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Survey Analysis on Quality Influencing Factors of Drug Clinical Trials

Yang Min', Cheng Guohua® (1. Shantou Central Hospital, Shantou 515031, China; 2. Jinan University,
Guangzhou 510632, China)

Abstract Objective: To discuss key factors of the quality affecting in the process of drug clinical trial
implementation. Methods: The questionnaire was developed with reference to the training of Good Clinical
Practice (GCP), designing of protocol, signing of informed consent form, compliance of subjects, records and
reports of clinical trials, management of experimental drugs, reports of adverse events (AE)/serious adverse
events(SAE), quality control measures and proportion of projects, etc., drug clinical trial related personnel
were investigated and analyzed. Results: A total of 191 questionnaires were received, of which 183 were valid,
with an effective rate of 95.8%. There are some common problems such as contrary protocol design to hospital
practice (61.20%), incorrect/non-standard filling of informed consent form (34.97%), timeout for the following-
up (38.80%), nonstandard filling/modifying for test data/reports(55.74%), incomplete records for management of
experimental drugs (36.61%), missing report of AE/SAE (40.44%) in clinical trials. GCP training, quality control,
research team and the construction of the sponsor's quality management system are all the key affecting factors for
the quality of drug clinical trials. Conclusion: Strengthening the training of participants in drug clinical trials and
improving GCP awareness are effective measures to ensure the overall quality of clinical trials.
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