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Today’s Topics 

 Low risk research

 Greater than low risk research

 QI/QA

 Decision Aids

 Risks and Benefits

 FAQs – REGIS Updates



Low risk research

Low risk and negligible risk research 

 The expression ‘low risk research’ describes research in which 

the only foreseeable risk is one of discomfort. 

 Research in which the risk for participants is more serious than 

discomfort is not low risk. 

 The expression ‘negligible risk research’ describes research in 

which there is no foreseeable risk of harm or discomfort; and 

any foreseeable risk is no more than inconvenience. 

 Requirements for the ethical review of low risk research and 

negligible risk research are set out in the National Statement. 



Low risk research 

Examples of low risk research – Low risk HREA pathway 

include:

– Retrospective audit

– Secondary use of data for a research purpose

– Low Risk Surveys and Focus Groups



Greater than low risk research

Examples of greater than low risk research – Greater than low risk 

HREA pathway include: 

– Clinical Research

– Clinical Trials

– Qualitative Research: Some Surveys/Focus Groups/Interviews

– Studies involving Aboriginal/Torres Strait Islander Populations 

(must also obtain approval via AH&MRC)

– Vulnerable Groups



Greater than low risk research –

Vulnerable Groups 
 Women who are pregnant and the human fetus

 Children and young people 

 People in dependent or unequal relationships 

 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 

 People who may be involved in illegal activities

 Aboriginal and Torres Strait Islander peoples 

 People in other countries 



Greater than low risk research -

Triggers
 Activity potentially infringes the privacy or professional reputation of 

participants, providers or organisations. 

 Secondary use of data - using data or analysis from QA or evaluation 

activities for another purpose. 

 Gathering information beyond that which is collected routinely. May 

include bio specimens or additional investigations. 

 Testing of non-standard (innovative) protocols or equipment. 

 Comparison of cohorts. Randomisation/use of control groups/placebos. 

 Targeted analysis of data involving minority/vulnerable groups whose 

data is to be separated out of that data collected or analysed as part of 

the main QA/evaluation activity. 



QI/QA – Evaluation 



Decision Aids

Should I check with the Research Office before completing an ethics 

application? 

YES!

Decision Aid:

 Complete the Decision Aid form 

 Email the Decision Aid to SWSLHD-

Ethics@health.nsw.gov.au with subject line: Decision Aid Review.

 The Research and Ethics Office will email you back with a 

decision regarding what type of application you should complete.

https://www.swslhd.health.nsw.gov.au/Ethics/content/pdf/Decision Aid 09_08_2018.zip
mailto:SWSLHD-Ethics@health.nsw.gov.au?subject=Decision Aid


Risks and Benefits – What is Risk? 

NHMRC National Statement, Chapter 2.1: Risk and Benefit

 A risk is a potential for harm, discomfort or inconvenience. 

It involves:

 The likelihood that a harm (or discomfort or inconvenience) 

will occur; and

 The severity of the harm, including its consequences.



Risk and Benefits – Assessment of Risk 

NHMRC National Statement, Chapter 2.1: Risk and Benefit

Assessment of risks by the researcher involves:

 Identifying any risks;

 Gauging their probability and severity;

 Assessing the extent to which they can be minimised;

 Determining whether they are justified by the potential benefits

of the research; and

 Determining how they can be managed.



Types of Risk

NHMRC National Statement, Chapter 2.1: Risk and Benefit

 Research may lead to harms, discomforts and inconveniences 

for participants and or any one involved in the research. 

 Research may have one or more of harms, discomforts and/or 

inconvenience and each should be identified and addressed in 

the protocol and HREA. 

 The risks should be based on available evidence.



Types of Risks - Harms

physical harms including injury, illness, pain

psychological harms including feelings of worthlessness, distress, guilt, anger or fear related, for example, to disclosure of sensitive or 

embarrassing information, or learning about a genetic possibility of developing an untreatable disease

devaluation of personal 

worth

including being humiliated, manipulated or in other ways treated disrespectfully or unjustly;

social harms including damage to social networks or relationships with others; discrimination in access to benefits, services, 

employment or insurance; social stigmatisation; and findings of previously unknown paternity status;

economic harms including the imposition of direct or indirect costs on participants

legal harms including discovery and prosecution of criminal conduct



Types of Risks – Discomfort and 

Inconvenience
Discomfort

Less serious than harm 

and can involve body 

and/or mind. 

 the discomforts related to measuring blood pressure;

 anxiety induced by an interview, and more.

NOTE: Where a person’s reactions exceed discomfort and become distress, they 

should be viewed as harms

Inconvenience

Less serious again, is 

inconvenience. 

 filling in a form;

 participating in a street survey;

 giving up time to participate in research, and more.

Risks to non-participants

The researcher should also 

consider risks to non-participants 

in their protocol. 

 the risk of distress for a participant’s family member identified with a serious 

genetic disorder;

 the possible effects of a biography on family or friends;

 infectious disease risks to the community. 

Some social research may carry wider social or economic risks, for example research in a small 

community into attitudes to specific subpopulations may lead to unfair discrimination or have 

effects on social cohesion, property values, or business investment.



Minimising Risks  

 Once risks are identified it is essential that the protocol 

outlines how the research team will minimise the risks to 

participants and or the institution etc. 

 Minimising risk involves an assessment of the research 

aims, their importance, and the methods by which they 

can be achieved.

 If the protocol identifies risks please ensure there is 

justification that the benefits of the research outweigh the 

risks or describe appropriate risk minimisation strategies in 

the protocol. 



Minimising risks after ethics 

approval

When risks have been identified, gauged and minimised, and the 

research has been approved, the risks must then be managed. This 

requires that:

 Researchers include, in their research design, mechanisms to deal 

adequately with any harms that occur; and

 A monitoring process is in place and carried out (see NHMRC 

National Statement Chapter 5.5: Monitoring approved research).

 The greater the risk to participants in any research for which ethical 

approval is given, the more certain it must be both that the risks will 

be managed as well as possible, and that the participants clearly 

understand the risks they are assuming.



Benefits

 Benefits of research may include:

 Gains in knowledge;

 Insight and understanding;

 Improved social welfare and individual wellbeing;

 Gains in skill or expertise for individual researchers, teams or institutions.

 Direct benefits to the research participants, their families, or 

particular group/s with whom they identify. Where this is the case, 

participants may be ready to assume a higher risk than otherwise. For 

example, people with cancer may be willing to accept research risks 

(such as treatment side-effects) that would be unacceptable to well 

people. 



FAQs – REGIS Updates 
16 September New Release

A number of areas have been identified through the REGIS research office user group and 

applicant feedback. REGIS will have three major releases between September 2019 and January 

2020 to address these.

September release will include the following:

 Site applications supported by Head of Department will automatically submit to RGO 

 External portal, page specific help text 

 Google indexing of the REGIS website from the user homepage

 Restrictions on applications having new versions created when under review or assigned to a 

meeting

 Research Office metrics reporting (metric 3 & 4)

 Site application form (SSA) output form reviewed

 Site application form (SSA) minor logic changes for applicants reducing system blocks



Things to Remember: SSA applications 

 If your study requires access to SWSLHD Medical Records 

for the purpose of the study (this includes eMR, 

PowerChart even if you already have access to these 

systems for clinical purposes) then the head of department 

support for Medical Records is required in REGIS.

 If a head of department is also listed as a investigator they 

will not be able to provide head of department support in 

REGIS and the head of department’s inline manager will be 

required to provide their support for the STE application in 

REGIS. 



Who do I contact? 
Research Directorate
For: for assistance with registration, applications, and  post-

approval/authorisation matters such as: information/documents you need to 

include, missing or incorrect dep’t information (site-governance applications), 

and how to use REGIS (non-technical).

Location – Level 2 UNSW clinical School – Liverpool Hospital 

E-mail: SWSLHD-Ethics@health.nsw.gov.au

Website: http://www.swslhd.nsw.gov.au/ethics/

Phone: 02 8738 8304

REGIS

For: technical queries such as system issues or faults, and account access 

issues. The Help desk is available 7am-7pm Monday-Friday, excluding ACT 

Public Holidays.

Email: support@f1solutions.com.au

Website: https://regis.health.nsw.gov.au/

Phone: 1300 073 447 

mailto:SWSLHD-Ethics@health.nsw.gov.au
http://www.swslhd.nsw.gov.au/ethics/
mailto:support@f1solutions.com.au
https://regis.health.nsw.gov.au/


Questions


