MIDD implications for the evaluation and approval of  novel and repurposed drugs.
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Abstract. Modelling and simulation (M&S) techniques have emerged as invaluable tools for integrating available clinical and nonclinical evidence to support the development of medicinal products. In silico trials can support study design, reduce, and in some cases even replace, real clinical trials intended to address knowledge gaps in the assessment of the benefit/risk balance for novel or repurposed drugs.

 

Building upon real case scenarios concerning regulatory approval in rare diseases, paediatric indications, changes in formulation and evaluation of potential drug-drug interactions, this presentation will explore the impact and relevance of M&S approaches in addressing regulatory concerns, placing  emphasis on how these methods are used to support regulatory decision making. Reflecting on the recently published ICH M15 guideline on model-informed drug development (MIDD), we will discuss how in silico evidence can be integrated into clinical development programmes  and how their implementation should be documented for regulatory purposes.

 

Ultimately, the continued integration of M&S has the potential to reduce development risk and attrition and enhance the quality of regulatory decision-making, promoting constructive and transparent dialogue between sponsors and regulators.

