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©ORWE generation: how the data shape the evidence? (154%9)
Dimitra Lambrelli, PHD, MPHARM
Senior Research Scientist and Senior Director, Database analytics, Real-world evidence, Evidera.
Research Fellow, READS.

©Global development in RWE generation: Methods and Applications(25%4)
Mark Yates, PHD, MBChB, MRCP

Research Scientist, Real-world Evidence Data Analytics, Evidera.
Honorary Lecturer, Centre for Rheumatic Disease, School of Immunology and Microbial Sciences,
King’s College London.
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©Development and application of online cognitive assessment technology
for large scale studies and clinical applications (25%)

Adam Hampshire, PHD

Professor in Restorative Neurosciences, Faculty of Medicine, Department of Brain Sciences,
Imperial College London.

Director and Founder, Future Cognition Ltd and H2 Cognitive Designs.
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@ RWE generation: how the data shape the evidence? by Dimitra Lambrelli

The generation of real-world evidence (RWE) is rapidly growing in popularity as a tool for
regulatory decision making in Japan and globally. What data are available to generate
evidence? This presentation will summarize our most recent publication; ’'Strategies to
Address Current Challenges in Real-World Evidence Generation in Japan’. We will describe
the opportunities and challenges of using existing data sources for evidence generation, as
well as new data initiatives in Japan. In addition, we will explore trends in real world data
globally, and how data are being used for real world evidence generation.

@ Global development in RWE generation: Methods and Applications, by Mark Yates

The generation of real-world evidence is a constantly evolving field, incorporating novel
methods, new technologies, to respond to evolving regulatory requirements. In this
presentation we will review recent global developments, including post-authorisation
pregnancy safety studies in North America, applying machine learning to model predictors
of severe COVID-19 in the UK, electronic medical record extraction approaches in the EU,
and multi-country pooled registry analyses.
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@® Development and application of online cognitive assessment technology for large
scale studies and clinical applications, by Adam Hampshire

There has been rapidly growing interest in technologies that can be used to assess large
numbers of people online under unsupervised conditions via the smartphone, tablets and
personal computer devices that they commonly own. In my presentation, I will talk about
the development, validation and applications of on such technology, the Cognitron
Platform. This will be with a particular focus on studies investigating the acute and chronic
impact of COVID-19 on human cognition, with examples from a large-scale citizen science
project with >400,000 participants, an epidemiological study of >100,000 participants, a
hospital cohort of severely ill patients and a SARS-CoV-2 human challenge trial.
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