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	Organization

	Blood Service 
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	Signature (Chief Investigator):



Purpose:  This document has two purposes. First, it emphasizes the procedures, participant groups and/or subject areas that present a level of ethical complexity greater than LNR, so that an increased knowledge and ownership of the ethical review process is conferred to researchers. Second, it highlights areas of a particular research project that require additional investigation by the Secretary and/or Chair of the HREC, so that the appropriate level of ethical review can be applied.  
National Statement

The National Statement on Ethical Conduct in Human Research (the National Statement) recognizes that human research involves a wide range of studies that have different levels of risks and potential benefits. The National Statement states that, based on the degree of risk involved in a study, the Human Research Ethics Committee (HREC) can develop different processes for assessing and approving research ethics applications. 

Researchers and HRECs are required to determine the existence, likelihood and severity of these risks based on the research methodology and design, participant population and research activity. The National Statement identifies three levels of risk outlined below. New ethics applications that fulfill any of the three risk definitions may not need to be reviewed by the full HREC committee.
1. Exempt Research 5.1.22, 5.1.23 (page 70). 

Research is deemed to be exempt from any ethical review if (a) it is negligible risk (as defined in paragraph 2.1.7, page 18) and involves the use of existing collections of data or records that contain only non-identifiable data about human beings. 

2. Negligible Risk Research 2.1.7 (page 15).  

Research is ‘negligible risk’ where there is no foreseeable risk of harm or discomfort; and any foreseeable risk is not more than inconvenience. Where the risk, even if unlikely, is more than inconvenience, the research is not negligible risk’ 

3. Low Risk Research 2.1.6 (page 15).  

Research is ‘low risk’ where the only foreseeable risk is one of discomfort. Where the risk, even if unlikely, is more serious than discomfort, the research is not low risk. 
Research that does not fulfill any of the above definitions must be reviewed by the full HREC.  

Section 1: Does your research involve any of the following procedures: 
	
	a clinical trial

	
	the administration of medication or placebo (beyond the normal routine of care)

	
	an innovative clinical practice or complementary medicine

	
	the collection of blood and/or blood products

	
	the use of gametes and/or human embryo

	
	the use of human stem cells or cellular therapy

	
	genetic testing

	
	access to medical records where participants can be identified or linked to their records

	
	data/tissue/ genetic banks

	
	commercialization of blood and/or blood products

	
	subject areas or methods that blood donors might not be comfortable supporting

	
	development of immortalized cell lines

	
	administration of ionising radiation

	
	

	
	deception of participants

	
	use of data or records from which individuals can be identified

	
	covert observation, audio or visual recording

	
	recruitment via a third party or agency

	
	psychological interventions or treatments

	
	recruitment without obtaining informed consent or written consent

	
	an interview, or the use of a survey, questionnaire 


	
	an additional needle insertion during blood donation

	
	the collection of an additional sample during blood donation


If you ticked any of the above procedures, please explain why the project should be considered low risk.

Section 2: Does your research target any of the following groups of participants: 
	
	women who are pregnant and the human foetus

	
	children and young people (0-18 years)

	
	those highly dependent on medical care

	
	people with a cognitive impairment, intellectual disability or mental illness

	
	people who may be involved in illegal activities or residents of custodial institutions

	
	Aboriginal and Torres Strait Islander Peoples

	
	people in other countries

	
	people suffering a psychological disorder

	
	people who are unable to give informed consent (e.g. non English speakers)

	
	members of a socially identifiable group with special cultural or religious needs or political vulnerabilities

	
	those in a dependent relationship with the researchers (eg doctor / patient; employer/ employee; student/supervisor)

	
	participants able to be identified in any final report or publication when specific consent for this has not been given


If you ticked yes to the inclusion of any of these groups of participants, please explain why the project should be considered low risk.

Section 3: Does your research involve a discussion of any of the following research topics (either in part or whole, by interview, questionnaire or survey): 
	
	explorations of grief, death or serious/traumatic loss

	
	depression, mood states, anxiety

	
	gambling

	
	eating disorders

	
	substance abuse and/or illicit drug taking

	
	criminal behaviour

	
	psychological disorder

	
	suicide

	
	organ transplantation

	
	gender identity and/or sexuality

	
	racial or ethnic identity

	
	diseases and/or health problems

	
	fertility and/or termination and/or loss of pregnancy

	
	divergent political views or politically sensitive information

	
	confidential business practices or commercial information

	
	sensitive personal or cultural issues not mentioned above


	
	Does your research involve the potential disclosure of illegal activities or criminal behavior?


	
	Does your research pose a conflict of interest, either for the researchers; the participants; the Blood Service; the funding organization; the host organization; or any other person or group connected to the study?


	
	Are there any foreseeable risks to the researcher/s?


If you ticked yes to any of these research topics or will result in any of the above outcomes, please explain why the project should be considered low risk.
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