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Introduction

The National Health and Medical Research Council (NHMRC) have released an update for the national
Human Research Ethics Application (HREA) form, set to be released in South Australia’s Research
GEMS system in October 2026.

The focus of this user guide is to highlight any significant changes to sections and questions, along with
system behaviour impacts.

Other changes such as spelling, grammar and web links (related to varying Act and Policy documents)
are numerous but minor in nature, therefore will not be highlighted in this document.
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Impact to existing HREA applications

HREA forms that have not been approved at the time of the release date above will encounter the
following behaviour.

Application status: In Progress

The updated version of the HREA form (v1.6) will automatically replace the old version (v1.5).

Most questions in the HREA form will not be impacted.

Outdated questions will be automatically removed (if applicable) from In Progress applications, while
any new questions (if applicable) will appear and need to be completed.

Important: this behaviour also applies to New Versions created from the Ineligible and Withdrawn
statuses, as well as applications returned by research offices for further information.

Application statuses: Submitted, Eligible, Under Review, Assighed to Meeting
While in custody of the research office, applications will remain as HREA v1.5 through to approval.

If the application is returned to the research team for any reason, applications will require a New Version
and HREA v1.6 will be applied. The above In Progress behaviour will then apply.
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Below is a list of changes for the national HREA form from v1.5to v1.6.

Participant category updates

The Participant section of the HREA has been updated - the below table shows the

added/updated/removed participant types.

HREAv1.5 (validtil Oct2026)

HREA V1.6 (updated)

Participant Types (current)

Participant Types Updated

Women who are pregnant and the human fetus

Pregnancy, the human fetus and human fetal tissue

Children and young people

Children and young people

People in dependent or unequal relationships

People in dependent or unequal relationships

People who may be involved in illegal activities

Research that may discover illegal activity

People in other countries

Research conducted in other countries

Aboriginal and Torres Strait Islander peoples

Research with Aboriginal and Torres Strait Islander
people and communities

Participant Types Removed

Participant Types Added

People with a cognitive impairment, intellectual
disability or mentalillness

People experiencing physical or mentalill-health or
disability

People highly dependent on medical care who
may be unable to give consent

Research conducted during natural disasters,
public health emergencies or other crises

Important: removed Participant type sections will not be available in the HREA form for In Progress
or New Versions. Questions answered in these sections in prior versions of applications will be
removed, no longer available for review by research offices and committees upon submission.

Participant section question updates

The below table indicates the impact on each participant type question set.

HREAv1.6 (updated)

Type of question updates

Pregnancy, the human fetus and human fetal tissue

Minor wording changes

Children and young people No updates
People experiencing physical or mentalill-health or disability New participant type and questions
People in dependent or unequal relationships No updates

Research that may discover illegal activity

Minor wording and question changes

Research conducted in other countries

Minor wording changes

and communities

Research with Aboriginal and Torres Strait Islander people

Minor wording changes

emergencies or other crises

Research conducted during natural disasters, public health

New participant type and questions
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Consent Section

Researchers creating new versions of their ethics application may experience some data loss in the
Consent section, or require additional questions answered, depending on the Participant types
associated with their study.

Researchers can identify changes between their current and previous versions using the Track
changes button, available at the top of each page of the HREA form.

¥ Track changes

Risk Review Pathways

The risk review pathways have been updated in the HREC section of HREA v1.6, outlined below.

Risk Pathways - HREAv1.5 (valid til Oct 2026) Risk Pathways - HREA V1.6 (updated)

Low risk Lower risk review pathway: minimal or low risk
Negligible risk Higher risk review pathway: greater than low risk or
Greater than low risk high risk

As per National Statement 2.1, the updated pathways are defined as:

Minimal Low Greater than low High

No risk or harm or No risk of harm; risk of Risk of harm Risk of significant harm
discomfort; potential for discomfort

minor burden or (+/- foreseeable burden) (+/- foreseeable burden) (+/- foreseeable burden)
inconvenience *

* see National Statement 2.1 regarding the burden and inconvenience associated with this pathway.

Existing applications
Under review: applications already under review will retain their risk review pathway through to approval
New versions: if a new version of the HREA is created, researchers will need to update the risk review

pathway to align with the new definitions above before resubmission. A prompt in the HREC section of
the HREA will alert you if this action is required.

The current HREC pathway is no longer valid. Please select a new HREC pathway:
s Lower risk review pathway: minimal or low risk
* Higher risk review pathway: greater than low risk or high risk

New applications

New HREA forms will simply require researchers to select from the new risk review pathways above.
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The below table aims to demonstrate significant changes in questions — it does not show all questions

for the impacted sections.

Additionally, changes to question numbering, grammar, links, national statement references and
question guidance are not highlighted in this document, only the questions themselves.

Original question (HREA v1.5)

Updated question (HREA v1.6)

Interventional/Clinical Trials research

Interventional/Clinical Trials research

Do you want to commence your eCTN now?

Willyou commence your CTN form now?

Pregnant women and the human fetus

Pregnancy, the human fetus and the human fetal
tissue

How will the wellbeing of the pregnant woman
and fetus be managed?

How will the wellbeing of the pregnant women and
their fetuses be managed?

Describe any arrangements for counselling that
will be provided or made available to the women

Describe any arrangements for counselling that will
be provided or made available to the participants or
potential participants

How will you ensure that the research meets the
guidance provided in National Statement 4.1.20
regarding the information that should be provided
to female participants?

How will you ensure that the research meets the
guidance provided in National Statement 4.2.20
regarding the information that should be provided to
participants?

Will the research involve the removal of organs or
tissues from fetuses that have been delivered
dead?

Will the research involve the removal of
biospecimens from fetuses that have been delivered
dead?

How will you ensure that the research meets the
guidance provided in National Statement 4.1.22
regarding the removal of organs or tissue from a
fetus?

How will you ensure that the research meets the
guidance provided in National Statement 4.2.22
regarding the removal of biospecimens from a fetus?

New section and questions

People experiencing physical or mental ill-health
or disability

Who will the research involve?

What are the participants’ health conditions?

Describe how the research will be minimally invasive
or provide a therapeutic benefit that is related to the
participants’ health condition(s).

Describe how the research will lead to increased
understanding about or improvements in medical or
other care for the participants’ health condition(s).

How will the research accommodate people with the
health condition(s) described at P4.1 and P4.27?

How will any aspect of physical illness, mental
illness or disability that may affect participants’
capacity to provide valid consent be assessed?

How will you assess whether physical illness, mental
illness or disability may increase discomfort or
distress, and how will any discomfort or distress be
managed?
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People who may be involved in illegal activities

Research that may discover illegal activity

Is the research designed to discover or expose
illegal activity?

Is the research designed to discover or expose illegal
activity or potential future illegal activity?

How will you ensure that the research is not be
compromised by contact in that professional role
and that obligations to participants related to that
role will not be compromised by the research?

How will the professional role affect the potential
disclosure of information about illegal activity?

People in other countries

Research conducted in other countries

How will the design of the research take into
account local power relations, inequalities and
divisions?

How will the design of the research take into account
local cultural values, expectations, inequalities and
divisions?

Aboriginal and Torres Strait Islander Peoples

Research with Aboriginal and Torres Strait Islander
people and communities

How have you considered and addressed local
Aboriginal and Torres Strait Islander cultural
values in the design and conduct of this
research?

How have you considered and addressed Aboriginal
and Torres Strait Islander cultural needs and values
in the design and conduct of this research?

New section and questions

Research conducted during natural disasters,
public health emergencies or other crises

Who will the research involve and under what crisis
condition(s)?

How will you ensure that the crisis condition(s) will
not affect communication with participants or
processes to obtain consent from participants?

How will you undertake community engagement?

List any humanitarian organisations and/or
government agencies responding to the relevant
crisis that you will coordinate or liaise with in relation
to your project, and how coordination or liaison will
be undertaken.

Consent

Consent

As consent is only being sought from the young
person, justify how the research will comply with
the requirements of National Statement 4.2.8 and
National Statement 4.2.9?

As consent is only being sought from the child or
young person, justify how the research will comply
with the requirements of National Statement 4.3.3.

Are you proposing to obtain consent using
standing parental consent for the participation of
the children or young people?

Are you proposing to obtain consent using standing
consent for the participation of the children or young
people?

Are you intending to commence the research
without prior consent from the participants, or
authorised representatives as per National
Statement 4.4.137

If potential participants are seriously ill,
unconscious, or undergoing emergency or intensive
care, are you intending to commence the research
without prior consent from the participants, or the
participants’ guardians or authorised representatives
as per National Statement 4.5.13(c) and/or 4.5.20-
4.5.227
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How will you communicate with and/or obtain
consent from the participants’ carers, their
families, their guardian and/or other responsible
persons?

How will you communicate with the participants’
carers, their families, their guardian and/or other
responsible persons?

Describe how the process of obtaining consent
(or not obtaining consent) is consistent with the
processes outlined in National Statement 4.4.9-
14.

Describe how the process of obtaining consent (or
not obtaining consent) is consistent with the
requirements outlined in the following National
Statement paragraphs (as appropriate for the
participants and their conditions):

- 413414
45.3-4.55
4.5.10-4.5.16
4.5.17-4.5.24
4.5.31-4.5.32

Describe the process that you will use to
determine a person’s capacity to provide consent
to participate in the research, if that person has a
cognitive impairment, intellectual disability or
mentalillness.

Describe the process that you will use to determine a
person’s capacity to provide consent to participate in
the research.

Describe how the process of obtaining consent is
consistent with the requirements outlined in
National Statement 4.5.5-11 regarding having
respect for participants, with a cognitive
impairment, an intellectual disability, or a mental
illness.

Describe how the process of obtaining consent is
consistent with the requirements outlined in the
National Statement regarding having respect for
participants.
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