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[ABSTRACT]

from the trials for new drug registration, IIT require distinguishable regulation models. Based on the analysis of the regulatory

Investigator-initiated trials ( [IT ) show increasing importance in medical academia and industry. Different

framework of IIT in the world and the existing regulatory policies and guidance documents of clinical research in China,
the current situation of IIT regulatory system in China was analyzed in this paper and existing problems such as unclear
supervision subject and workflow, lack of quality evaluation index, and lack of scientific requirements were discussed, in

order to provide reference for the construction of 11T regulatory system in our country.
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