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The Hon Mark Butler MP 
Minister for Health and Ageing
Minister for Disability and the National Disability Insurance Scheme
OFFICIAL


[bookmark: Add]Blair Comley
Secretary
Department of Health, Disability and Ageing
Dear Mr Comley,
I am writing to set out my expectations for how the Department of Health, Disability and Ageing will achieve its regulatory objectives, carry out its regulatory functions and exercise its powers in line with the Government’s current policy objectives and directions.
This Statement of Expectations will assist with the Government’s commitment to effective governance, performance and best practice regulation guided by the Public Governance, Performance and Accountability Act 2013 (PGPA Act). It also supports initiatives to reduce unnecessary regulatory burden on business and the community, and to deliver productivity-enhancing reforms. 
Overview
As the responsible Commonwealth Minister this Statement of Expectations sets out my expectations of the following regulatory functions undertaken within the department:
Regulatory oversight of therapeutic goods:
The department is responsible for the scheduling of medicines and poisons, and the regulation of the manufacture, import, export, supply and advertising of therapeutic goods including medicines, vaccines, cell and tissue therapies, sunscreens, vitamins and minerals, medical devices, and blood and blood products.
This is achieved through administering the Therapeutic Goods Act 1989, the Therapeutic Goods (Charges) Act 1989, and instruments made under those Acts.
[bookmark: _Hlk213932360]The therapeutic goods regulatory framework is proportionate and risk-based to balance the need to facilitate Australians’ access to new and innovative treatments as soon as possible, with an appropriate focus on safety, quality and efficacy.
The department progresses regulatory reforms guided by evidence of value and benefit, supported by appropriate risk management. This includes continuous improvements focused on productivity and efficiency in the evaluation of therapeutic goods and investing in data and digital capability.   
The department engages and collaborates with domestic and international stakeholders, including relevant therapeutic products regulators, to address regulatory issues and adapt and respond to evolving policies, practices and services.
The department works closely with therapeutic goods sponsors and manufacturers to support better understanding of regulatory requirements and to identify opportunities to reduce duplication and streamline processes.
The department maintains formal and informal collaborations with overseas regulators of therapeutic products, including through work-sharing with and regulatory reliance on comparable overseas regulators.
The department has formal partnerships with academic and other groups to share expertise on emerging medical technologies and innovations. 
The department publishes information relating to the regulation of therapeutic goods on its website as part of its commitment to transparency.
Supporting access to subsidised hearing services:
The department administers the Hearing Services Program which contracts hearing service providers and suppliers of assistive hearing technology to provide eligible people with subsidized hearing services.
This is achieved through administering the Hearing Services Administration Act 1997, Hearing Services Program (Voucher) Instrument 2019, Australian Hearing Services Act 1991 and Australian Hearing Services (Declared Hearing Services) Determination 2025.
The department ensures that new small business and new market entrants have equal opportunity to deliver hearing services to eligible people on behalf of the government. 
The department explores ways to increase program efficiency and reduce administrative burden to providers delivering hearing services. 
Supporting access to pharmaceutical benefits:
The department is responsible for managing and implementing pharmacy approvals legislation and policy, in line with the aim of the National Medicines Policy of ensuring equitable, timely, safe and affordable access to a high-quality and reliable supply of medicines and medicines-related services for all Australians. This includes administering the Pharmacy Location Rules and providing secretariat support for the Australian Community Pharmacy Authority, the Ministerial Discretion process and approved supplier processes through which pharmacists, hospital authorities and medical practitioners (in limited circumstances) seek approval to supply PBS medicines.  
This is achieved by undertaking regular reviews of policy and practices to streamline and simplify processes and reduce the regulatory burden on stakeholders. Consistent with the Australian Government Charging Framework, an annual review of the cost recovery process for pharmacists seeking approval to provide pharmaceutical benefits from pharmacy premises is undertaken, to improve the efficiency, productivity and responsiveness of the pharmacy approval process and accountability of the submission of pharmacy approval applications.  
Recent legislative amendments were made to the National Health Act 1953 to improve pharmacy approval processes by making the processes simpler and more efficient, while a review of the Pharmacy Location Rules is also proposed to ensure the Rules remain fit for purpose in the current and evolving health environment.
Supporting the integrity of health benefit claims:
The department supports the integrity of Australia’s publicly subsidised health funding schemes by responding to incorrect payments, inappropriate practice and fraud involving health practitioners with a proportionate approach that applies treatments specific to the prevailing risk and gravity of a matter.
This is achieved by a graduated series of compliance activities, which involve consideration of the required resources and expected returns of interventions. 
This approach enables regulatory protections and safeguards to be maintained, while minimising unnecessary regulatory burden and leveraging data and digital technology to support those we regulate to comply and grow.
This is achieved through administering the Human Services (Medicare) Act 1973, the National Health Act 1953, the Health Insurance Act 1973 and the Dental Benefits Act 2008. 
Regulatory oversight of private health insurance and private hospitals:
The department regulates private health insurers’ obligations relating to complying health insurance products and health insurance business (where those obligations do not fall within the prudential regulatory role of the Australian Prudential Regulation Authority). The department also supports patients' access to private healthcare services through the declaration of private hospitals and regulation ensuring benefits are provided by insurers for services delivered through private hospitals.
The department engages regularly with the sector to identify opportunities to update and streamline regulatory processes and requirements to minimize administrative costs and support service innovation. 
Regulating vaping goods (including e-cigarettes):
The department is responsible for regulating the manufacture, import, supply, possession and advertising of vaping goods, and the advertising and sponsorship of events that promote e-cigarette products or vaping generally.
This is achieved through administering the Therapeutic Goods Act 1989, the Public Health (Tobacco and Other Products) Act 2023, and instruments made under those Acts.
A proportionate, risk-based approach has been applied to the vaping goods regulatory framework in Australia. This framework enables access to therapeutic vapes for the management of nicotine dependence and smoking cessation, with clinical oversight from a healthcare practitioner. It simultaneously maintains robust regulatory safeguards to restrict the importation, supply, possession and advertisement of unlawful vaping products.
Regulatory oversight of tobacco products: 
The department is responsible for regulating elements of the tobacco industry, including tobacco products, advertising and accessories.
Robust and risk-proportionate regulation is achieved through administering the Public Health (Tobacco and Other Products) Act 2023 and Public Health (Tobacco and Other Products) Regulations 2024.
Regulatory oversight of supports and services, outside of the NDIS for people with disability:
The department is responsible for regulating supports and services funded by the Commonwealth under the Disability Services and Inclusion Act 2023 (DSI Act), except for services that help people with disability obtain employment. These services are regulated by the Department of Social Services (DSS), as delegated by the Minister responsible for Social Services. I expect the department to respect the regulatory role of DSS, relating to the DSI Act and work collaboratively with DSS to ensure a consistent and proportionate approach is taken to regulating disability services and supports.
This is achieved through administering the Disability Services and Inclusion Act 2023, the Disability Services and Inclusion (Consequential Amendments and Transitional Provisions) Act 2023 and associated subordinate Rules.
The Government recognises and respects the independence of the Secretary as the Accountable Authority for the department’s regulatory functions. Concurrently, the Government is of the view that regulators should have a risk-based approach to compliance obligations, engagement and enforcement that allows for proportionate responses appropriate to the nature and seriousness of identified risks as outlined in the Ministerial Statements of Expectations and responding regulator Statements of Intent – Prioritising Productivity. This allows regulators to achieve objectives more effectively while recognising that it is not possible to eliminate all risks.
The Government recognises and respects the statutory position of the Chief Executive Medicare and the Chief Executive Medicare’s responsibility for decision making and the exercise of powers relating to the Medicare scheme. The powers of the Chief Executive Medicare that are delegated to officers within the department should be exercised with knowledge of the broader regulatory framework and the application of that framework to individual circumstances.
The Government's policy priorities and objectives
The Government expects the department to drive productivity and reduce regulatory costs by implementing the Regulatory Policy, Practice and Performance Framework (RPPPF), collaborating with state and territory and international partners to improve regulation, and strengthening regulator capability and culture. These actions underpin the Government’s risk mitigation approach and commitment as outlined in the Ministerial Statements of Expectations and responding regulator Statements of Intent – Prioritising Productivity.
I expect the department to contribute to the Regulatory Policy, Practice and Performance Framework by:
Identifying and addressing relevant international regulations, engaging with international regulatory bodies and seeking efficiency through international harmonisation while maintaining core regulatory protections.
Acting in accordance with regulator best practice in its decision-making, policies, processes and communications practices, to maximise transparency and minimise compliance costs.
Applying the Resource Management Guide 128 - Regulator Performance to its regulatory functions to assess its performance and engagement with stakeholders.
Setting relevant Key Performance Indicators and service standards, where applicable.
Incorporating regulator performance reporting into the corporate plan and annual report, to support transparency and accountability for regulator performance.
Considering cost recovery arrangements when suitable.
Collaboratively working with the state and territory regulators, departments and industry to manage and support shared responsibilities to ensure public safety and safeguarding the integrity of health products and services.
Regulatory stewardship
In exercising its functions and powers in accordance with best practice principles set out under Resource Management Guide 128 – Regulator Performance, I expect the department to foster continuous improvement and build trust by using data and analysis to assess and improve performance and proactively manage risks without creating unnecessary burden. I expect you to engage openly with stakeholders, seek feedback, increase transparency and provide clear and accessible guidance to ensure compliance. 
I also expect the department to develop strong digital and data capabilities, with an agile and forward−looking approach to technology. This will enable regulators to respond to risk and continuously maintain their regulatory systems throughout the regulatory life cycle. To achieve this, the department should apply the six Regulatory Policy, Practice and Performance principles to drive fit-for-purpose regulation in a digital era, protect against regulatory failures, and enhance productivity.
Innovation and regulatory change
I expect the department to monitor and adapt to changes in technology, industry, regulation, and community expectations, regularly updating its policies and procedures as needed.
Relationship with Minister and portfolio
The department should provide timely, accurate advice on regulatory issues and keep the Government informed, while I will ensure you have clear direction to implement best practice.
The department should address ideas proposed in response to the joint letter from the Treasurer and the Minister for Finance sent on 4 July 2025, including how you will track and report progress, especially if undertaking major reforms or reviews.
Statement of Intent
[bookmark: _Hlk205304481]I look forward to the department’s reply to this Statement of Expectations with a Statement of Intent, in which you will outline how you will implement my expectations. I ask that both documents be made publicly available.
Yours sincerely
Mark Butler
18/12/2025
Parliament House Canberra ACT 2600 | Minister.Butler@health.gov.au
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