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Application of whole-process quality control in phase I clinical trial management
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(Phase 1 Clinical Trail Centre, Beijing Shijitan Hospital, Capital Medical University, Beijing 100038, China)

[ Abstract] Objective: To explore the application effect of whole process quality control in phase [ clinical
trial management. Methods: A total of 96 subjects and 40 research nurses were included in the clinical trial. The
group before the implementation of whole-process management (2018 —01—2019 —01) was regarded as the control
group, and the traditional phase [ clinical trial management process was implemented. The group before the
implementation of the whole process management (2019 —06—2020 —06) was regarded as the research group, and
the implementation of the whole process quality control. Scale analysis was used to compare the compliance, shedding
rate and satisfaction of the two groups of subjects. The management knowledge was evaluated. Results: The compliance
of the study group was significantly higher than that of the control group (1 =11.41, P <0.001). The drop off rate
of the study group was significantly lower than that of the control group (y* =3.215, P =0.036), and the satisfaction
of the study group was significantly higher than that of the control group (¢ =8.984, P <0.001). The nursing staff
management standard, nursing related standard operating procedures, first aid skills, practical skills, medical
record writing, quality control related knowledge of the study group were better than those of the control group.
Conclusion: The implementation of whole process quality control in phase [ clinical trial quality management can
improve the quality of phase [ clinical trial, improve the quality of nursing, and protect the rights and interests of
subjects.
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