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SESSION PROPOSAL 16
A PARTNERSHIP BETWEEN CLINICAL SAFETY AND STATISTICS FOR AGGREGATE SAFETY
ASSESSMENT –YEAR TWO
Gabrielle Murashova, Biostatistics and Research Decision Sciences, Merck

Description of Session:
As part of a three-year initiative, we are leveraging both clinical and statistical approaches, within a
cross-disciplinary team, to explore new potential ways to interrogate, view, and present safety data to a diverse
audience. In 2021, we introduced our three overarching themes for our research project to evaluate as part of a Proof
of Concept: Clustering— To help with identifying meaningful relationships within the data, Visual Analytics— To
help see the data and correlations better and faster and identify Appropriate Benchmarks for Aggregate Analysis— to
establish the proper benchmarks that add to the efficiency, reliability, and robustness of the process.
This year, we present the development of those ideas, including the outputs from combining clinical knowledge and
judgement with statistical expertise and machine learning methodologies to develop an entirely non-proprietary
simulated clinical trial mock patient database generated from publicly available FDA and EMA label data. The
methods for developing a simulated data set that we will present were created to help validate our to-be-established
tools to support the multi-disciplinary team. Combining medical judgement and publicly available data to build a
simulated clinical trial safety data has provided the team a sandbox environment where novel analyses and tools can
be tested. The aspiration is to build new useful tools based on a data validation system using our mock dataset that
may expand on the available tools for the multidisciplinary safety teams as they navigate the volumes of clinical trial
data to evaluate the safety profiles.
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