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Introduction. The translation of advanced therapeutics from research to clinical practice is complex because of regulatory requirements. While the Australian Clinical Trials Handbook provides general guidance, researchers must interpret multiple Commonwealth laws including the Therapeutic Goods Act 1989, and related regulations, alongside varying state legislation, without any regulatory training. Regulatory knowledge gaps can contribute to delays in product accessibility and delayed patient access to advanced therapeutics.
Aim. To develop a practical web-based regulatory pathway to support the translation of advanced therapeutics from research and development to clinical implementation and commercialisation.
Methods. National and state regulations were reviewed to identify regulatory requirements across therapeutic categories including medicines, biologicals, medical devices, and unclassified therapies such as bacteriophages. Semi-structured interviews with stakeholders at various stages of the regulatory process, and discussions with key regulatory bodies such as the Therapeutic Goods Administration were used to explore knowledge gaps in navigating the regulatory pathways. 
Results. The regulatory review identified a gap in regulatory guidance, supporting the need for a practical regulatory framework to guide researchers and sponsors through the translational process. Preliminary stakeholder engagement highlighted revealed widespread regulatory knowledge gaps and identified the need for better support to navigate first-in-human trials, Good Manufacturing Practice (GMP) compliance, challenges in identifying qualified regulatory service providers, and clarity around specific requirements for novel therapeutics. 
Discussion. Improved navigation of the regulatory system is essential to accelerate research translation. This initiative should provide researchers with an accessible, practical resource that is designed to clarify regulatory expectations, guide stakeholders through approval processes, support compliance, and reduce delays in delivering advanced therapeutics to patients.
