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Introduction. This session in the workshop aims to integrate the outcomes of the non-clinical development—from foundational research and discovery through preclinical testing and forge a clear path towards the envisioned clinical strategy. It will delineate the critical considerations and prerequisites essential for transitioning into a first-in-human clinical trial and subsequent phases.
Aims. The session will provide insights into clinical trial development and pipeline management, protocol design considerations and application requirements, supporting the Human Research Ethics Committee (HREC) review process and ongoing oversight.
Learning Outcomes. At the conclusion of this workshop segment, participants will have an understanding as to how their pre-clinical pipeline needs to support their clinical strategy and provides evidence and justification for their clinical trial approach. They will discern the appropriate regulatory pathway (CTA vs CTX) for supplying their 'unapproved' therapeutic good, considerations for the appropriate clinical trial design and insights into key issues in clinical trial conduct. Participants will gain an understanding of and the tools to support progression into clinical trials.
National Statement on Ethical Conduct in Human Research 2023
NHMRC Ethics and Integrity
Guideline for Good Clinical Practice
Australian Clinical Trial Handbook
