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Abstract Objective: To analyze the issue of the deficiency item "General Responsibilities of Investigators" in
FDA warning letters, and to put forward scientific suggestions for strengthening the Chinese investigators' fully
fulfilling their responsibilities in clinical trials. Methods: The specific problems of the deficiency item "General
Responsibilities of Investigators" in the FDA warning letters were collected, summarized and analyzed. Results:
A total of 38 warning letters issued to the researchers from 2013 to 2017 were collected among which 35 warning
letters contained the deficiency item "General Responsibilities of Investigators", and the specific problems could
be classified into 14 types. The frequency of occurrence ranking from high to low were violations of the inclusion
or exclusion criteria, failure to administrate drugs or devices according to the protocol, omission of examination or
assessment, violation of the screening process, failure to report adverse events or serious adverse events on time,
and irresponsibilities of the principle investigators or unreasonable authorization. Four investigators responded to
the warning letters and the actions they took were accepted by the FDA, so four warning letters were terminated.
Conclusion: The deficiency item "General Responsibilities of Investigators" in FDA warning letters has a warning

effect on the implementation of clinical trials in China. It is suggested that the drug regulatory authorities should
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strengthen information transparency, improve reward and punishment system, strengthen training to enhance the

awareness of investigators, authorize qualified investigators and strengthen supervision so as to further improve

the overall quality of clinical trials in China.
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