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Abstract:

Data Monitoring Committees (DMC) plays a critical role in safeguarding participant safety and ensuring
trial integrity throughout clinical research. To foster consistency and best practices across DMC
activities the Biopharmaceutical Statistics Leadership Consortium (BSLC), a cross-industry think tank,
formed a DMC workstream to actively engage in discussions on current DMC practices and regulatory
guidance as well as to advocate for developing the next generation of DMC experts.

This session will feature insights from the BSLC DMC workstream initiative including a landscape
review of DMC best practices, regulatory expectations, including recent updated FDA draft guidance,
and evolving industry standards for DMCs.

Key challenges will be discussed in terms of the proposed best practice positions suggested by the
cross-industry workstream with responses from the varying perspective of the sponsor, DMC member
and regulator. Topics to address include clarifying guidance on provision of efficacy and safety clinical
trial data to DMCs, optimizing communication flow between DMCs and sponsors to ensure trial
integrity, the relation of DMC decisions to non-binding decision boundaries, and ensuring transparency
in DMC recommendations. Additionally proactive collaboration and targeted training to meet the
growing demand for qualified DMC experts are emphasized.

The session aims to foster meaningful dialogue amongst esteemed leaders drawing on their diverse
experiences in academia, industry, and government on best practices, training, and future directions
for DMCs in clinical trials.



