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[bookmark: _Toc112663419]Message from the Deputy Secretary
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As an Australian Government regulator, the Office of Drug Control (ODC) is committed to maintaining the confidence of the Australian public and the international community in relation to effective narcotic drugs control. The landscape of narcotic drugs regulation in Australia continues to change, largely due to the growth of medicinal cannabis industry. 
The ODC is committed to continuously improving its performance and engaging with stakeholders on Australia’s regulatory framework for medicinal cannabis. Since the 2019 review of the medicinal cannabis scheme, the ODC has progressively implemented the Review recommendations, culminating in the introduction in December 2021 of a single licence framework with simplified permit arrangements for medicinal cannabis regulation. These reforms are aimed at reducing the regulatory burden and increasing operational flexibility for industry. 
The ODC’s medicinal cannabis regulatory functions are supported through industry cost recovery, with some other activities being directly funded by Government. Medicinal cannabis fees and charges are regularly reviewed to ensure consistency with the Australian Government Charging Framework. An objective for 2022-23 will be ensuring the cost recovery model remains appropriate following the recent medicinal cannabis reforms.
Our focus on compliance with the legislation and conditions of a narcotics licence and permit is essential to prevent the diversion of narcotics for illicit supply and use and will assist Australia to comply with its international obligations. The ODC will evolve its approach to appropriately manage risk while not unnecessarily impeding the operations of the entities that it regulates. 
2022-23 sees the second year of the two-year pilot program for the commercial importation of kava. The Department of Health and Aged Care, through the ODC, is the lead agency for the kava pilot, which includes a comprehensive evaluation to inform recommendations to Government at the conclusion of the pilot.
In 2022-23 we will also focus on progressing the ODC’s business and digital transformation, including redeveloping its website, to enhance stakeholder’s interactions with us. We will continue to nurture a culture that values innovation and supports business process improvements.

Adjunct Prof John Skerritt FTSE FIPAA (Vic)
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The Office of Drug Control (ODC), as part of the Department of Health and Aged Care, regulates and provides advice on the import, export and manufacture of controlled drugs as part of Australia’s obligations under International Drug Conventions:
· Single Convention of Narcotic Drugs 1961, as amended by the 1972 protocol (the Single Convention);
· Convention on Psychotropic Substances 1971; and
· United Nations Convention against illicit traffic in Narcotic Drugs and Psychotropic Substances of 1988.
The purpose of the drug conventions is to provide an international framework that recognises the medicinal value of narcotic and psychotropic drugs and ensures that these drugs are available for legitimate purposes.
Our responsibilities include: 
· the regulation of the import, export and manufacture of controlled drugs to ensure access to essential medications 
· the regulation of medicinal cannabis cultivation and production 
· reporting on activities to the International Narcotic Control Board
· applying amendments to international drug controls in Australia, and 
· ensuring Australians have access to essential medications. 
We work in partnership with other Commonwealth, state and territory government agencies, including law enforcement agencies at all levels. These relationships aim to maintain the integrity of the regulation of controlled drugs nationally, while increasing consistency, minimising complexity, and resolving cross-jurisdictional issues to the extent possible.
We exercise powers conferred through the following legislation:
· Narcotic Drugs Act 1967
· Narcotic Drugs Regulation 2016
· Customs (Prohibited Imports) Regulations 1956
· Customs (Prohibited Exports) Regulations 1958
[bookmark: _Toc112663421]Our vision
Our vision is for effective regulation of controlled drugs to prevent illicit supply and use, while maintaining access to essential medications. This links with the Department’s vision of better health and wellbeing for all Australians, now and for future generations. 


[bookmark: _Toc112663422]Measuring our performance
We undertake our regulatory functions by applying three principles of regulator best practice: 
· [bookmark: _Toc74731298]Continuous improvement and building trust:
We will:
· use qualitative and quantitative analysis to assess and report on performance, and drive evidence-based continuous improvement
· promote a culture that builds public confidence in our work and trust in our decision-making.

· [bookmark: _Toc74731299]Risk based and data driven:
We will:
· actively understand, engage with, and effectively mitigate strategic risks to successfully manage our regulatory functions without unnecessarily impeding the operations of regulated entities
· use data sources that meet relevant data assurance standards for assessing and reporting on the quality of statistical information

· [bookmark: _Toc74731300]Collaboration and engagement:
We will:
· seek opportunities to inform, engage and consult with our stakeholders and the Australian community
· be receptive to feedback and diverse stakeholder views
· seek to increase transparency in decision-making processes
· provide up-to-date, clear, and accessible guidance and information to assist regulated entities with compliance.
These three principles provide a platform for the ODC to develop and implement the following strategic objectives:
1. Meet our international obligations
2. Actively engage with our stakeholders 
3. Promote compliance with regulatory requirements 
4. Innovate and continuously improve.
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Our strategic objectives 
[bookmark: _Toc112663424]Strategic objective 1 – Meet our international obligations 
We support Australia’s obligations and provide leadership, both domestically and internationally, in relation to narcotic drugs regulation. The safety and wellbeing of the Australian community will be maintained by meeting our international obligations for the control of narcotic drugs through effective regulation.
Performance Indicators 
1.1	Meet our international obligations for the import, export and manufacture of controlled drugs, cultivation of cannabis and use of precursor chemicals. 
1.2	Liaise with international authorities to ensure the smooth trade and resolution of issues under the conventions.
1.3	Continue to support the Government’s kava pilot program.
Our focus in 2022-23
a. Ensuring the cultivation of cannabis, manufacture of narcotic drugs and utilisation of drugs are in accordance with international drug treaties and domestic legislation.
b. Meeting timeframes for reporting obligations to the International Narcotics Control Board.
c. Making timely updates to domestic drug controls due to changes of the international drug treaties.
d. Engaging with international stakeholders to identify emerging issues and international developments.
e. Responding to trade issues to ensure no disruption to access of essential medications.
f. Processing import applications and collecting data in support of the kava pilot.
[bookmark: _Toc112663425]Strategic objective 2 – Actively and effectively engage with our stakeholders
We aim to be responsive to feedback about our processes and regulatory matters. We engage regularly with many stakeholders and offer a range of mechanisms for the public and regulated entities to engage with us and provide feedback. 
Performance Indicators 
2.1	Respond in an effective and timely manner to enquiries.
2.2	Actively communicate with and educate stakeholders.
2.3	Meaningfully engage with stakeholders to understand their concerns and issues.
2.4	Collaborate with domestic and international stakeholders to address regulatory issues and understand the impact of changing policies, practices and services.
Our focus in 2022-23
a. Improving our enquiry management processes to monitor the timeliness of responses to stakeholder enquiries and improve stakeholder satisfaction. 
b. Improve the transparency of our regulatory processes. 
c. Provide opportunities for stakeholders to raise concerns and issues and appropriately address these issues. 
d. Continuing to develop and publish new and updated guidance material and website content to assist regulated entities to understand and meet their regulatory obligations. 
e. Providing high quality advice to the Government about controlled drugs and medicinal cannabis regulation, including through supporting the Australian Advisory Council on the Medicinal Use of Cannabis. 
[bookmark: _Toc112663426]Strategic objective 3 – Promote compliance with regulatory requirements
We will promote a risk-based approach to regulation and compliance so that resources are applied to areas of greatest risk or concern, and enhancing community confidence in the control of narcotic drugs. Data collected from monitoring activities will be used to identify trends in non-compliance and inform compliance priorities and education activities. In doing this we will manage risks proportionately. 
Performance Indicators 
3.1	Data and intelligence are used to identify risks of non-compliance and inform compliance strategy.
3.2	Serious, deliberate and repeated non-compliance is addressed.
3.3	Compliance issues are identified and assessed proportionally with the risk being managed.
Our focus in 2022-23
a. Taking a proportionate and risk-based approach to the monitoring and compliance of the import, export and manufacture of controlled drugs, cultivation of cannabis and use of precursor chemicals.
b. Continuing the ODC’s compliance and inspection program to help licence and permit holders understand their obligations, confirm compliance and identify widespread issues or risks.
c. Undertaking compliance and education activities to promote compliance with regulatory requirements. 
d. Effective collaboration with health and law enforcement agencies to form a strong evidence-base for strong regulatory decision making as appropriate. 
e. Annual review the ODC’s risk model to ensure risks, controls and treatments are appropriately updated to support regulatory activity.  
[bookmark: _Toc112663427]Strategic objective 4 – Reform ODC’s Business Processes and Systems 
We will aim to continuously improve our processors and performance and make regulatory decisions in the context of our international obligations, applicable legislation and impacts on the regulated community. This will include building staff capability and a culture that identifies and implements improved business practices. 
Performance Indicators 
4.1	Regulatory decisions are made in accordance with published timeframes.
4.2	Propose regulatory reforms to Government when evidence of benefit is determined, or when risks can be appropriately managed.
4.3	Continuously improve business services, processes and systems to ensure they are fit for purpose.
Our focus in 2022-23
a. Meeting timeframes published on the ODC website.
b. Revising the medicinal cannabis cost recovery model to ensure compliance with the Australian Government Charging Framework.
c. Progressing ODC digital transformation and significant business process and administrative improvements.
d. Redeveloping ODC website to provide a more user centric and modern design to ensure information is useful for industry and other stakeholders. 
e. Building capability through training and cross-skills development and promoting an impartial, flexible and innovative workforce. 
[bookmark: _Toc112663428]Reporting 
This is the first full year business plan published by the ODC, following a six-month business plan published in January 2022.  
The four strategic objectives in this plan have been prepared consistent with the Government’s expectations on how the ODC will achieve its regulatory outcomes, carry out its regulatory functions and exercise its powers.
Reporting on our performance against the ODC Business Plan will be included in the Department’s Portfolio Budget Statements and Annual Report and will consist of both qualitative and quantitative performance data to outline how we performed as a regulator. 
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