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Abstract

There is an increasing expectation to derive reliable Real-World Evidence (RWE) using Real-World Data (RWD) around the world.
Sources for healthcare RWD are generally considered as routinely generated and collected clinical data, including Electronic Health
Records (EHRs), administrative or claims data, data from self-monitoring devices, and so on, although there is no consensus on a
definition of RWD. Significant efforts are expended by regulatory bodies, academic associations, industry associations, and a number
of international initiatives to address and solve the issues identified in leveraging RWD for clinical research and regulatory affairs,
even though it is still unclear whether observational data can be used to address the same clinical questions being answered by
traditional RCT. In this session, we will present the blow topics and will discuss where we are now and how we could solve the issues
identified in leveraging the RWD to derive RWE in domestic and international collaborations.

1. Expectations and Challenges for Utilizing Real World Data (RWD) in Clinical Research

2. International Efforts for Implementation of ISO IDMP - Expectation and Issues for Application into RWD -

3. Data Standard Trends in Clinical Studies and Pharmaceutical Affairs - Data interoperability: issues and the way forward -

4. Developing solutions to globalize and improve the interoperability of clinical trials

5. Current Status, Challenge and Expectation of Utilization of Real-World Data - From a perspective of pharmaceutical company -
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