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Strategy and standardized management on the participant complaints in clinical research
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[ Abstract] Objective By exploring the supervision and management of ethics committees in dealing with participant com-

plaints, a set of standardized handling procedures and scientific and efficient strategies were constructed to improve the supervi-
sion and review capability of ethics committees. Methods Through a review and analysis of literature reports, combined with
practical work, the causes and characteristics of various types of participant complaints were amalyzed to propose operating
strategies and ethical supervision methods. Results Participant complaints reflected the rights and risks that may exist in clini-
cal research. Drawing up the review procedure, system and standard operating procedures, adopting a multidisciplinary collab-
orative review model, communicating face-to-face and witnessing on site, establishing clinical research platform and accepting
public supervision were significant ways to deal with the participant complaints. Conclusions FEthics committees should im-
prove supervision and review ability. It's their duty to assess the risks in participant complaints, strictly abide by the principles
of review and coordinate with relevant subjects such as clinical research sponsors, researchers and research participants to re-

duce the occurrence of complaints and effectively safeguard the safety and rights of research participants.
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