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MOTIVATION OVERVIEW

 Although randomized, controlled clinical trials remain the gold standard for assessing the efficacy of pharmaceuticals,
biologics, and medical devices, they are inadequate for addressing questions about the long-term effectiveness and safety Target Population
of these interventions.

* Today, as payers and other stakeholders expect interventions to be safe and effective as well as provide good value for
money, the focus is increasingly on how these interventions perform in the “real world™ and whether or not they add value
to the healthcare system. .
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. Rgal World Evidence (RWE)—based.approaches are @ncrga_singly be_coming the “ngv_v nqrmal”—practical and necessary for Data Retrospective Data
bringing a product to market, ensuring its relevance in clinical practice, and sustaining its value throughout the lifecycle of
the product. However, RWE studies bring with them their own special considerations, including study design, analytical
approaches, and sources and quality of data.

A part of RWE that remains to be fully explored is the hybrid study, which merges retrospective and prospective data to
save time and money in evaluation and assessment of investigational as well as marketed pharmaceuticals, biologics, and
medical devices.
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* Include all stakeholders in design and revision (e.g., | When type and match are correct, retrospective and
sponsors, sites, analysts, submissions team) * Risk factors prospective data are comparable.
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