HART COHEN

SCHOOL OF HUMANITIES AND COM




»

N
3 ﬂ/,%/

A AR

N ,/nn./n,/ﬂ,/

3 ,./%
N

9

n process

roforma — Practice




National Statement
on Ethical Conduct in Human Research

A}

BUILDING
A HEALTHY
AUSTRALIA




—_ontent

Australian Government
ational Health and Medical Research Council
Australian Research Council

THE NATIONAL STATEMENT: A USER GUIDE
PREAMBLE
PURPOSE, SCOPE AND LIMITS OF THIS DOCUMENT

Section 1 Values and principles of ethical conduct

Section 2 Themes in research ethics: risk and benefit, consent

National Statement
on Ethical Conduct in Human Research
2025)

Chapter 2.1 Risk and benefit
Chapter 2.2 General requirements for consent

Chapter Qualifying or waiving conditions for consent

Section Ethical considerations in the design, development, review and conduct
of research

Chapter 3.1 The elements of research
Chapter 3.2 Human biospecimens in laboratory based res
Chapter 3 Genomic research
- & Chapter ? Animal-to-human xenotransplantation
. Section Ethical considerations specific to participants in research
5 Chapter Ethical issues in recruitment and involvement of re ch participants
@ who may experience inc d risk
Chapter 4.2 Pregnancy, the human fetus and human fetal tissue
Chapter Children and young people
Chapte People in dependent or unequal relationships
. @ Chapter 4.5 People experiencing physical or mental ill-health or disability
@ Chapter < Research conducted in other countries
@ @ Chapter Research with Aboriginal and Torres Strait Islander people and communities

Chapter 4.8 Research conducted during natural disasters, public health emergen

1 { or other crises

! - Chapter 4.9 Research that may discover illegal activity

: : .

! ‘ Section Research governance and ethics review
- - ‘ Chapter 5 Governance r >nsibilities of institutions
v Chap! Responsibilities of HRECs and other ethics review bodie
‘ Chapter 5.3 Responsibilities of researchers
3 “hapter 5.4 Monitoring

Chapter 5.5 Minimising duplication of ethics review
Chapter 5.6 Disclosure of interests and management of conflicts of interest
Chapter & Complaints

Chapter 5.8 Accountability

TERMS USED IN THIS DOCUMENT
BUILDING
A HEALTHY
AUSTRALIA




Purpose _
The purpose of the National Statement is to promote ethically good human researtc
purpose requires that participants be accorded the respect and protectlon that i
involves the fostering of research that is of benefit to the community. |

decisions about them.









Lower risk Higher risk (Individual,
group, community,
societal or global)

Greater than
low

No risk of harm or No risk of harm; risk of | Risk of harm | Risk of significant harm
discomfort; potential for discomfort (+/- (+/- foreseeable

minor burden or (+/- foreseeable foreseeable | burden)
inconvenience” burden) burden)




physical harm:
psychological harm:
devaluation of personal worth:
cultural harm:
social harm:
economic harm:
legal harm:



ow Risk: Low and Negligible R
ommittee Assessment:

ISK/ MITIGATION ?
iscomfort/







GUIDELINES:

* VOLUNTARY

« BASED ON SUFFICIEN

(HENCE INFORMED

7

&
=
7

7




WRITTEN
VERBAL

IMPLIED
WAIVER (CONDITONS APPLY)

LIMITED DISCLOSURE (CONDITONS APPLY)

OPT OUT (CONDITONS APPLY)

LIMITED TO SPECIF]

SPECIFIC

EXTENDED

USE IN FUTU

USE IN AN

UNSPECIFIED




but in which there is a risk of discomfort and in which there
foreseeable burden (low risk research) OR .
research in which there 1s no risk of harm or discomfos




END OF SECTION



fctiistrong integrity framework
(ﬁ‘engthens the foundations of




Research merit and integrity
1.1 Research that has merit and integrity is:

(a) Justifiable by its potential benefit: .
- contribution to knowledge and understanding,

- to improved social welfare and individual wellbe
» to the skill and expertise of researchers.

(b) Designed or developed using methods :
aims of the proposal. |



Research merit and integrity
1.1 Research that has merit and integrity is:

(d) Designed to ensure that respect for the participf:
compromised. _







End of Section 2

Questions?



« UNESCO's Recommendation on the

Ethics of Artificial Intelligence 2021-

22

KEY ISSUES IN the IMPACT of Al and the Ethical Conduct c

W

Recommendation on

the Ethics
of Artificial
Intelligence

Adopted on 23 November 2021




Discussions centre on Al’'s impact on:

* research accountability,
» transparency,
* the authenticity of academic outputs.

Does Al enable researchers to publ
efficiently or .
does it create shortcuts that de



potential to enhance research while simultaneo
new ethical risks.” .
ATI’s Impact on Academic Research Integr
https://www.tandfonline.com/doi/full/10.
488060#d1e161 .



https://www.tandfonline.com/doi/full/10.1080/08911762.2025.2488060
https://www.tandfonline.com/doi/full/10.1080/08911762.2025.2488060

Peer review is being transformed.
Al-powered tools:

StatReviewer,

Proofig, and

SciScore

They can assist editors by:

e flagging statistical inconsistencies,

* detecting image manipulation, and __
e assessing compliance with ethical standar
e assist with sorting raw data, .

e proofreading manuscripts, and
e streamlining administrative tasks



RISKS and NEGATIVES of Al

* Al-forged datasets and falsified peer reviews
* Publication of fabricated research.

e Al-generated fraudulent datasets and p: 21 16
e [ssues of authenticity and transparen f’/



RISKS and NEGATIVES of Al

e | osing consumer trust when Al-generated messages are

perc
or manipulative.

* The opacity of Al decision-making processes pu
accountability at risk.

that produced by generative adversarial netw
outcomes. . .



Al and Integrity in Research

1. Be transparent about Al use
2. Maintain scholarly integrity
3.Uphold ethical standards in research .
4.Responsible use in peer review and editorial

we aim to support a responsible and
environment. "




or google-app integration.
Products such as DALL-E, MidJourney or DeepDream use text prompts or
such as photographs or artworks. .

MUSIC AND AUDIO

Magenta and Lyrebird are examples of Al platforms where users can
music or imitate human voices. .

-

:

reate

Video generators use a variety of media types to quickly c

DRUG DISCOVER .

Al can be used to assist in drug discovery by analyZing]t
identify and predicted the outcomes and effectiveness of existi




Relevant Links: |

National Statement on Ethical Conduct in Human Research (2007) - Updated 2018’”
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical- conduct
2007-updated-2018

Australian Code for the Responsible Conduct of Research, 2018 ,,
https://www.nhmrc.gov.au/about-us/publications/australian-code- responS|bIe-_
2018#block-views-block-file-attachments-content-block-1
Useful Resources

https://www.frontiersin.org/articles/10.3389/frai.2023. 1149082/fu||
TESQA Resources on Atrtifical Intelligence
https.//www.teqsa.gov.au/gu|des-resources/h|gher-educatlon- JO
CSIRO Discussion paper: Al Ethics Framework |
https://www.csiro.au/en/research/technology-space/ai/ai
UNESCO Recommendation on the Ethics of Artificie
https://unesdoc.u nesco.org/ark:/48223/pf0000380455



uestions?



https://surveyswesternsydney.aul.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuT



https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ

https://surveyswesternsydney.aul.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuT

like activity? .
Research is widely understood to
least investigation undertaker
knowledge and understandir

with or about people,
Human participatic
to be understood



https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ

https://surveyswesternsydney.aul.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuT

Is the activity lower risk? ___
An activity in which there is no risk
but in which there is a risk of discc
in which there may also be a fo

but which includes a p
burden or inconve
research).



https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ

e Research F
e Quality Assurance/Evaluation


https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ

https://surveyswesternsydney.aul.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuT

CATEGORY A: Are you g
conducting research that involves
collections of information or data
which all personal identifiers
removed prior to being rece

researchers?
Yes
No



https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ

https://surveyswesternsydney.aul.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuT

Do the researchers agree

associated;
i) to take all reasonable steps to prevent re-iden
data for unauthorised purposes or access to?

who are not authorised;

and
(i) that any sharing of any researc

Yes
No



https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ

https://surveyswesternsydney.aul.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuT

Your research may be exempt from ethical reviewl.lé Plea
an Application for Exemption.

NOTE: Many scholarly journals require evidence o
consider this carefully before applying for an ex
cannot be granted retrospectively. If in doub



https://surveyswesternsydney.au1.qualtrics.com/jfe/form/SV_3mcUpURZdUrxuTQ
https://www.westernsydney.edu.au/__data/assets/word_doc/0004/1193332/FORM_Exemption_from_Human_Ethics_Review_1193332.docx

UESTIONS?



current HREA + Project Description application. It will be an online form
by the developer. It will minimise the duplication which we currently have

Ethics reviewers will be able to place their comments right
where they are relevant, similar with commenting unde )
applicant will then be able to address the comment right ther
updating the app and writing their reply to the reviewer’s



YY) WESTERN SYDNEY Study with Us Research Students International Alumni
UNIVERSI”

Researc Future Students rent Students Community and Industry Events CRCs Institutes Centres Groups

HUMAN ETHICS

Research How to apply for human ethics Contact us
reVi ew Contact the Human Ethics team

Most research involving human participants carried out by staff or students at Western Sydney

University must undergo ethical review, and most researchers will submit their application to the

Western Sydney University ethics committees. The following information relates to that process. Related Li nks
Researchers who will be submitting their ethics application to other ethics review entities need to

liaise directly with those entities e.g. other University HRECs or Local Health District HRECs. Human Research Ethics
Researchers Application (HREA) &

At Western Sydney, new applications are reviewed by either the Human Research Ethics
Committee (HREC) or its Low and Negligible Risk (LNR) review committee.

> Research at Western
Research Impact

Research Theme Program

Business Services

Researchers are advised not to wait until the submission deadline to submit their application as a
Research Ethics and screening process is undertaken by the Human Ethics Officers before an application is assigned to
Integrity a meeting.

- Integrity in Research Researchers carrying out consultancy or short term contract research should contact

- Human Ethics humanethics@westernsydney.edu.au for advice regarding review within a limited time frame.

= Animal Ethics For an overview of the application process, see Guidance for Researchers New to Human Ethics

- Biosafety and Radiation Review (PDF, 50.45 KB) &

Safety

- Controlled Goods and Expand all

Technology » Creating an application
- Recognition of External

Ethics Approval » Finalising your application for submission
- Declaration Process



https://www.westernsydney.edu.au/research/research_ethics_

https://www.westernsydney.edu.au/research/forms
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Research at Western Please note: If you are unable to view the PDF forms on this page in your web browser please try downloading the form to your computer by
right-clicking on the link and choosing 'Save link as... and then open it in Adobe Reader or Adobe Acrobat Pro.

Research Impact

Research Ethics and Biosafety
Research Theme Program

Collapse all
Researchers
~ Human ethics
Business Services
ription templa
Research Ethics and R
Amendment Request form (DOCX, 78.99 KB)
Integrity
Clinical Trial form (DOCX, 52.7 KB)

Research Management Exemption from Human Ethics Review form (DO
Solution (RMS)
Progress and Final Report form (DOCX, 65.68 KB)
Forms External Ethics Recognition Cover Sheet (DOCX, 64.96 KB)

Joint Ethics Application Cover Sheet (DOCX, 58.41 KB)

Research Infrastructure
Transfer of Ethics Approval Cover Sheet (DOCX, 49.07 KB)
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