









Therapeutic Goods Administration
Business Plan 2024-25



Acknowledgement of Country
We, the Therapeutic Goods Administration, proudly acknowledge the Traditional Owners and Custodians of Country throughout Australia, and pay 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 and aged care system and thank them for their existing and ongoing contributions to the wider community. We extend this gratitude to all health 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 peoples’ continuing connections and relationships to the lands, waters, culture, and community; and pay respect to all Elders past, present, and emerging.
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I am pleased to present the 2024-25 Business Plan for the Therapeutic Goods Administration (TGA). This document outlines our strategic direction and priorities for promoting public health outcomes through efficient regulatory measures. Our core business activities, including the regulation of medicines, medical devices, blood and blood products, and biologicals, remain at the forefront of




[bookmark: _MESSAGE_FROM_THE]Message from the
Deputy Secretary

our efforts. The year ahead will see the TGA streamlining the regulatory environment with a program of important work to ensure therapeutic goods continue to have a positive impact on the health of Australians.

Responding to emerging technologies and innovations in cellular and gene therapies, advances in AI-driven diagnostics and decision support, and the evolution of pharmaceuticals, we continue to modernise how we work. We understand the vital role that up-to-date scientific knowledge plays and we continue to focus our efforts on digital transformation through improving several of our systems such as the new digital business portal for sponsors, agents and manufacturers seeking to submit applications.

Reforms to the regulation of vaping products remain a key priority, as highlighted by the recent enactment of the Therapeutic Goods and Other Legislation Amendment (Vaping Reforms) Act 2024. These reforms, banning non-therapeutic vapes and strengthening regulatory requirements for therapeutic vapes, are crucial in addressing this major public health issue and safeguarding the wellbeing of Australians. We are committed to rigorous enforcement and engagement with stakeholders to ensure these measures are effective.

We will continue our suite of medical device reforms, based on our Action Plan for Medical Devices, as part of a three part strategy to strengthen Australia’s regulatory system. This strategy remains patient-focused, promotes greater transparency and increases public confidence in Australia’s medical device regulatory system.

The TGA intends to focus on broader regulatory reforms in the coming year, including a comprehensive review of regulatory exemptions. This initative will align contemporary compounding practices with current standards, reinforcing our commitment to safeguarding public health. Building on the work undertaken in 2022-2023, we will address significant public health risks associated with the large-scale manufacture of copies of TGA-approved glucagon-like peptide-1 receptor agonist analogues (GLP-1 RAs) under pharmacy compounding provisions. Consequently, amendments to the Therapeutic Goods Regulations 1990 (Schedule 5, item 6) will prohibit the compounding of GLP-1 RA products by pharmacists for supply to patients, effective from 1 October 2024.

Internally, we will continue to focus on continuous improvement, strengthened governance frameworks, enhanced internal monitoring and evaluation, and elevated strategic policy capability. We are also deepening engagement with stakeholders, and empowering our leadership to build trust, promote compliance and improve public health outcomes. These efforts collectively ensure our readiness for future challenges and our commitment to delivering positive results. Thank you for your continued dedication and collaboration as we move forward together.


Professor Anthony Lawler
FACEM, FRACMA, MBBS, MBA (Health Mgmt), FIFEM, GAICD, BMedSci

[bookmark: _OUR_PURPOSE][bookmark: _TOC_250005]Our purpose
The TGA, as part of the Australian Government Department of Health and Aged Care (the department), is responsible for evaluating, assessing and monitoring products that are defined as therapeutic goods. We help Australians to stay safe, by regulating therapeutic goods for safety, efficacy, performance and quality.

We regulate the manufacture, import, export, supply and advertising of prescription medicines, vaccines, non-prescription medicines, sunscreens and complementary medicines, including vitamins, minerals, herbal and traditional medicines. We also regulate medical devices, blood and blood products, cellular therapies and biologicals.

Consistent with the Therapeutic Goods Act 1989 (the Act), we:
[image: ]	apply scientific and clinical expertise to assess whether the benefits of a therapeutic
good outweigh any risks to health and safety
[image: ]	assess the suitability of therapeutic goods for supply, import and export from Australia [image: ]	regulate manufacturers of therapeutic goods to ensure they meet acceptable standards
of manufacturing quality

[image: ]	assess the quality and compliance of therapeutic goods on the market, including through laboratory testing where appropriate, and

[image: ]	implement a range of regulatory actions that are proportionate to the potential risk
arising from non-compliance or emerging safety concerns.

We achieve this by applying risk-based processes for both pre-market assessment and post- market monitoring, as well as promoting regulatory compliance through clear and transparent decision-making, providing education and guidance, and using innovative technologies and ideas to streamline business functions.
[image: ]
[bookmark: _OUR_VISION][bookmark: _TOC_250004]Our vision
Our vision is for better health and wellbeing for all Australians through regulatory excellence. This links directly to the department’s vision of better health and wellbeing for all Australians, now and for future generations.

[bookmark: _OUR_STRATEGIC_INTENT][bookmark: _TOC_250003]Our strategic intent
By regulating therapeutic goods in accordance with the Act and its supporting regulations, we contribute to meeting the department’s aim to protect the health, safety and wellbeing of all Australians. We do this by identifying risks to human health and the environment and managing those risks to prevent harm through education and effective, proportionate compliance activities.

In line with the government’s and the community’s expectations, we will maintain a best practice and contemporary regulatory environment, boost productivity through reducing unnecessary
or duplicative regulatory costs, and work with international partners to share information and
identify opportunities to improve the quality of regulation.

Our strategic focus is on a healthy culture, strong and effective internal and external engagement, and regulatory capability. We aim to enhance public health outcomes through best practice regulation, build trust through active stakeholder engagement, and foster innovation to address emerging regulatory challenges. By prioritising these areas, we ensure our regulatory environment remains contemporary and effective, contributing to the health, safety and wellbeing of all Australians.

We are committed to delivering the department’s Health Protection, Emergency Response and Regulation program through the protection of the health and safety of the Australian community, and the preparedness to respond to national health emergencies and risks through the regulation of therapeutic goods, including medicines, medical devices, and blood, cell, and tissue products. This applies to goods exported, imported, supplied, and manufactured in Australia.

We undertake our regulatory functions in alignment with the Resource Management Guide 128 Regulator Performance 3 Best Practice Principles:

[image: ]Continuous improvement and building trust
We will:
use qualitative and quantitative analysis to assess and report on performance and drive evidence-based continuous improvement, and

promote a culture that builds public confidence in our work and trust in our decision-making.


[image: ]Risk based and data driven
We will:
actively and effectively understand, engage with and mitigate strategic risks to successfully manage our regulatory functions without unnecessarily impeding the operations of regulated entities, and

use data sources that meet relevant data assurance standards for
assessing and reporting on the quality of statistical information.

Collaboration and engagement
We will:
[image: ]seek opportunities to inform, engage and consult with our stakeholders and the Australian community

be receptive to feedback and diverse stakeholder views increase transparency in decision-making processes, and
provide up-to-date, clear, and accessible guidance and information
to assist regulated entities with compliance.

4
Innovate and continuously improve
3
Promote and enforce compliance with regulatory requirements



[bookmark: _OUR_STRATEGIC_OBJECTIVES][bookmark: _TOC_250002]Our strategic objectives
Arising from internal and external stakeholder consultation and the 3 principles of regulator best practice, our strategic objectives are:2
Build trust by actively engaging with our stakeholders
1
Improve public health outcomes through best practice regulation





[bookmark: _STRATEGIC_OBJECTIVE_1]Strategic objective 1 – Improve public health outcomes through best practice regulation
We will balance the dual regulatory responsibilities of facilitating access to and ensuring the
safety, quality and efficacy of therapeutic goods.

Australia’s expertise in regulation is globally recognised. The safety of the Australian community will be maintained by our high standards of therapeutic goods regulation and our role in shaping and responding to world-wide best practices. The TGA continues to implement regulatory reforms with a focus on simplifying pathways and processes for consumers, healthcare professionals and industry, while delivering efficient, best practice regulatory decisions.

Guiding principles1.1
Ensure product approvals and regulatory assessments are delivered in accordance with both statutory timeframes and non-statutory targets, to maintain trust and reliability and to ensure timely access to innovative therapies and emerging technologies
1.2
Adapt regulatory approaches where necessary, to facilitate expedited access to critical therapies and technologies in response to public health need, and
1.3
Propose and support the design of regulatory reforms based on evidence of value and benefit, or appropriate risk management, to ensure regulatory frameworks remain fit-for-purpose.














Our focus for 2024-25
a. Implement Australian Government reforms to the regulation of vaping goods, including legislative design, system development, and education and enforcement activities to ensure compliance.

b. Identify and evaluate potential new uses for older medicines through research and evidence,
leveraging insights from the Medicines Repurposing Program’s initial implementation phase.

c. Continue the implementation of reforms to improve recall processes for all therapeutic goods.

d. Prioritise evaluations and post-market safety and performance monitoring of new products, including developing an Australian Sunscreen Exposure Model for sunscreen ingredient safety evaluation.

e. Review and improve the regulation of closed-loop supply chains, compounding of therapeutic
goods, and the access to unapproved goods.

f. Report and manage medicine shortages and medical device supply disruptions to support
continued patient access to important therapeutic goods.

g. Implement enhancements to medical device adverse event reporting, including developing processes for mandatory reporting by healthcare facilities and managing relevant programs, while enhancing the Database of Adverse Event Notifications to increase transparency and provide greater access to adverse event information.

h. Reform regulatory frameworks and guidelines to facilitate domestic manufacture, importation, prescribing and distribution of unapproved therapeutic goods by authorised healthcare professionals.
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i. Intergrate updated quality standards via Therapeutic Goods Orders (TGOs) to support
manufacturers and suppliers of unapproved products.

j. Enhance digital transformation initiatives for medical devices to advance product safety and
surveillance in the Australian supply chain, aligning with global standards.

k. Expand regulatory approvals for therapeutic goods by assisting sponsors in navigating regulatory processes, including by increasing pre-submission and pipeline meetings with TGA staff.

l. Review and reform clinical trials regulation to provide clear guidance, expand formal technical advice relating to clinical trial design, enhance access to scientific advice throughout product development, and address safety concerns by increasing oversight of high-risk therapeutic goods.

m. Continue collaboration with regulatory bodies and health authorities within the Pacific and South-East Asian regions, primarily through the Regulatory Strengthening Program and the Pacific Medicines Testing Program.

n. Monitor and refine regulatory frameworks to support new technologies, including digitally enabled testing and treatment methods, software, medicine dosage, genomic sequencing, point-of-care manufacturing and hybrid access models.

o. Implement elements of the Regulatory Science Strategy to increase TGA’s capability to identify and effectively regulate emerging technologies across medicines and medical devices, including a horizon scanning framework and collaboration with regulatory agencies, professional associations and relevant industries.

p. Modernise and streamline Australia’s Therapeutic Goods Testing Regulations to improve
efficiency, flexibility and alignment with current standards.




[bookmark: _STRATEGIC_OBJECTIVE_2]Strategic objective 2 – Build trust by actively engaging with our stakeholders
We will be open and responsive to feedback about our practices and regulatory decisions.

We engage regularly with our stakeholders, with a range of mechanisms for health practitioners, regulated entities and the public to engage with us. Ongoing collaboration and engagement with experts and industry bodies has enabled the TGA to build confidence and trust in our decision- making and the globally aligned regulatory framework in which we operate. It also ensures we are responsive to risk and the latest medical and scientific developments.

Guiding principles2.1
Be responsive to enquiries and provide clear, timely explanations of our regulatory decisions, to build trust and transparency
2.2
Communicate effectively to empower consumers, health practitioners and industry
with the information they need to understand and meet their regulatory obligations
2.3
Engage and collaborate proactively with stakeholders impacted by our regulatory activities, to ensure their perspectives are considered, and
2.4
Collaborate with domestic and international health system stakeholders to address
regulatory issues and adapt to evolving policies, practices and services.












Our focus for 2024-25
a. Strengthen engagement and collaboration with relevant domestic and international stakeholders, including equivalent regulators, to ensure regulatory efficiency, proactively address quality and defect issues, share risk signals associated with non-compliance, and harmonise practices.

b. Aim for faster and safer access to high-quality medicines while minimising regulatory burden
and maintaining a robust regulatory system.

c. Enhance transparency and trust through effective communication channels.

d. Continuously improve our digital platforms to support stakeholder engagement.

e. Provide comprehensive education and increase public awareness about regulatory
obligations and the safe use of therapeutic goods.

f. Ensure internal preparedness and foster collaboration across all relevant business units to support decision-making and effective stakeholder engagement regarding emerging technologies.
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[bookmark: _STRATEGIC_OBJECTIVE_3]Strategic objective 3 – Promote and enforce compliance with regulatory requirements
We will encourage compliance, promote leading best practice, establish trust with the regulated
community, and assist businesses and individuals to comply with the requirements of the law.

Information collected from allegations received, risk and intelligence assessments and our monitoring activities will be used to identify trends in non-compliance, prioritise our activities and allocate resources proportionate to risk.

Guiding principles3.1
Use data and intelligence to identify and manage non-compliance risks
3.2
Prioritise and address serious non-compliance through a risk-based approach, and
3.3
Ensure proportional assessment of product safety, quality, efficacy and performance issues.









Our focus for 2024-25
a. Promote and enforce compliance with regulatory requirements through targeted education
initiatives and risk-based, intelligence-informed enforcement activities.

b. Collaborate and continue to build relationships with co-regulators and other local and
international health and law enforcement agencies.

c. Implement the agreed recommendations from the Australian National Audit Office Performance Audit of the TGA’s regulatory compliance activities.

d. Enforce the changed regulatory requirements for vaping goods in accordance with the Australian Government’s reform program across 2024, ensuring effective communication strategies are in place to educate stakeholders on compliance obligations.




[bookmark: _STRATEGIC_OBJECTIVE_4][bookmark: _TOC_250001]Strategic objective 4 – Innovate and continuously improve
We will continuously improve our performance and make regulatory decisions in the context of
their impacts on the whole health system.

We will do this by building staff capability and sustaining a culture that identifies, develops and implements improved practices.

Guiding principles4.1
Continuously improve services, processes and systems to ensure they are fit for
purpose, and
4.2
Continue to foster an impartial, capable, flexible and innovative workforce.








Our focus for 2024-25
a. Enhance and continuously improve digital tools and platforms to provide a user-centred,
modern digital service experience.

b. Enhance the Special Access Scheme and Authorised Prescriber Online system to uplift
performance, usability and accessibility, while reducing the burden on health professionals.

c. Improve the technology, systems and business processes of TGA Laboratories through the
implementation of an integrated and unified laboratory software solution.

d. Enhance our ability to manage an increasing number of evaluation activities by streamlining processes, leveraging technology, and fostering collaboration with stakeholders, including by implementing updated guidelines and holding regular meetings with sponsors and peak bodies to ensure understanding of current regulatory requirements.

e. Transition our World Health Organization status from Stringent Regulatory Authority (SRA) to WHO-Listed Authority (WLA), which replaces SRA under WHO’s regulatory system strengthening framework.

[bookmark: _REPORTING][bookmark: _TOC_250000]Reporting
Reporting activities against this business plan will include the Department’s Portfolio Budget
Statements and Annual Report, and the TGA Performance Report.

The TGA Performance Report will be published at the conclusion of the 2024-25 financial year, and will comprise qualitative and quantitative performance data to more clearly outline how we performed as a regulator against this business plan.

Additionally, we will continue to publish a range of performance information on the TGA website, including:
[image: ]	laboratory testing results and summary reports, including vaping products testing results

[image: ]	monitoring, compliance and investigations outcomes [image: ]	advertising compliance reports
[image: ]	post-market reviews

[image: ]	annual stakeholder survey, and

[image: ]	publications detailing how we are improving access to therapeutic goods for
consumers.
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