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Purpose
This document establishes minimum safety and regulatory standards for the use of artificial intelligence (AI) within Victorian Public Health Services (VPHS). The standards are intended to support consistent, safe and responsible adoption of AI across clinical, operational and administrative settings, and to provide clarity on the baseline requirements that must be met prior to the use of AI.
This document should be read in conjunction with:
Governance Models for AI Solutions in Victorian Public Health Services[footnoteRef:1]   [1:  <https://www.health.vic.gov.au/digital-health/artificial-intelligence-in-victorian-public-health-services>] 

Roles, Responsibilities and Escalation Pathways for AI in Victorian Public health services[footnoteRef:2] [2:  <https://www.health.vic.gov.au/digital-health/artificial-intelligence-in-victorian-public-health-services>] 

Scope
The standards are applicable to all AI solutions used in VPHS. For the purposes of this advisory, the definition of AI is defined in accordance with the 2023 OECD explanatory memorandum, as adopted by the Australian Government: “A machine-based system that, for explicit or implicit objectives, infers, from the input it receives, how to generate outputs such as predictions, content, recommendations or decisions that can influence physical or virtual environments. Different AI systems vary in their levels of autonomy and adaptiveness after deployment”.
Within a health environment, this definition captures AI used to:
Support or optimise the delivery of clinical or medical care (e.g., diagnostic tools, clinical decision support software) 
Streamline health service operations (e.g., predict emergency department demand, supply chain management)
Support or optimise administrative functions (e.g., enhancing efficiency in finance and reporting)
Facilitate research (e.g., supporting data analysis for clinical trials)  
This document is organised according to three categories of requirements for assessing the safety of an AI solution, based on its intended purpose and usage: 
Category A: AI marketed/developed for a clinical purpose (e.g., radiology image analysis solutions). 
Category B: AI intended to be used for a clinical purpose that is not marketed/developed for such purpose (e.g., the use of publicly available open large language models to advise on treatment options).
Category C: AI that is not intended to be used nor marketed/developed for a clinical purpose (e.g., algorithms to structure administrative data). 
The categories above are applicable regardless of whether AI is a sub-component of a broader system or solution, or when an AI solution is a standalone product. 
Safety Assessments of AI Solutions 
	Standard 1.1: VPHS should undertake a safety assessment, including a risk benefit analysis, before implementing an AI solution


Regulatory, compliance and value 
Before implementing any category of AI solution, VPHS should ensure that the solution adheres to its organisation’s guidance for the safe and responsible use of AI. VPHS should undertake an assessment of benefits and risks for their use-case and circumstance, including evaluation against local and state privacy, cyber security and clinical (if applicable) requirements. Further information on best practice can be found in Governance Models for AI Solutions in Victorian Public Health Services[footnoteRef:3] [3:  <https://www.health.vic.gov.au/digital-health/artificial-intelligence-in-victorian-public-health-services>] 

Installation of AI into existing systems
If AI functionality is added to an application, device or software that is already in place within a VPHS it should be re-evaluated as if it is a new product. While this is required for any category of AI solution, it is particularly important for those with a clinical purpose. For example, if AI is added to a device that is on the Australian Register of Therapeutic Goods (ARTG) or if the addition of the AI functionality changes the classification and/or purpose for a device already in use within a VPHS, then it must not use the device until relevant regulation requirements (i.e., relisting on ARTG) are satisfied.
Development and Research 
If a solution is being developed for a clinical purpose, then Therapeutic Goods Administration (TGA) regulation requirements do not need to be applied until the solution is deployed for clinical use. At this point of clinical AI development, health services should either ensure that the AI solution is already listed on the ARTG, or if it is not registered, the sponsor will need to complete a Clinical Trial Notification (CTN) form to legally supply the software as an 'unapproved' therapeutic good in Australia for use in a clinical trial.
For more information, see Clinical trials on the Therapeutic Goods Administration website[footnoteRef:4] [4:  <https://www.tga.gov.au/products/unapproved-therapeutic-goods/access-pathways/clinical-trials>] 

Whole of Victoria public body prohibition 
	Standard 1.2: VPHS should review the list of prohibited software before implementing an AI solution 


There are selected AI products that are prohibited in all government services. The Commonwealth Government’s Department of Home Affairs and/or Victorian Department of Government Services will issue an Administrative Guideline in response to the release of software that poses an unacceptable level of security risk to public services. These administrative guidelines instruct public services (including VPHS) to prevent installation and remove existing instances of prohibited software – including all products, applications, solutions, websites and web services supplied directly or indirectly by the prohibited software vendor or any of its predecessor, successor, parent, subsidiary, or affiliate companies. 
Upon publication of an administrative guideline, notification will be disseminated to the VPHS via the Department of Health Bulletin.
Category A: AI marketed or developed for a clinical purpose 
	Standard 2.1: VPHS must only use an AI solution marketed or developed for a clinical purpose, when: 
It is included on the Australian Register of Therapeutic Goods (ARTG), or
It meets one or more Therapeutic Goods Administration (TGA) exclusion criteria, or 
It is clinical decision support software that meets all the TGA exemption criteria and is compliant with TGA requirements. 


The definition of a “clinical purpose” is aligned to the definition used to define a medical device by the TGA, specifically if the intended purpose is one (or more) of the following:
Diagnosis, monitoring, prediction, prognosis, treatment or alleviation of disease, injury or disability
Prevention of disease
Compensation for an injury or disability
Investigation, replacement or modification of the anatomy or of a physiological or pathological process or state
Control or support of conception
Examination of specimens derived from the human body for a medical purpose.
Most AI solutions that are marketed or developed for a clinical purpose will fall within the remit of the Commonwealth TGA. However, the TGA does include criteria that exclude or exempt some AI solutions from the regulation process. The specifications for excluding an AI solution from TGA regulation can be found on the Software-based medical device exclusions guidance on the Therapeutic Goods Administration website[footnoteRef:5]. If the AI software has multiple functions or is intended to be used in more than one clinical environment, then all these functions and use-cases must meet one (or more) of the criteria for the product to be exempt from regulation.  [5:  <https://www.tga.gov.au/products/medical-devices/software-and-artificial-intelligence-ai/overview/software-based-medical-device-exclusions> ] 

This standard is applicable to commercially available AI solutions and those developed by VPHS - irrespective of intention to scale or market to other services. In the event that a VPHS develops an AI solution that meets the criteria for TGA regulation, the service would act as the vendor and sponsor for the regulatory assessment. 
Some low-risk clinical decision support software (CDSS) is not required to be included in the ARTG if the solution meets all the TGA exemption criteria. Note that for CDSS to be exempt from ARTG inclusion, the software must be transparent in how it generates recommendations (i.e. cannot use proprietary analysis or AI models to generate recommendations) and must provide information that allows the health professional to easily understand and verify the accuracy of the recommendation.
The following requirements apply to exempt CDSS:
Sponsors (suppliers) must notify the TGA of their exempt Clinical Decision Support Software (CDSS) devices within 30 working days of supply by submitting a notification form found on the Therapeutic Goods Administration website[footnoteRef:6].  [6:  <https://consultations.tga.gov.au/medical-devices-and-product-quality-division/clinical-decision-support-exemption/>] 

Sponsors of exempt devices must ensure the devices meet the relevant essential principles for safety and performance of medical devices. The essential principles describe the fundamental design and manufacturing legislative requirements. More information on the essential principles can be found in the Australian Regulatory Guidelines for Medical Devices (ARGMD) on the Therapeutics Goods Administration website[footnoteRef:7]  [7:  <https://www.tga.gov.au/products/medical-devices/overview/australian-regulatory-guidelines-medical-devices-argmd>] 

The TGA can take regulatory action such as a recall or issuing a hazard alert if there is a problem with the device.
Sponsors must report adverse events to the TGA. Further information on reporting adverse events to the TGA can be found on the Therapeutic Goods Administration website[footnoteRef:8]. [8:  <https://www.tga.gov.au/safety/report-problem/report-adverse-event-or-safety-problem>] 

For further information, including when the exemptions criteria apply, visit the understanding CDSS rules guidance on the Therapeutic Goods Administration website[footnoteRef:9] [9:  <https://www.tga.gov.au/resources/guidance/understanding-clinical-decision-support-system-software-regulation>] 

For the Victorian Department of Health’s requirements for AI solutions that have a clinical purpose but are excluded from TGA regulation, refer to standard 3.2.
Category B: Clinical use of AI that has not been specifically developed for such purposes or excluded from TGA regulation 
	Standard 3.1. VPHS must exercise heightened caution when considering the clinical use of AI solutions that were not originally developed or marketed for clinical purposes or those excluded from TGA regulation. At minimum VPHS should:
Conduct a formal assessment of the solution specific to the intended use-case and establish clear mechanisms for ongoing monitoring. This should include consideration of ethical implications including bias, equity and transparency in outputs.
Conduct a privacy impact assessment and ensure compliance with relevant privacy and security legislation and requirements.
Develop clear guidance and processes for when and how patient consent should be obtained.
Ensure clinicians understand the solution’s functionality, limitations, and evidence base, and can communicate these to patients.
Ensure that clinical treatments, diagnoses or management options are not based solely on artefacts derived from such AI solutions.  
Ensure there is adequate training support available regarding ethical use of AI, data privacy and cyber security.
Maintain clear records of the AI solution’s intended use, approval pathway and ongoing monitoring.


If an AI solution is not marketed or developed for a clinical purpose, it is not within the scope of TGA regulation, irrespective of how it may be used. Many “broad” AI solutions, including those leveraging large language models, could be used within a clinical setting. However, these solutions are typically designed for multi-domain use rather than being specifically intended for healthcare. In the absence of AI falling under TGA regulation, there is a far greater responsibility on the health service and healthcare providers to ensure the safety, quality, reliability, and performance of any AI solution which will be used in a clinical setting. Organisation and healthcare providers must generate, collate, assess, and maintain scientific and clinical evidence of the performance and outcomes of the solution.
The Victorian Department of Health considers the clinical use of broad AI solutions to present significant patient, service and system risk if not appropriately governed. This standard outlines the minimum criteria VPHS should apply to ensure the safety of such AI solutions. 
The standards outlined in this section are also applicable to those AI solutions that have a clinical purpose but are currently excluded from the TGA regulation process.
Category C: AI solutions that do not have a clinical purpose 
	Standard 4.1. AI solutions not developed or intended for clinical use, such as those supporting administrative, operational, or corporate functions, may pose lower direct risks than those used for clinical purposes but still require careful oversight to ensure responsible implementation. At a minimum VPHS should:
Validate the solution for its intended use including:
Validating that the solution performs reliably, safely and as expected in the local context for the intended purpose.
Validating that the algorithm model design, training, testing and tuning, and the data used for training and testing are appropriate for the VPHS context.
Assess the solution against applicable privacy legislation and cyber security standards and determine if implementation of the solution meets the Office of the Victorian Information Commissioner (OVIC) threshold for a  Privacy Impact Assessment[footnoteRef:10]. [10:  <https://ovic.vic.gov.au/privacy/resources-for-organisations/privacy-impact-assessment/>.] 

Ensure that all users are trained in the appropriate use of the solution and understand its limitations
Ensure all users of the AI solution are registered by the VPHS and there is adequate training support available regarding ethical use of AI, data privacy and cyber security.
Maintain clear records of the AI solution’s intended use, approval pathway and ongoing monitoring.


Although AI solutions not used for clinical purposes will present a lower risk to patients, they may still introduce important risks relating to cyber security, data privacy, financial exposure and system integrity. The absence of a clinical purpose does not remove the need for a risk assessment prior to local evaluation of benefits.
Case Studies 
Case 1. Using an online large language model to help a clinician select the treatment for a patient with a rare condition
Does the use of this AI solution have a clinical purpose? 
Yes. This use case meets the following criteria “Diagnosis, monitoring, prediction, prognosis, treatment or alleviation of disease, injury or disability”
Which standard is appropriate to evaluate the safe and responsible use of this AI solution?
Standard 3.1. Open source, free-to-use, large language models are widely available to the public and are increasingly being used as an alternative to online searches. However, these models were not developed for healthcare and do not advertise this functionality and thus will not be considered by the TGA.
Is this AI solution compliant with standard 3.1?
For this example, it is important to explore the details of the proposed use case: 
If the LLM is used to research the condition, then it would be compliant if the appropriate critical appraisal is also done to cross-reference the findings in the same manner that would be undertaken for other conventional sources (i.e., peer reviewed journals, clinical guidelines and peer-to-peer discussions). Further, the use of the LLM would need to have been reviewed and approved by the health service, and assurances and measures are put in place to prevent the disclosure of sensitive information.  
Diagnoses, treatment or management decisions must not be actioned if the LLM artefact is the only source of information. 
Case 2. A health service developing an AI assisted emergency department triage solution 
Does the use of this AI solution have a clinical purpose? 
Yes. This use case meets the following criteria “Diagnosis, monitoring, prediction, prognosis, treatment or alleviation of disease, injury or disability”
Which standard is appropriate to evaluate the safe and responsible use of this AI solution?
Standard 2.1. The development of an AI solution is not required to undergo a regulation process until the point of “live” clinical testing. If clinical testing is planned, then developers (in this case, the health service) should complete a Clinical Trial Notification (CTN). 
Is this AI solution compliant with standard 2.1? 
While in development, the AI solution does not need to be registered on the ARTG. However, once the development has ended, and the triage solution is scaled to become part of the routine emergency care at this health service (or another), it will be required to be assessed by the TGA regulators and the health service in this case study will need to take on the role of the sponsor and vendor during this process. 
Case 3. A health service intends to purchase an AI solution, and deploy it within its secure environment, to monitor access to confidential financial information
Does the use of this AI solution have a clinical purpose? 
No. This use case does not meet any of the clinical purpose criteria, 
Which standard is appropriate to evaluate the safe and responsible use of this AI solution? 
Standard 4.1. Given there is no clinical purpose, only the minimum safety requirements are required to be met.  
Is this AI solution compliant with standard 4.1? 
Yes. The AI will operate in a closed environment; no data will be processed outside of the health service’s data warehouse. A training package is provided by the vendor that will train users to interpret and act upon notifications of irregular access to the service’s financial data. 
Case 4. A health service integrates a machine learning algorithm into an existing post-surgery patient management portal. This update will identify and notify treating clinicians of patient deterioration. 
Does the use of this AI solution have a clinical purpose? 
Yes. This use case meets the following criteria “Diagnosis, monitoring, prediction, prognosis, treatment or alleviation of disease, injury or disability”
Which standard is appropriate to evaluate the safe and responsible use of this AI solution??
Standard 2.1. While the original version of the portal may have functioned primarily as an information repository, the integration of a machine learning algorithm to “diagnose” patient deterioration changes its purpose. This modification means the portal now meets the definition of a TGA regulated medical device. 
Is this AI solution compliant with standard 2.1?
No. Without inclusion on the ARTG or evidence of meeting exclusion or exemption criteria, it is not compliant. The original platform would likely have been excluded from TGA regulation; however, the change of purpose will require assessment by the TGA. 
Responsibility for obtaining regulatory approval depends on the implementation: 
If the machine learning algorithm is designed as an independent product specifically to identify patient deterioration, the vendor is responsible.
If the algorithm is integrated such that the portal cannot function as intended without it, the health service (as the platform owner) assumes responsibility.
Case 5. A health service implements an ambient AI scribe solution that passively listens to clinician–patient consultations and generates draft clinical notes for clinician review and approval. 
Does the use of this AI solution have a clinical purpose? 
Yes. The AI scribe is used in direct support of clinical care delivery and generates artefacts that form part of the clinical record. Errors, omissions or misrepresentations in generated documentation may have downstream clinical safety implications.
Which standard is appropriate to evaluate the safe and responsible use of this AI solution? 
Standard 3.1. Most ambient AI scribe solutions are not marketed or developed as medical devices and are therefore not currently regulated as Software as a Medical Device (SaMD) by the TGA.
Is this AI solution compliant with standard 3.1?
Yes. Provided the AI scribe is approved for use within the health service (further information can be found in Ambient AI scribes – Sector advisory[footnoteRef:11]) and used solely for documentation support, with clinicians required to review, edit and approve all AI‑generated content before it becomes part of the clinical record. [11:  <https://www.safercare.vic.gov.au/sites/default/files/2025-07/Ambient%20AI%20Scribes%20Advisory.pdf> ] 

However, if the ambient AI scribe extends beyond documentation support to interpret clinical information, suggest diagnoses, treatments, investigations or management options, it may constitute clinical decision support. In these circumstances, the AI solution would need to be reassessed under Standard 2.1 and TGA regulatory requirements, including potential inclusion on the ARTG, may apply.
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