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Analysis on ethical review of noncompliance/violation
protocol report in drug clinical research

CAO Wei WANG Dan-ping
( The First Affiliated Hospital of Xiamen University Xiamen 361003 China)

Abstract  Objective: To summarize the existing problems in reporting and ethical review of non-ecompliance/
violation protocol reports and to make corresponding recommendations. Methods: The noncompliance/violation
protocol reports accepted by a hospital in recent years were analyzed to get knowledge of their profile and existing
problems. Results: 388 instances were involved in 247 reports and mainly induced by investigators ( 60.05% ) and
subjects (38.92%) . The main manifestations were the improper use and management of study drug the omission
of laboratory tests the incorrect procedures visits exceeded the time window and so on. The main problems were
the disunion of criteria for non-eompliance/violation protocol failure to report timely incomplete content and
failure to take proactive and effective measures. Conclusion: To minimize the non-compliance/violation protocol
the clinical trial protocol should take science and feasibility into account and the compliance of researchers and
subjects should be improved. The ethics committees should take measures to strengthen the regulation of reporting
and ethical review of non-compliance/violation protocol reports.
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