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Application of Real World Evidence in Supporting Drug and Medical Device
Regulatory Decisions in U.S.A.
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Abstract Objective: To review the development of FDA Real World Data (RWD) and Real World Evidence
(RWE), summarize the key elements that promote the application of RWE, elaborate the opportunities and
challenges of RWE in the regulatory decision-making of drug and medical devices, and to put forward reasonable
suggestions to promote the application of RWE in China's regulatory decision-making. Methods: By searching
domestic and foreign literature and reviewing FDA's relevant methods and guidelines for introducing RWE into
regulatory decisions, this paper analyses the key issues to be considered in the introduction of RWE in regulatory
decisions. Results and Conclusion: Real-world study should establish general data standards at the regulatory
level, develop and build data infrastructures such as patient registration systems and large-scale medical data sharing
systems that could be applied in China, and follow the best method standards for research design. In medical
practice, advanced technologies such as electronic capture of source data, mobile technology and telemedicine
are combined to improve the application of RWE in drug and device evaluation, supervision and health insurance
payment, etc.
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