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Guidelines for Ethical Review of Quality Assurance, Negligible Risk and Low Risk Projects

In most cases, research involving humans requires ethical review. The level of review will be commensurate with the level of risk to which participants are exposed. The Epworth HealthCare Human Research and Ethics Committee (HREC) has outlined three processes for review of projects relating to humans: 
· exemption from ethical review, 
· expedited review for low risk projects, and 
· full ethical review. 
The National Statement on Ethical Conduct in Human Research, 2007 (S.2.1.6) identifies research as ‘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.

Section 5.1.7 states that institutions may choose to establish other levels of ethical review (other than full review) for research that carries only low risk and does not include the following:

· Interventions and therapies, including clinical and non-clinical trials, and innovations

· Human genetics (with the potential to generate significant or sensitive information)

· Human stem cells

· Women who are pregnant and the human foetus
· Children and young people
· People highly dependent on medical care who may be unable to give consent

· People with a cognitive impairment, an intellectual disability, or a mental illness

· Aboriginal and Torres Strait Islander Peoples

· People who may be involved in illegal activities

A Low Risk Sub Committee of the HREC has been established to review applications that fit the National Statement description of low risk. The Sub Committee meets monthly to review applications.
Guidelines, checklists and application forms have been compiled from the websites of a variety of healthcare settings in Victoria and based on the National Statement to guide our processes. 

EXEMPTION FROM ETHICAL REVIEW

Quality Assurance (QA) activities that can be exempted from ethical review

QA activities that involve low risk to participants do not require formal review by a HREC. There are circumstances where submission to the HREC is necessary to meet the requirements of external bodies, for example when there is the intention to publish the outcomes of a QA activity in a journal or via conference proceedings or where the activity will be incorporated into a thesis for examination. In these circumstances, evidence of independent review is required and can be provided by the HREC via the Expedited Review Process (p. 6 of this document).

The National Health and Medical Research Council document titled “When does QA in health require independent ethical review?” (Feb, 2003) available on http://www.nhmrc.gov.au/publications/synopses/e46syn.htm establishes the processes by which Quality Assurance (QA) activities can be assessed in terms of risk.

The Quality Assurance Study Checklist appears on pages 4 - 5 of this document. 

QA projects are essentially an evaluation or monitoring of a current service or practice with the aim of improving that service or practice. Examples might include point prevalence surveys of pressure ulcers or evaluation of morbidity and mortality data from hospital services.

QA projects that can be classified as low risk and therefore do not require ethical review are those activities that do not breach confidentiality or privacy and are non interventional, or activities that do not breach confidentiality or privacy and are interventional. Examples of QA activities where evaluation is interventional but does not present ethical issues, include the use of brief anonymous questionnaires or surveys of patient satisfaction with services provided. 

There are however, QA activities that include elements that could warrant full ethical review because these elements elevate the project into the category of higher risk. These QA activities should be submitted for ethical review. Examples of projects that require ethical review include projects in which the National Privacy Principles apply or projects where the evaluation of a practice or procedure requires additional invasive investigations such as collection of an extra blood sample or radiological examination.

National Privacy Principle 2.1 (a) states that “an organisation must not use or disclose information about an individual for a purpose (secondary purpose) other than the primary purpose of collection unless”…’both of the following apply:
· The secondary purpose is related to the primary purpose of collection and, if the personal information is sensitive information, directly related to the primary purpose of collection;

· The individual would reasonably expect the organisation to use or disclose the information for the secondary purpose’. 

Research that can be exempted from ethical review

Research has ‘negligible risk’ where there is no foreseeable risk of harm or discomfort; and any foreseeable risk is no more than inconvenience. Where the risk, even if unlikely, is more than inconvenience, the research is not negligible risk (NHMRC, National Statement on Ethical Conduct in Human Research, 2007, 2.1.7).

If the research has negligible risk and involves the use of totally non-identifiable data an ethical review may not be necessary. 

Non-identifiable data involves the use of existing collections of data or records about human beings (NHMRC, National Statement on Ethical Conduct in Human Research, 2007, 5.1.22).

With advances in genetic knowledge and data linkage, human tissue samples should always be considered re-identifiable data (NHMRC, National Statement on Ethical Conduct in Human Research, 2007, 3.2 Tissue and Data).

QUALITY ASSURANCE STUDY CHECKLIST
Quality assurance studies involve an activity where the primary purpose is to monitor, evaluate or improve the quality of health care delivered by a health care provider. Terms such as ‘peer review’, ‘quality assurance’, ‘quality improvement’, ‘quality activities’, ‘quality studies’, and ‘audit’ are often used interchangeably. Quality assurance covers all these terms. The ethical principles of respect for persons, beneficence, and justice apply to quality assurance and research activities. 

Should you use this checklist?

Do you intend to publish your data in a journal, thesis or conference proceedings?











Yes 
No

If you answered ‘yes’ then the study cannot be exempted from review and needs to be submitted for expedited or full HREC review. 
If you answered ‘no’ then answers to the following nine questions will help you determine if your project fits the criteria for a QA study.

1. Is the consent from participants inadequate, or is the activity inconsistent with the National Privacy Principle 2.1 (a)?






Yes 
No


Participants may include patients, carers, health care providers and the institution involved.
2. Does the proposed quality assurance activity pose any risks for patients beyond those of their routine care?







Yes 
No


Risks include not only physical risks but also psychological, spiritual and social harm or distress.
3. Does the proposed quality assurance activity pose a burden on patients beyond that experienced in their routine care?





Yes 
No


Burdens may include intrusiveness, discomfort, inconvenience or embarrassment, eg. numerous
telephone calls, lengthy questionnaires or additional hospital visits.
4. Is the proposed quality assurance activity to be conducted by a person who does not normally have access to the patient’s record for clinical care or a directly related secondary purpose?








Yes 
No


The involvement of a clinical student or a research student who is a member of the team in any clinical 
setting or involvement of an authorised quality assurance officer would be acceptable. 


Review of medical records by anyone who would not normally have access to information contained 
therein unavoidably compromises the privacy of individuals. However, authorised audit of records is an 
extremely valuable quality assurance activity. Provided the individual reviewing the records is bound 
by legislation or a professional code of ethics, the use is a directly-related secondary purpose and is 
within the expectations of the patient, this is acceptable.
5. Does the proposed quality assurance activity breach the confidentiality of any individual’s personal information, beyond that experienced in the provision of routine care?











Yes 
No


A quality assurance activity that requires a letter, fax or email to a patient, that includes sensitive health 
information, could lead to a breach of confidentiality if the communication is read by someone other 
than the proposed recipient.
6. Does the proposed quality assurance activity involve any clinically significant departure from the routine care provided to the participants?



Yes 
No


Application and evaluation of a new technology not previously used in the health service may need 
further consideration by a HREC.
7. Does the proposed quality assurance activity involve randomisation or the use of a control group or placebo?







Yes 
No


Proposals involving comparison with published or prior treatment results with other groups are 
acceptable if the proposals do not involve randomisation.
8. Does the proposed quality assurance activity seek to gather information about the patient beyond that collected in routine care?




Yes 
No


Information may include observations, blood samples, additional investigations etc. Genetic studies or 
others seeking information about family members, relatives or contacts as well as the individual patient, 
require further consideration by the HREC.
9. Does the proposed quality assurance activity potentially infringe the rights, privacy or professional reputation of carers, health care providers or institutions?
Yes 
No

These issues should be considered by managers and may have legal implications. 

If you answered No to all the above questions the proposal does not need consideration by HREC

If you answered Yes to any of the above questions it does not mean that this is not at QA study.   Please give further details for consideration as to the suitability for expedited ethical review.

EXPEDITED ETHICAL REVIEW
Expedited ethical review is available for projects that are low risk according to the National Statement on Ethical Conduct in Human Research (2007) Chapter 2.1: Risk and Benefit. The National Statement, section 2.1.6 holds that:


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. 
Low risk studies involve an activity where participants, including patients, carers, health care providers or institutions are unlikely to suffer burden or harm. These studies must not present any more than what could be considered a minimal risk and/or burden to participants. Risks to participants include not only physical risks, but also risks of psychological, spiritual, social harm or distress. Burdens may include research that is intrusive, causes discomfort, inconvenience or embarrassment for the participants. 

If your QA activity or research proposal meets the criteria for low risk explained above and does not include activities that require full ethics review (refer to Checklist 1) then please complete the Low Risk Application form (derived from The Alfred Health form) and attach relevant documents i.e., study protocol, data collection tools, questionnaires and Plain Language Statements and Consent Forms. 
Submit the application to:  
Ms Kay Foley HREC Coordinator





Epworth HealthCare





Pelaco Building 89 Bridge  Road




RICHMOND  VIC  3121





Phone: (03) 9426 8806





Email: kay.foley@epworth.org.au 

CHECKLISTS
To assist in determining whether your research activity is Low or Negligible Risk, please select [X] any one or more boxes below applicable to your project:  
If one or more of these categories apply to the project, then according to the National Statement on Ethical Conduct in Human Research, 2007 it cannot be reviewed through the Low Risk process.

	1. ACTIVITIES REQUIRING FULL ETHICS REVIEW APPLICATION (Not suitable for Low Risk Review)

	 FORMCHECKBOX 
 Interventions. The research involves providing or testing an intervention. Examples of interventions include: drugs, therapeutic devices, surgical techniques or devices, diagnostic procedures or devices.  It also includes randomisation or withdrawal of treatment/services or use of placebo.

	 FORMCHECKBOX 
 Vulnerable participants. The project involves obtaining consent from vulnerable people where competence to provide consent is diminished. Examples include: children, those dependent on care, those with psychological/psychiatric conditions, ventilated patients and the elderly.

	 FORMCHECKBOX 
 Genetic research. The project involves genetic research where information may be discovered or generated that is of potential importance to the future health of the individual or generates sensitivities for the individual, their family or the community.

	 FORMCHECKBOX 
 Human stem cells. The research involves studying stem cells or using stem cells or their products to develop new therapies.

	 FORMCHECKBOX 
 Pregnancy and the foetus. The research involves the foetus or foetal tissue or has the potential to impact on the wellbeing of the foetus through involvement with a woman/women who is/are pregnant.

	 FORMCHECKBOX 
 Illegal activities. The research intends to study or is likely to discover illegal activity. Examples include questioning about illegal drug use.

	 FORMCHECKBOX 
 Aboriginal and Torres Strait Islander Peoples.

	 FORMCHECKBOX 
 External researchers. The research is being conducted by a person not associated with the institution and there is no one on the research team from Epworth HealthCare. 

	 FORMCHECKBOX 
 External researchers. The research is being conducted by a person not associated with the institution and there is minimal supervision by Epworth HealthCare staff and there is a request for waiving the requirement of obtaining consent to access/collect/use or disclose identifying information. 

	 FORMCHECKBOX 
 External sites. The research involves sites that are not part of Epworth HealthCare, do not have their own Ethics oversight and for which Epworth HealthCare would be required to provide research governance. Examples include non Epworth HealthCare affiliated private practitioners and their patients. 

	 FORMCHECKBOX 
 Research involving staff where (a) staff may be identifiable in findings, (b) there is a potential to damage or infringe on the rights of staff, (c) there is the potential to cause distress.

	 FORMCHECKBOX 
 Compensation is offered for participation.


	This checklist assists in identifying aspects of research activity that raise ethical issues

Use this checklist to ensure that you are submitting your project through the most appropriate review process and to assist you to provide justification and explanation for the committee to prevent delays.

2. ETHICAL ISSUES CHECKLIST
[Double-click on  FORMCHECKBOX 
 YES or NO check box and select ‘checked’]
	YES
	NO

	1.
	Does the activity seek to gather information beyond that collected in routine care or service?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
	Does the proposal involve any significant alteration to the routine care or service provided to the individuals?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
	Does the data collection process involve access to confidential personal data (including access to data provided for a purpose other than this particular research project) without the prior consent of subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
	Does the project pose any risks for participants beyond those of their routine care, treatment or activity?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
	Does the project impose a burden on participants beyond that experienced in their routine care, treatment or activity?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.
	Is the proposed activity to be conducted by a person who may not normally have access to the patient’s health or other records for care or a directly related secondary purpose?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.
	Will information that can identify individuals be collected, used or disclosed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.
	Will participants have pictures taken of them, e.g., photographs, video recordings?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.
	If interviews are to be conducted, will they be record by electronic device?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10
	Might any aspect of your study reasonably be expected to place the participant at risk of criminal or civil liability (not just immediately or directly)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11.
	Might any aspect of your project risk damage to the participant’s professional/social/cultural/ financial standing or employability?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12.
	Will the research involve access to data banks or intend to access or establish a registry?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13.
	Is any aspect of the activity likely to breach the confidentiality of an individual’s personal information, beyond that experienced in the provision of routine care or service?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14.
	Will any treatment be used with potentially unpleasant or harmful side effects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15.
	Does the research involve any stimuli, tasks, investigations or procedures which may be experienced by participants as stressful, noxious, aversive or unpleasant during or after the research procedures?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.
	Will the research involve the use of randomisation, placebo control or the withholding/substitution of treatment, programs or services (health, educational, commercial, other)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17.
	Will any samples of body fluid or body tissue be required specifically for the research which would not be required in the case of ordinary treatment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18.
	Does the proposed activity potentially infringe the rights, privacy or professional reputation of carers, health providers or institutions
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19.
	Are there any other ethical issues involved in the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20.
	Reimbursement for participation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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