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Abstract: Objective To provide reference for improving regulation of laboratory developed tests(LDT) in China. Methods The current
policy of LDT in China was reviewed,and the countermeasures and suggestions were put forward based on the experience and system of
LDT management in developed countries such as Europe and America and the current situation and problems in China. Results and

Conclusion Lack of regulation on LDT in China urgently needs to clarify the definition and scope of LDT in China, conduct access

administration on laboratories in the scope of LDT,and formulate corresponding quality management standards.
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