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Acknowledgement of Country

The Office of Drug Control proudly acknowledges the Traditional Owners and Custodians of
Country throughout Australia and pays respect to those who have preserved and cared for the
lands on which we live, work, and benefit from each day.

We recognise the inherent strengths and knowledge Aboriginal and Torres Strait Islander
peoples provide to the health, disability and aged care system and thank them for their existing
and ongoing contributions to the wider community. We extend this gratitude to all health,
disability and aged care workers who contribute to improving health and wellbeing outcomes
with, and for, First Nations peoples and communities.

We also recognise and respect Aboriginal and Torres Strait Islander people’s continuing

connections and relationships to the lands, waters, culture, and community; and pay respect to
all Elders past and present.
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Message from the

Deputy Secretary

It is my pleasure to present the 2025-26 Business Plan for the Office of Drug Control (ODC).
This plan outlines our strategic priorities and operational focus for the financial year. Our vision
remains anchored in effective regulation, preventing the diversion of controlled drugs, including
narcotic drugs and psychotropic substances, for illicit supply and use. We contribute to
safeguarding the health of the Australian community through our oversight of controlled drugs,
the medicinal cannabis industry, and Government initiatives such as the kava pilot program and
the regulation of vaping products.

Our work ensures Australia meets its international obligations under the 3 key international drug treaties,
underpinning the safety and well-being of our community. We demonstrate our commitment to the
international drug treaties and conventions by meeting all reporting timeframes for internationally controlled
drugs. The ODC maintains strong relationships with the International Narcotics Control Board and overseas
National Authorities to support the operation of these drug treaties.

In 2024-25 the ODC delivered several key achievements that have strengthened our regulatory
capability and stakeholder engagement, including:

» completing 33 compliance inspections, exceeding our target of 30

» delivering 94% of inspection outcome reports within the targeted 2-month
timeframe, supporting timely feedback and reducing the administrative and
operational impact on licensed businesses

» delivering a compliance campaign focusing on section 20 of the Narcotic Drugs
Regulation 2016, reinforcing notification obligations for licence and permit holders

» completing 23% more applications under the Narcotic Drugs Act 1967 compared to
the previous year, and

e issuing 2,555 licences and permits for vaping goods.

We have worked closely with medicinal cannabis importers to reduce the number of permit
applications that resulted in unused permits. This practice by importers had resulted in
significant processing delays and impacted the management of the national cannabis quota.
Our efforts led to a 46% reduction in applications, providing importers with a clearer
understanding of regulations relating to the import of medicinal cannabis. This has also freed up
staff time to process required permit applications.
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As always, we remain dedicated to meaningful engagement with our stakeholders. Last year, we
strengthened stakeholder engagement through consistent and transparent communication.

We will build on this by increasing opportunities for stakeholder input and leveraging

feedback to refine our processes. This approach aligns with our broader business plan focus

on collaboration, continuous improvement, and responsiveness to stakeholder needs.

Artificial intelligence (Al) presents both opportunities and challenges for the regulation of
medicinal cannabis and controlled drugs. The ODC, as part of the Department of Health,
Disability and Ageing, is assessing and preparing for the impact of Al on our regulatory
functions, ensuring our processes can adapt as needed. We are also carefully exploring how Al
can support our evaluation and decision-making processes, with a focus on maintaining
integrity, transparency and efficiency.

We are committed to improving the experience of our stakeholders when engaging with the
ODC. Continued investment in the ODC'’s Digital Transformation remains a key business
priority. In 2024, we delivered the online portal and online forms to apply for Medicinal Cannabis
Licences and Narcotic Drug Manufacture Licences. This work will continue in 2025-26, with an
enhanced service layer and the introduction of more online forms, further improving both
stakeholder experience and internal workflows for staff.

Our ongoing commitment to compliance activities remains a key priority, consistent with our
broader business plan focus on collaboration, continuous improvement, and responsiveness to
stakeholder needs. We work in partnership with Commonwealth, state and territory government
and law enforcement agencies, to uphold integrity in the regulation of controlled drugs across
Australia. In line with our dedication to meaningful stakeholder engagement, we also maintain
direct communication with licence holders through targeted inspections and educational
initiatives, supporting their understanding of regulatory requirements and helping them to meet
their obligations. This approach ensures our compliance activities are risk-based, rigorous and
consistently applied.

To foster continuous improvement in compliance and education across the sector, we will
identify new opportunities and leverage stakeholder input to refine our processes. Our
commitment to high regulatory standards and collaboration supports our role in protecting public
health and advancing national health objectives. In our support for government initiatives, we
will further consult with state and territory agencies on the future of kava policy and imports. The
ODC remains dedicated to delivering risk-proportionate regulation, effectively managing risk
while enabling licensed entities to operate efficiently. without unnecessary impediments.

The Regulatory Policy, Practice & Performance Framework developed by the Australian
Government Department of Finance will continue to serve as the foundation for our regulatory
activities. We will review and enhance our regulatory functions, processes, and framework to
ensure they remain modern, efficient and responsive. This approach promotes productivity,
minimises regulatory burden, and ensures our practices align with both international and
domestic requirements, while upholding collaboration, transparency and best practice.

By building on our achievements and embracing innovation, we are strongly positioned to

achieve our business plan objectives. This approach ensures the ongoing safety, accessibility
and robust regulatory oversight of controlled substances for all Australians.

Professor Anthony Lawler
FACEM, FRACMA, MBBS, MBA (Health Mgmt), FIFEM, GAICD, BMedSci
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Our Purpose and Strategic Intent

The ODC, as part of the Department of Health, Disability and Ageing (the department), regulates
and provides advice on the import, export and manufacture of controlled drugs, as well as the
cultivation and production of medicinal cannabis, in accordance with Australia’s obligations
under the following international drug conventions:

» Single Convention on Narcotic Drugs, 1961, as amended by the 1972 protocol (the
Single Convention)

» Convention on Psychotropic Substances, 1971, and

» United Nations Convention Against lllicit Traffic in Narcotic Drugs and Psychotropic
Substances of 1988.

These conventions provide an international framework that recognises the
medicinal value of narcotic and psychotropic drugs and use of precursor
chemicals which may be used in clandestine drug manufacture and ensures that
these drugs remain available for legitimate purposes.

We exercise powers conferred through the following Commonwealth
legislation:

* Narcotic Drugs Act 1967
* Narcotic Drugs Regulation 2016

» Customs (Prohibited Imports) Regulations 1956

Customs (Prohibited Exports) Regulations 1958

Our responsibilities include:

e regulating the import, export, and manufacture of controlled drugs, ensuring
access to essential medications

e regulating the import and export of internationally controlled precursor chemicals
e regulating medicinal cannabis cultivation and production
e reporting to the International Narcotics Control Board

« applying amendments to ensure compliance with international drug controls in
Australia, and

e ensuring Australians have access to essential medications.
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By regulating the import, export and manufacture of controlled drugs as part of Australia’s
obligations under international drug conventions, we contribute to the department’s aim to
protect the health, safety and wellbeing of all Australians. We do this by identifying and
managing risks to human health and the environment, to prevent harm through education
and effective, proportionate compliance activities.

In line with the expectations of the Australian Government and the community, we will maintain
a best practice and contemporary regulatory environment, boost productivity by reducing
unnecessary regulatory burdens to allow for increased operational flexibility for industry, and
work with international partners to share information and identify opportunities to improve the
guality of regulation.

We will continually monitor the environment in which the ODC operates to ensure our regulatory
approaches keep pace with changes in technology, industry practices, international regulation
and community expectations.

We will use an informed, risk-based approach to licence holder compliance, and identify industry
trends and data to proactively assist entities to remain compliant and prevent non-compliance.
The development, management and review of our regulation is guided by the Regulatory Policy,
Practice & Performance Framework, which identifies a set of common principles to underpin the
department’s best practice approach to regulation:

Continuous improvement and building trust

We will:

» adopt a whole of system perspective to regulation, continuously improving our performance,
capability, and culture to build trust and confidence in our regulatory system.

2 Risk based and data driven

We will:

* manage risks proportionately, apply treatments which are specific to the prevailing risks,
maintain essential safeguards while reducing unnecessary regulatory burden, and use data
and digital technology to help those we regulate to comply and grow.

We will:

* be transparent and responsive communicators, implementing regulations in a modern
and collaborative way

* recognise that we have a shared responsibility for the stewardship of our regulatory
systems

» adopt a whole of system view to regulation and take a proactive and collaborative
approach to the delivery of the regulatory functions which the department oversees.
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Our Strategic Objectives

C
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Strategic Objective 1 — Ensure compliance
with international obligations

We support Australia’s obligations and provide leadership and advice, both domestically and
internationally, on the regulation of controlled drugs. 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.

Guiding principles

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 smooth trade and the resolution of issues
under the International Drug Conventions.

Our focus for 2025-26

1A Continue regulating the cultivation, manufacture, production and supply of cannabis and

other narcotic drugs for scientific and medical use, in accordance with international drug
treaties and domestic legislation.

1B  Meet key reporting timeframes for submission of reports to the International Narcotics
Control Board.

1C Implement legislative amendments to support the international and domestic regulation
of controlled substances.

1D Undertake proactive engagement with international and domestic stakeholders to identify
emerging issues and developments both in Australia and internationally.

1E Oversee the domestic production and importation of medicinal cannabis in alignment
with international drug control conventions, while ensuring domestic supply levels remain
proportionate to market demand to prevent excessive stockpiling.

1F Enhance internal data capability to strengthen our ability to meet international

requirements and provide relevant data to support regulatory, operational, and public
accountability needs.
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Strategic Objective 2 — Enhance
stakeholder engagement and
collaboration

We will be open and responsive to feedback about our processes and regulatory decisions. We
engage regularly with a variety of stakeholders and offer a range of mechanisms for the public
and regulated entities to engage with us and provide feedback.

Guiding principles

2.1 Be responsive to stakeholder enquiries.

2.2 Actively communicate with and educate stakeholders on their regulatory obligations and
the role of the ODC.

2.3 Meaningfully engage with stakeholders to understand their concerns and issues prior to
making recommendations.

2.4 Collaborate with domestic and international stakeholders, strengthening existing

relationships to address regulatory issues and understand the impact of changing
policies, practices, and services.

Our focus for 2025-26

2A Undertake a compliance campaign aligned to our Compliance Enforcement Strategy
2025-28. The campaign will be designed to inform and educate about regulatory
compliance matters with the aim of encouraging best practice procedures.

2B  Attend and/or present at external engagement opportunities with international and
domestic stakeholders to communicate ODC's regulatory functions and gain insights
into regulatory landscapes and market conditions.

2C Continue strengthening relationships and seeking collaboration with law enforcement,
state and territory regulators, and other agencies to reduce regulatory burden.

2D  Work collaboratively with the International Narcotics Control Board on critical reporting
and operational matters.

2E  Continue working with key stakeholders from across Australia, including the Australian
Government and state and territory authorities, to support ongoing work associated
with the future of kava policy and kava imports for Australia.

2F  Progress the development of guidance on sourcing propagating material from state hemp
licence holders for medicinal cannabis permit holders.

2G Provide secretariat support and ODC representation to the Medicinal Cannabis Expert
Working Group, and facilitate the scheduled review of its Terms of Reference and
membership by the end of its initial two-year term.
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Strategic Objective 3 — Promote
compliance with regulatory
requirements

We take a risk-based approach to regulation and compliance, strengthening community
confidence in the regulation of controlled drugs by focusing resources on areas of greater risk
or concern. We will ensure that the importation of controlled substances, vapes and kava
products adheres to regulatory standards. Data collected from monitoring activities will be used
to identify trends in non-compliance and inform compliance priorities and education activities.
This will support a proportionate risk management approach.

Guiding principles

3.1 Data and intelligence are used to identify risks of non-compliance and inform compliance
strategy.

3.2 Processes are transparent and documented using an evidence-based approach.

3.3 Compliance issues are identified and assessed in proportion to the level of risk
being managed.

3.4 Serious, deliberate, and repeated non-compliance is addressed through infringement
actions, civil action and criminal prosecution.

Our focus for 2025-26

3A  Publish the ODC Compliance and Enforcement Framework 2025-28, which sets out how
the ODC will regulate the manufacture, import, export and supply of controlled
substances in Australia during this period. The framework ensures that our regulatory
approach remains proportionate, intelligence-led, transparent and responsive to
emerging risks and obligations.

3B Complete 32 Compliance Inspections and deliver outcome reports to the relevant
licence or permit holder within 2 months of the date of inspection.

3C Prioritise domestic stakeholder compliance for quarterly reporting to ensure obligations
are being met under legislation and licence conditions, and to improve transparency
around Commonwealth and state obligations.

3D Enhance compliance among import and export licence holders by developing supporting
tools and documents.

3E Participate in industry workshops and events to share insights on common compliance
and application issues. These engagements support education and awareness among
regulated entities, promoting compliance and reducing regulatory risk.

3F Build on existing debt recovery efforts by strengthening our approach to recovering
outstanding medicinal cannabis licence-related debts.
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Strategic Objective 4 — Reform ODC'’s
business processes and systems

We will continuously improve our processes 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.

Ensuring the ODC'’s systems and processes are effective and will support both the industry

and ODC'’s regulatory activities, whilst aligning with other digital and business process reforms
across the department.

Guiding principles
4.1 Regulatory decisions are made in accordance with published timeframes.

4.2 Regulatory reforms are proposed to Government when evidence of benefit is
determined, or when risks can be appropriately managed.

4.3 Business services, processes and digital systems are continuously improved to ensure
they are fit for purpose.

Our focus for 2025-26

4A  Meet published timeframes by improving business processes and through better
engagement with stakeholders.

4B  Adopt a phased facility construction process for medicinal cannabis licence variations,
allowing all planned construction stages to be assessed together under a single

application. This will reduce regulatory burden, cut costs, and support ongoing
compliance.

4C Improve the way we collect data on assessment timeframes, including refining how we
account for externally driven delays and ‘stop-clock’ periods.

4D  Undertake review and analysis of ODC regulatory processes and policies to inform future
regulatory improvements and reform agendas.

4E Increase external transparency and efficiency by making more application forms
available online through the Health Business Services Portal, processing them through
our new case management system and undertaking related business process reforms.
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Reporting

The 4 strategic objectives in this plan align with the Government’s expectations for how the
ODC will achieve its regulatory outcomes, perform its regulatory functions, and exercise its
powers.

Reporting of our performance against the Business Plan will be included in the department’s
Portfolio Budget Statements and Annual Report and will comprise both qualitative and
guantitative performance data to outline how we performed as a regulator.
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