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[Abstract] In June, 2019, the National Medical Products Administration and the People’s Government of Hainan Province

jointly launched the pilot program of clinical real-world data application in Hainan. The import and use of overseas drugs

and medical devices that meet urgent clinical needs in Boao Lecheng International Medical Tourism Pilot Zone in Hainan,

following scientific, legal and ethical standards, provide new perspectives and methods for the national reform on the review

and approval system of medical products, promote scientific regulation, and better serve public health needs. With issuance

of the Data Security Law and the Personal Information Protection Law, the legal framework for data security was basically

completed in China. Real-world data must conform to requirements of the national data security system, not only requirements

for personal privacy protection and data security, but also those for ensuring the validity of real-world study. When evaluating

the authenticity, integrity and accessibility of clinical real-world data used in regulatory approval and decision-making, the

regulatory authorities also need to evaluate the data compliance in real-world research. This article details considerations for

data compliance over collection and use of real-world data. Data compliance management prevents risks of data irregularity,

protects personal information and promotes the safe and orderly development of real-world data.

[Key words] real-world study; data compliance; personal information protection; Lecheng pilot zone
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