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Introduction. Preclinical toxicity testing can appear daunting which can lead to unpreparedness, which in turn can cause unnecessary delay in obtaining human ethics (HREC) approval for the first into humans (FIH) trial.  
Aims. To provide the key basics of preclinical testing to assist general understanding of the requirements, and to highlight factors which can be overlooked and consequently slow or derail a preclinical testing program 
The talk will focus on why toxicity studies are needed, how to decide on which studies are required, the design of those studies, and other considerations. 
Methods. A walk-through what information a preclinical toxicity testing program needs to provide to support a FIH HREC application1, 2; what studies need to be considered 1; what key information is needed to decide i) which studies are relevant ii) the design of those studies e.g proposed clinical route and duration/design of FIH, class of drug substance 1,3; additional areas for consideration e,g drug substance availability and stability, suitable dose formulations for route of administration, TK collection procedures, storage conditions, GLP  requirements .

1 Guidance for Industry, ICH M3(R2) Nonclinical Safety Studies for the Conduct of Human Clinical Trials and Marketing Authorization for Pharmaceuticals (2010)

2 USFDA Guidance for Industry, Estimating the Maximum Safe Starting Dose in Initial Clinical Trials for Therapeutics in Adult Healthy Volunteers (2005)
3 ICH, Safety Guidelines https://www.ich.org/page/safety-guidelines

