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There has been a growing interest in using real-world data (RWD) and evidence (RWE) in drug 
development and regulatory science since the passage of the 21st Century Cures Act in December 2016.  
The US Food and Drug Administration released the Framework for FDA’s Real-World Evidence 
Program in December 2018 and subsequently issued in May 2019 a draft guidance for industry on 
Submitting Documents Using Real-World Data and Real-World Evidence to FDA for Drugs and 
Biologics. The recently issued RWE guidance by China National Medical Product Administration 
(NMPA) encourage sponsors to use RWD and RWE in clinical trial design and analysis and regulatory 
submission.   This short course will discuss the evolving field of RWD and RWE with the focus on how 
RWD and RWE can be more efficiently used in the design and analysis of clinical trials, statistical and 
causal inference methodologies for generating RWE from RWD for regulatory submissions, and 
challenges and opportunities in using RWD and RWE in the regulatory setting. 
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