
	Name of Person Responsible (print)
	
	

	
	
	
	

	
	Signature of Person Responsbile
	
	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 Person Responsible’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 Person Responsible 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. 

Optional paragraph:
I understand that, if I decide to discontinue the participant’s study treatment, a request may be made for them to attend follow-up visits to allow collection of information regarding their health status.  Alternatively, a member of the research team may request my permission to obtain access to the participant’s medical records for collection of follow-up information for the purposes of research and analysis.

Additional component to be added to the consent section when the research project involves the collection, storage, testing and analysis of blood or tissue.

If there is an option for blood or tissue samples to be taken and stored for this or further research, it is suggested that consent to the use and storage of tissue be separate from the general consent to participate in the study. This is because it is often the case that participation in the testing and further storage of tissue is contemplated as a separate option for the participant. By utilising an additional consent component (either integrated into the main project Consent Form or through use of a separate additional Consent Form) for this aspect of the research, Person Responsible can, in some cases, still consent to the main study but not the additional use of tissue/genetic testing component.

If you choose to integrate this component into this Consent Form, the following phrase should be inserted: 
I consent to the storage and use of blood and tissue samples taken from the participant for use, as described in the relevant section of the Participant Information Sheet, for:
• This specific research project
• Other research that is closely related to this research project
• Any future research 
[bookmark: _GoBack]
If appropriate, include the following statement:
By signing this consent section, I agree to the use of the participant’s tissue samples for genetic testing, as outlined in the relevant section of the Participant Information Sheet. If genetic testing is optional, make this clear.

If the study contemplates the use of tissue samples obtained from previous surgery/procedures, a separate specific consent should be obtained for this additional use of tissues previously taken and stored. In this situation, include the following statement:

By signing this consent section, I agree to the use of tissue samples obtained previously from the participant’s routine biopsy or surgery for the purposes of additional testing for [Test to be performed on tissue(s)].
	
	
	
	

	
	Name of Participant (print)
	
	

	
	
	
	

	
	Signature of Participant
(Optional: remove if not required)
	
	Date
	
	

	
	
	
	
	
	

	
	Name of Person Responsible (print)
	
	

	
	
	
	

	
	Signature of Person Responsible
	
	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 Person Responsible’s Signature (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.

	

	
	Name of Study Doctor/
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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