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Introduction. The journey of a potential therapeutic from discovery to clinical application is fraught with numerous challenges and risks, often referred to as the "valley of threats." Central to overcoming these obstacles is a robust Chemistry, Manufacturing, and Controls (CMC) strategy. This presentation explores the critical role of CMC in the successful transition of a drug candidate to clinical trials, highlighting key strategies and best practices.
Aims. To shed insights into some key considerations of CMC and GMP requirement for successful clinical trial entry. We will delve into the essential components of a comprehensive CMC plan, including the development of scalable and reproducible manufacturing processes, stringent quality control measures, and thorough documentation practices that meet regulatory requirements. By examining case studies, we will illustrate common pitfalls and provide insights into effective problem-solving approaches.
Discussion. The discussion will cover the integration of CMC considerations from the earliest stages of drug development, ensuring that potential issues are identified and addressed proactively. We will also emphasize the importance of cross-functional collaboration between CMC teams, regulatory affairs, and other key stakeholders to streamline the path to clinical readiness. Attendees will gain a deeper understanding of the complexities involved in CMC and acquire practical knowledge on crafting strategies that enhance the likelihood of regulatory approval. This presentation aims to equip industry professionals with the tools and insights needed to navigate the intricate landscape of drug development and bring innovative therapies to patients efficiently and safely.
