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Foreword 

The Health portfolio plays a crucial role as a regulator and developer 

of regulatory policy through administering legislation that covers 

thousands of professionals, organisations and businesses that 

support or impact on the health and safety of Australians and the 

environment.  

Together, as policy makers and regulators, we have a shared responsibility to efficiently 

and effectively manage our regulation and ensure we deliver on the Government’s 

policy objectives. Health’s regulatory responsibilities are very broad and embrace a wide 

range of regulatory systems of varying complexity.  

This requires us to work collaboratively with many different co-regulators and partners 

across the Commonwealth and the states and territories, and in some cases, 

internationally. Just as important, we need to engage in genuine and meaningful 

consultation with all those impacted by our regulations. 

This framework is the first of its kind for the department, filling a gap in our strategic 

policy capability. It sets out the principles that underpin our approach to regulation; first 

of which is protecting the health and safety of Australians, as well as outlining the things 

we can do to achieve real action on these principles.  

Too often, we take a ‘set and forget’ approach to our regulations, failing to ensure they 

remain fit-for-purpose. To this end, the HRPF also encourages a holistic view of our 

regulations. This means we need to regularly review our regulations to ensure that they 

are implemented as efficiently as possible, minimising the red tape impost faced by 

business and individuals in complying with them. It is clear that all of us involved in 

regulation in Health need to be active participants in managing our regulation and to 

commit to a process of continuous improvement and evaluation. 

I commend this framework to all policy makers and regulators within the department and 

those they regulate. 

 

Secretary 

Dr Brendan Murphy  
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 Purpose of this framework 

The HRPF is a high-level statement of our regulatory principles. It provides 

clarity and consistency around Health’s approach to regulation so we can 

maximise our efforts to protect the health and wellbeing of Australians.   

It does not seek to cover all the administrative strategies and processes 

available, but provides a framework upon which our policy makers and 

regulators can draw when developing their systems and processes.  

There is no single approach to applying the principles outlined in this framework 

as the way regulation is administered is influenced by a number of factors 

including the specific activity being regulated, its risk profile, a regulator’s 

legislated powers and authority, stakeholder expectations, and the ability and 

willingness of regulated entities to meet their obligations.  

Further guidance on operationalising the HRPF principles may be provided 

through a series of best practice regulation guides, covering such topics as 

risk-based approaches and effective compliance and enforcement strategies. 
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Regulation – getting the balance right 

 

The role of regulatory policy in Health is to contribute to an affordable, 

accessible, efficient, and high quality health and aged care system through 

“regulation that protects the health and safety of the community, while 

minimising unnecessary compliance burdens” (Strategic Intent 2017-21).  

To do this, our regulations needs to be both: 

 

Good regulation creates public value by protecting people and the 

environment, ensuring the proper use of public funds and enhancing consumer 

rights. It can also help build a fairer and more productive society. However, 

there are often costs for business, community groups and individuals in 

complying with regulation and we need to consider this when making and 

applying regulation. 
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Our regulatory systems 

A regulatory system is a system of rules, institutions and practices, 

established to regulate a specific activity or to achieve desired behaviours or 

defined public interest objectives.  

They often cross portfolio and jurisdictional boundaries, encompassing 

different sets of legislation. Thus, various agencies may have regulatory roles 

within the same system, each contributing to system performance.  

Health is involved in the regulation of a wide range of systems, sometimes in 

partnership with, or alongside other government regulators:  
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Stakeholders in our regulatory systems 

We work with other Commonwealth agencies and the states/territories to achieve national outcomes and engage with 

business and the broader community to ensure our regulation remains fit for purpose. 
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Our policy makers  

Our policy makers (on behalf of government) provide our regulators with the 

policy and legal framework within which they must operate.  

They: 

 

 

 provide advice to government on regulatory policy and the 

impacts (including costs) and effectiveness of our regulation 

 in consultation with our regulators and key stakeholders, 

decide the shape and scope of the regulations 

 manage passage of the laws that bring regulations into effect 

 work with our regulators to improve policy outcomes and to 
review regulation to ensure it remains efficient and effective 

 where appropriate, assist in reviewing the performance of our 
regulators 
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Our regulators 

Our regulators work with our policy makers to ensure our regulations remain 

efficient and effective. They independently implement our regulations using 

evidence established by technically informed, expert analysis, while operating 

within the given policy and legal framework.  

They are involved in some or all of the following: 

 licensing and/or approval processes, including registration or 

accreditation that control entry to or participation in a market 

 monitoring and compliance activities, including imposing and 

collecting fees 

 enforcement action for non-compliance and complaints resolution 

 providing advice and guidance regarding compliance with regulation 
(Productivity Commission 2014, Regulator Audit Framework, Canberra) 
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Case Study 

Australia’s response to emerging gene technology 
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Obligations   

Our regulated entities represent a broad cross-section of the Australian 

community. They seek proportionate application of regulation and certainty so 

they can get on with their business.  

As regulators, we need to be consistent, responsive, transparent, and act 

proportionately and appropriately when dealing with them.  

In turn, we expect them to understand their obligations under law and why we 

have regulation (i.e. the goals of the program in which they are operating), 

comply with their obligations and act in accordance with their conditions of 

approval or operation.  

  



 Health Regulatory Policy Framework   |   Department of Health   |   December 2020   P a g e  15  

 
   



 Health Regulatory Policy Framework   |   Department of Health   |   December 2020   P a g e  16  

 

Regulatory stewardship: a better way 

Together, as policy makers and regulators we have a shared responsibility for 

the stewardship of our regulatory systems.  

We need to work together to ensure that our systems remains fit for purpose. 

Rather than take a ‘set and forget’ approach, we will:  

 

 

 look at our regulatory systems as assets that need to be regularly 

reviewed and well managed to deliver effectively over time, 

 take a whole-of-system, life-cycle view of our regulation, and 

 adopt a proactive, collaborative approach to the monitoring and 

evaluation of our systems to ensure they remain fit for purpose 
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Regulatory responses 

When considering options to address a public policy issue, policy makers must 

always ask themselves if there are alternatives to regulation.  

Sometimes the solution may lie in better enforcement of existing regulation. 

This could involve a different focus such as moving towards a risk-based 

approach that better targets harmful behaviour, better staff training or more 

targeted education of stakeholders. Even doing nothing could be the best 

option in some circumstances. 

The process of regulation commences when policy makers determine, having 

considered the available policy options, that the most appropriate response to 

a social, economic or environmental risk is regulation.  

Sound regulatory administration is risk-based and should generally be 

proportionate to the risk of non-compliance or regulatory failure. 

Depending on the risks being addressed and their context, regulation can take 

many forms including self-regulation, such as compliance with industry codes 

of practice, through to an enforcement-based approach. 
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Outcomes  
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Section 4 

Our guiding principles   
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Guiding principles 

There is no one-size fits all approach to our regulatory systems. Health adopts 

a principles-based approach to regulatory policy because each risk and 

problem needs to be considered on its merits. 

Our guiding principles reflect our role as stewards of our regulatory systems 

and guide the decisions and behaviours of our policy makers and regulators in 

managing regulation.  
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Section 5 

Enabling the framework   
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Enabling this framework 

This framework is the Department’s commitment to continuous improvement 

of our regulatory policy.  

It is a high-level document that is supported by the following complementary 

plans and frameworks: 

 
Our commitment 
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Glossary 
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