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Introduction. The increasing number and complexity of registered biological and advanced therapeutics in clinical trials present significant challenges and risks in their preparation, particularly in ready-to-administer dosage forms. To minimise occupational exposure and support informed healthcare decision-making, a structured risk assessment tool was developed and embedded into a state-based policy framework.
Aims. Establish a national working group to validate the risk assessment tool to ensure its applicability across all jurisdictions and support Australian wide harmonisation for the safe preparation of advanced therapeutics and incorporation into national guidelines.
Methods. Nine senior compounding pharmacists and one clinical nurse educator, representing all state health facilities across Australia were invited to participate in the working group to support validation of the risk assessment tool. There are two phases to the study protocol. In each phase, each participant used the risk assessment tool to inform their decision-making process when preparing ten different pharmaceutical or advanced therapeutic products. Each participant then completed and submitted a REDCap survey to document the outcome. The working group reviewed the findings from Phase 1 and updated the tool based on best practice recommendations. Phase 2, a repeat of phase 1, is currently underway. 

Results. During Phase 1, a total of 43 products were assessed: 39.4% monoclonal antibodies, 9.1% genetically modified organisms, 3.0% bacteriophages, and 48.5% other advanced therapeutics. The tool effectively supported the best practice decision-making for 88% of products. It has since been refined, with the revised version required to meet a benchmark for informing best practice in at least 90% of cases to be deemed successfully validated.
Discussion. The validated risk assessment tool is expected to standardise the preparation of pharmaceutical and advanced therapeutic products across Australia, serving as the national framework for risk-informed clinical and compounding decision-making.
