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Phase 1 clinical studies are pivotal in drug development, focusing on initial human trials to assess safety, tolerability, and pharmacokinetics. They establish the foundation for subsequent clinical development plans and provide crucial insights into the initial safety profiles, dosing regimens, and potential adverse effects in humans, shaping further research decisions.
This session will explore key components of Phase 1 trials including study design, participant selection, dose escalation methodologies, safety monitoring, PK and PD assessments and ethical considerations as well as delving into adaptive trial designs and early-stage biomarker integration to optimize decision-making. We will also discuss practical insights into managing Phase 1 studies and the advantages of running Phase 1 studies in Australia. 
