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On 29 April 2024 the Department of Health (the department) released a Regulatory Impact Statement (RIS) to facilitate public consultation on the proposed Health Services (Health Service Establishments) Regulations 2024 (the Regulations). The public submission period closed on 29 May 2024.
The RIS considered options, costs and benefits of reform under six broad categories:
1. Clinical Governance
2. Reporting and review of sentinel events 
3. Admissions information and assessment
4. Infringements
5. Administrative changes and clarifications
6. Fees
The department received 23 stakeholder submissions on the proposed Regulations and the RIS, as summarised in Table 1 below.
Table 1: Submitters by sector 
	Sector
	Details

	Peak bodies
	· Australian Nursing and Midwifery Foundation Victorian Branch (ANMF)
· Australian Society of Medical Imaging and Radiation Therapy (ASMIRT)
· Catholic Health Australia (CHA)
· 1 x peak body that chose to remain anonymous in this Statement of Reasons

	Private hospitals
	· Healthscope
· 16 x private hospitals that chose to remain anonymous in this Statement of Reasons 

	Day procedure centres
	· 1 x day procedure centre group that chose to remain anonymous in this Statement of Reasons (submission from national head office)
· 1 x day procedure centre group that chose to remain anonymous in this Statement of Reasons (submission from the Victorian branch) 

	Consumers
	· 1 x consumer



NOTE: The anonymous submissions from one peak body, 16 private hospitals and two day procedure centre groups were substantively the same as the non-anonymous submission made by Catholic Health Australia (CHA). Throughout this Statement, where direct reference is made to comments in the CHA submission, these comments reflect identical or similar comments made in the anonymous submissions (except where indicated).  
The Department’s response
The department has considered all feedback and suggestions from stakeholders in response to the RIS and draft Regulations. Where necessary further information has been obtained from the Australian Commission on Safety and Quality in Health Care (the Commission), the Health Regulator’s operations team (referred to in this document as the Regulator), Safer Care Victoria (SCV) and eHealth Victoria. 
The department has three key approaches for responding to stakeholder feedback:
· In some instances, the department has accepted stakeholders’ suggestions and made changes to the proposed Regulations. These changes, in direct response to stakeholder feedback, are summarised in Table 2. It is proposed to make the Regulations in this updated form before 1 September 2024.
· In some instances, the department has considered stakeholders’ feedback and concerns but has decided to propose the relevant provisions in the form published in the draft Regulations. Stakeholders’ comments and the department’s rationale are summarised in Table 3, grouped in the categories and order they appeared in the RIS. A more detailed breakdown of the proposed amendments, stakeholder feedback and the department’s response is provided in Appendix A, and presented in the order of the Regulations.
· Some stakeholder feedback will be further considered as part of the Phase 2 reforms that were discussed in the RIS or at a later date. This will allow for broader consultation with the sector, peak bodies, consumers, internal stakeholders and other external agencies. These reform areas are outlined below.
Changes to the proposed Regulations
In their submissions, stakeholders commented on the proposed reforms, indicating their support or opposition, and in some cases made suggestions for alternative amendments. The department acknowledges the concerns expressed by stakeholders and has addressed some of these through making changes to the drafting of the proposed Regulations. The changes made in response to stakeholder feedback are summarised in Table 2 below. 
Table 2: Changes based on stakeholder feedback 
	Regulation number[footnoteRef:2] [2:  The new Regulation numbers have been used in this table.] 

	Changes made based on stakeholder feedback

	r.1(a) Objectives
	Added Requirements for health service establishment protocols for quality and safety, as proposed by ANMF.[footnoteRef:3] [3:  ANMF suggested adding Requirements for Clinical Governance, which the department has rephased as Requirements for health service establishment protocols for quality and safety to achieve the same intent while aligning with existing terminology in the Regulations.] 


	r.8(2) Health service establishment protocols for quality and safety
	Added an option for the Secretary to determine how a health service establishment (HSE) should make its protocols available as an alternative to the current requirement for HSEs to publish their protocols on their website. This change was prompted by general feedback from external and internal stakeholders about existing and proposed new elements of the quality and safety protocols that are most relevant to different stakeholder cohorts. The amended Regulation will ensure continuing transparency for consumers, while allowing the Secretary to determine a form and manner for making information available that aligns with the proposed guidelines for quality and safety protocols (under new r.9).

	r.8(3) Health service establishment protocols for quality and safety
	Changed the commencement date for the new quality and safety protocols requirements from 6 months to 12 months[footnoteRef:4], as proposed by CHA/anonymous.   [4:  The commencement date will now be 31 August 2025 instead of 28 February 2025.] 


	r.10 Review of health service establishment protocols for quality and safety
	Changed the commencement date for the new power for the Secretary to review HSEs’ quality and safety protocols and issue directions to update the protocols from 12 months to 18 months[footnoteRef:5], as proposed by CHA/anonymous.   [5:  The commencement date will now be 28 February 2026 instead of 31 August 2025.] 


	r.24 Information about fees and services
	Redrafted the Regulation to clarify that HSEs must provide information about likely third party fees and out of pocket expenses, in response to Healthscope’s concerns about an obligation to make representations about precise fees for third party providers.

	r.44 Discharge information
	Redrafted the Regulation to clarify that - as per the policy proposal in the RIS - HSEs are only required to detail cessations, variations and additions to a patient’s regular prescribed medications and, for overnight patients, provide a summary or statement about other unchanged medications, with the level of detail to be determined by the HSEs with regard to the clinical profile of the patient. This change was prompted by feedback from CHA/anonymous and Healthscope.



Possible future amendments
Other feedback and suggestions received from stakeholders in response to the RIS and the August 2023 Discussion paper will be considered during Phase 2 reforms (as foreshadowed in the RIS) to allow for broader consultation and appropriate impact assessment. 
These include:
· Possible amendments to several Regulations (e.g. rr.27, 28. 44 and 47) to include additional gender-related terms, such as sex assigned at birth, gender identity and sexual orientation. These suggestions came from ANMF and ASMIRT.
· Possible amendments to the Surgical Procedure Register (r.47) to include a requirement to record information about implants, as suggested by ASMIRT. This proposal may be considered in context with new requirements for relevant HSEs to keep a Cosmetic Surgery Register under the National Cosmetic Surgery Licensing Framework.[footnoteRef:6] [6:  Australian Commission on Safety and Quality in Health Care, 2023, National Licensing Framework, viewed July 2024, <https://www.safetyandquality.gov.au/standards/national-safety-and-quality-cosmetic-surgery-standards/assessment-cosmetic-surgery-standards>.] 

· Possible amendments to senior appointments and staffing arrangements.
· Possible changes or clarifications of the scope of the registration scheme (the provisions of the Regulations that prescribe or define services provided by a health service establishment, for the purposes of the registration requirements in the Act).
The department also notes stakeholder feedback during this review on the Regulations about potential updates to data reporting requirements and processes. For example, CHA/anonymous have expressed concerns about VICNISS reporting requirements, and ANMF have proposed broader adverse incident reporting requirements (e.g. VHIMS). These are noted by the department for future consideration. 
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Summary of stakeholder feedback 
Table 2: Summary of feedback and the department’s response by RIS category
	Category and summary of proposed reforms
	Summary of stakeholder feedback
	Department response

	Clinical Governance
· Include additional matters that must be addressed in the quality and safety protocols (current r.7A, new r.8), including the description and allocation of safety and quality roles; processes for the availability of appropriate adjunct diagnostic services; review of adverse patient safety events; addressing the specific needs of Aboriginal persons; and recognising and responding to patient deterioration.
· Allow the Secretary to determine best practice guidelines in relation to quality and safety protocols*.
· Allow the Secretary to review HSEs’ quality and safety protocols, having regard to the best practice guidelines.
· Allow the Secretary to issue a direction to an HSE to update their quality and safety protocols following a review.
· Require the proprietor of an HSE to comply with a direction to update the quality and safety protocols following a review.
*For example, SCV’s Clinical Governance Framework[footnoteRef:7] and Credentialing and scope of clinical practice for senior medical practitioners policy[footnoteRef:8] (noting that these would be updated and consulted on first) [7:  Safer Care Victoria, 2017, Clinical Governance Framework, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/clinical-governance-framework>.]  [8:  Safer Care Victoria, 2020, Credentialing and scope of clinical practice for senior medical practitioners policy, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/credentialing-and-scope-of-clinical-practice-for-senior-medical-practitioners-policy>.] 

	· CHA/anonymous generally opposed the existing and new requirements for quality and safety protocols; the proposed best practice guidelines; and the proposed powers for the Secretary to review the protocols and issue a direction, on the grounds that the NSQHS Standards and accreditation processes are sufficient and that Victoria should not set different obligations (e.g. a 3-year Victorian credentialing requirement instead of the national 5-year credentialing standard). Specific amendments were also opposed because the requirements are covered elsewhere (e.g. adjunct diagnostic services are covered during approval in principle (AIP) and adverse patient safety events are covered by the Statutory Duty of Candour (SDC)). Extended commencement dates were also proposed.
· Healthscope opposed the addition of ‘processes for the availability of appropriate adjunct diagnostic services’ into the quality and safety protocols as it would not be practical to verify the reliability, availability and timeliness of independent third-party providers. Healthscope opposed introducing Victorian-specific quality and safety guidelines as this would unnecessarily duplicate and frustrate the national approach, and also raised concerns about the timing and frequency of reviews by the Secretary.
· ASMIRT raised concerns about assessment of individual practitioners (rather than systems) and how their competence and performance can be continually assessed.
· ANMF broadly supported the amendments, with suggestions for how they could be strengthened, but raised concerns about nurses and midwives being included in the credentialing and scope of practice requirements. 

	· In response to CHA/anonymous, the department confirms its view that specific State-based regulatory requirements are warranted and justifiable, in addition to national accreditation processes. Accreditation is a point-in-time assessment that is augmented by the Regulator’s compliance monitoring activities. Further, the Commission is not a regulator and it lacks tools to enforce compliance. Most of the Regulations align with the NSQHS Standards. Some Regulations extend the quality and safety requirements to reflect Victoria’s healthcare environment, regulatory priorities and areas of concern, and to best support regulatory oversight by the department. Requirements for quality and safety protocols and powers for the Secretary to review those protocols are therefore included in the Regulations to set enforceable foundations for quality and safety protocols and to allow the Regulator to engage with facilities on their clinical governance protocols in a targeted, nuanced and transparent manner, to inform improvements where needed. 
· In response to CHA/anonymous and Healthscope about the adjunct diagnostic services requirement, the intent is that HSEs regularly review and consider their arrangements with providers to ensure they continue to be sufficient (not just during AIP), as would be expected whenever contracts and SLAs are renewed with any supplier.
· The department has considered and accepted the CHA/anonymous proposal for a 12-month commencement date (31 August 2025) for the new r.8(3) requirements and an 18-month commencement date (28 February 2026) for the new r.10 review power. This will allow time for the sector to prepare for and implement new requirements, and for the department to develop best practice guidelines for quality and safety protocols, along with operational guidance on how the Regulator will conduct reviews of the protocols and issue directions.
· In response to ASMIRT, requiring processes for regular assessment of health professionals’ competence and performance is not unreasonable and, as a key aspect of clinical governance, is essential to ensuring safe healthcare (as reflected in relevant aspects of the national accreditation standards). This Regulation as a whole is about systems and clinical governance at an organisational level.
· In response to ANMF, the r.8 credentialing and scope of practice requirements only apply to health professionals (defined as a registered medical practitioner, a registered dental practitioner, a registered medical radiation practitioner or a registered podiatrist), so nurses and midwives are not in scope (rr.32, 33 and 34 apply to nurses and midwives).
· In response to ANMF’s suggestions to strengthen requirements through alignment with SCV policies and guides that currently apply to the public sector, the department will continue to work closely with SCV, and where needed consult with the sector and relevant stakeholders, to consider alignment between existing SCV resources and regulatory requirements for private sector facilities.

	Reporting and review of sentinel events
· Amend the requirement to report sentinel events (current r.46A, new r.66) to specify that it must be reported in the time and manner determined by the Secretary*. 
· Add a new requirement to review sentinel events and report on those reviews in the time and manner determined by the Secretary**.
*The determination will specify SCV’s Sentinel Events Portal.
**The review requirements will align with SCV’s Sentinel Events Guide[footnoteRef:9] and Adverse Patient Safety Event Policy.[footnoteRef:10]  [9:  Safer Care Victoria, 2024, Sentinel Events Guide, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/sentinel-events-guide>.]  [10:  Safer Care Victoria, 2023, Adverse Patient Safety Event Policy, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/policy-adverse-patient-safety-events>.] 

Noting that these requirements will formalise what is generally current practice for facilities who report a sentinel event there is not a formally deferred commencement date for these provisions in the Regulations. However, acknowledging that these are new requirements, and that there are known challenges for constituting review panels, the initial focus of the Department and SCV will be on providing education and support for health service establishments to conduct reviews.
	CHA/anonymous support the amended reporting and review requirement, and note that they should apply to mobile services.
ASMIRT supports the amended reporting and review requirements.
Healthscope suggests extending the timeframes for sentinel event reviews.
ANMF supports the amended reporting and review requirements, but suggests stipulating the SCV Online portal and the SCV Sentinel Events Guide and Adverse Patient Safety Event Policy in the Regulations instead of leaving the form and manner to be determined by the Secretary.

	In response to CHA/anonymous, the department confirms that the sentinel event reporting and review requirements apply to mobile services.
In response to Healthscope, a proprietor may seek, and the Secretary may grant, an extension of the submission deadlines for the review reports, as is currently the case. The determination by the Secretary that sets out the time and manner for reviewing and reporting on sentinel event reviews will state that extensions may be sought and granted.
In response to ANMF, it may be limiting to stipulate the SCV Online Portal and specific SCV policies and guides in the Regulations as names may change and platforms or documents may be superseded over time. Changes like these are better managed through updates to guidelines or policies determined by Secretary, as these could proceed without requiring the Regulations to be amended and remade.

	Admissions information and assessment
· Amend the requirement for a pre-admission clinical risk assessment (current r.20A, new r.25) to specify that it must be completed by a registered health practitioner.
· Require the matters considered and assessed in the pre-admission clinical risk assessment to be recorded in the patient’s clinical record (not just the results).
· Require that for an HSE that provides prescribed services but does not formally admit patients, a pre-presentation clinical risk assessment must be completed and recorded at least 24 hours prior.
	CHA/anonymous raise concerns that the rigid nature of the wording will conflict with patients who are non-emergency in nature but admitted <24 hours following a review by a Specialist Practitioner. 
Healthscope opposes the amendments as they may not get access to records held by visiting medical officers (VMOs).
ASMIRT raised concerns that it is an unreasonable for patients undergoing medical imaging at an HSE (as opposed to interventional or therapeutic image guided procedures).
ANMF supports the amendments but suggests, in relation to mobile services, that the risk assessment be conducted by the health professional who will be undertaking the procedure; that RNs must be employed; and that the mobile anaesthetist remains onsite until the patient is at Stage 2 recovery.
	In response to CHA/anonymous, the 24-hour requirement has been in place since 2018 with no implementation issues previously reported by the sector and no compliance breaches or concerns identified by the Regulator. The department considers the requirement appropriate and necessary to ensure patients are adequately risk assessed, particularly before surgery or procedures that require anaesthesia.
In response to Healthscope, the proposal is not that all prior consultation notes taken by a consultant or VMO must be recorded by the HSE in the patient’s clinical record. The requirement is that clinical risk assessments, including the pre-admission assessment conducted by the HSE (e.g. by a pre-admission nurse), are recorded in the patient’s clinical record. 
In response to ASMIRT, diagnostic imaging is out of scope of registration. 
· In response to ANMF, the department considers that the assessment done 24 hours before presentation may be safely conducted by any appropriately qualified clinician, with the anaesthetist who will deliver the anaesthesia conducting another check on the day of the procedure. Mobile services must meet staffing requirements under r.35(2)(b), which require at least one RN for every 10 patients or fraction of that number, and under r.36 they must take reasonable steps to ensure that the needs of patients are met promptly and effectively by nursing staff and other professionally competent registered health practitioners.

	Infringements
Prescribe new infringement offences and penalties for 29 of the existing penalty offences in the Regulations.
	CHA/anonymous accept there is a place for penalties and sanctions in extreme circumstances. Creating a culture of safety through transparency means that consideration should be given to non-punitive measures. If deemed necessary, penalties and sanctions should apply equally to public and private.
	In response to CHA/anonymous, penalties and sanctions are only one of several compliance tools used by the Regulator, which will continue to operate with a risk-based, proportionate approach to enforcement. As the public sector operates under a different statutory framework, there are different mechanisms for the department to respond to safety and performance concerns. 

	Administrative changes and clarifications
· Amend the requirements for information provided to patients (current r.20, new r.24) to include any likely third party fees and out of pocket expenses.
· Replace gendered pronouns with gender neutral pronouns and include consideration of ‘gender identity’ wherever applicable (current rr.20(2) and 25, new rr.24(2) and 31).
· Replace the term ‘reversible agents’ with ‘reversal agents’ in line with current industry practice (current r.28A, new r.37).
· Amend the requirement for discharge summaries (current r.34, new r.44) to require a detailed list of ceased, varied or new medications for all patients, plus a summary or statement about any other regular medications for overnight patients.
· Replace the term ‘Operation Theatre Register’ with ‘Surgical Procedure Register’ (current r.37, new r.47).
· Remove the Regulation for prevention of scalding (current r.41).
· Amend the requirement for information to be prominently displayed (current r.45, new r.57) to include the certificate of accreditation.
· Amend the requirements for returns and reports to be given to the Secretary (current r.46, new r.60) to include mobile services.
· Amend the requirements to record and review information (current r.48, new r.63) to include transfers out of patients for escalation of care), and to make information recorded under this Regulation available to the Secretary on request.
	CHA/anonymous support the amendments related to gender; reversal agents; Surgical Procedure Register; scalding; display of accreditation certificate; mobile services reporting; review of transfers out; and making quality safety review information available to the Secretary. 
CHA/anonymous assert that the NSQHS Standards and advisories sufficiently cover informed financial consent. 
CHA/anonymous assert that the NSQHS Standards sufficiently cover discharge summaries and propose that full medication summaries are unnecessary, administratively burdensome, risk transcription errors, and should only be provided for patients who stay more than 7 days in a facility. For patients in DPCs or who stay less than 7 days, only changes or additions to medications should be documented. 
Healthscope supports the amendments related to gender; reversal agents; scalding; display of accreditation certificate; and mobile services reporting.
Healthscope opposes the requirement for HSEs to give patients information about any likely third party fees and out of pocket expenses as it is impractical for private hospitals to provide and maintain a full list of fees by third party providers, and HSEs may breach the Competition and Consumer Act 2010 (Cth) by providing misleading information to patients.
Healthscope opposes including full medication lists on discharge summaries as this has unnecessarily slowed down discharge processes and does not provide benefit to the patient.
Healthscope opposes the requirement for a standalone Surgical Procedure Register as surgical information is kept digitally amongst other information in the patient management system. 
Healthscope opposes the requirement to record, review and provide to the Secretary on request information about transfers out of patients for ‘escalation of care’ on the grounds that this is too low a benchmark. Healthscope instead proposes an Incident Severity Rating to ensure reporting is associated with patient deterioration, rather than other types of transfers (for example, diagnostics).
ASMIRT supports all amendments, and suggests additional information to be included in the Surgical Procedure Register (e.g. sex at birth, gender, radiographer, implants).
ANMF supports the amendments related to fees information for patients; reversal agents; Surgical Procedure Register; scalding; display of accreditation certificate; mobile services reporting.
ANMF supports proposed amendments related to gender, and suggests additional requirements be included in several Regulations (e.g. ‘sex assigned at birth’, ‘gender identity’ and ‘sexual orientation’).
ANMF supports a complete discharge medications list for all overnight and day only patients.
ANMF supports the recording and review of transfers of patients for ‘escalation of care’ and suggests broadening to include all transfers out, and aligning reporting and review requirements for adverse events with SCV’s policies and guidelines.
	In response to CHA/anonymous, the Regulation related to information for patients about third party fees aligns with the NSQHS Standards and advisory, and gives the Regulator means to monitor and enforce these requirements.
In response to CHA/anonymous and Healthscope, and consistent with the policy intent set out in the RIS, the discharge summary requirements have been redrafted to clarify that a full list of medications will no longer be needed for every patient. Instead, each patient will receive a detailed list of ceased, varied or new medications. In addition, overnight patients will receive a summary or statement about any other regular medications, with the level of detail determined by the HSE to reflect the patient’s needs and acuity.
In response to Healthscope, the department confirms that likely third party fees and out of pocket expenses are required, not precise costs. This requirement is reasonable and reflects community expectations. 
In response to Healthscope, a composite of digital records will satisfy the requirements for a Surgical Procedure Register provided the required suite of information can be captured, compiled and inspected by the Regulator. 
In response to Healthscope, ‘escalation of care’ would typically be associated with patient deterioration. Transfer for diagnostics or rehab would not meet the common meaning of ‘escalation’. The department also notes that all transfers out are currently recorded by HSEs and reported to VAED. The intent of the Regulation is that HSEs review their data to identify systemic issues and drive quality and safety improvements. 
In response to ASMIRT’s suggestion, inclusion of implants in the Surgical Procedure Register may be considered in Phase 2 when a similar requirement to record cosmetic implants in a cosmetic surgery register will be considered to implement the National Cosmetic Surgery Licensing Framework.
In response to ANMF’s suggestions related to gender information, the department will consider this during the Phase 2 reforms (scheduled for 2025) to ensure the sector and other stakeholders are adequately consulted.
In response to ANMF’s support for retaining a full medications list for all patients, the department has considered the private sector’s concerns and has determined that patient safety will not be compromised by the proposed amendments (which have been clarified through redrafting of this Regulation).
In response to ANMF’s suggestion that all transfers out be recorded, the department notes that this is already required for VAED purposes. The department sees little value in requiring HSEs to review very transfer, as many of these are a routine, necessary part of service delivery. However, quality and safety improvements may result from reviews of transfers for escalation of care where patient deterioration has likely occurred. 

	Fees
Remake the currently prescribed fees related to the registration scheme, adding a new fee for applications to use particular land or premises as a private hospital or day procedure centre.
	CHA/anonymous have no concerns regarding the amendment.
Healthscope opposes the amendment as it imposes additional costs on the building of new private hospital infrastructure, and disadvantages private sector compared to public.

	In response to Healthscope, proprietors already pay an AIP fee for building a new facility, and will continue to pay only one fee. As noted in the RIS, in recognition of private sector concerns about financial viability, the department is maintaining partial cost recovery rather than pursuing full cost recovery of the registration scheme’s administration costs (which would require a 60% fee increase).





Appendix A: Detailed amendments, stakeholder comments and department’s response
This table sets out each Regulation where amendments were proposed, along with the specific feedback received from stakeholders and the department’s responses to these comments.
	Reg no.
(current and new)
	Excerpt of regulations 
(showing changes proposed in the RIS)
	Stakeholder comments and issues raised
	Department response

	1(a)

	Objectives
The objectives of these Regulations are—
(a) to provide for the safety and quality of care of patients receiving health services in or from health service establishments by prescribing—
(i) requirements for staffing; and
(ii) procedures for the handling of complaints; and
(iii) records to be kept; and
(iv) reporting requirements; and
(v) other requirements to ensure the welfare of patients; and
	· No concerns from any stakeholders about adding reporting requirements to the Objectives.

· ANMF supports this amendment and recommends an additional amendment to insert: Requirements for Clinical Governance and Duty of Candour.

	The department proposes to add reporting requirements to the Objectives.
The department will partially implement ANMF’s proposal:
· Requirements for health service establishment protocols for quality and safety will be added to the Objectives in recognition of their importance as a foundation for safe, high-quality healthcare delivery (noting that the term ‘clinical governance’ has not been used in this amendment as it does not appear elsewhere in the Regulations).
The amended parts of this Regulation will now appear as:
(iv) reporting requirements: and
(v) requirements for health service establishment protocols for quality and safety; and
· The Duty of Candour requirements in the Regulations relate only to reporting compliance with the Duty of Candour and are therefore covered by the addition of reporting requirements into the Objectives. Other Duty of Candour requirements set out in section 128ZC(1) of the Health Services Act 1988 and in the Victorian Duty of Candour Guidelines do not need to be reflected in the Objectives. 

	3

	Commencement
These Regulations come into operation on 8 September 2013.
These Regulations come into operation on 31 August 2024.
	No stakeholder concerns with general commencement date of 31 Aug 2024.
[See r.8 comments below about deferred commencement of specific Regulations.]

	The department will proceed with this amendment.

	7A(1)
8(1)
	(1) For the purpose of ensuring the quality and safety of health services provided at a health service establishment, the proprietor of a health service establishment must prepare health service establishment protocols in accordance with this regulation.

	Some stakeholders raised general concerns about existing and proposed new requirements for the quality and safety protocols:
CHA/anonymous 
Generally oppose requirements for quality and safety protocols on the grounds that:
· they are already covered by the NSQHS Standards
· they are duplicative and burdensome
· they are sufficiently monitored through accreditation processes (including 3-yearly and short notice assessments, and annual attestations by senior management)
· they do not align with a single, unified national approach.
ANMF
· Recommends strengthening requirements to align with those set out by SCV that apply to the public sector, namely clinical governance, Statutory Duty of Candour (SDC) and review and reporting of patient events.
· Does not support a two-tiered system with lesser compliance obligations on the private sector.

	In response to CHA/anonymous general feedback that accreditation is sufficient and the Regulations should not duplicate these requirements, the department notes that:
· The NSQHS Standards set generic minimum standards that apply across Australia. Some elements of the Regulations align precisely with the Standards and, importantly, provide the Secretary with regulatory tools to directly address non-compliance. Other elements of the Regulations enhance or exceed the requirements in the Standards to suit the Victorian healthcare environment and address specific areas of concern (e.g. clinical governance).
· The Commission has affirmed that Victoria’s Regulations align with the NSQHS Standards and that it is appropriate for each jurisdiction to
set regulatory requirements for quality and safety that reflect the local healthcare system and regulatory priorities.
· Accreditation is a point-in-time assessment and cannot assure continuous adherence to the NSQHS Standards. 
· Ongoing compliance monitoring by the Regulator augments accreditation processes and enables it to:
· make informed decisions about HSEs’ registration status and conditions as required under the Act; 
· identify issues and risks and support HSEs to improve quality and safety; 
· enforce compliance and apply sanctions where necessary in line with community expectations. 
· The Commission is not a regulator and lacks tools to manage registrations, enforce compliance and apply sanctions.
· The department will continue to work with the Commission to align administration of the accreditation and regulatory schemes.
In response to ANMF’s feedback, the proposed amendments to the Regulations have been designed to align with SCV’s policies and frameworks. As discussed below, the new power under r.10 will allow the Secretary to review HSEs’ quality and safety protocols by reference to best practice guidelines. The department will work closely with SCV, and as needed consult with stakeholders, to ensure the guidelines put in place for this purpose are evidence-based and fit for purpose, and this will include considering alignment with those in place for public sector facilities. 

	7A(2)
8(2)
	Health service establishment protocols for quality and safety
(2) The health service establishment protocols must be—
(a) documented in writing; and
(b) published on the health service establishment's website; and
(c) made available to the Secretary on request.
	No amendments were canvassed in the RIS in relation to the requirement for HSEs to publish their quality and safety protocols on their website.
However, feedback about the current and proposed additional requirements for the quality and safety protocols under new r.8(3) has prompted the following change to new r.8(2) to allow the Secretary to determine the manner and form for making the information available:
(2) The health service establishment protocols must be—
(a) documented in writing; and
(b) published on the health service establishment's website; made available to the public—
(i) on the health service establishment’s website; or
(ii) in the manner and form determined by the Secretary; and
(c) made available to the Secretary on request.
	This change – developed since publication of the RIS and draft Regulations – recognises that some elements of the quality and safety protocols are more relevant to certain audiences (e.g. consumers, the Regulator, clinicians), and that the level of detail and method of communication should reflect their different needs and interests. 
The amendment is intended to increase flexibility to accommodate the different information needs of different stakeholder cohorts and align with the proposed best practice guidelines for quality and safety protocols under new r.9.
Until the Secretary determines how information in the protocols should be made available, the current requirement to publish protocols on the HSE’s website will remain in place. The amendment will therefore not introduce any immediate changes or impose any new regulatory obligations or administrative burden on HSEs.  

	7A(3)
8(3)
	(3) The health service establishment protocols must include the following—
(a) processes for assessing every 3 years the credentials of each health professional practising at the health service establishment;  
(b) processes for setting the scope of practice for each health professional practising at the health service establishment;
(c) processes for continually assessing the competence and performance of each health professional practising at the health service establishment;
(d) processes for continually assessing and reviewing health services provided by each health professional at the health service establishment;
(e) processes for continually assessing the capacity of the health service establishment to provide safe, patient centred and appropriate health services to patients at each of its premises;
(f) setting the frequency of, and procedures for, meetings of any committees of the health service establishment with responsibility for the quality and safety of health services provided at, or from, the health service establishment;

	No amendments were canvassed in the RIS in relation to credentialing and scope of practice requirements.
Following the RIS, some stakeholders raised new concerns about credentialing and scope of practice:
CHA/anonymous 
Raised a new concern with the current requirement for credentialing to occur every 3 years, and requested this be extended to 5 years, on the grounds that the national standard is 5 years and Victoria is the only jurisdiction that mandates 3 years.
ANMF
Raised a new concern that nurses and midwives should not be included under rr.8(3)(a) and (b) credentialing and scope of practice requirements.
ASMIRT
· In relation to credentialing, suggested 12 months for annual updated documents (e.g. Ahpra, radiation licence, CPR, etc)
· Expressed concerns about how competence and performance is continually assessed – ‘may be a little unrealistic’.
· Expressed ‘concern at the assessment of individual practitioners and not systems’.


	The department has considered the CHA/anonymous proposal to change the credentialing period from 3 years to 5 years and has decided to retain the current requirements for the following reasons: 
The NSQHS Standards do not specify a credentialing frequency. The Commission’s Credentialing health practitioners and defining their scope of clinical practice: A guide for managers and practitioners[footnoteRef:11] (which states it is ‘an ancillary guide only’ that ‘does not replace or supersede state, territory or organisational policies on credentialing’) suggests that scope of practice should be reviewed ‘at least every 5 years’.  [11:  Australian Commission on Safety and Quality in Health Care, 2015, Credentialing health practitioners and defining their scope of clinical practice: A guide for managers and practitioners, viewed July 2024, <https://www.safetyandquality.gov.au/publications-and-resources/resource-library/credentialing-health-practitioners-and-defining-their-scope-clinical-practice-guide-managers-and-practitioners>.
] 

It is understood that the timeframe suggested in the Commission’s guide is a minimum baseline only and that the states should prescribe their own timeframes to best suit their regulatory environment and healthcare system. 
In Victoria, poor oversight of credentialing and clinicians working outside of scope is a consistent finding in SCV reviews dating back to 2017. This evidence reflects a causal link between avoidable harm and credentialing failures. Victoria will therefore retain the current 3-year requirement to address the systemic credentialing challenges and varied understanding and practice statewide amongst healthcare providers.
In response to ANMF’s concern: 
The current and proposed regulations relating to credentialing and scope of practice apply only to health professionals, defined in the Regulations as:
a registered medical practitioner, a registered dental practitioner, a registered medical radiation practitioner or a registered podiatrist.
Nurses and midwives are therefore out of scope of rr.8(3)(a) and (b). 
Note also that rr.32, 33 and 34 set out the requirements for qualifications and relevant experience of nurses and midwives. 
In response to ASMIRT’s feedback:
· Verifying annual Ahpra registrations is common practice in HSEs. These checks would contribute to the comprehensive credentialing process to be undertaken at least every 3 years under r.8(3)(a), and to the processes for continually assessing the competence and performance of each professional practising at the HSE under r.8(3)(c).
· The requirement to undertake regular staff performance reviews is not unreasonable and is essential to ensuring safe healthcare. 
· This Regulation as a whole is about systems and clinical governance at an organisational level. 

	7A(3)
8(3)
	(3) The health service establishment protocols must include the following—
(h) on and from 28 February 2025, the description and allocation of safety and quality roles in relation to the health service establishment;                                             
	CHA/anonymous 
· Oppose the requirement to include the description and allocation of safety and quality roles because HSEs already notify the Regulator of key positions (DON, CEO).
· Propose 12 months (not 6) for all new requirements under r.8(3) to commence due to ‘financial viability concerns of the private health industry’.
ASMIRT
‘Ensure consideration is made of quality roles already established outside of nursing if applicable. Agree.’


	In response to CHA/anonymous: 
· The department’s view is that notifications about the appointment of individuals into key roles (such as DON and CEO) is not the same as requiring the quality and safety protocols to clearly articulate the responsibilities of these roles and how they are accountable for quality and safety at the HSE. The department will proceed with the new Regulation as clarity about quality and safety roles and responsibilities within an HSE is a foundation of effective clinical governance. 

· The department has considered and accepted the proposal for a 12-month commencement date for all new requirements under r.8(3). 
This will allow time for the sector to prepare for and implement these changes. This Regulation will now appear as:
(h) on and from 28 February 2025 31 August 2025…

	
	(3) The health service establishment protocols must include the following—
(i) on and from 28 February 2025, having regard to the kind or kinds of health services being provided at, or from, the health service establishment, processes and procedures for—
(i) the availability of appropriate adjunct diagnostic services; 
	CHA/anonymous 
Oppose the adjunct diagnostic services requirement because this is covered during AIP and whenever new prescribed services are added to registrations.
Healthscope
Does not support the adjunct diagnostic services requirement as provision of diagnostic services is significantly different in the private sector than in public hospitals, and most are independent third-party providers. It would not be practical to have processes in place to verify the reliability, availability and timeliness of every adjunct service that sees our patients.  
ANMF
Supports, consistent with previous submission ‘timely access to high quality diagnostic serves is a critical element of providing safe patient care’.
	In response to CHA/anonymous and Healthscope feedback about the adjunct diagnostic services requirement, the intent is that HSEs regularly review and consider their arrangements with adjunct service providers to ensure they continue to be appropriate for the types of health services the HSE provides. Contracted adjunct services may be assessed as sufficient during AIP, but the department expects that HSEs’ business practices would require contracts to be periodically renewed (as they would with any supplier, and regardless of whether the health service is public or private). The department expects that HSEs would, at this time, review service quality and negotiate new SLAs if required. The department will proceed with the new Regulation as it will allow the Regulator to check that periodic review of the adequacy of adjunct diagnostic services is formalised in an HSE’s quality and safety protocols.  
As above, the commencement date will be changed to:
(i) on and from 28 February 2025 31 August 2025… 

	
	(3) The health service establishment protocols must include the following—
(i) on and from 28 February 2025, having regard to the kind or kinds of health services being provided at, or from, the health service establishment, processes and procedures for—
(ii) review of adverse patient safety events, including participation of all relevant personnel in the review (whether employees or not); 
	CHA/anonymous 
Oppose the review of adverse patient safety events requirement because this is covered by Duty of Candour requirements in the Act.
ANMF
Recommend strengthening the requirements to align with those set out by SCV that apply to public sector, namely SDC and review and reporting of patient events. Does not support a two-tiered system with lesser compliance obligations on the private sector.

	In response to CHA/anonymous feedback about review of adverse patient safety events, a requirement to include processes for these reviews in the quality and safety protocols:
· aligns with Duty of Candour requirements; 
· makes the process cohesive and transparent; and 
· gives the Regulator a mechanism to check that HSEs are prepared and able to conduct fulsome reviews of adverse events, if required, and with the participation of non-employees. 
In response to ANMF’s feedback, the proposed amendments have been designed to align with SCV’s policies and frameworks. As discussed below, the new power under r.10 will allow the Secretary to review HSEs’ quality and safety protocols by reference to best practice guidelines. The department will continue to work closely with SCV, and where needed consult with the sector and relevant stakeholders, to consider alignment between existing SCV resources and regulatory requirements for private sector facilities.   
As above, the commencement date will be changed to:
(i) on and from 28 February 2025 31 August 2025…

	
	(3) The health service establishment protocols must include the following—
(i) on and from 28 February 2025, having regard to the kind or kinds of health services being provided at, or from, the health service establishment, processes and procedures for—
(iii) addressing the specific needs of Aboriginal persons;
	CHA/anonymous 
Oppose the amendment on the grounds that it is unnecessary and duplicative as it is covered by the NSQHS Standards.

ASMIRT
Seeks clarity as example of positive discrimination.

	In response to CHA/anonymous, as detailed above, the proposed Regulations are intended to align with, and in some cases extend, the minimum requirements in the NSQHS Standards to reflect Victoria’s healthcare system, priorities, and issues of concern. The Regulations also give the department improved oversight of HSEs’ clinical governance arrangements, along with tools to address non-compliance, (noting that these are not available to the Commission as it is not a regulator).
In response to ASMIRT’s feedback, the proposed amendment reflects the Victorian government’s recognition of the unique status of Aboriginal persons. 
As above, the commencement date will be changed to:
(i) on and from 28 February 2025 31 August 2025…

	
	(3) The health service establishment protocols must include the following—
(i) on and from 28 February 2025, having regard to the kind or kinds of health services being provided at, or from, the health service establishment, processes and procedures for—
(iv) recognising and responding to deteriorations in the condition of patients.             
	CHA/anonymous 
Oppose the amendment on the grounds that it is unnecessary and duplicative as it is covered by the NSQHS Standards.

ANMF
Supports purpose, but recommends that systems, processes and nomenclature align with Safer Care Victoria Recognising and responding to the deteriorating patient. Clinical Engagement in recognition and response systems Framework (State of Victorian 2020). 
Therefore suggest amending to: recognising and responding to the deteriorating patient 

	In response to CHA/anonymous, as detailed above, the proposed Regulations are intended to align with, and in some cases extend, the minimum requirements in the NSQHS Standards to reflect Victoria’s healthcare system, priorities, and issues of concern. The Regulations also give the department improved oversight of HSEs’ clinical governance arrangements, along with tools to address non-compliance, (noting that these are not available to the Commission as it is not a regulator).
In response to ANMF’s feedback, the proposed amendments have been designed to align with SCV’s policies and frameworks. As SCV’s Recognising and responding to the deteriorating patient. Clinical Engagement in recognition and response systems Framework is not prescribed for the private sector, precise matching of terminology is not required in this Regulation. 
As above, the commencement date will be changed to:
(i) on and from 28 February 2025 31 August 2025…

	NEW
9
	Determination of quality and safety guidelines 
· The Secretary may determine approved quality and safety guidelines in relation to the health service establishment protocols for quality and safety set out in regulation 8.
· The Secretary must cause a notice of a determination under subregulation (1) to be published—
(a) in the Government Gazette; and
(b) on the Department’s Internet site.
· A notice of a determination of approved quality and safety guidelines must state—
(a) where a copy of the approved quality and safety guidelines may be obtained; and
(b) the date on which the approved quality and safety guidelines take effect.
	CHA/anonymous 
Oppose proposed quality and safety guidelines on the grounds that:
· ‘Clinicians are required to adhere to best practice that is determined on research / evidence. We encourage the implementation of evidence-based practices based on the evolution of available research and evidence published by appropriate institutions, Colleges and/or subject matter experts.’ 
· The NSQHS Standards are sufficient and the Regulations should not duplicate these requirements. 
Healthscope 
Does not support the establishment of Victorian-specific quality and safety guidelines. Where national guidelines are in place, this would unnecessarily duplicate and frustrate the national approach.
ASMIRT 
Best practice guidelines are difficult to implement in medical imaging if unsupported by Medicare.
ANMF
Supports the development but is unclear on whether the intent is to have one set of overarching guidelines or whether these can be developed by each HSE. For consistency, to reduce duplication and impost to HSEs, ANMF recommends the former.  

	In response to CHA/anonymous feedback, it appears that the intended scope of the proposed guidelines has been misunderstood. To clarify, the quality and safety guidelines are limited to quality and safety protocols only (i.e. the elements covered by r.8), which would apply at an organisational level – for example, best practice systems and processes for credentialing, allocating quality and safety roles, reviewing APSEs, etc. The proposed guidelines would not cover specific clinical practices, treatments, procedures, pathways, etc, or the clinical practices of individual practitioners. 
To illustrate, examples of best practice guidelines determined by the Secretary could include SCV’s Clinical Governance Framework[footnoteRef:12] and Credentialing and scope of clinical practice for senior medical practitioners policy[footnoteRef:13] (noting that these would be updated and consulted on first). Other guidelines developed by SCV related to specific areas of clinical practice are not within scope for the Secretary to nominate as guidelines under r.9.  [12:  Safer Care Victoria, 2017, Clinical Governance Framework, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/clinical-governance-framework>.]  [13:  Safer Care Victoria, 2020, Credentialing and scope of clinical practice for senior medical practitioners policy, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/credentialing-and-scope-of-clinical-practice-for-senior-medical-practitioners-policy>.
] 

The department reiterates that before any guidelines are determined by the Secretary under r.9, further targeted consultation with the private sector and other stakeholders will occur to ensure they are fit for purpose.
In response to ASMIRT’s feedback, the guidelines under r.9 will relate to best practice clinical governance (i.e. quality and safety protocols), not guidance for specific clinical or diagnostic areas. 
In response to ANMF’s feedback, the department confirms that any guideline determined by the Secretary will be designed to apply broadly across the private sector and will not be developed by individual HSEs.

	NEW
10
	Review of health service establishment protocols for quality and safety
(1) On and from 31 August 2025, the Secretary may determine to conduct a review of the health service establishment protocols for quality and safety prepared by a health service establishment under regulation 8(1).
(2) The Secretary may, after conducting a review of a health service establishment’s protocols for quality and safety, determine to issue a written direction to the proprietor of that health service establishment to update the protocols for quality and safety in the manner directed by the Secretary.
(3) The Secretary may determine to issue a written direction to the proprietor of a health service establishment if the Secretary considers that the protocols for quality and safety of that health service establishment—
(a) are inconsistent with the Act or these Regulations; or
(b) are otherwise inadequate for ensuring the quality and safety of health services provided at, or from, the health service establishment. 
(4) In conducting a review of health service establishment protocols for quality and safety, the Secretary may have regard to an approved quality and safety guideline referred to in regulation 9(1).
(5) The proprietor of a health service establishment must ensure that a written direction of the Secretary to update the health service establishment’s protocols for quality and safety is complied with.
	CHA/anonymous 
· Propose 18 months (not 12) for the Secretary’s review power to commence.
· Oppose rr.10(1), (2) and (4) regarding the Secretary conducting a review on the grounds that accreditation processes (including 3-yearly and short notice assessments, and annual attestations by senior management) are sufficient and additional compliance assessments by the Regulator are duplicative and unnecessary. 
· No concerns with the wording of r.10(3) regarding the Secretary issuing a direction provided that:
· the direction does not ‘duplicate, cause conflict with or undermine the National Standards’.
· the direction includes the concern, rationale, legal basis, expected compliance/necessary actions, timeframe ‘for the health service to provide a response to alleged concerns and corresponding direction(s) prior to the direction being in effect’, appeals process. 
· where modern practice conflicts with historic legislation, a pragmatic (non-punitive) approach is taken.
· No concerns with wording of r.10(5) requiring compliance with a direction.
Healthscope
Encourages the department to be mindful of prohibitively short timelines in conducting reviews, and to work directly with the HSE to set out a mutually agreed progress timeline to ensure the HSE can provide the most complete information possible to support the review, but also acknowledging administrative burden will require allocation of significant resourcing. 
Also encourages a limit to the number of reviews conducted within a set timeframe to ensure compliance without significant repeat burden on the HSE.
ANMF
Supportive of proposed amendments.

	In response to CHA/anonymous feedback:
· The department has considered and accepted the proposal for an 18-month commencement date (rather than 12-month) for the Secretary’s review power under r.10. This will allow time for the sector to implement the new quality and safety protocols requirements under r.8 (which will take effect from 31 August 2025) and will allow time for the Regulator to develop and publish operational guidance on how it will conduct reviews. Accordingly, r.10 will now appear as:
(1) On and from 31 August 2025 28 February 2026…
· Accreditation is a point-in-time assessment and cannot assure continuous adherence to the NSQHS Standards.
· The new review power under r.10 is being introduced to improve oversight of facilities’ systems for managing core safety issues, and to identify and address inadequate arrangements and associated risk, including any non-compliance with the Act and Regulations. It will allow a flexible, transparent and nuanced approach, as reviews will be conducted on a facility-by-facility basis. 
· Regarding the form and content of a direction, the Secretary will only be able to issue a direction following a review, which will require extensive communication between the Regulator and the HSE. The targeted review process means that natural justice principles will necessarily apply when the Secretary issues a direction as a result of that review. The delayed commencement of this power will also allow time for the Regulator to develop operational guidance on how it will conduct reviews and issue directions, including how it will cover the elements raised in the feedback.
In response to Healthscope’s feedback:
· Timeframes and frequency of reviews will be addressed in the Regulator’s operational guidance discussed above rather than specified in the Regulations. 

	8(2)
11(2)
	Application for approval in principle
(2) For the purposes of section 70(2)(b) of the Act, the following fees are prescribed—
(a) for an application for approval in principle to use particular land or premises as a private hospital or day procedure centre—325 fee units;
(b) for an application for approval in principle to construct premises for use as a private hospital—325 fee units;
(c) for an application for approval in principle to make alterations or extensions to a premises used or proposed to be used as a private hospital—290 fee units;
(d) for an application for approval in principle to construct premises for use as a day procedure centre—285 fee units; 
(e) for an application for approval in principle to make alterations or extensions to a premises used or proposed to be used as a day procedure centre—276 fee units;
(f) for an application for approval in principle to use particular land or premises as a health service establishment from which health services are to be provided at premises other than the first-mentioned premises—91 fee units;
	CHA and 19 anonymous stakeholders 
No concerns regarding amendment.
Healthscope 
‘Not supported as it imposes additional costs on the building of new private hospital infrastructure, and disadvantages private sector compared to public.’

	In response to Healthscope’s comments, proprietors already pay an AIP fee for building a new facility; the amendment has not changed this requirement. With the addition of r.11(2)(a), a proprietor will still only pay one AIP fee as is currently the case - for example, they will pay an AIP fee for either 11(2)(a) or 11(2)(b) but not both. If the proprietor decides to alter or extend the HSE at a later date, they will pay the fee for r.11(2)(c), as is also the currently the case under the existing Regulations. Further, as noted in the RIS, the department’s approach is to maintain partial cost recovery in recognition of private sector concerns about financial viability. Full cost recovery would have required a fee increase of approximately 60% to cover the costs to the department of administering the registration scheme.   


	20
24
	Information about fees and services
(1) The proprietor of a health service establishment must ensure that on or before admission each patient of the hospital or centre is given—
(a) a statement containing information in relation to the health care services provided at the health service establishment that complies with subregulation (2); and
(b) information about fees to be charged and any and likely out of pocket expenses to be charged by the health service establishment or a third party in relation to the health services to be provided to the patient at the health service establishment and any likely out of pocket expenses which may be incurred by the patient; and
(c) a clear explanation of the treatment and other health services to be provided to the patient at the health service establishment.
	CHA/anonymous 
Do not explicitly oppose the proposed amendment, but note that the Commission’s Advisory AS18/10 Informed financial consent[footnoteRef:14] ‘clearly articulates the standards required for achieving the threshold of achieving an informed financial consent’. [14:  Australian Commission on Safety and Quality in Health Care, 2021, AS18/10: Informed financial consent, viewed July 2024, <https://www.safetyandquality.gov.au/publications-and-resources/resource-library/as1810-informed-financial-consent>.] 

Healthscope 
Not supported as third-party providers are separate businesses, free to change their fees, and this may mean the HSE could potentially breach the Competition and Consumer Act 2010 (Cth) by providing misleading information to patients. 
Private patients choose their own providers and will access the third-party services that suit them and their schedule, therefore impractical for private hospitals to provide and maintain a full list of fees by third party providers. 
However, do expect the third-party providers to furnish this information directly to patients.
ASMIRT
Supports amendments. 
ANMF
Supports amendments.
	In response to CHA/anonymous, the Commission has confirmed that the Regulation aligns with the Commission’s Advisory AS18/10 Informed financial consent.[footnoteRef:15] [15:  Australian Commission on Safety and Quality in Health Care, 2021, AS18/10: Informed financial consent, viewed July 2024, <https://www.safetyandquality.gov.au/publications-and-resources/resource-library/as1810-informed-financial-consent>.
] 

In response to Healthscope’s feedback, the Regulation has been redrafted to clarify that an HSE will not be required to provide precise costs for third-party providers but likely costs. Accordingly, the Regulation will now appear as:
r.24(1)(b) information about health service establishment fees and likely out of pocket expenses to be charged by the health service establishment, and any likely third party fees and out of pocket expenses in relation to the health services to be provided to the patient at the health service establishment.
The department considers the requirement to be reasonable and in line with community expectations of transparency in fees and charges. Informed consent is key to delivering patient-centred care and gives patients the ability to make choices about the healthcare they receive. 

	20A
25
	Pre-admission assessment
For the purpose of ensuring the quality and safety of health services provided at a health service establishment, t The proprietor of the a health service establishment must ensure that for a non-emergency patient admitted to the health service establishment that—
a pre-admission clinical risk assessment is carried out by a registered health practitioner for each that patient before admission; and
the results following matters of the pre-admission clinical risk assessment are recorded in writing, not less than 24 hours before admission; and—
the matters considered and assessed by the registered health practitioner as part of the pre-admission clinical risk assessment; and
the results of the pre-admission clinical risk assessment;
the name and signature of the registered health practitioner carrying out the pre-admission clinical risk assessment; and
the procedure health service for which the patient is admitted is assessed in relation to the scope of practice of the relevant registered health practitioner who will provide providing the health services to that patient at the health service establishment.
	CHA/anonymous 
Raise concerns with proposed r.25(a) and (b) on the grounds that:
· An unintended consequence of the rigid nature of the wording will conflict with patients who are non-emergency in nature but admitted <24 hours following a review by a Specialist Practitioner.’
· ‘Anaesthetists review all patients on day of admission, patients triaged prior to admission and consults arranged if required based on criteria (ie: diabetic medications). This is required to be documented.’
· The NSQHS Standards are sufficient. 
ASMIRT
Suggest clarification of ‘admitted’ is required. If it is determined that in this document ‘admitted’ can refer to a patient undergoing an imaging procedure at an HSE it is an unreasonable use of clinical resources to carry out a pre-admission clinical risk assessment prior to ‘admission’ and also to have that preclinical risk assessment conducted by a registered health practitioner. Specialist administration staff are trained to carry out prebooking questionnaires for a variety of procedures/examinations and can refer more complex patients to clinical staff where required.
Healthscope
See below response to Information to be held in clinical record under r.28.
ANMF
Supports amendments. 


	In response to CHA/anonymous feedback:
· The 24-hour requirement has been in place since 2018 with no implementation issues previously reported by the sector and no compliance breaches or concerns identified by the Regulator. 
· However, the department acknowledges that there may be instances where patients need urgent care (but not Emergency Department care), such as mental health or palliative care patients. These admissions would meet the common definition of ‘emergency’ as ‘a serious, unexpected and often dangerous situation requiring immediate action’ - and would therefore be out of scope of this Regulation. There is nothing in the proposed Regulation that limits the exclusion to ED patients only – it could also exclude non-ED patients who need ‘emergency’ admission.
· If the sector is referring to fast-tracked admissions to fill unexpected cancellations in planned surgery lists in under 24 hours, these would not fit the definition of ‘emergency’ patients and would therefore be in scope of this Regulation. The department considers a risk assessment at least 24 hours in advance is needed for these patients to ensure they can be safely treated, particularly as these procedures or surgeries would typically require anaesthesia. In other instances, advance preparation may be required (e.g. pre-endoscopy preparation by the patient), which cannot be done in less than 24 hours before admission, so there would be no reason why a risk assessment at least 24 hours in advance could not be conducted.
· As described above, the department’s regulatory requirements align with the NSQHS Standards.
In response to ASMIRT’s feedback:
· Diagnostic/imaging services are out of scope of registration. 
· Any treatments/procedures within scope of registration should have assessments conducted according to the proposed Regulation.

	NEW
26
	Pre-presentation assessment
The proprietor of a health service establishment must ensure that for each non-emergency patient that is provided with a health service by the health service establishment but is not admitted to the health service establishment—
(a) a pre-presentation clinical risk assessment is carried out by a registered health practitioner; and
(b) the following matters are recorded in writing, not less than 24 hours before the health service is provided—
the matters considered and assessed by the registered health practitioner as part of the pre-presentation clinical risk assessment; and
the results of the pre-presentation clinical risk assessment;
the name and signature of the registered health practitioner carrying out the pre-presentation clinical risk assessment.
(c) the health service for which the patient presents is assessed in relation to the scope of practice of the registered health practitioner who will provide the health service to that patient.
	CHA/anonymous 
Wording should reflect the finalised wording of Regulation 25 once consultation has concluded.
Healthscope
See below response to Information to be held in clinical record under r.28.
ASMIRT
States it is reasonable to have clinical risk assessment conducted by a health practitioner after ‘admission’ or at time of service. There needs to be some provision for an appropriately limited assessment for example when a radiographer conducts an MRI safety or IV contrast questionnaire. Treatment is not the same as a diagnostic examination, so this may only apply to interventional or therapeutic image guided procedures.
ANMF
Supports this amendment. However, suggests strengthening regulations with respect to mobile services to reflect that: 
· ‘Preclinical assessment must be provided by a qualified health professional who will be undertaking the procedure or providing initial or follow up care (for example where the patient is receiving care from a mobile anaesthetist, they should have undertaken a pre-procedure/clinical assessment’.
· Staffing levels and skill mix associated with mobile anaesthetic services should be regulated to require employment by RNs when delivering mobile services.
· Clear policies and guidelines need to be developed to ensure mobile anaesthetic service remain on site until patient is at Stage 2 level recovery. 

	The above response to CHA/anonymous feedback applies here. 
The above response to ASMIRT feedback applies here.
In response to ANMF’s feedback:
· The department considers that the assessment done 24 hours before presentation may be safely conducted by any appropriately qualified clinician. The proposal that it must be conducted by the professional who will be undertaking the procedure or providing initial or follow-up dare would be unduly restrictive.
· On the day of presentation, the anaesthetist who will deliver the anaesthesia (including mobile anaesthetists) will also conduct an assessment, in addition to the pre-presentation assessment that is the subject of this Regulation. 
· Mobile services are subject to the staffing requirements under r.35(2)(b), which require at least one RN for every 10 patients or fraction of that number.
· Recovery care of patients is covered by r.36, which requires HSEs (including mobile services) to take reasonable steps to ensure that the needs of patients are met promptly and effectively by nursing staff and other professionally competent registered health practitioners.

	22(d)(vi)
28(d)(vi)
	Information to be included in clinical record
The proprietor of a health service establishment must take reasonable steps to ensure that each clinical record contains the following information—
the patient's name, address, date of birth and sex;
(d) relevant clinical details of the patient including the following—
pre-procedure assessment; clinical risk assessments conducted before a patient receives a health service, including a pre-admission assessment conducted in accordance with regulation 25.
	CHA/anonymous 
Same feedback as above for rr.25 and 26.
Healthscope 
Not supported - where a pre-admission assessment has been conducted by the hospital, this is included on their record. ‘However, the VMO may wish to conduct their own assessment of the patient, and Healthscope does not necessarily gain access to the records held by the doctor. It is worth noting here that VMOs are generally not employed by the hospital in the private sector, and are effectively a third party providing services at our facilities. The clinical risk assessment and pre-admission assessments provided by the VMO regarding their patient may therefore not always be included in the clinical record held by Healthscope’.

	The above response to CHA/anonymous feedback applies here. 
In response to Healthscope’s feedback:
The amendment appears to have been misunderstood. The Regulation is not proposing that all prior consultation notes taken by a consultant or VMO must be recorded by the HSE in the patient’s clinical record. The requirement is that clinical risk assessments, including the pre-admission assessment conducted by the HSE (e.g. by a pre-admission nurse), are recorded in the patient’s clinical record. 


	25(a)
31(a)
	Respect, dignity and privacy
The proprietor of a health service establishment must ensure that a patient—
is treated with dignity and respect, and with due regard to his or her their gender identity, religious beliefs and ethnic and cultural practices; 
	CHA/anonymous 
No concerns regarding amendment.
ASMIRT
Supports amendment.
ANMF
Supports amendment but proposes better alignment with Department of Health Guidance note: Inclusive collection and reporting of sex and gender data[footnoteRef:16] by changing to: [16:  Department of Health, 2023, Guidance note: Inclusive collection and reporting of sex and gender data, State Government of Victoria, viewed July 2024, <https://www.health.vic.gov.au/publications/inclusive-collection-and-reporting-of-sex-and-gender-data>.] 

The proprietor of a health service establishment must ensure that a patient—
is treated with dignity and respect, and with due regard to his or her their sex assigned at birth, gender identity, sexual orientation, religious beliefs and ethnic and cultural practices;
	In response to ANMF’s feedback, the department will consider this proposal during the Phase 2 reforms (scheduled for 2025) along with similar amendments to rr.27-28, 44 and 47. 
As noted by ANMF, the new VAED data requirements require this information (sex at birth, gender identity) to be reported. However, the department will need to consult the sector and other stakeholders before requiring this information to be recorded for other purposes. 

	28A
37
	Reversible Reversal agents must be available
If health services are provided at a health service establishment involving the use of anaesthesia or other sedation for which there are reversible reversal agents, the proprietor of the health service establishment must ensure that these reversible reversal agents are available for immediate access at the premises of the health service establishment.
	All stakeholders support this amendment.
	n/a

	34(3)(e)
44(3)(e)(f) and 44(4)
	Discharge information to be given to patients
(3) A patient's discharge summary must include the following information—
(e) in the case of a patient of a private hospital who was admitted overnight, a list summary of all medications currently prescribed for the patient, irrespective of whether the medication is in relation to the heath service received at the health service establishment, including cessations, variations or additions to the regular prescribed medication of the patient;
(f) in the case of a patient of a private hospital who was admitted and discharged within one day, or a patient of a day procedure centre—
(i) a list of medications prescribed for the patient at the time of discharge in relation to the health service provided to the patient by the health service establishment; and
(ii) a list of any changes made to the regular prescribed medication of the patient, including cessations, variations or additions to the regular prescribed medication of the patient.
(4) The proprietor of the health service establishment must have regard to the clinical profile of a patient in deciding the nature and detail of information to be included in a medication summary prepared in accordance with subregulation (3)(e).
	CHA/anonymous oppose the proposed amendments stating that:
· medications management should be ‘governed by the NSQHS Standards, specifically Standard 4 Medication Safety’.
· a full medication summary should only be provided for patients who stay more than 7 days in a facility. For patients in DPCs or who stay less than 7 days, only changes or additions to medications should be documented.
· a full medication list increases the risk of transcription errors, increases administrative burden for nurses, doctors and pharmacists, which reduces patient-facing time.
Healthscope 
· Not supported as the requirement of including full medication lists on discharge summaries has unnecessarily slowed down discharge processes and does not provide benefit to the patient.
· States the Standards are the ‘most appropriate regulation in place for medications’.
ANMF
· Supports amendments. 
· Suggests a complete medications list should be required irrespective of whether the patient was admitted overnight or admitted and discharged in one day. The word ‘summary’ should therefore not be used. 
	In response to CHA/anonymous and Healthscope feedback, it appears that the proposed amendment has been misunderstood. Following release of the Discussion paper in August 2023, the department acknowledged the sector’s concerns with the current requirements and decided to remove the obligation to provide a complete list of all medications for every patient. The intent of the proposed amendment was that:
· For all patients, regardless of whether they were admitted overnight or day only, a detailed list of cessations, variations or additions to medications should be provided.
· In addition to this list, for overnight patients only, a summary of any other regular prescribed medications should be provided, with the amount of detail in the summary to be informed by the patient’s clinical profile. This would allow HSEs to provide detail about existing medications that are directly relevant to the health service provided to the patient and to their after-care, but would give them flexibility and discretion to ‘summarise’ any other medications that are not changed or directly relevant (e.g. by including a statement that ‘all other current medications are unchanged.’)
To clarify the requirements, r.44 will now appear as:

(3) A patient's discharge summary must include the following information—
(e) an itemised list of any new medication prescribed for the patient in relation to the health services received at the health service establishment and any cessations of, or variations to, any regular prescribed medication of the patient; and
(f) in the case of a patient of a private hospital who was admitted overnight—a list, summary or statement regarding the unchanged, regular prescribed medication of the patient.
(4) The proprietor of the health service establishment must have regard to the clinical profile of a patient in deciding the nature and detail of information to be included in a list, summary or statement of unchanged, regular prescribed medication prepared in accordance with subregulation (3)(f).
In response to ANFM’s feedback, the department has considered the private sector’s concerns with the current impractical requirement that all medications must be listed for all patients, and has determined that patient safety will not be compromised by the proposed amendments. Further, the Commission has confirmed that the proposed amendments align with the NSQHS Standards. 

	37
47
	Operation Theatre Surgical Procedure Register
(1) The proprietor of a health service establishment at which surgical health services or speciality health services for the provision of endoscopy may be carried on provided must ensure that an Operation Theatre Surgical Procedure Register that complies with subregulation (2) is kept at the health service establishment.
(2) For the purposes of subregulation (1), an Operation Theatre Surgical Procedure Register must be in writing and contain the following information records with respect to each procedure performed at the health service establishment—
(a) the date and time of the procedure;
(b) the unit record number of the patient;
(c) the full name of the patient, his or her their sex and date of birth;
(d) the nature of the procedure;
(e) the name of the registered health practitioner undertaking the procedure and assistant (if any);
(f) the name of the anaesthetist and assistant (if any);
(g) the names of attending theatre clinical staff;
(h) any remarks concerning the outcome of the procedure;
(i) any anaesthetic or procedural complications encountered.
	CHA/anonymous 
No concerns regarding amendment.
Healthscope
Healthscope opposes the amendment on the grounds that: 
· It already collects this information through its patient management system, kept in real time at a digital level.
· It does not collect this information specifically for the operation theatre register, which is not digitised. 
· The Federal Government is encouraging digital systems and this does not align.
· This is an unnecessary burden and in practice would be a voluminous list at each site.

ASMIRT
Suggests recording (c) sex at birth and gender, agree to include radiographer at (g), and recommends (j) sufficient detail of any implant used for the purpose of determining the safety status of the implant for any future MRI examination. ASMIRT suggests that there is a searchable database for these items.
ANMF
Supports the amendment, but proposes better alignment with Department of Health Guidance note: Inclusive collection and reporting of sex and gender data[footnoteRef:17] by changing to: [17:  Department of Health, 2023, Guidance note: Inclusive collection and reporting of sex and gender data, State Government of Victoria, viewed July 2024, <https://www.health.vic.gov.au/publications/inclusive-collection-and-reporting-of-sex-and-gender-data>.
] 

47(2)(c) the full name of the patient, his or her their assigned sex at birth, gender identity and date of birth;
	In response to Healthscope’s comments:
· If Healthscope is already collecting the required information – in whatever form – they are compliant with the current Regulation and will be compliant with the proposed amended Regulation, which is a name change for the register.
· Nothing in the drafting of the Regulation prevents the register from being assembled from digital records. Provided the information specified in r.47(2) can be compiled and presented for inspection by the Regulator – in paper or digital form – the HSE will be compliant.
In response to ASMIRT’s comments:
· Inclusion of implants in the Surgical Procedure Register may be considered in Phase 2 when a similar requirement to record cosmetic implants in a cosmetic surgery register will be considered to implement the National Cosmetic Surgery Licensing Framework.
In response to ANMF’s comments:
As discussed above, the department will consider and consult on ANMF’s proposed change during Phase 2 reforms.

	41
	Prevention of scalding
The proprietor of a health service establishment must ensure that every bath, shower and hand basin used by patients is installed with a system or mechanism to avoid the risk of scalding by controlling the outlet temperature of hot water.
	All stakeholders support this amendment.
	n/a

	45
57
	Information to be prominently displayed
The proprietor of a health service establishment must display in a prominent position at the entrance foyer or reception area of the health service establishment the following information—
(a) the certificate of registration of the premises as a health service establishment or a full size copy of the certificate;
(b) the certificate of accreditation for any accreditation scheme applicable to the health service establishment and approved by the Secretary under section 107(1) of the Act;
(c) the name of the Director of Nursing (if required to be appointed) and the name of any appointed if a Chief Executive Officer or Medical Director (however titled) has been appointed, the name of the Chief Executive Officer or Medical Director;
(d) the name and contact telephone number of the person nominated under regulation 29 38 to receive and deal with complaints.
	All stakeholders support this amendment.
	n/a

	NEW
59
	Infringement offences and infringement penalties
(1) For the purposes of section 155(1) of the Act, an offence specified in Column 1 of the Table in Schedule 9 is prescribed as an infringement offence. 
(2) For the purposes of section 155(1) of the Act, the prescribed infringement penalty for an infringement offence referred to in subregulation (1) is the penalty specified in Column 2 of the Table in Schedule 9 in respect of that infringement offence.
	CHA/anonymous 
Acknowledges there is a place for penalties and sanctions in extreme circumstances. Creating a culture of safety through transparency means that consideration should be given to non-punitive measures.
If deemed necessary, penalties and sanctions should apply equally to public and private.
ANMF
Not opposed to this amendment.
	In response to CHA/anonymous feedback, the Regulator will continue to operate with a risk-based, proportionate approach to compliance enforcement. 
The department is separately consulting on broader legislative reforms to health regulation in Victoria. Amendments are proposed for all the Acts in the health portfolio, including the Health Services Act 1988, to expand and modernise the regulatory toolkit. The recently formed Health Regulator[footnoteRef:18], which centralises regulatory expertise and resources within the department, will have access to new compliance monitoring tools (for example, powers to obtain information), mid-range enforcement tools (for example, remedial notices and enforceable undertakings) and tougher sanctions (for example, infringements, penalties and court proceedings). These proposed reforms are presented in the Reforms to health regulation in Victoria consultation paper[footnoteRef:19] released on 29 April 2024. [18:  Premier of Victoria, 2023, Reform to Better Protect Victorians, State Government of Victoria, viewed July 2024, <https://www.premier.vic.gov.au/reform-better-protect-victorians>. ]  [19:  Department of Health, 2024, Reforms to health regulation in Victoria consultation paper, State Government of Victoria, viewed July 2024, <https://www.health.vic.gov.au/legislation/reforms-to-health-regulation-in-victoria>.] 

The department also notes that as the public sector operates under a different legislative framework, the department uses different processes and levers to ensure expectations are met and safe health services are delivered.

	46(3) and (4)
60(5) and (6)
	Returns and reports to be given to the Secretary
(5) The Secretary may determine to direct the proprietor of a health service establishment that provides health services solely at premises other than the premises for which it is registered to prepare a return in the manner and form directed by the Secretary. 
(6) The proprietor of a health service establishment must ensure that a return prepared under subregulation (5) is given to the Secretary within the time directed by the Secretary.
	CHA/anonymous have no concerns with these amendments.

	n/a

	48(1)(b)
63(1)(b) and (2)
	Review of quality and safety of health services provided
(1) The proprietor of a health service establishment must ensure the following information is recorded in writing and reviewed at least every 3 months—
(a) information in relation to the decisions and actions taken for the purposes of improving the quality and safety of health services provided;
(b) if applicable, information in relation to—
(i) all adverse events occurring at the health service establishment; and
(ii) all sentinel events occurring at the health service establishment; and
(iii) mortality and morbidity occurring at the health service establishment; and
(iv) all transfers of patients from the health service establishment to another health service establishment or health care agency for the escalation of patient care; and
(v) compliance with the health service establishment's protocols; and
(vi) results from surveys about patient experience and about staff safety culture.
(2) The proprietor of a health service establishment must make information recorded under this regulation available to the Secretary on request.
	CHA/anonymous 
No concerns regarding amendment. Notes that similar requirements should be required of mobile health services.
Healthscope
Does not support amendment. However, if it does go ahead, encourage that capture of data is through existing software and reporting is done on the basis of harm associated with clinical deterioration with serious adverse outcome.
Notes the benchmark ‘escalation of care’ and that bar is too low therefore encourages inclusion of an Incident Severity Rating (or similar) to ensure the trigger for reporting is associated with patient deterioration and not transfer, for example, diagnostics.
ASMIRT
Supports
ANMF
Advocates that:
· the frequency and mode of reporting adverse events must align with that set out by Safer Care Victoria, and which applies to public health care services
· all transfers should be recorded and reported, not just those arising from an escalation of care
· Judge Cain’s recommendation be implemented requiring root cause analysis of SAPSEs and SEs with an independent member on a panel consistent with the requirements for public hospitals.
· robust systems and tools (including use of the ISBAR tool) are used to assist in the proper handover of patients between health services.

	In response to CHA/anonymous feedback, the department confirms that this Regulation applies to mobile services.
In response to Healthscope’s feedback:
· Under current requirements for the Patient Admission and Discharge Register, which will be retained under r.45(c)(viii), HSEs must already record if the patient is transferred to another health service establishment or health care agency, the name of that establishment or agency and the reason for the transfer.
· Under current requirements for Returns and reports to be given to the Secretary, which will be retained under r.60, HSEs must already report monthly data on patient admissions and separations. The information reported to VAED includes data about transfers (noting that clinical reasons are not captured).
· Existing software used for the purposes above will meet the requirements of this amended Regulation.
· ‘Escalation of care’ would not include transfers so that patients can receive different types of care of an equivalent or lower level, such as diagnostics or rehabilitation. ‘Escalation of care’ would typically be required where a patient’s condition has deteriorated, and the department understands that these cases are typically recorded in an HSE’s incident management software (e.g. Riskman).
· The proposed Regulation requires HSEs to review data they already capture so that they can identify systemic trends or issues. The aim of the amendment is to drive quality and safety improvements within an HSE through internal consideration and review of transfers out for escalation of care.
· The proposed Regulation does not impose an additional periodic reporting requirement. The Regulator may ask for information to be made available to assist in its compliance monitoring activities or where it has specific concerns about the quality and safety of health services.
In response to ANMF’s feedback:
· Public hospitals report adverse events through VHIMS, which is not currently available to all HSEs. Future reforms related to incident reporting through VHIMS would require extensive sector consultation to assess costs, benefits and implementation requirements.
· As noted above, all transfers out are recorded and reported to VAED (noting that clinical reasons are not captured).
· All SAPSEs are subject to the SDC and therefore require a review that meets the requirements set out in SCV’s Victorian Duty of Candour Guidelines.[footnoteRef:20] Further, HSEs may conduct a protected SAPSE review with specific requirements for review methodology and panel composition. [20:  Safer Care Victoria, 2022, Victorian Duty of Candour Guidelines, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/report-manage-issues/sentinel-events/adverse-event-review-and-response/duty-of-candour>.] 

· While the ISBAR tool is broadly used in the private sector, it is not practical to specify particular tools in the Regulations as they may change or be superseded over time.

	46A
66
	Reporting of sentinel events
The proprietor of a health service establishment must report in writing a each sentinel event that occurred occurs at the health service establishment to the Secretary— within the time determined by the Secretary.
(a) within the time determined by the Secretary; and
(b) in the form and manner determined by the Secretary.
	CHA/anonymous 
No concerns regarding amendment. Notes that similar requirements should be required of mobile health services.
ASMIRT
Supports the amendment.
ANMF
Supports amendment, but suggest that to reduce ambiguity and promote consistency, the Regulations be amended to stipulate the SCV Online Portal as the mechanism for reporting, rather than stating this will occur in ‘the form and manner determined by the Secretary’. 
	In response to CHA/anonymous feedback, the department confirms that this Regulation applies to mobile services.
In response to ANMF’s feedback, it may be limiting to stipulate the SCV Online Portal in the Regulations as the name may change over time or the platform may be superseded. Changes like these can be more easily managed through updates to guidelines or policies determined by Secretary, as these could proceed without requiring the Regulations to be amended and remade.

	NEW
67
	Review of sentinel events
(1) For the purpose of ensuring the quality and safety of health services provided by a health service establishment, the proprietor of a health service establishment must ensure that a review is conducted of each sentinel event that occurs at the health service establishment.
(2) A review conducted under subregulation (1) must be conducted in the manner and within the time determined by the Secretary. 
(3) The proprietor of a health service establishment must record the outcome of a review conducted under subregulation (1) in writing and submit it to the Secretary within the time and in the form determined by the Secretary.
	CHA/anonymous 
No concerns regarding amendment. Notes that similar requirements should be required of mobile health services.
ASMIRT
Supports the amendment.
Healthscope
67(2) suggests the timeframe for completion of review needs to be extended to ensure the review teams can adhere to mandated timelines. In NSW the report submission timeline is 100 days; they encourage Victoria to extend from the current 30 days.
ANMF
Supports amendment, but suggest that to reduce ambiguity and promote consistency, the Regulations should stipulate that SEs and SAPSEs be reviewed in accordance with SCV’s Sentinel Events Guide and Adverse Patient Safety Event Policy rather than stating this will occur in ‘the form and manner determined by the Secretary’.


	In response to CHA/anonymous feedback, the department confirms that this Regulation applies to mobile services.
In response to Healthscope’s feedback:
· The manner and timeframes for reviews determined by the Secretary will align with requirements set out in SCV’s Sentinel Events Guide[footnoteRef:21] and Adverse Patient Safety Event Policy.[footnoteRef:22] Acknowledging that these are new requirements, and that health service establishments may lack current expertise in review methodologies or may face challenges constituting a review panel, the department’s initial focus will be on providing education and practical support. It will not take punitive enforcement measures while health service establishments are developing the capacity to undertake fulsome reviews of sentinel events.   [21:  Safer Care Victoria, 2024, Sentinel Events Guide, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/sentinel-events-guide>.]  [22:  Safer Care Victoria, 2023, Adverse Patient Safety Event Policy, State Government of Victoria, viewed July 2024, <https://www.safercare.vic.gov.au/best-practice-improvement/publications/policy-adverse-patient-safety-events>.] 

· As stated in the RIS:
The proprietor may seek, and the Secretary may grant, an extension of the submission deadlines for the review reports. This happens currently across the Sentinel Events Program as a practical response to the difficulties health services experience in timely completion of reviews, typically as a result of challenges resourcing the review panel. 
In response to ANMF’s feedback, it may be limiting to stipulate the SCV’s Sentinel Events Guide and Adverse Patient Safety Event Policy in the Regulations as the names may change over time or be superseded by other documents. Changes like these can be more easily managed through updates to guidelines or policies determined by Secretary, as these could proceed without requiring the Regulations to be amended and remade.
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