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	Term
	Definition

	Better Regulatory Practice Framework
	The framework that sets out the principles that the Department’s regulators use to achieve their Outcomes. https://dhhs.vic.gov.au/better-regulatory-practice-framework

	Co-regulator
	Any national, other State or Territory, or Victorian regulator that has complementary objectives or functions, and/or the same regulated entities. For example, the Australian Health Practitioner Regulation Agency, the Health Complaints Commissioner or Victoria Police.

	Compliance
	The act of conforming to a rule (e.g. policy, standard or law).

	Drug of dependence
	In Victoria, the term ‘drug of dependence’ is used to describe substances, listed in Schedule 11 to the Drugs, Poisons and Controlled Substances Act 1981, which are known to be subject to misuse and trafficking. The term is not limited to Schedule 8 poisons as some Schedule 4 poisons (e.g. benzodiazepines, pseudoephedrine, testosterone and other anabolic steroids) are also classified as drugs of dependence. 

	Enforcement
	The actions or resources that regulators use in order to manage or respond to risk (for example a warning letter or undertaking inspections).

	Monitored poisons
	High risk medicines for which records relating to their prescribing or supply are included in SafeScript. The medicines are listed in Schedule 5 of the Drugs, Poisons and Controlled Substances Regulations 2017. 

	Monitored supply poisons
	Medicines where prescribers and pharmacists are required to take all reasonable steps to check SafeScript prior to their prescribing or supply. The medicines are listed in Schedule 6 of the Drugs, Poisons and Controlled Substances Regulations 2017.

	Risk-based
	An approach to regulation that is proactive in identifying, assessing and responding to risk, prioritising and targeting resources toward specific groups or behaviours that pose the greatest risk to Outcomes.

	Outcomes
	The change in the community that the regulator is seeking to achieve, which should be specifically related to harms (including physical harms, emotional harms, economic or financial harms, psychological harms, environmental harms and social harms).

	SafeScript
	SafeScript is a real-time centralised IT system that contains prescribing and dispensing records for Monitored poisons transmitted in real-time which can then be accessed by medical practitioners, nurse practitioners and pharmacists during a consultation.

	Schedule 4 medicines
	Substances listed in schedule 4 of the Poisons Standard. They include a broad array of medicines available with a medical prescription. They also include a number of specified high-risk medicines that a specialist health practitioner must apply to the department for a warrant to prescribe. They are labelled as ‘Prescription Only Medicine’ or ‘Prescription Animal Remedy’.

	Schedule 8 medicines
	 Substances listed in Schedule 8 of the  Poisons Standard. They are the most strictly regulated prescription medicines. Schedule 8 includes opioid analgesics, like oxycodone and fentanyl, and opioid replacement therapies such as methadone. They are labelled as ‘Controlled Drugs’.

	Standard for the Uniform Scheduling of Medicines and Poisons
	The Commonwealth Standard for the Uniform Scheduling of Medicines and Poisons or ‘Poisons Standard’ lists medicines and poisons into schedules for inclusion in state and territory drugs and poisons legislation.  
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Background
The increasing harmful use of prescription medicines is a major public health concern, with more Victorians dying from prescription medicine overdose than on Victorian roads. The Medicines and Poisons Regulation Branch, within the Department of Health (the department), seeks to prevent over prescribing, accidental poisoning, deliberate poisoning and diversion for abuse or manufacture of substances of abuse. 
The department seeks to achieve this by assessing and monitoring key points of the medicines and poisons supply chain, including the points of manufacture, wholesale, prescribing and dispensing to patients. The department also promotes evidence-based prescribing practices through its policies for issuing Schedule 8 permits.
The department’s regulatory framework is established in the Drugs, Poisons and Controlled Substances Act 1981, the Drugs, Poisons and Controlled Substances Regulations 2017 and the Therapeutic Goods (Victoria) Act 2010. The framework recognises that certain substances should only be made available with appropriate controls and oversight. The framework also places a responsibility on organisations and individuals to meet the various regulatory requirements.
As a risk-based and Outcomes-focused regulator, the department exercises a combination of formal powers and functions conferred on them through legislation as well as other regulatory tools to achieve intended Outcomes. 
The policy aims to set out a clear and transparent statement about how the department will bring a systemic, risk-based, Outcome focused and intelligence-led approach to its regulatory activities. This policy draws on better regulatory practice approaches from the department’s Better Regulatory Practice Framework, which applies to all of the department’s regulators, to bring a clear and consistent approach by the department’s regulators. 
The policy has been developed in accordance with the Minister for Health’s Statement of Expectations Framework for Regulators. The Victorian Government’s Statement of Expectations Framework for Regulators requires each Minister to establish clear expectations for regulator performance within their respective Ministerial portfolio. The statements are important in driving continuous improvement in regulatory processes and practices.

Purpose
The purpose of this policy is to outline how the department applies its resources and regulatory tools to minimise the potential risks caused by medicines and poisons. The policy outlines how the department works with and supports health practitioners to promote safer prescribing and supply of medicines as well as how it applies its compliance and enforcement functions. Practitioners within the scope of this policy include medical practitioners, nurses, midwives, nurse practitioners, podiatrists, optometrists, orthoptists, Aboriginal and Torres Strait Islander health practitioners, pharmacists, dentists, dental hygienists, dental therapists, and oral health therapists and veterinary practitioners. 
In preparing this policy, the department is seeking to:
document a risk-based compliance and enforcement policy
establish a clear, transparent and adaptable framework that will inform the allocation of resources and effort; and,
inform stakeholders of its compliance and enforcement approaches. 

The following diagram outlines how this policy fits within the legislative framework, the department’s Better Regulatory Practice Framework and the department’s other policies and operating procedures. 
Figure 1: How this policy fits within the legislative framework and other key requirements
[image: ]
The remainder of this policy is divided into the following key sections:
Expectations and guiding principles – these sections outline what key stakeholders can expect of the department when applying this policy and how the department’s better practice regulatory principles guide the compliance and enforcement practices of the department;
A changing landscape – outlines that this policy is in place at a time of significant change following the introduction of the real-time prescription monitoring in late 2018, known as SafeScript; 
Applying a risk-based approach – outlines how the level of risk is used to  prioritise and target resources toward specific groups or behaviours that pose the greatest risk;
The compliance and enforcement approach – provides a summary of the approach applied by the department to manage a particular risk, its choice of regulatory tools and enforcement activities.;
Monitoring, detecting and investigating non-compliance – outlines how the department monitors and detects non-compliance;
Actions and sanctions – outlines how the department responds to incidents of non‑compliance; and,
Decision making – outlines how decisions are made in relation to monitoring non-compliance and taking action.
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The department understands that stakeholders will have different expectations of the department’s regulatory activities depending on the impact they have on their lives and work and how effective they are in achieving the intended Outcomes. To deliver on these expectations the department will actively apply this policy and the department’s Better Regulatory Practice Framework principles. 
Expectations
The following diagram outlines ‘what good looks like’ as a result of implementing this policy.
Figure 2: What good looks like 

“Deaths and harms as a result of medicines and poisons are reducing.”

“We are making a difference. Our investment in SafeScript is paying off and helping us focus on the high-risk issues.”

“We help those in the sector who want to do the right thing and take action against those who don’t.”
Policy makers
“The regulatory system is easy to understand and helps me provide the best care to my patients.”

“I know what is expected of me and what happens if I don’t do it. My good behaviours are recognised.”
“The Victorian regulator helps us do our job more effectively, and with their input we can protect the public and maintain the integrity of the regulatory system.”

“The department is a valuable, timely and accurate source of information. We enjoy working with them.”
Co-regulators
Health Practitioners
The general public
“I understand that there are protections in place to reduce harms caused by medicines and poisons.” 

“I have confidence in the regulatory systems.” 

Guiding principles
A good compliance and enforcement policy is flexible and adaptable, allowing responses to be developed on a case-by-case basis. It allows the regulator to apply a range of tools and supports, including advice and education as well as applying the enforcement options provided in legislation. 
The department’s over-arching better regulatory practice principles in the Better Regulatory Practice Framework set out in the following table guide the work of the department and how it applies this policy to achieve our intended regulatory Outcomes. 
Table 1: Applying the better practice principles to this policy
	Principle
	Commitment outlined in the Better Practice Regulatory Framework
	Application of the principles to this policy

	Collaborative
	Where the various departmental regulatory regimes, and those of other agencies, intersect, the regulators work together to maximise effectiveness and minimise regulatory burden. Regulators also cooperate and engage with internal and external stakeholders, including interstate counterparts and those representing various client groups within the Victorian community. 
	The approach to compliance and enforcement activities will be informed by insights from internal and external stakeholders, including other teams within the department, co-regulators (e.g. Health Complaints Commissioner (HCC), Australian Health Practitioner Regulation Agency (Ahpra), Victoria Police and the Victorian Pharmacy Authority (VPA), practitioners and sector representatives (e.g. peak bodies). 
The department also collaborates with other co-regulators in relation to taking enforcement actions, ensuring that the regulatory body responding has the most effective tools and can influence future behaviour. 

	Consistent
	The regulators work to provide a consistent experience for regulated entities and the community. Regulatory responses will be predictable (meaning that, to the extent possible, regulators provide similar responses in similar circumstances - consistent with policy) and where possible standardised, following clear processes and delivering consistent results. This ensures that individuals / organisations are treated fairly, and that the regulators are objective in their decision-making. 
	Outcomes from compliance and enforcement activities should be consistent and predictable. This policy seeks to ensure that similar circumstances, non-compliances and other issues lead to similar enforcement outcomes.
Applying and communicating the outcomes of a consistent approach to compliance and enforcement assists stakeholders and practitioners to understand how the department responds to particular issues.  

	Efficient
	The regulators allocate resources in a proportionate way that aims to achieve Outcomes most efficiently, considering the direct and indirect impacts on the relevant sectors. This includes minimising unnecessary administrative burden and any adverse impact of regulatory actions on businesses to a level that is not justifiable to achieve regulatory Outcomes.
	In carrying out compliance and enforcement activities, consideration is given to ensuring that it is efficient, both from the perspective of the department as well as minimising any unnecessary imposts on stakeholders.
The department recognises that many of the compliance and enforcement responses involve significant allocation of resources. These resources should be deployed appropriately and where they have the best chance of reducing harm, which may include referral to another regulator.

	Intelligence-led
	The regulators analyse incoming intelligence and data in order to allow them to be responsive and accurate when assessing risk and undertaking compliance activities.
	The department draws on a variety of sources, enabling it to focus its efforts on the greatest harms and to tailor responses for maximum impact.  
Decisions relating to compliance and enforcement actions are informed by the best available intelligence, including insights from SafeScript, onsite inspections, notifications and feedback from practitioners and the public. 

	Outcomes-focussed
	Processes and decision-making is driven by Outcomes, and the regulators are effective in achieving their regulatory objectives. Progress against Outcomes is be measured to ensure continuous improvement.
	The compliance and enforcement efforts of the department are focused on achieving positive Outcomes for patients, and the community.  

	Proportionate
	Regulation must be proportionate. This means the frequency and type of enforcement activity regulators undertake, and the resources they employ should be proportional to the level of risk. 
	Compliance and enforcement measures and responses are proportional to the risk or harm they seek to address and how culpable, or responsible for the problem, the offender is. 

	Risk-based
	The regulators are proactive in identifying, assessing and responding to risk, prioritising and targeting resources toward specific groups or behaviours that pose the greatest risk to the department’s outcomes.
	The allocation of resources is directed towards where the biggest difference can be made, or where the biggest risks/harms are present led by intelligence and current best evidence.

	Transparent
	The regulators are open in their decision-making and processes, documenting decisions appropriately, including the justification for decisions. The regulators aim to assist regulated parties to understand the decision-making processes, and areas of focus. Regulators follow standard reporting requirements, enabling the department to monitor and oversee the performance of its regulators.
	To the extent possible, the approach used to select compliance and enforcement actions will be clear and apparent to all stakeholders. 
Information and any lessons learned will be shared and promoted. Enforcement actions are public, with the aim of altering the behaviour of other potential offenders, and to build the community’s confidence in the department’s administration of the regulatory framework.
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A changing landscape
This policy is in place at a time of significant change. In late 2018 the Victorian Government implemented a real-time prescription monitoring system, SafeScript thereby taking action to reduce the growing harms, including deaths, from high-risk prescription medicines. This significant reform delivered an important clinical tool to medical practitioners, nurse practitioners and pharmacists, to benefit patients and the wider community. 
SafeScript monitors medicines that are causing the greatest harm to the Victorian community, including Schedule 8 medicines, such as oxycodone, morphine, alprazolam, methylphenidate and dexamphetamine, and some Schedule 4 medicines including all benzodiazepines such as diazepam, ‘Z‑drugs’ such as zolpidem, codeine and quetiapine. The legislation allows SafeScript to monitor additional substances that have been demonstrated to pose a threat to public health.
Since the introduction of SafeScript in late 2018 there has been an interruption to the historical increasing trend in overdose deaths involving monitored medicines.  There was a decline from the 2018 peak in prescription medicine overdose deaths in 2019 and a subsequent decline in 2020 and 2021[footnoteRef:2].      [2:  https://www.coronerscourt.vic.gov.au/sites/default/files/2022-08/CCOV%20-%20Overdose%20deaths%20in%20Victoria%202012-2021%20-%2030Aug2022.pdf] 

SafeScript provides medical practitioners, nurse practitioners, pharmacists and the department with the timely provision of prescribing and dispensing information that will reduce harms to patients. 
For health practitioners, SafeScript provides real time access to their patients’ prescribing and dispensing history for certain high-risk medicines. This enables them to make safer clinical decisions on whether to prescribe or dispense a medicine, and if a Schedule 8 permit is required. The information is provided via notifications to the practitioners’ computer. These notifications provide information to practitioners based on a simple coding system:
Green notifications indicate where there is no recent history or there is recent history from only one prescriber. 
[bookmark: _Hlk5962113]Amber notifications indicate where there is a recent history from more than one prescriber or four or more pharmacies or a patient medium risk safety alert is triggered. Under this scenario, the practitioner will need to conduct further enquiries to investigate the patient’s history and utilise this information to guide appropriate prescribing and dispensing practices.
Red notifications indicate that there are patient high-risk safety alerts. Under this scenario, the practitioner will need to conduct further enquiries to investigate the patient’s history and utilise this information to guide appropriate prescribing and dispensing practices. 
The provision of this information to practitioners delivers benefits in enabling the identification of patients with or at risk of developing drug-dependence, thereby assisting with informed decision making and minimisation of medication related harm. 
While the scope of this policy and the functions of the department extend beyond the medicines and matters covered by SafeScript, its introduction has significantly changed the way information is collected and issues are addressed. Access to the information provided by SafeScript now enables the department to enhance its compliance and enforcement measures, including for example, undertaking more targeted and timely harms-based educational interventions (e.g. providing tailored information or education on a particular trend), reducing the time taken to identify high risk prescribing, and sharing information with co-regulators who may be in a better position to respond. How SafeScript influences the work of the department is discussed in more detail in Sections 5 and 6.  
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Consistent with a risk-based approach, the department cannot regulate to remove all risks or all contributing factors. The department seeks to prioritise compliance and enforcement activities according to the level of risk, and allocate resources where it can most effectively reduce harms. 
The legislative framework gives the department discretion in how it exercises its functions and powers to address the harms and impacts it is tasked with managing. Importantly, this discretion allows the department to prioritise and allocate its resources to achieve the desired outcome and guides how compliance and enforcement decisions are made.
The department prioritises its compliance and enforcement efforts towards the biggest risks of harm. Like all risk-based regulators, the department defines risk as a combination of two elements: consequence (the risk or harm associated with the medicine or poison) and likelihood (the chance that non-compliance or an event will occur). The following table outlines the department’s risk assessment framework. 
Table 2: Risk framework
	Likelihood
	Negligible
	Minor
	Moderate
	Major
	Extreme

	Almost Certain
(Once per week)
(90%)
	Medium
	High
	High
	Critical
	Critical

	Likely
(Once per month)
(70%)
	Medium
	Medium
	High
	High
	Critical

	Possible
(Once a year)
(50%)
	Low
	Medium
	Medium
	High
	High

	Unlikely
(Once in 3 years)
(30%)
	Low
	Low
	Medium
	Medium
	High

	Rare
(Once in over 3 years)
(10%)
	Low
	Low
	Low
	Medium
	Medium



When assessing risk, the department seeks to use objective measures and data to determine a final risk rating and to determine a suitable approach. Importantly, the department considers each risk or issue on its merits, noting the unique circumstances of each issue. The key risk attributes that are considered during a risk assessment include the:
underlying risk associated with the medicine or poison in question;
number of individuals involved or potentially impacted (i.e., does the issue relate to trafficking a drug of dependence where there are risks to large numbers of individuals versus self-administration of a non-drug of dependence by a practitioner); and,
extent to which the issue may impact on the overall integrity of the legislative framework, including the reputation of the department and the department as an effective regulator.
In addition to the risk or harm identified, the department also takes into account the culpability of the practitioner(s). Culpability considers the practitioner’s history, how long the incident or non-compliance continued, whether the harm is still occurring or has been reduced, whether the risk was foreseeable and whether the act or omission was intentional. Other factors considered include the:
likely compliance posture of the individual or individuals involved (i.e., was there a willful or deliberate disregard of the requirements or was the contravention inadvertent); and,
nature of the conduct (for example, was it because of carelessness or some other factor (for example, illness)).
The policy provides a mechanism for review when determining a risk rating and undertaking an action (see section 8). This helps to ensure that an evidence-based approach is followed during the decision-making process. This approach enables the department to have timely, open and transparent discussions with practitioners and other sector stakeholders, co-regulators and policy makers in relation to compliance and enforcement strategies and decisions. 
While every risk is assessed on its merits, the following table outlines how common risk attributes are assessed against the risk framework. 
Table 3: Risk attributes (examples only)
	Low risks
	Medium risks
	High/critical risks

	· Lower risk medicine
· No or few people affected
· Inadvertent contravention or non-compliance
· Non-repeat offender
	· Medium risk medicine
· Some people affected
· Wilful and deliberate actions, but with no actual or serious harm
· Consistent but minor non-compliance – shows disregard of the intent of the regulatory system
	· High-risk medicine
· Many people affected or potentially affected (repeated dangerous prescribing)
· Undermines the integrity of the regulatory systems
· Wilful and deliberate actions (e.g. serial repeat offender)
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The department aims to raise awareness and inform by utilising modern methods to support medical practitioners to prescribe legally, safely and appropriately. Through the information available on SafeScript, targeted behavioural change interventions to encourage evidence-based prescribing practices can be delivered, such as bulk email communications to specific prescriber groups. These interventions have an educational focus to change future prescribing behaviour and are based on behavioural insights gathered from SafeScript data.
Harms-based educational interventions are used in response to issues observed on a population or an individual level and are used when the risk of harm occurring is relatively low compared to other interventions that involve enforcement activities. 
Table 4 shows the different types of tools that are available to the department to employ, depending on the harm that is being addressed and the extent of the harm (for example is it an issue occurring with one health practitioner or multiple practitioners). 
Table 4: Intervention types
	Intervention
	Action (s)
	Population size

	Passive
	Dissemination of written educational materials: 
The dissemination of published or printed recommendations for clinical care (e.g. best practice guidelines). 
	Large - medium

	Persuasive
	Educational meetings:
Conferences, lectures or workshops generally chaired by a key opinion leader in the relevant field.
Local opinion leaders: Utilising experts in the locality of the targeted practitioner(s) who are regarded as influential by their peers to provide information/education.
	Medium - small

	Active
	Educational outreach visits (also known as academic detailing):
Provide face to face education at the practitioner’s place of practice to provide information with the aim of behavioural change. The information given is tailored to the individual’s needs and may include feedback on current practice (either individual or aggregated data).
Audit and feedback:
Providing a summary of current clinical practice over a specified period of time. The feedback may also include further information on recommended actions based on current best practice and/or guidelines. The information can be obtained from medical records and/or databases.
Reminders:
Encounter-specific information designed to prompt practitioners to perform desired actions, which can be computer-based (e.g. SafeScript notifications).
	Small 

	Other

	Marketing informed by actively identifying barriers to behavioural change and by conducting interviews, focus groups or surveys to inform design of subsequent interventions.

	Large - medium



Current research suggests that active interventions are more effective than passive or persuasive interventions. These interventions are used where individual prescribers have shown an intention to adhere to best practice guidelines though have not been able to do so. This may be due of a lack of an understanding of best practice prescribing. These interventions are likely to be deployed in cases where prescribing is consistently and repeatedly not adhering to best practice protocols for a number of patients. To gain best results, a multifaceted approach including more than one of the available tools such as educational outreach, and audit and feedback may be needed to improve prescribing practices.
Whilst educational outreach is the most effective amongst the active interventions, it is also the most resource intensive. Personalised feedback letters may be used as an alternative to educational outreach where resources may be limited.
SafeScript and the alerts it provides to practitioners help to reinforce best practice to practitioners along with other intervention methods and increase the likelihood of behavioural change.
For inappropriate prescribing practices/knowledge gaps that are applicable to many health practitioners, passive, persuasive interventions and other techniques like marketing are likely have the greatest impact to a larger audience.
[bookmark: _Toc115884454]Monitoring, detecting and investigating non-compliance
The department monitors compliance and detects non-compliance using responsive and proactive methods. This section outlines how the department monitors compliance and describes the objectives associated with each method. 
Responsive measures
The department receives information to support the detection of non-compliance through a variety of means, including:
notifications – where practitioners are required to notify the department in relation to potentially harmful behaviours, excessive prescribing, false representation, discrepancies in records or loss and theft of medicines;
prescription-monitoring activities - conducted by department field officers attending community pharmacies and reviewing SafeScript data, to identify excessive, questionable and unlawful prescribing plus ‘prescription-shopping’ activities;
insights from permit assessments – where emerging trends or issues are identified as the department assesses an application for a permit; 
complaints and reports – where health practitioners, patients, family members, co-regulators or members of the public notify the department of a concern; and,
information from emails or the department’s queries form – where insights or information is obtained from stakeholders who contact the department via email or the queries form.
While these measures will continue to be an important source of information, the introduction of SafeScript now means the department can supplement this information with new and timely insights. The introduction of SafeScript has enabled the department to reprioritise some of its resources. For example, the impact of SafeScript has meant certain notifications are no longer required.  
Proactive measures
The department also monitors and detects non-compliance via proactive means, including desktop audits of records and conducting reviews and investigations.
Desktop audits 
Desktop audits are used to gather insights into a particular issue or behaviour. Desktop audits are manually intensive processes that require detailed review of paper-based and electronic records. Issues explored during desktop audits typically include prescribing behaviours and medicine supply. 
The objective of desktop audits is to identify the pharmacies, establishments and/or practitioners who purchase larger or atypical quantities of selected high-risk medicines. This is undertaken by obtaining records of supply from licensed suppliers to identify discrepancies between purchasing records and records of dispensing/supply (an indicator of possible diversion or trafficking or questionable or excessive prescribing).
Desktop audits are initiated, periodically, in relation to high-risk medicines that are known to be subject to misuse, abuse and trafficking and, as required, when troubling trends or contemporaneous concerns are identified from other sources and data.
Desktop audits will continue to be an important proactive process because SafeScript does not monitor all high-risk medicines or the supply of monitored medicines by all. However, SafeScript enables the reconciliation process to be conducted more efficiently in relation to monitored poisons, which are the subject of desktop audits, and can serve to identify, quantify or confirm trends as a means of determining the urgency or priority for different types of interventions.
Reviews
Reviews are undertaken in situations where there is reasonable suspicion of a high-risk event or incident. Reviews are used to gather additional information before further, more serious actions are taken. The department typically completes around 80-100 reviews per annum. Reviews can range in time from a few days to a few months. Typically, 50 per cent of reviews proceed to a more in-depth investigation. 
The aim of these reviews is to seek information that might explain or justify the actions of a practitioner; assess and determine the level of risk related to the observed or suspected actions; inform the necessity, nature and priority of any further action.
Reviews are initiated in situations where conduct is considered or suspected to represent high-level risks to one or more patients or to the community in general. Key criteria include:
the inherent risks associated with the medicine(s) in question, which are largely determined by the existing legislation and the Poisons Standard classification/schedule in which each medicine is listed
whether the conduct appears to be unlawful or unsafe, which is determined by Medicines and Poisons officers most of whom are health practitioners and who are deeply familiar with the relevant legislative controls the extent of any unlawful or unsafe conduct, in relation to a single person and/or the number of persons exposed to the risk
At the conclusion of a review, the department can take a range of actions, including taking no further action, providing educational counselling, committing to subsequent monitoring measures, referring the matter to another regulator or initiating an investigation.
The introduction of SafeScript has enabled better and more targeted reviews, by allowing the department to access more comprehensive information in a more timely manner. Some elements of a review will continue to require in-depth analysis, for example monitoring high-risk activities that may result in harm to patients. 
Investigations
The decision to investigate is a serious matter for the department. An investigation commits significant resources and can take a considerable time to complete. Investigations are initiated where high-risk activities have been identified or where there has been, or may be, significant or serious breaches of the legislation resulting in serious harms. Investigations can follow a review, although this is not always the case. Typically, the department commences 30 to 50 investigations in a year and 85 per cent of investigations either progress to prosecution by the department or are referred to other agencies (e.g. Victoria Police or Ahpra) – refer to section 7 for more information.
The aim of an investigation is to identify and obtain evidence to inform a decision about the nature and the need for further action and to support further action, if required.
An investigation is initiated in situations where a review fails to identify adequate justification for not taking further action in relation to unlawful or unsafe conduct.
Some examples of where an investigation is undertaken include:
A health practitioner is diverting a Schedule 8 medicine for self-administration;
A patient was prescribed dosages that exceed the permit limits and may result in harm to the patient;
Criminal conduct was suspected, for example, obtaining a drug of dependence for the purposes of unlawful supply or trafficking to others; and,
The suspected action would materially undermine the integrity of the regulatory system.
[bookmark: _Toc115884455]Actions and sanctions
[bookmark: start]The legislative framework provides the department with a range of responses to change behaviour through education or to enforce the law. The department also supports Outcomes by referring matters to other agencies. 
Actions and sanctions the department can undertake range from providing advice and education in relation to minor breaches of the law to prosecutions. To address harms the department uses these tools in combination. The department takes a graduated approach to actions and sanctions, ranging from educational interventions as the least severe to prosecution and licence or permit revocation as the most severe.
Population level interventions
SafeScript provides an opportunity to monitor population-level trends in prescribing practices. Utilising this information the department can implement harms-based educational interventions that can help educate large groups of medical practitioners to change future prescribing behaviours. 
As discussed in Section 6, there are passive, persuasive and active interventions in addition to campaigns that form a part of the harms-based educational toolkit. Active interventions are more effective than passive or persuasive interventions whilst utilising a combination of active interventions is more effective at influencing behaviour change than any active intervention alone.
Individual interventions 
If the department identifies a matter that appears to be unlawful, unsafe or inappropriate, the first response is typically to issue an intervention letter. In a typical year the department will issue around 1,500 letters to remind practitioners of their obligations and to indicate what, if any, further action the department may take in relation to the matter. If the matter is considered high-risk, the department may choose to call or visit the practitioner.
As part of any subsequent review, letters generally require the practitioner to provide additional information and provide an opportunity to explain or refute their alleged actions. These letters will typically correspond to the number of reviews that are initiated and will be more complex than basic intervention letters. The department reviews all responses from the practitioner before determining whether to undertake a further review, upgrade a review to an investigation or take no further action.
Individual counselling sessions
If it is apparent that a contravention is deliberate, but has not resulted in major harm or risk, the department may consider formal counselling sessions. These sessions are conducted to clarify the risks to the community of a particular behaviour and educate the practitioner. The practitioner may be warned of the possibility of prosecution and potential actions by other regulatory bodies (for example, Ahpra) and the police. In determining the suitability of this approach, the department may also consider:
whether the practitioner has a good history of compliance; and,
whether the practitioner has taken reasonable steps to remedy the situation and prevent a recurrence of the breach.
In a typical year the department completes between 20 and 40 counselling sessions. 
Referral to other regulators
The department regularly provides information to other regulators, including Ahpra, the Veterinary Practitioners Registration Board of Victoria (VPRBV), the VPA and Victoria Police. In some cases, the department and partner agencies pursue concurrent actions, while at other times, the department refers the matter and takes no further action. Referring a matter to another agency recognises that other regulators may have more suitable powers to address or remedy harm. For example, a health practitioner who is self-administering can be stopped from treating patients by Ahpra. 
Case study: When and how the department works with other regulators
Other regulators and the department may have different responsibilities that significantly overlap around protecting patients and the broader public. This gives rise to the expectation that the two organisations will share information when required, including when it is in the public interest or the interests of a patient to do so.
There are typically four scenarios when information will be shared between the department and other regulators:
1. The other regulator comes into possession of information that it considers may be relevant to the performance of departmental responsibilities and functions;
2. The other regulator seeks information from the department relevant their responsibilities and functions;
3. The department seeks information from the other regulator in order to exercise departmental responsibilities and functions; and,
4. The department comes into possession of information that it considers may be relevant to the other regulators responsibilities and functions. 

The provision of information to other agencies supports the compliance work of the department and also enables these other agencies to consider pursuing remedies or sanctions in their own right. For example, Ahpra could consider the suitability of the registration of the practitioner in question.
Examples of situations where other agencies are notified include:
the matter in question is serious but does not meet the department’s criteria for prosecution;
concerns about the practitioner are broad or more specifically relate to professional conduct rather than legislative contraventions that are dealt with by the department;
available evidence meets the standard required for registration boards but might not meet the standard required in a court of law; and, 
where another agency has tools that enable more rapid intervention to prevent further harms to the public. Typical examples are the powers Ahpra has to quickly suspend registration or place conditions on a practitioner’s registration.
Prosecutions
Prosecutions seek to  protect the public by appropriately sanctioning  offenders and deterring future/other offending by drawing attention to and publicly condemning unlawful conduct. Prosecutions are generally considered when other measures have been ineffective at preventing further harm to the community, the practitioner or a particularly egregious. In a typical year the department may undertake between three and six prosecutions.  
The decision on whether to prosecute is significant, as the effect on the defendant may be considerable regardless of the outcome. For practitioners, there may be a material impact on their livelihoods as a finding of guilt may limit their ability to practice, lead to a conviction or the imposition of some other sanctions. 
The department applies the Victorian Government prosecutorial framework as outlined by the Office of Public Prosecutions Victoria (OPP). This requires the highest standard of integrity to be applied to any decisions around prosecutions.
OPP’s policy set out some clear tests that need to be met before pursuing a prosecution.[footnoteRef:3] [3:  Policy of the Director of Public Prosecutions for Victoria, Office of Public Prosecutions Victoria (accessed at https://www.opp.vic.gov.au/wp-content/uploads/2022/09/DPP-Policy.pdf  on 13 September 2022)] 

Sufficient evidence
A prosecution will only be instituted or continued where the department considers that there is sufficient evidence to establish that an offence has been committed. In reaching a decision to prosecute, the department considers whether the evidence available is likely to be admissible and the reliability of any such evidence. 
Prospect of conviction
Before proceeding, there needs to be a reasonable prospect of conviction or a guilty finding. This assessment is supported by an evaluation of how strong the case is likely to be when presented in court. Such an assessment takes into account such matters as the availability, competence and credibility of witnesses as well as their likely impression on the court, the admissibility of any confession or other evidence, and any potential defences available to the accused.
Public interest
Consideration will be given to whether a prosecution is in the public interest. In considering if a prosecution is in the public interest, a range of factors will be considered, including:
the seriousness or, conversely, the triviality of the alleged offence or that it is of a ‘technical’ nature only;
any mitigating or aggravating circumstances;
the youth, age, intelligence, physical health, mental health or special infirmity of an individual alleged offender;
the character of the practitioner, including history of compliance and willingness to cooperate;
the degree of culpability of the alleged offender;
whether the consequences of any resulting conviction would be unduly harsh and oppressive;
the prevalence of the alleged offence and the need for deterrence, both personal and general;
the necessity to maintain public confidence in the administration of the law; and,
whether the alleged offence is of considerable public concern.


Considerations specific to the department
In assessing whether to proceed with a prosecution, the department will also consider a range of specific factors, including: the nature and seriousness of the practitioner’s misconduct, the history of the practitioner, the capability of the practitioner and the broader priorities of the Victorian Government. The following table summarises how these factors are assessed. 
Table 5: Factors considered when assessing a prospective prosecution 
	Factors
	Considerations

	Nature and seriousness of the practitioner
	Nature and extent of the harms or potential for harms;
Whether a breach is technical, administrative in nature;
Whether the intent of the legislation was thwarted by contravention; and,
Number of contraventions and their duration. 

	History of the practitioner
	Whether the practitioner has come to the attention of the department before; and,
The nature and extent of the interactions with the department 

	Culpability of the practitioner
	Inadvertent or deliberate contravention;
Whether negligence was involved;
Mitigating circumstances (e.g. could the conduct be justified on professional grounds); and,
Prevalence of the contravention and the need for an overall deterrence effect.



[bookmark: _Toc115884456]Case studies
This section outlines four case studies that seek to demonstrate how the department’s regulatory approach is applied in practice and how SafeScript plays an important role.  
Case study 1: Trafficking schedule 8 medicines 
A desktop audit identified pharmacies that had purchased the largest quantities of alprazolam (Schedule 8) during a 12-month period. Dispensing records obtained from each of the top 40 to 50 pharmacies revealed unlawful and questionable prescribing, which was addressed by way of intervention letters, however significant discrepancies between quantities purchased by and supplied at two pharmacies were considered to necessitate reviews. Overview of approaches applied:
· Desktop audit
· Review
· Investigation
· Referral to another agency
· Prosecution

The reviews provided no explanation but one pharmacist was found to be employed at both pharmacies. An in-depth investigation was initiated and an interim report to Ahpra led to immediate action to prevent the pharmacist’s ongoing employment as a pharmacist (in the short term). Further investigations revealed six additional pharmacies at which discrepancies in alprazolam could be linked to the same pharmacist; that the missing alprazolam corresponded to a ‘traffickable quantity’; and that the cumulative total of missing alprazolam far exceeded a quantity that could be readily explained by unlawful self-administration. The quantity of alprazolam was a significant risk to the community if unlawfully supplied to the public and may result in harm or overdose.
A prosecution by the department was subsequently initiated with the final investigation report also provided to Ahpra for further consideration. 
Case study 2: Obtaining medicines by false pretence
Proactive prescription-monitoring activities identified a person visiting multiple prescribers to obtain oxycodone (Schedule 8). Overview of approaches applied:
· Review
· Investigation
· Referral to another agency

A review indicated that, despite sending intervention letters to prescribers as and when they were identified, the activity continued with other prescribers. An in-depth investigation revealed that the person had consulted more than 200 prescribers to obtain prescriptions to enable the person to obtain 30 to 40 OxyContin 40mg tablets per day. Evidence obtained in the department’s investigation was provided to Victoria Police who investigated the patient for obtaining a drug of dependence by false representation. This curtailed his unlawful activities and led to the commencement of opioid-replacement therapy. 
Additionally, the department referred multiple prescribers to Ahpra regarding poor professional practice and failing to meet legal requirements when prescribing for the person. 
Case Study 3: Fraudulent prescriptions
A pharmacist notified the department about a suspected fraudulent prescription. On review, there was no evidence to suggest that it was anything other than an isolated incident that had been reported to police so no further action was taken. Overview of approaches applied:
· Investigation
· Referral to another agency
· Prosecution
· 

However, subsequent prescription-monitoring activities revealed that a significant number of prescriptions had been dispensed for the patient, at multiple pharmacies. An investigation was launched to:
· determine the extent of unlawful activity;
· whether the unlawful activity was continuing; and,
· whether any health practitioners had acted unlawfully. 
The investigation revealed that the patient, for whom one medical practitioner had been lawfully prescribing benzodiazepines for several years, had commenced fraudulently altering genuine prescriptions and creating forged prescriptions by using prescription pages stolen from the clinic of their regular treating medical practitioner. 
It was determined that prescriptions had been dispensed at 14 different pharmacies and that, during the preceding 12-month period, the cumulative (lawful and unlawful) prescribing exceeded 26 tablets per day of each medicine when the directions shown on prescriptions were for three tablets to be taken per day. 
Following the investigation, the medical practitioner’s prescribing was found to be lawful and not excessive so no further action was taken. Most of the fraudulent prescriptions were considered to have been dispensed by pharmacists acting in the honest and reasonable belief that the prescriptions were genuine and no further action was taken. 
One pharmacist, who had dispensed more of the noted medicines than the sum total of all other pharmacists, was prosecuted by the department and referred to Ahpra because he was found to have failed to comply with a number of legislative requirements that, had he complied, would have identified the excessive medicine use and fraudulent prescriptions at a much earlier stage. Details and evidence relating to the full extent of the patient’s unlawful conduct was provided to Victoria Police. 
Note: SafeScript enables the department to identify apparently excessive prescribing by a single prescriber, regardless of how many pharmacies might be dispensing for that patient. It also helps pharmacists and prescribers to identify possible fraudulent prescriptions and enables the department to intervene more quickly when fraudulent activities are suspected.
Future case study: Encouraging de-prescribing of opioids
The department’s harms-based educational intervention program can be refined according to the harms detected by SafeScript. For example, high dose opioid prescribing poses one of the greatest risks of harm to patients. Thus de-prescribing is a vital part of the judicious use of opioids in high-risk patients. 
Active interventions, such as personalised feedback letters can be used to encourage medical practitioners to de-prescribe. Personalised feedback letters can prompt doctors to consider de-prescribing, whilst also acknowledging the efforts of doctors who are de-prescribing. 
Information from SafeScript can be used to determine which doctors are de-prescribing and which doctors are prescribing at a dose where they should consider de-prescribing in high-risk patients.
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