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Acknowledgment of Country

The Australian Commission on Safety and We recognise that knowledge about

Quality in Health Care pay respect to the healthy Country, community and culture
Gadigal people as the Traditional has been developed by Aboriginal and
Custodians of Country where the Torres Strait Islander peoples over tens of
Commission's office is located. We extend thousands of years and has been shared
that respect to all Aboriginal and Torres for generations. We are committed to
Strait Islander peoples, and their deep partnering with and learning from

time connections to land, water and sky. Aboriginal and Torres Strait Islander

peoples through the work that we do.
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Our Purpose

Our strategic priorities

The Commission’s purpose is to * High-quality care in an evolving

lead improvements in the safety @ environment
and quality of health care so all * Strong outcome-focused clinical
Australians receive better care, governance
everywhere. « Empowered patients, carers and
communities
* An improvement-driven workforce
culture
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Embedding cultural
safety in clinical
governance

All six foundations of the National
Model for Clinical Governance
emphasise that cultural safety is
essential in achieving high-quality
care for Aboriginal and Torres Strait
Islander patients and communities
and in creating and maintaining a
safe environment for Aboriginal and
Torres Strait

Leading systems and
organisational culture 9
Using data for Partnering with
better care patients, carers

and consumers

e

Managing and
reducing risk

Building a healthy
workforce culture

Enabling high-quality and
integrated clinical practice
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Driving Meaningful Change

Engagement
* Aboriginal and Torres Strait Islander Health Advisory Group
* Relationships with organisations including NACCHO, AIDA and CaTSINAM

Tailored research and resources
* Charter of Healthcare Rights translations

* Information on clinical care standards — sepsis, stillbirth, hip fracture, psychotropics,
colonoscopy

* Literature reviews on leave events and clinical care for First Nations people in aged care

e Atlas of Healthcare Variation
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Driving Meaningful Change

Standards

* NSQHS Standards Aboriginal and Torres Strait Islander Actions, User Guide for
Aboriginal and Torres Strait Islander Health and assessor training (with CATSINaM)

« 3" edition development of new actions on cultural safety and systemic racism

Schedule B — National Health Reform Agreement 2025-2031

* Initial work to review the First Nations cultural safety standards environment, consult with
First Nations stakeholders and community and propose options for First Nations cultural
safety standards for hospitals

e Establish a First Nations team to lead the work

* Build on options and implement within the healthcare system
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Australian Commission on
Safety and Qualityin Health Care

P ri O riti eS fO r h i g h -q u a I ity Priorities for high-quality digitally enabled care

The Commission sets and stewards best practice for digital health to support high-quality care.
Digital health enables better care when it is safe, integrated and trusted.

] [ ]
d I g Ita I I y e | l a b I e d Ca re Digitally enabled care is the appropriate application and integration of digital health tools

and technologies in clinical settings to deliver, coordinate or enhance patient care.

Qur four priorities How we
deliver change

Embed digitally enabled care in clinical governance

RISK Digitally enabled care g treated asan [T initiative, outside of clinical governance.

. . . . .
Ld E I I I bed d I Ita I I e n a b I ed Ca re I n CI I n I Ca I FoCUs Integrate the principles in the Mational Madel for Clinical Governance across Clinical
digitally enabled care. governance
OUTCOME  Robust elinical governance underping digitally enabled care, and digital health

tools and technologles.

Strengthen virtual care quality

i Standards and
RISK Virtual care lacks nationally conslatent standarda that drive high-quality cars. et E ot
FOCUS Set and steward natlonally conslstent stendards for virtual cane.
OUTCOME  Mathonal leadership of continuous improvement in virtual care guelity.
" .
« Stren g then virtual care qua li ty Advance connectad cara though standardised data

RISK Unstructured, siloed data widens communication gaps, which fragments care

and rizks patent harm. Partnerships

and

FOCUs Waork with partners so data is easily created, collected and used to drive action
across the care continuum.
DUTCOME High-quality standardised data enhances cocrdinated decision making and

* Advance connected care through

Lead system-wide quality improvement in digitally enabled care

collaboration

- -
Sta n d a rd I S e d d ata RISK Hﬂpld dlgltﬂ' Imncwation DJtpaCESCIedIbl& gulﬂenfﬂ‘aﬁd creates risks. :I::I:I;:I-'II::H
FoCUs Frovide proactive national guidance to enable consistent practice.

QUTCOME  The Cemmission leads quality improvement in digitally enabled care.

Foundational principles

These principles underpin all four priorties and guide how the Commission works.

Build capability Support equity and access Strengthen trust

* Lead system-wide quality improvement in
digitally enabled care e | S S | S

rural and remote regions, to build Nations people, and supparts for
enduring digital capabdity that diverse communitias. avidence, and shared design.
strengthens the quality of care.

Scan for more

For more information visit: safetyandquality.gow.au/digital-health information
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Types of Artificial Intelligence Tools

MORE PREDICTABLE OUTPUTS LESS PREDICTABLE OUTPUTS

et o\
E f v O—
I e 4 d_
%] [v o)
Rule based Machine learning Generative
LOWER RISK HIGHER RISK
E.g. Drug-interaction E.g. Breast screening E.g. Ambient Al
checker in EMR mammograms Scribes
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Current Al Landscape

Artificial Intelligence tools are being rapidly deployed across the
sector, often ahead of robust evidence.

These tools have the potential to improve the delivery of care.

The TGA regulates Al tools that meet their definition of ‘software
as a medical device'.

Gaps exist between published whole-of-economy Al principles
and guidance, and practical application in healthcare

Sentiment about Al is mixed; building trust is key
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OFFICIAL

Commission Work on A

» Al Guidance for Clinicians - Released 12 August 20

Australlan

Commisslonon CARKTAIENR CGOvorR MO0l
Safety and Quallty " Department of Health,
InHealth Cara Dvisability and Ageing

Al Clinical Use Guide

Guidance for clinicians

Introduction

Adtificial Intelligence (Al) tools can support a wide range of clinical tasks, improving care
delivery. health outcomes, and patient . Al has in Australia
for decades, including early clinical decision support systems used to identify medicine

Like all clinical , Al can bring benefits for patient care but

also introduces new risks’. The rapid advancement and adoption of Al can result in new and
increased risk, especially as evidence of safety and efficacy may lag behind implementation®.
This guidance and associated dinical scenarios support clinicans, together with their patients,
in using Al safely and responsibly in patient care and are structured to support the steps of
“before you use”, “while you use” and “after you use” Al tools.

As with all healthcare technologies, clinicians must meet their professional and legal
obligations, including Australian Health Professionals Regulatory Authority (Ahpra) guidance
in relation i patient safety and best practice in the application of Al tools. This requires you to:

Understand how the Al ool will be used in your workflow and recognise your
accountability for all Al outputs that inform a clinical dedision, finding or
documented record

Understand the problems that the Al tool is intended to solve, potential clinical or
operational banefits, and clinical risks

Confirm the evidence base for the tool including its risks and limitations and how these
are managed.

Be prepared to discuss the potential benefits, risks and limitations of an Al tool
with patients.

Recognise ethical implications including potential for inequity and bias in how Al tools use
and process data and generate outputs such as recommendations.

Know that an Al tool meats the definition of a medical device when it is used for diagnosis,
prevention, monitoring, prediction, prognosis, treatment, or alleviation of disease, injury or

G A Canical Use Guige — Gustance for clinisians 1

In Heslth Care.

Al Safety Scenario

Al interpretation of diagnostic images

Introduction

This safety and quality scenario provides clinicians with an example application of Ariificial
Intelligence (A} tals which use machine leaming in diagnostics to demonstrate safe and
responsible use. The example is Ariificial Intslligence (Al) supported detection of clinical
findings in diagnostic images, acknowledging Al is used in \ranmynfways inthe medml
imaging sector. This guidance should be read

Clinical Use Guideline. Also review Ahpra's guidance and The Fboial Aus\mllar\ and New
Zealand College of Radiologists policy and resources.

Medical Imaging systems with Al tools using Machine Leaming (ML) have increasing use
in settings and can support clinical decision making. Examples include Al-based
algorthms used 1o analyse mammograms i detect cancer and classify breast density and
for abnormality detection in chest radiographs.

Although computer-aided diagnostic image interpretation has been used for decades,
there are key differences in contemparary Al tools:

+ They are trained and tested to detect specific findings within defined populations and
clinical settings.

ML algorithms within Al tools may operate with limited transparency, making it dificult
for clinicians to understand how they produced specific predictions or classfications.
Are usually TGA approved as a medical device, including the ML algorithm.

The nature of Al ML tools in medical imaging can have a dirsct impact on clinician decision
making and due diigence should be taken 10 consider appropriats use, consent, targst
population, known limitations such as bias, fisks and benefits. ongoing manitoring and
outcomes.

Bafore using Al for image imerpretation

Review the evidence

As most Al tools used in disgnostics will be TGA registered, the develaper or your
arganisation should provide information about the Al tool's Australian Register of
Therapeutic Goods (ARTG) inclusion status, intended use and instructions for use
including risks and risk mitigations. Also carefully review and observe the TGA's

§ Al Ciinical Use Guide - Guidancs for ciriclans

fustmin sl ot G
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Al Safety Scenario

Ambient scribe

This safety and quality scenario provides clinicians with an exampls
application of tnols which use genarative Artificial Intelligence [Al) in clinical
note taking to demonstrate safe and responsible use

The example is the use of ambent Al scribes io generaie cinical records. The scenana

should ba read in conjunction with the Commission’s Al Chnicad Use Guide. Ao review
usiraban Health Fractioner Regulation Agency (Ahpra] and the Nabonal Beards

guigsnce and or college for example [hi

Urdlke verbatin iransoiplion., ambient A scribes are intended fo record and then use
ganarative Al 1o summanise & consultation, which ia then added o the hesm care eoand
LM ot will need b he patential beredits, Gritatons,
isks, bl 1 I as oufined in the A
C\mr-al Ulgw Guidke.

The rapid svoigon of these Soals may mean. mn! o I\.nur: feartures mest the
Therapeutc Goads Administration (TGA) derice and recure
subsagUant inclusian in e Australian n-gsm efThvnmnﬂuac Goods [ARTE)

Far axamgple, an ambient Al soribe suggesting a dagnosis ar further reatment fhat was not
mentianad 10 v patent favan If this was nal the arganal insant of the softwars} may trigger
the requinemant far nousion n the ARTG, If in doubt, cantact the TGA through your
arganisation’s channels

Befare using an ambient Al scribe
Review the evidence

Genevally, and depending on spechic luncionaliy, Al ol used 1o asssl sdministratie
procasses, such as ambient Al scribes are not regulated as A madical devica by the TGA,
nor doss ambisnt Al scribe software Fave rigonus supporting evidence on saliety and
parformance. It is crilical hal you review e avalabie infornation supporting Fie wse of
the $acl and its Flended use to determine if it is apprograte for you snd yous patients
Exampie assassrmen conaideralions ussd in Radislogy’ are
+  Ralsvanco: Confir the prablams that the Al toal & intended 10 scive Frcagh
publishad Iterature and Al ceveloper information, patanssl clinical or cparatianal
banests, and clinks riss.

+ Performance and validation: Confrm the toal is ¥ained and tested on data aligned to
the tarpe patient population and data quality requirements.

B 41 Sakety Scenanio - Ambient soribe  Version 1.0 - Suguat 20125 N

www.safetyandquality.gov.au/Al
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http://www.safetyandquality.gov.au/artificial-intelligence

Al Guidance for Health Service Organisations

TARGET
AUDIENCE

Health Service
Organisation

Executive / Leadership

( Satotyana ity

National Model
for Clinical
Governance

The foundations of

uuuuuuuuuuuuuuuuuu
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Proposed Al Guidance

Core Guidance

Provides a concise overview of the current
regulatory and policy landscape. Seek to
cross-reference without duplication.

Identify overarching principles and
suggested actions drawing from:
» Evidence-based literature
» National model for clinical governance
« Pragmatic Al guidance for clinicians

Explore how Al governance can be
integrated in existing governance and
business processes like:

Clinical governance

Ethics and innovation frameworks

Data governance

Risk management

IT service management

Supplementary guides

Focus on high-priority
adoption scenarios or topical
issues
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The Challenge

Defining ‘health service organisation’

Any health service that employs clinicians to provide direct
patient care and the use of Al is likely to have a direct impact

on the patient

Examples of in-scope health service organisations

Public and private hospitals ¢ Day procedure services ¢ Residential care facilities ¢ GP
and other medical clinics ¢ Allied health clinics ¢ Virtual care services ¢ ACCHOs ¢
Community pharmacy ¢ Pathology and Imaging services
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The Strategic Triangle

Our approach to ensuring guidance can be applied to a broad
range of health services is to encourage organisations to
understand their ‘Authorising Environment’.

Using this approach, health service organisations should start by
considering three key elements:

* VALUE: What is the problem and is Al the best way to solve it?

* OPERATIONAL CAPABILITY: Do we have the capability and
resources to implement and maintain the Al tool?

* AUTHORISING ENVIRONMENT: What are the formal (e.g.
legislation) and informal authorities (e.g. culture and social
licence) necessary to enable Al adoption?

M. H. Moore. Strategic Triangle. Adapted from APS Academy 2022
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https://www.apsacademy.gov.au/sites/default/files/2022-04/22-016%20-%20Toolkit-TheoryBites-04Apr22_03_public%20value.pdf

What does this mean for ACCHOs?

MACRO

National and
international

MESO

State/territory,
region or parent
company

Governance
layer

MACRO

MESO

MICRO

Sources of authority

Legislation (Federal) (e.g. Privacy Act)

Regulatory requirements (e.g. SaMD)

International standards (e.g. ISO/IEC TR 18988 Artificial
intelligence)

National Model for Clinical Governance

Legislation and regulatory requirements (State/territory)
Policy directives and mandates
State/territory Al frameworks

Board and corporate governance

Executive approvals and delegations

Licensing/Accreditation requirements (e.g. NSQHS Standards,
NGPA Scheme)

Organisational strategy alignment

Clinical governance committees

Operational policies and procedures

Workforce scope of practice and credentialling

G AH&MRC CQIl Forum — 26 May 2026
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MENTIMETER
ACTIVITY

What does the ‘authorising
environment’ look like in an
ACCHQO?

[ | | |
S Join at menticom | use code 3248 5526



MENTIMETER
ACTIVITY

What are your biggest concerns
about Al adoption for ACCHQOs?

Examples from academic research:

« Bias and inequity

« Data privacy, security and governance
« Data sovereignty

« Performance and monitoring

« Transparency and consent

» Accuracy and hallucinations

« De-skilling of workforce

§




Scenario Discussion

Aunty Dora (68 years old) attends the Aboriginal Health Service in her regional
town for a chronic disease management review with her GP. She attends with her

adult daughter.

At the start of the consultation the GP mentions that “the computer is helping with
notes today” and gets Aunty Dora’s consent to continue.

The Al ambient scribe transcribes the full consultation including:
* Aunty Dora’s diabetes management and mental health
* Adisclosure by Aunty Dora that she has been experiencing family violence

* The daughter’s contributions to the conversation
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Research Spotlight: Indigenous-led & self-
determined Al

« CSIRO research co-led by three Aboriginal scientists

« Engaged directly with ACCHOs to identify the most pressing
priorities and questions surrounding Al applications in
Aboriginal and Torres Strait Islander health

 Recommendations categorised under three overarching
priorities:
« Al health literacy and cultural appropriateness
» Indigenous data sovereignty and Indigenous data
governance
« Self-determination in Al development and implementation

Artificial intelligence for
healthcare in Australian
Indigenous communities

Scoping project to explore relevance

Outcome: Findings are being used by the project team to co-
design self-determined Al tools in Aboriginal and Torres Strait
Islander Health B 2 mms o= @)
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Australian
Commissionon
Safety and Quality
in Health Care
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Thank you

@ www.safetyandquality.gov.au/digital-health

ACSQHCdigitalhealth@safetyandquality.gov.au

FirstNationsHealth@safetyandquality.gov.au
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