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Background 
[bookmark: _Toc85461628][bookmark: _Toc98758431]What does ‘regulation’ mean?
[bookmark: _Int_8IBwmuv1]
Interestingly, there is no universally agreed definition of ‘regulation.’ In Victoria, regulation is understood as a set of rules backed by the government authority, with which compliance is expected.[footnoteRef:1] Rules may be in primary legislation, or subordinate instruments such as regulations, directions, codes, and standards.  [1:  A recent literature review states that regulation is the ‘intentional intervention in the activities of a target population, where the intervention is typically direct—involving binding standard-setting, monitoring, and sanctioning—and exercised by public-sector actors on the economic activities of private-sector actors - Koop, C and Lodge, M (2017) What is regulation? An interdisciplinary concept analysis, Regulation and Governance, 11, p. 105. ] 

Regulation includes the activities of regulators, such as approval processes, licensing, registration, accreditation, standard setting and monitoring, regulatory advice, and compliance and enforcement activities.[footnoteRef:2]  [2:  Department of Treasury and Finance (2018) Statement of Expectations Framework for Regulators, p.2; CBR (2016) Victorian Guide to Regulation, p1; VCEC (2011) Inquiry into Victoria’s Regulatory Framework, p. 2-3; VCEC, The Victorian Regulatory System, September 2013, p.2] 

[bookmark: _Int_KAFV5Vjb]Regulation is designed to achieve a public policy objective that may include protecting the public interest, correcting a market failure or an information asymmetry and/or avoiding or minimising social, economic, or environmental harm. As a tool of government, regulation is a coercive intervention, requiring approval by Parliament to ensure its consistency with community expectations, and is applied only where there is a serious risk of harm such that the community would expect the government to act. 
In summary, ‘regulation’ is a serious, intentional, and direct intervention by the government supported by legislation and introduced for an important public policy objective; and comprises a set of rules that impact regulated entities or activities, where compliance and enforcement activity is undertaken by the government to ensure adherence. 

The role of the department as a regulator

The Department of Health (the department) plays a vital role as a regulator by administering legislation that covers thousands of professionals, organisations, and businesses that support the health and wellbeing of Victorians. The department is responsible for providing advice and support to the Minister for Health on the policy context, legislative obligations, and regulator performance.
To meet the needs of Victorians now and in the future, the department administers numerous Acts and regulations related to the health of Victorians, whilst shaping our health system. 







Statement of expectations

The Victorian government’s Regulation Reform Program aims to improve the quality of regulation in Victoria. The Statement of Expectations framework specifically promotes:
· Risk-based and outcomes focused regulation
· stakeholder consultation and engagement; and cooperation among regulators.
The changes are intended to improve the administration and enforcement of regulation in Victoria, which will allow regulators to manage harms confronting the Victorian community more effectively. Regulators will be required to report on their progress in meeting their Minister’s expectations through the annual reporting process.


Private Hospitals & Day Procedure Centres Unit 

Purpose
[bookmark: _Int_0C8LkEMN]
The Private Hospitals and Day Procedure Centres Unit (the Unit) is responsible for the regulation of the private hospitals, day procedure centres and mobile anaesthetics sector in Victoria. The Unit provides regulatory oversight to ensure patients in registered private health service establishments receive quality and safe care. As of 11 August 2022, there were 206 registered private health service establishments, comprising 79 private hospitals and 127 day procedure centres (including 24 mobile anaesthesia providers).
The key activities of the Unit include managing the lifecycle of approvals in principle (AIP), registrations and registration renewals, and conducting regulatory inspections and investigations. The Unit also manages the review and resolution of feedback and complaints regarding the services provided by registered private health service establishments.
The Unit provides advice to health service operators, the department, and the Minister for Health on regulatory operations and identifies opportunities for innovations, in theory, practice or technology, to improve the effectiveness of health regulation and protect the health and wellbeing of Victorians. 

What are our powers?
[bookmark: _Int_UcCfnVVq]
Private hospitals and day procedure centres are registered to operate and are regulated by the Health Services Act 1988 (the Act), and the Health Services (Health Service Establishments) Regulations 2013 (the Regulations). The Act and Regulations include objectives around the provision of safe, patient-centred care; the provision of appropriate health services; and the fostering of continuous improvement in the quality and safety of care and health services provided. 
[bookmark: _Int_UWtOgBGQ][bookmark: _Int_icotN0oy]The Act sets out the requirements for granting approval in principle (AIP) and registering health service establishments (private hospitals and day procedure centres including mobile anaesthetist services). The Act also sets out the registration scheme and high-level patient safety requirements. The Regulations prescribe the clinical health services that must be registered as a health service establishment and provide more detailed requirements related to patient safety. These requirements include staffing, procedures for handling complaints, records to be kept, and other requirements to ensure the welfare of patients. 
Authorised officers

Authorised Officers (AO) are appointed by the department under Section 146 of the Act to monitor regulatory compliance and to enforce the legislation using the powers in the Act. In practice, this is the inspection of registered private health service establishments, including AIP, and investigations of complaints to ensure the Act and Regulations is being complied with.
Investigations, legal hearings and key projects related to the role of the AO are reported to the Secretary or the delegate of the Secretary for their consideration and/or approval. 

Stakeholders

Registered private hospitals and day procedure centres are the key stakeholder group. 
Eight major hospital providers operate approximately 80 per cent of private hospital beds in Victoria.
As of 23 November 2022, the three largest private operators are the Epworth Foundation (with 1,862 beds across seven facilities), Ramsay Health Care (with 1,834 beds across 15 facilities), and Healthscope Limited (with 1,750 beds across 14 facilities). 
There are many other organisations that form part of the broader stakeholder group, including Safer Care Victoria (SCV), the Victorian Agency for Health Information (VAHI), the Commonwealth Department of Health, other jurisdictional Departments of Health, Health Complaints Commission (HCC), the Victorian Health Building Authority (VHBA), and relevant royal colleges. 

Other Regulators 

Other co-regulators, such as the Australian Commission on Safety and Quality in Health Care (the Commission), the Australian Health Practitioner Regulation Agency (Ahpra), and WorkSafe, also form part of the broader stakeholder group.
The Australian Health Practitioner Regulation Agency (Ahpra) regulates registered health practitioners and their practice, setting standards and policies that registered health practitioners must meet. Ahpra receives and manages notifications about registered health practitioners or students on behalf of the National Boards. In addition, Ahpra audits compliance with their standards and manages complaints about health practitioner conduct.
[bookmark: _Int_JJEno65C]The Australian Commission of Safety & Quality in Health Care (The Commission) administers the National Safety & Quality Health Service Standards (National Standards). In Victoria, it is a legislative requirement for registered private hospitals and day procedure centres to be accredited to the National Standards which provide a nationally consistent statement of the level of care patients can expect from registered facilities. Audits against the National Standards are conducted by the Commission.
[bookmark: _Int_W2ha5QSt]WorkSafe is Victoria’s workplace and safety regulator, and the workplace injury insurer. WorkSafe aims to reduce workplace harm and improve outcomes for injured workers by enforcing occupational health and safety laws. This is managed through inspections, campaigns, education programs, targeted interventions, guidance, warnings, enforcement, and prosecutions.


Risk-based regulatory framework

This section sets out the approach the Unit uses to monitor legislative compliance. 
A risk-based regulatory framework informs how the department, as a regulator, applies the regulatory tools available and how these are prioritised in determining the appropriate regulatory response. The department uses a risk-based regulatory framework to identify, analyse and prioritise tasks.
This document describes the risk-based regulatory approach used by the Unit in regulating Victorian private hospitals and day procedure centres required to be registered in Victoria under the Act and Regulations. 
The Risk-based Regulatory Framework (the Framework) includes information on the risk assessment process and tools used by the department, to determine the most appropriate regulatory activity to achieve regulatory compliance. 
The use of a risk-based regulatory framework enables the Unit to:
· identify clear parameters for accountability and responsibility for actions to address gaps in regulatory compliance.
· ensure activities are linked to achieve outcomes in the sector and effectively manage risk.
· apply consistent frameworks to support consistent, transparent, and rigorous decisions.
· reduce unnecessary burden on sector and stakeholders.
· provide analysis and recommendations on emerging issues to improve practice within the sector.
· determine the effectiveness of the regulatory frameworks.
· adapt the framework in response to emerging risks and evaluation.


Risk-based assessment 

Risk assessment enables the department to identify safety and quality issues or concerns with compliance. 
This is conducted using a Risk Assessment Tool, drawing on a wide range of information to provide a comprehensive picture of health service legislative compliance and the risk of non-compliance.
The risk-based regulatory approach is centred on a robust risk assessment and identification of the consequences and the likelihood of an adverse event impacting patient safety. 
The Unit will conduct a risk assessment using the tool as required should receipt of any additional information that may impact regulatory compliance become available. It is then a part of every registration renewal review period, which occurs every two years for all private healthcare services, 

The Risk Assessment Tool will be discussed in detail following the process of the regulatory response.




[bookmark: _Hlk66712316]
Regulatory response 

As a regulator of registered private healthcare establishments, the department will consider the full range of options available in each situation and take a balanced approach, proportionate to the circumstances and risk at the time. 
All registered private healthcare establishments receive a desktop audit in preparation for a renewal of registration. Additional desktop audits will be conducted if issues arise at other times during the registration period. 
To determine appropriate and proportionate responses to non-compliance, the Unit assesses the seriousness of the issues identified and implements corrective action and appropriate escalation, considering the following:
· level of risk to patient safety
· length of time of non-compliance
· whether non-compliance was foreseeable, intentional, or preventable
· capacity to achieve compliance within an acceptable period
· compliance history
· escalation and consideration of penalties.

Support with compliance
[bookmark: _Int_wC9cuPqV]
The Unit works with registered private healthcare establishments to address and resolve issues, identify and reduce risk, support patient safety, and encourage continual improvements. 
The resources of Safer Care Victoria (SCV), the Victorian Agency of Health Information (VAHI), and the Victorian Health Building Authority (VHBA) allow for improved identification of system issues, benchmarking, and opportunities for system improvement.
The Unit seeks to engage with facility management to promote a culture of patient safety through robust clinical and non-clinical governance processes. Where escalation in regulatory response is required, this will include consultation and potential on-site inspections with clinical experts through Safer Care Victoria and/or the Office of the Chief Psychiatrist and/or other clinical experts in the broader department.
[bookmark: _Int_8NbJIkRa]The Australian Commission of Safety & Quality in Health Care (the Commission) administers the National Safety & Quality Health Service Standards (National Standards). In Victoria, it is a legislative requirement for registered private healthcare establishments to be accredited to the National Standards. This condition in the registration ensures that all of Victoria’s registered private healthcare establishments can provide a nationally consistent level of quality and safe care. Audits against the National Standards are conducted independently by the Commission.
The department also encourages self-reporting by private providers if they identify issues of noncompliance and initiate remedial action.







Communication between the department and stakeholders

Risk-based regulation provides regulators with a consistent and transparent framework for improving communication between the department and stakeholders. 

Risks are reviewed, managed, and supported by records and data that are regularly analysed and discussed through the Unit’s internal processes. 

Communications include:
· [bookmark: _Int_NYijoRk7]Health Services CEO (Chief Executive Officer) forums / information sessions
· Health Services CEO bulletins 
· Department website with links to relevant areas or clinical information
· Written communications following regulatory inspections (example: post inspection letters) 
· Planned meetings with relevant stakeholders to discuss specific regulatory issues identified through the analysis of complaints, incidents, or emerging issues



Risk Assessment Tool
The process to assess the level of risk to patient safety for each Private Hospital and Day Procedure Centre is based on the Australian/New Zealand Standard AS/NZ ISO 31000:2009 Risk management – Principles and Guidelines.
The four key steps are:
· Identify risks based on the risk indicators
· Determine the consequence on patient safety and likelihood of risk occurring 
· Determine the level of risk 
· Determine appropriate response.

Step 1: Identify risks based on the risk indicators
Risk, in the context of regulation, can be defined as the risk of not achieving outcomes that the various standards, codes, regulations and the general direction of government policy are designed to achieve. 
Risk identification is based on regulatory requirements in accordance with the Health Services Act 1988 and Health Services (Health Service Establishments) Regulations 2013, and conditions on registration.
These key risks, which should concern any health regulator include:
· Risk to individuals in terms of outcomes related to quality of care and safety
· Risk to public confidence in health and social care
[bookmark: _Int_XcrfhQyv]
Authorised Officers collect and review relevant data and information to identify risks for each risk indicator, and actively identify and document historical, current, and emerging risks. This is critical to prioritising a regulator’s focus and allocating resources in the most effective way to achieve the desired outcomes of safety and quality in patient care.
Table 1 shows a list of risk indicators and descriptors based on the common risk-based assessment matrix developed by the National Working Group on Standardising Safety and Quality in Compliance in Private Health Facilities. 
The five categories of risk indicators are registration, governance, facility management, clinical care, and quality improvement. These indicators have been identified to facilitate the monitoring of risks affecting patient care and safety and are based on requirements in line with the Regulations. 




[bookmark: _Int_WXXjksY6]Table 1 Risk indicators and descriptors 
	Risk indicator 1: Registration

	Registration issues:                                                                
· Insolvency, other legal matters, financial problems. 
Commissioning of a new facility/ alterations & additions/ new services:
· Lack of processes and resources e.g., insufficient staff numbers/experience
· Director of Nursing (or however titled) not appointed or does not meet regulatory requirements
· Lack of policies/procedures
· Relevant certification not provided
· Building works do not meet plan approval conditions
· Medical Advisory Committee membership noncompliance.
· [bookmark: _Int_JBdR9d6B][bookmark: _Int_lvhAXNOo]Provision of high-risk services (e.g., ICU, ED, CCU)
· Small numbers of high-risk surgery
· Commencement of a new service
· Rapid expansion of services
· Rurality
Registration conditions:
· Patients accommodated in unregistered areas
· Closure/relocation of ward/ service/ beds without notice
· [bookmark: _Int_OO4cQZsi]Mandatory notifications not complied with, e.g., new executive position filled, supply of accreditation information, VAED (Victorian Admitted Episodes Dataset) submission
Patient data:
· Trends identified e.g., hospital acquired complications, low volume complex surgery, health service outliers, 
including Perinatal Service Performance Indicators datasets will sit with Safer Care Victoria and VAHI
· Evidence that a facility is operating outside of registration scope and conditions
Response from Registered provider:
Refers to the level of compliance demonstrated in the past by a registered provider to respond to recommendations made by the department i.e., no response, incomplete/ inappropriate response, written response but actions not implemented

	Risk indicator 2: Governance

	Governance:
· Change in ownership of facility
· Stand-alone facility
Medical Advisory Committee (or however named):
· Inadequate membership
· Inadequate governance processes
· Inadequate health professional credentialing
Management:
· Change in senior management team 
· Long executive tenure
Governance, leadership and culture:
· A governance environment should:
· drive improvements to performance within a culture of safety and quality
· measure and monitor their own performance
· respond transparently to performance issues and foster an ethic of learning
· have clear accountabilities and processes for detecting and responding to incident reporting
· optimise and standardise processes to reduce variation in performance and maximise reliability of performance.

	Risk indicator 3: Facility management                        

	· Non-compliance with Australasian Health Facility Guidelines (AusHFG)
· Noncompliance with Victorian Health Building Authority (VHBA)
· Non-compliance with Building Code of Australia
· Inadequate risk assessment and safety inspection program
· Inadequate maintenance of building facilities and equipment
· Inadequate maintenance program


	Risk indicator 4: Clinical care

	· Insufficient number of appropriately qualified staff to carry out the services provided at the facility
· Over reliance on external agencies for staff
· Inadequate clinical record documentation
· Lack of policies and procedures for the management of patient’s clinical care (e.g., identification, admission & separation, transfer, privacy)
· Notifications to DH such as public health, communicable diseases, drugs and poisons
· Information from other regulators (e.g., Australian health practitioner regulation agency (Ahpra), Health Complaints Commissioner (HCC)
Patient data:
· Trends identified – for example hospital acquired complications, low volume complex surgery, health service outliers 
Infection control:
· Inadequate policies and procedures for the management of infection control
· Cannot demonstrate ongoing compliance with Australian standards relating to specific areas, for example AS4187
· Inadequate infection control staff education

	Risk indicator 5: Quality improvement

	Incidents/ Root Cause Analysis (RCA):
· Inadequate policies and procedures for the management of incidents/ RCA
· Compliance with mandatory sentinel event reporting
· Data indicative of potential clinical care concerns (e.g., HSMR; PSPI)
· Notifications to DH such as public health, communicable diseases, drugs, and poison
Patient data:
· Trends identified – e.g., excessive number of transfers for higher level of care; Hospital Standardised Mortality Ratio (HSMR), Process Safety Performance Indicators (PSPI)
Complaints:
· Inadequate policies and procedures for the management of complaints
· Complaints received by the Department for investigation and report and/or third-party reports

Quality Management System:
· Inadequate policies and procedures for the management of quality processes
· Lack of regular compliance / outcome audits.
· Notification of “significant patient risk” with the National Safety and Quality Health Service Standards
· Accreditation – ‘not met’ actions or accreditation withdrawn


Step 2: Determine the consequence on patient safety and likelihood of occurrence

Using the risks identified in step 1, plot and assess each of the five risk indicators using the likelihood and consequence matrix. The matrix below is used to measure the consequence and how likely the identified risk will occur. If a few descriptors are identified within one risk indicator, the most serious descriptor will be used to assess the consequence and likelihood of occurrence for that indicator. 
The possible consequence needs to be assessed on a scale from minor (minimal or low impact on patient safety) to extreme (death, critical injury or immediate impact on patient safety). Please see table below for further definition.

Table 2 Consequence descriptors
	Descriptor 
	Detailed description of patient safety

	Minor 
	No injury, minimal or low-level impact on patient safety

	Moderate 
	Lost time injury or moderate impact on patient safety

	High 
	Serious injury or high impact on patient safety

	Extreme
	Death or critical injury or immediate impact on patient safety



The likelihood that an identified risk to patient safety will occur, without new or interim controls in place, needs to be ranked on a scale from rare (highly unlikely to occur) through to almost certain (highly likely to occur). Please see table below for further definition. 

Table 3 Likelihood descriptors
	Descriptor
	Detailed description
	Frequency

	Rare
	The event may occur only in exceptional circumstances
	At least once in 4 years

	Unlikely
	The event could occur at some time
	At least once in 2 years

	Possible
	The event should occur at some time
	At least once per year

	Almost certain
	The event will probably occur in most circumstances
	More than once per year



  Example:
	Risk 
indicator
	Consequence 
on patient
	Likelihood 
of impact

	
Risk indicator 2: Governance

MAC membership
• Inadequate membership
(non-compliance)
	
Moderate
	
Possible


Table 4 Consequence and likelihood matrix

	
Risk-based matrix
	Likelihood of impacting patient safety

	
	Rare
	Unlikely
	Possible
	Almost certain

	  Consequence on 
     patient safety
	Minor
	Low
	Low
	Medium
	Medium

	
	Moderate
	Medium
	Medium
	Medium
	High

	
	High
	High
	High
	High
	Critical

	
	Extreme 
	High
	High
	Critical
	Critical


  

Step 3: Determine the level of risk 

The table below describes the meaning of the level of risk resulting from completing the step 2 assessment.

Table 5 Level of risk 
	Level of risk colour
	Description 

	

CRITICAL (RED)
	· 1 or more risk indicators rated with extreme consequence OR
· 3 or more risk indicators rated with high consequence 
and
· Likelihood of impacting patient safety is possible to almost 
certain 


	

HIGH (AMBER)
	· 1 or 2 risk indicators rated with high consequence OR
· 3 or more risk indicators rated with moderate consequence 
and
· Likelihood of impacting patient safety is from rare to almost certain 


	 MEDIUM (YELLOW)
	· 1 or 2 risk indicators rated with moderate consequence OR
3 or more risk indicators rated with minor consequence 
and
· Likelihood of impacting patient safety is rare to almost certain


	

LOW (GREEN)
	· 1 or 2 risk indicators rated with minor consequence 
and
· Likelihood of impacting patient safety is rare to unlikely 




Step 4: Apply regulatory response

To determine appropriate and proportionate responses, the Unit will take assessment outcome from step 2 and step 3.
Table 6 displays different examples of regulatory responses, ranging from the lowest level of intervention to more extensive measures.


Table 6 Levels of regulatory response

	
	Different forms of regulatory response

	
	Desktop audit / assessment and phone call follow-up (can be multiple)

	
	Site inspection (can be multiple)

	
	
Health service and the department agree on voluntary undertakings, including for example, a corrective action plan, identified mitigation strategies, and timelines for implementation

	
	
Meeting with Chief Executive Officer and/ or management team


	
	
Consultation with clinical experts through Safer Care Victoria, the Office of the Chief Psychiatrist, and other clinical experts in the department

	
	
On-site inspections with clinical experts from Safer Care Victoria and/ or the Office of the Chief Psychiatrist and/or other clinical experts in the department

	
	
Direct healthcare establishment to limit or cease the provision of services until suitable remedial measures are in place



	
	
The Minister for Health or Secretary to the Department (or the delegate of the Secretary) may exercise any power available to them under the Health Services Act, including, for example, imposing conditions on registration, suspending, or revoking registration










Table 7 Examples applying steps 1-4


	
Risk indicator
example
	Level of risk 
	
Examples of regulatory response activities 


	
No.5 Quality improvement
· Accreditation withdrawn

	


CRITICAL
Extreme consequence and almost certain likelihood
	· Combination of actions immediately: assessment, on-site inspection and meeting with Chief Executive Officer 
and/ or management team.

· Pending investigation –  direct healthcare establishment to limit or cease the provision of services until suitable remedial measures are in place

· Escalation as required


	
No.3 Facility    management
· Inadequate maintenance program


	MEDIUM 
Moderate consequence and possible likelihood
 
	· Combination of actions: desk top audit, phone call follow-up/ meeting

· Pending investigation – an
onsite inspection maybe required

· Escalation as required











Regulatory monitoring & ‘high watch’


What is ‘high watch’? 
High watch means an increased level of monitoring. A ‘high watch’ list is created by the Unit’s Senior Clinical Advisers (SCA’s) to track the quality and safety progress of the relevant registered private healthcare establishments. 
The Unit’s Annual Report lists the site inspections which were placed on increased regulatory oversight each year. 

Entering the high watch list 
[bookmark: _Int_k4Sn5iIY]When the risk indicators show the level of risk at a registered private healthcare establishment to be at an amber or red level, (refer to table 5) this will be the threshold to trigger the placing of that registered private healthcare establishment on a high watch list. 
It is important that potential causes of each amber or red risk level are identified and recorded. This allows for an informed decision-making process regarding the treatment of the risk.

Exiting the high watch list 
When the risk indicators identified have been rectified with the facility completing the appropriate rectification actions to align with the requirements of the regulations and the Act, the facility is then removed from the high watch list. 

Maintenance of the high watch list
[bookmark: _Int_mFqjzMTm][bookmark: _Int_e3zL5ODs]The Unit manager is accountable for maintaining the high watch list. The Unit’s SCA’s regularly report to the Unit manager regarding the status of every facility on the high watch list. The Unit manager makes the decision, upon recommendation of the SCAs, when registered private healthcare establishments need to enter or exit the high watch list. As such, the Manager is responsible for the reporting of the high watch table in the Annual report.
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