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Facilitating the Clinical Real World Data
Research Application in the Hainan Boao Lecheng
International Medical Tourism Pilot Zone through
Multi-dimentional Innovation
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[Abstract] President Xi Jinping has underlined the importance of the construction of free trade port in Hainan
province with high quality and high standards, while prioritizing the innovation of institutional integration in
the process. The application of real world data is one of the important tools to improve the scientific level
and decision-making ability of drug and medical device regulation. The key is to solve the problem of data
governance and method research. With the advent of the digital economy era, the development and application
of block chain and other innovative technologies make it possible to ensure data security and patient privacy,
and enable the research process and results of real world study to meet regulatory requirements. Through the
application of urgently needed imported medical devices in the Pilot area of Lecheng, the promotion of system,
supervision and technology integration innovation, so as to facilitate the pilot application of clinical real world
data in Lecheng, promote the early listing and use of new technologies and products from home and abroad,
and realize the goal of benefiting the whole country with the benefits of the pilot policy.

[Key words] drug regulatory science; real world study (RWS); Boao Lecheng Pilot Zone; innovation of
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