This one went to market: a university/government collaboration to teach drug regulation.
Graham A. Mackay1, Laura E. Edgington-Mitchell1, George Vuckovic2, Zorik Chilingaryan2, Anthie Ellis2, Ying Hey2. 1Dept of Biochemistry & Pharmacology and the Bio21 Institute, The University of Melbourne, VIC, and 2Health Products Regulation Group, Australian Government Department of Health, Disability and Ageing, Canberra, ACT, AUSTRALIA

Introduction. The work of drug regulators across the world is critical for the safe and effective introduction of new medicines and the monitoring of existing drugs. In a 3rd year undergraduate Pharmacology subject (class size≈120) ‘Drugs: from Discovery to Market’, students explore the full lifecycle of drug development that leads to new medicines. However, a review of the subject content revealed a notable gap: the critical role of government regulators was underrepresented. This omission not only compromised the subject’s learning outcomes but also limited students’ exposure to a potential career pathway in regulatory science.
Aims. To jointly develop and evaluate an authentic, in-person workshop with the Australian government drug regulator - The Therapeutic Goods Administration (TGA). The workshop (2 hours) aimed to introduce students to the core principles and considerations involved in the approval of safe and effective medicines.
Methods. Three planning meetings between the TGA and subject coordinators designed and then refined the workshop’s structure, selecting case studies/pre-clinical data sets and generating a worksheet to enable students to summarise their thinking, analysis and conclusions. The workshop ran for the first time in October 2025.
Results. The workshop was led by TGA employees with subject coordinators serving as facilitators. Ahead of the workshop, students were provided with a short contextualising video on the purpose and work of the TGA to maximise time available for in-class small group interaction. Case studies dealt with target engagement and drug efficacy, pharmacokinetics and drug safety (including carcinogenicity). In an anonymous, optional post-workshop survey, students commented very positively on the real-world nature of the workshop and that it served as a capstone for the subject. Time constraints were identified as the major deficit in the workshop.  
Discussion. This new collaboration has delivered an authentic and engaging workshop that highlights the evidence-based decision making of the drug regulator. The workshop’s alignment with real-world regulatory practices was seen as a key strength by students. Further refinement, largely to streamline the workshop, will be undertaken this year as we continue to offer students valuable insights into the professional activities of TGA experts.
