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Introduction

The Australasian Institute of Digital Health (AIDH) welcomes the opportunity to provide
feedback to the Department of Health and Aged Care (the Department) consultation on Safe
and Responsible Artificial Intelligence in Health Care.

We support the Department’s aim to ‘support the safe use of Al and prevent harms occurring
from Al in healthcare settings’ and welcome the Department’s approach to look at all
regulatory and non-regulatory treatments to achieve this aim. We believe it is critical to strike
the right balance to protect patient safety at the same time as reaping the extraordinary
benefits of Al.

AIDH recommends the Department to consult:

e our submission to the Department of Industry, Science, and Resources’ proposals for the
introduction of mandatory guardrails for Al in high-risk settings;

e ourrecent submission to the Centre of Disease Control (CDC) consultation on their usage
of data;

e the Australian Alliance for Artificial Intelligence in Healthcare (AAAiH) National Policy
Roadmap for artificial Intelligence in Healthcare;" and

e Professor Farah Magrabi and Professor Enrico Coeira’s contributions to the inquiry of the
Select Committee on Adopting Artificial Intelligence (Al).

We also suggest the Department consults the paper How should artificial intelligence be used
in Australian health care? Recommendations from a citizens’ jury.?

We have addressed the consultation questions below and would welcome further discussion
with the Department on any of the topics raised in this submission.

" Available at https://aihealthalliance.org/wp-
content/uploads/2023/11/AAAiIH_NationalPolicyRoadmap_FINAL.pdf

2Work led by Professor Stacy Carter and Dr Yves Saint James Aquino, available at
https://www.mja.com.au/journal/2024/220/8/how-should-artificial-intelligence-be-used-australian-
health-care
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Consultation questions

1. How can Al benefit health care in Australia and how can we

1.1.

1.2,

1.3.

measure and deliver these benefits?

It is now widely documented that Artificial Intelligence (Al) has an almost limitless
potential to improve many aspects of healthcare in Australia, including the provision and
supply of medical care, assisting practitioners, creating efficiencies in administration and
improving workforce capabilities, and in areas such as imaging and radiology, remote
monitoring, assisting in the design of new medication, analysing big sets of data (such as
data from electroencephalograms (EEGs) ran over several days), and assisting surgery. Al
also introduces previously unknown risks (or risks that systems are not designed to
manage) and therefore the notion and understanding of risks in healthcare must be
reevaluated. All of the above can lead to better health outcomes for individuals and at
population level, efficiencies (and potentially cost savings) in the health sector, and better
experience for clinicians, thus aligning with the quadruple aim of healthcare.

Benefits should be measured against outcomes of the quadruple aim: better health
outcomes, improved patient experience, increased clinicians’ wellbeing and satisfaction,
better value for money invested in healthcare.

Delivery of benefits from Al will require strong and robust clinical governance and data in
the introduction and implementation of Al systems, ongoing education and training of all
end-users, active engagement with patients and consumers, proactive and continuous
evaluation and risk management.

2. Can Al improve access to care, and what regulations could be

2.1.

amended or added to enable this?

Al has the potential to improve access to care in various ways including by freeing up
precious clinical time, by orientating patients and consumers early to the right health
professional, and by enabling remote and virtual care. Al also has the potential to help
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filling the productivity gaps in healthcare as identified in the recent Productivity
Commission report on Advances in measuring healthcare productivity .®

2.2. AIDH supports the introduction of principles and mandatory guardrails for Al in high-risk
settings in a whole of economy approach, alongside specific regulation for the healthcare
sector (see our submission to the DISR consultation for details).

2.3. Further reform of the Privacy Act is urgently needed to respond to the specific challenges
of the use of data in the context of Al. The European Union (EU) General Data Protection
Regulation (GDPR) is providing much stronger protection to their citizens than the Privacy
Actis providing to Australians. As a recent example outside of the health sector, social
media platform LinkedIn automatically (and without disclosure) opted in their Australian
customers to data sharing for Al training purposes while EU citizens were given the option
to opt out.*

2.4. Adoption of a new and separate Health Information Act could be considered to address
the specific needs related to health data.

2.5. Given the (DISR) principles for Al in high-risk settings are based on protecting human
rights, this raises the question of formalising the recognition of human rights in Australian
laws in a consolidated manner. See our comments on this topic in our consultation to
DISR.

3. What risk does Al pose to patients/consumers or health care
professionals? Are the risks high or low? What criteria could be
used to characterise risk? Should consumers be informed when Al
is used in these low-risk ways?

3.1. Al poses several risks to patients and healthcare professionals, including misinformation,
data privacy issues, and over-reliance on technology.

3 Available at https://www.pc.gov.au/research/completed/measuring-healthcare-productivity.

4This was covered by Dr James Birt, Associate Professor of Creative Media Studies at Bond University, in
an article available at https://bond.edu.au/news/how-linkedins-ai-learning-from-your-data.
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3.2. Therisk level can vary, with some applications considered low risk if they assist with
administrative processes rather than with clinical related work. However, because those
processes occur in a healthcare setting itis likely that in many cases any application
would be high risk.

3.3. Criteria for characterising risk include potential harm, accuracy of Al outputs, and data
security measures. An important criterion to take into account is reversibility, or absence
of. Harm in healthcare is likely to not be reversible or reparable, hor cannot it be
compensated. Late diagnosing or misdiagnosing, and wrong treatment pathways can have
everlasting and life altering consequences with which no compensation can be
commensurate.

3.4. Consumers should be informed when Al is used, even in low-risk scenarios, to promote
transparency and trust in healthcare processes. Awareness helps patients understand the
technology's role and ensures they remain engaged in their care. Beyond information,
explainability is a central concept for the use of Al and it will be a collective responsibility,
across society, to ensure genuine transparency and ethical use of Al. Consumers’ appetite
for transparency is well reflected in the data provided by the Safe and Responsible
discussion paper June 2023, page 9.

3.5. The consultation paper mentions Australian Al Ethics principles, these need to be added to
Aphra’s shared code of conduct.® Likewise, it is critical that health professionals are
educated and continuously trained on the real-life application of the principles.

5 Available at
https://www.ahpra.gov.au/documents/default.aspx?record=WD22/31749&dbid=AP&chksum=p10
Wc2v5MWiwLsVtkgFXYw%3d%3d
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4.1.

4.2,

4.3.

4.4.

. What factors are important for rural and regional Australia when

assessing the benefits, risks, and safety of Al? Are there other
communities that face specific risks when implementing Al-driven
health care? What considerations should be made to ensure all
Australians have access to the benefits of Al?

Factors such as access to technology (in the multifaceted aspects of digital inclusion as
described in the Digital Inclusion Index®), healthcare infrastructure, digital literacy, cultural
background are crucial.

Many communities face specific risks when implementing Al-driven healthcare: Aboriginal
and Torres Strait Islander peoples, LGBTQIA+ communities, people with disability, people
from a diverse background. This is compounded at the intersection of these groups. As Al
solutions can only be as good as the data that trains and feeds them, having robust
inclusive data is paramount. We know that data sets tend to over represent majority
groups and that gaps exist for priority populations.

Careful consideration needs to be given to:

e Cultural appropriateness and safety of Al solutions.

e |nclusivity and representation of the dataset used.

e |nclusivity of the design and implementation of Al solutions.

More broadly, a whole of government approach is needed to address the digital divide as it
relates to health equity and access to health. This requires investment in availability of
digital infrastructure, addressing cost of living issues, and increasing literacy, digital
literacy and health literacy. There are examples in the education sector (free tablets for
school students in disadvantaged areas) or in the welfare sector (free phones and data
plans for homeless people) of tangible examples of what governments can do to close the
digital divide. At the very least all government health applications (such as
MyHealthRecord) should be accessible without the need for mobile data allowance or
connection to the Internet.

8 Available at https://www.digitalinclusionindex.org.au/.
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5. Should health care professionals have a choice about whether they

use Al as part of their work?

5.1. Short answer is no but yes.

5.2. No. Itis neither practical (due to the ubiquitous nature of Al) nor desirable (given the
benefits of Al) to let healthcare professionals have a choice about whether they use Al as
part of their work.

5.3. On the aspect of practicality, to use a mundane metaphor, we cannot possibly consider
putting the toothpaste back into the tube. Al has permeated all sectors to a point of no
return and amalgamating the variety and diversity of Al solutions into the umbrella term of
‘use of Al in their work’ is not nuanced enough to consider this question. At this stage it
would be like asking whether we should let healthcare professional the choice of using
electricity as part of their work.

5.4. More, Al is already improving health outcomes and has the potential to keep improving
them in many ways. Integrating Al solutions in current and future healthcare processes will
be essential to maintain and increase high standards of care.

5.5. However, autonomy and accountability in decision-making is paramount for maintaining
the integrity of patient care. While Al can enhance efficiency and support clinical
decisions, professionals must assess its appropriateness based on individual patient
needs and care contexts and settings. To be put it colloquially, ‘the buck stops with the
health professional’. Specific Al solutions should not be imposed on health professionals
who assess this solution is likely to negatively impact the autonomy and robustness of
their clinical decision making.

5.6. Thisis why is it essential for healthcare settings to have the strongest and most robust
clinical governance, data governance, education and training, and ongoing risk
management to ensure health professionals can trust the solutions that are presented to
them. The following principles need to be central to all processes: transparency, safety,
ethics, explainability, accountability, priority to improving health outcomes.

5.7. Health professionals need to be supported towards safe and responsible adoption and
ongoing use of Al solutions. On top of the governance aspects mentioned above, change
management strategies must be in place. Health professionals also need specific
professional capabilities to integrate Al in their workflow. Specific skills must be included
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in curriculum across health professions and the entire workforce needs to be upskilled so
they understand what happens when they use Al.

5.8. Worse than the refusal of using Al is the case of healthcare professionals using Al without
proper understanding of its workings. For example, a survey as identified that one in five
General Practitioners (GPs) in the UK use Al such as Chat GPT in their practice for activities
such as suggesting diagnoses and writing letters. Chat GPT is not meant for the health
system, has not been trained to process clinical data, and does not provide safety and
privacy of data required for health data.”

5.9. AIDH will soon release courses on Al in the healthcare context.

6. What unique considerations are specific to Al in health care, and
why? Should the government address them through regulatory
change?

6.1. As mentioned above, two aspects make healthcare specific: the severity and irreversibility
of potential harm on one hand, and accountability in decision-making in the other hand.

6.2. General-purpose Al (GPAI) models, not designed for healthcare, often yield errors when
applied in health context, as demonstrated in studies like the one involving ChatGPT-4 for
medical notetaking.® Such inaccuracies emphasise the need for tailored guardrails for
health specific focused on accountability and patient safety.

6.3. The AIDH supports regulatory changes and advocates for a dual approach: a
comprehensive cross-economy Al Act, supplemented by healthcare-specific regulations.
This strategy ensures consistency across sectors while addressing unique healthcare
needs.

7 Survey results were reported in The Guardian:
https://www.theguardian.com/society/2024/sep/17/one-in-five-gps-use-ai-such-as-chatgpt-for-daily-
tasks-survey-finds

8 See for example research study Using ChatGPT-4 to Create Structured Medical Notes From Audio
Recordings of Physician-Patient Encounters: Comparative Study available at
https://www.jmir.org/2024/1/e54419
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6.4. Regulatory change will be required but will not be sufficient. As suggested in the
consultation paper (page 7), governments will have to use the whole suite of regulatory and
non-regulatory changes. AIDH supports the examples cited in the Department’s paper.

7. How does the use of Al differ in healthcare settings compared to
general or other sectors such as finance, education, etc.?

7.1. As mentioned above, the use of Al in healthcare differs significantly from other sectors like
finance or education due to the high stakes involved. In healthcare, inaccuracies can lead
to serious patient harm, necessitating rigorous accountability and specific guardrails.
Unlike finance, where errors may result in financial loss that can be compensated, or
education, where they might affect learning outcomes that can be reversed, healthcare
must always prioritise patient safety.

7.2. As previously noted, general-purpose Al models, not designed for health-specific
applications, are prone to errors, reinforcing the need for tailored regulations and oversight
to address these unique risks.

8. Should there be an Australian body specifically dedicated to
overseeing Al in health care? If so, how would this body differ from
a broader organisation like the National Al Centre?

8.1. Yes, as recommended in the AAAIH National Policy Roadmap for Al in Healthcare, there
should be an Australian body specifically dedicated to overseeing Al in healthcare. This
National Al in Healthcare Council would focus on the unique challenges and risks within
the health sector, developing tailored regulations and minimum safety standards. Unlike
the National Al Centre, which addresses Al across various sectors, this specialised council
would ensure accountability and patient safety in healthcare settings. It would also
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establish a code of conduct and profession-specific codes of practice for the responsible
use of Al, aligning with the recommendations in the AAAiH National Policy Roadmap.°®

9. Are there any specific changes to existing healthcare laws that
would address Al-related harms or help Al to be used safely?

9.1. Notionally, all laws need to be updated to take into consideration the specific impacts of Al
in healthcare. Al is challenging our ways of doing things at a principles level and requires a
shift in mindset in some core principles such as privacy, decision-making, transparency,
and accountability.

9.2. As mentioned above, in our submission to DISR we have recommended a combined
approach that would see a whole of economy approach combined with healthcare specific
regulation.

10. Which international approaches should we consider, if any, that
are specific to health care?

10.1 AIDH suggests adopting the World Health Organization (WHO) guidance on the ethics and
governance of large multi-modal models (LMMs)™ and its 40 recommendations for
consideration in guiding the long-term legislative response.

10.2 AIDH recommends aligning with the European Union’s approach to Al in healthcare,
particularly Al Act, especially as it relates to safety, accountability, and transparency. This
framework includes strict regulations tailored to high-risk Al applications, including those
in healthcare. Additionally, the EU focuses on developing ethical guidelines for Al usage,
ensuring that systems are designed with patient safety and data privacy in mind.

® Available at https://aihealthalliance.org/wp-
content/uploads/2023/11/AAAiH_NationalPolicyRoadmap_FINAL.pdf

0 Available at https://www.who.int/publications/i/item/9789240084759
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Incorporating these elements into Australian legislation could strengthen our regulatory
landscape.

10.3 The US 21°t Century Cures Act and related mandatory sharing of clinical notes is another
example that needs to be considered.

11. Should humans be able to overrule a finding or decision made by
Al?

11.1 Yes, unequivocally. At the core of safe and responsible Al is human autonomy and
agency, Al should never make health related decision autonomously without human
supervision and ability for a human to intervene.

12. Should there always be a person or “human in the loop” to make
decisions or deliver a health care service? Are there any
circumstances in which it would be acceptable to have fully
automated health or care decisions made by an Al product?

12.1 Yes, a "human in the loop" approach is essential for healthcare decisions to ensure
safety, robust clinical decision-making, and nuanced understanding of patient needs.

12.2 No, intoday’s context, we do not see circumstances in which it would be acceptable to
have fully automated health or care decisions.

13. Should errors made by Al be reported? If yes, how should they be
reported?

13.1 Yes, similar to medication side effects or medical devices defects, errors made by Al
should be reported to enhance accountability and patient safety.
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13.2 They should be reported to the Therapeutic Goods Administration (TGA), and to the (to be
established) in the same way medication side effects are reported. There should be
mandatory reporting in place for health professionals as well as an avenue for consumers
to make reports.

13.3 Additional reporting, or data sharing, should be in place to the (to be established) National
Al in Healthcare Council, which would oversee the collection and analysis of Al related
errors. The reporting protocols should ensure that healthcare providers and developers
report and share the information transparently, enabling continuous learning and
improvement.

14. Should there be transparency about when Al is involved in health
care, and should consent be requested from the consumer or
health care professional?

14.1 As covered in previous questions, yes, there should be transparency when Al is involved in
healthcare.

14.2 We believe there is no black and white response to the question on consent and that this
will be context or solution specific. As mentioned above, the umbrella term Al is too broad
and unspecific, applications too varied in their use and potential impact to lead to a
definitive position that would be satisfactory.

14.3 This is why it is critical that the question of consent is properly integrated into Al
governance policies.

15. Generative Al may be developed for general use, yet used in
health care. Should generative Al developed have any special
treatment, regulatory or otherwise?

15.1 Al solutions (generative or otherwise) not developed (or specifically adapted) for use in
healthcare should not be used in healthcare in activities that relate to health and care.
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16. What protections are needed for patient data used or generated
by Al that are different for health care?

16.1 What is different in healthcare is that while patient privacy is paramount, ability to have a
secondary use of deidentified data is vital. Regulation and protections need to strike the
right balance between the two aspects.

16.2 Indeed, it is critical that consolidated, deidentified, current health data is available for
research and for public health purposes (see our submission to the CDC, referenced
above).

17. Is it acceptable for developers of Al products to use patient data
to develop their products or to sell patient data collected from use
of Al?

17.1 Developers cannot not use patient data to develop their products, patient data is needed
to develop Al products. While great progress is being made in the field of synthetic data,
we are not currently in a position to do without real patient data altogether (and we might
never be).

17.2 Developers should not be able to sell patient data collected without the patient express
consent.

18. Should your healthcare information be kept in Australia? If yes,
would your view change if this reduced ability to access advances
in Al made overseas?

18.1 Yes, personal and identified healthcare information should be kept in Australia to ensure
compliance with local privacy laws and to protect patient data against cybersecurity risk.
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18.2 However, deidentified data does not need to remain in Australia and the data could be
hosted overseas in countries that offer a similar level of privacy protection and protection
against cybersecurity risk.

18.3 Australia, having a relatively small population compared with jurisdictions like the US, the
EU or the UK, would benefit from accessing large health datasets from overseas. A
principle of reciprocity could be adopted in the exchange of health data. Local start-ups
already go to the US to seek the data they need to train the algorithms they develop for
lack of critical volume of data available in Australia.

18.4 Of course, the above raises the question of representativity of the data when it is sourced
overseas. The right balance needs to be found between representativity of the data as it
relates to the Australian context and access to data.

19. Are there any specific safety considerations that have not been
raised elsewhere?

Additional non-regulatory approaches can be considered when looking at safe and

responsible Al.

19.1 In a book recently published, Al snake oil'", the authors, two computer scientists, uncover
Al solutions that have failed across multiple sectors including healthcare. It is striking to
see that in many cases the issue came from a total misunderstanding of the data from the
solutions’ developers in the first place. In those cases, the misunderstanding was not ata
technical but at a social science level, understanding what is behind the data beyond the
numbers and quantitative aspects. We believe that closer cooperation between social
data scientists and Al solutions developers would lead to much better outcomes as it
relates to health.

It seems there are widespread occurrences of a lack of understanding of the data,
information, knowledge, and wisdom hierarchy and how it applies to Al solutions.

There is no easy fix to this issue. Again, a cultural and mindset shift is required to
understand that Al, especially when it applies to healthcare, requires to do things
differently, with genuine multidisciplinary collaboration. An obvious first step would be to

" Arvind Narayanan and Sayash Kapoor. (2024). Al snake oil. Princeton University Press.
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embed the multidisciplinary approach at university level. Start-up accelerators, in their
many shapes and forms, also have a responsibility and a role to play to accompany
founders and developers on the right path.

19.2 Although this is outside the Department’s control, we, as a society, would benefit from
more balanced reporting on the reality of Al. Between hyped up stories which present Al
as the solution to any issue one can encounter, and the opposite where Al is suspected to
lead to the end of humanity, there is a massive gap for balance stories to enter
mainstream media. The worst stories tend to make headlines and the public can be under
the impression that downsides outweigh the benefits of Al. There needs to be more
support for balanced stories around Al and support to public education to counter
misinformation.

AIDH is currently developing introductory courses to Al in healthcare to help raising
awareness and understanding of Al.

About AIDH

The Australasian Institute of Digital Health (AIDH) represents a diverse and growing community
of professionals at the intersection of healthcare and technology.

The Institute has more than 250 distinguished Fellows who are experts or pioneers in digital
health, and has a growing membership of professionals comprising doctors, health
informaticians, nurses, midwives, allied health, other clinicians, administrators, and health
technology business leaders.

The Institute provides objective, non-partisan, and independent advice on the use of
technology and health informatics to improve consumer outcomes and solve the most
pressing challenges facing our healthcare system.

The Institute’s unique composition and reach brings together an extraordinary network of
Australia’s leading digital health experts across the private, public and community sectors to
advance our nation’s transition to a digital health future.
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