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	HUMAN RESEARCH ETHICS COMMITTEE

Appendix A – Use of Human Biospecimens


If your research involves the collection and use of human biospecimens or use of already collected human biospecimens, this form must be completed and attached to your ethics application as an appendix.
Human biospecimens refers to any material obtained from a person including tissue, blood, urine, sputum and any derivative from these, including cell lines. Refer to Chapter 3.4 of the National Statement.
If the human biospecimen samples will be used to extract genetic material for research purposes, refer to Chapter 3.5 of the National Statement. Genetic Material refers to; a gene, a part of a gene, a group of genes, a DNA molecule, a fragment of DNA, a group of DNA molecules, or the entire genome of an organism.
Part A – for prospective collection of biospecimens for research purposes
Parts B – for already collected and stored biospecimens
Part C – Researcher/s Declaration Page
PART A – 
For prospective collection of biospecimens for research purposes

1. Source of the Biospecimens
a)
What is the source of the biospecimen? (Type an X to all that apply)
	· General members of the public
	     

	· Patients undergoing medical procedures or treatment
	     

	From a third party:
	

	· Biobank
	

	· Clinical pathology service
	

	· Health Care provider
	

	· Research Institute 
	

	· Commercial organisation
	

	· Autopsy (Refer to NS 3.4.5)
	

	· Other (provide details in 1b) below)
	


b)
Provide details regarding the source of the biospecimens/s below including the name of the third party providing the biospecimens if applicable.
	     


2. Biospecimen type

Provide details below on the type of biospecimens and number of samples to be collected for this research project.  
	     


3. Method of Collection of Biospecimens

Provide details below on who will collect the biospecimens and the qualifications/experience they have and how the samples will be collected (Refer to NS 3.4.1).
	     


4. Consent for the Collection and Use of Biospecimens

Provide details on how consent will be obtained (if not already explained in the core application).

	     


Section 3.4.2 of the National Statement states that consent of donor(s) should be obtained and recorded when collecting human biospecimens specifically for research. Section 3.4.3 of the National Statement outlines the information that should be provided to potential participants before they provide consent to donate their biospecimens. Ensure that this information is included in your Plain Language Statement. 

If the biospecimens will be used to extract genetic material for use in the research project, Sections 3.5.8 and 3.5.12 of the National Statement outlines the information that should be provided to potential participants before they provide consent to donate their genetic material. Ensure that this information is included in your Plain Language Statement.
5. Outcomes of the Research Project
[Refer to National Statement 3.4.10 and/or 3.5.1-3.5.3]

Will the research project produce information that may be important for the health of the biospecimen donors, their blood relatives or their community?
	 
	Yes
	 
	No
	If yes, describe below the management of any proposed disclosure or non-disclosure of the information to participants below.  


	     


6. Importation and Exportation of Biospecimens

[Refer to National Statement Section 3.4.13 – 3.4.15]
6.1
Importation of Biospecimens

a) 
Will the research project involve any human biospecimens that will be imported from overseas?

	 
	Yes
	 
	No
	If yes, provide details below.  

	     


b) 
Will the human biospecimens be obtained in a manner consistent with the requirement described in the National Statement and relevant Australian legislation (National Statement 3.4.13, 3.4.16)
	 
	Yes
	 
	No
	 
	Don’t know
	If yes, provide details below. 

If No or Don’t know, the biospecimens should not be used for research in Australia.


	     


6.2
Exportation of Biospecimens
Will the biospecimens obtained for research in Australia, be sent overseas for research purposes (National Statement 3.4.15 and/or 3.5.7)?

	 
	Yes
	 
	No
	If yes, provide details below.

	     


7. Storage and Security of Biospecimens

Provide details below the period of time biospecimens will be retained by the research team, security arrangements for the storage of the biospecimens and what will happen to the biospecimens at the conclusion of the research project  (if not already indicated in the core application form).
	     


PART B – 
For already collected and stored biospecimens
1. Source of the Biospecimens 
a)
What is the source of the biospecimen? (Type an X to all that apply)

	· For a previous research project
	     

	From a third party:
	

	· Biobank
	     

	· Clinical pathology service
	     

	· Health Care provider
	     

	· Research Institute 
	     

	· Commercial organisation
	     

	· Autopsy (Refer to NS 3.4.5)
	     

	· Other (provide details in 1b) below)
	     


b)
Provide details regarding the source of the biospecimens/s below including the name of the third party providing the biospecimens.
	     


2. Biospecimen type

Provide details below on the type of biospecimens and number of samples to be accessed for use in this research project.  
	     


3. consent for use of biospecimens already collected
a)
At the time that the biospecimens were originally collected, what type of consent was provided by individuals?

	Diagnostic, therapeutic and/or medical purposes only
	 

	Previously approved research project only
	 

	Unspecified research but further consent not required
	 

	Unspecified research where additional consent is required
	 

	Unknown or consent was not obtained
	 

	Other
	 


b)
Provide details below on what, if any, consent was provided.
	     


c)
Waiver of consent

Where specific consent has not been obtained, for the use of already collected biospecimens in this research project, justify a waiver of consent according to the National Statement 3.4.11b and/or 3.4.12 and 2.3.10. 
	     


4. Outcomes of the Research Project

[Refer to National Statement 3.4.10 and/or 3.5.1-3.5.3]

Will the research project produce information that may be important for the health of the biospecimen donors, their blood relatives or their community?

	 
	Yes
	 
	No
	If yes, describe below the management of any proposed disclosure or non-disclosure of the information to participants below.  


	     


5. Importation and Exportation of Biospecimens

[Refer to National Statement Section 3.4.13 – 3.4.15]
5.1
Importation of Biospecimens

a) 
Will the research project involve any human biospecimens that will be imported from overseas?

	 
	Yes
	 
	No
	If yes, provide details below.  

	     


b) 
Were the human biospecimens collected in a manner consistent with the requirement described in the National Statement and relevant Australian legislation (National Statement 3.4.13, 3.4.16)
	 
	Yes
	 
	No
	 
	Don’t know
	If yes, provide details below. 

If No or Don’t know, the biospecimens should not be used for research in Australia.


	     


5.2
Exportation of Biospecimens
Will the biospecimens obtained for research in Australia, be sent overseas for research purposes (National Statement 3.4.15 and/or 3.5.7)?

	 
	Yes
	 
	No
	If yes, provide details below.

	     


6. Storage and Security of Biospecimens

Provide details below the period of time biospecimens will be retained by the research team, security arrangements for the storage of the biospecimens and what will happen to the biospecimens at the conclusion of the research project  (if not already indicated in the core application form).

	     


PART C - DECLARATION 
All researchers listed in the core ethics application must sign this declaration:
· The information contained herein is, to the best of my/our knowledge and belief, accurate.
· I/we understand and agree that in using human biospecimens as part of this research, I/we will do so in accordance with the National Statement and any relevant legislation and regulations.
	Researcher Name 

	Signature

	Date
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