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Establishment and implementation of nurse-led whole-process management model for Phase I

clinical trials of antitumor drugs
Qiya Cheng
The Fourth Affiliated Hospital of Nanchang University, Nanchang 330003, China
Abstract: Objective: To explore the whole process management of Phase I clinical study of anticancer drugs under the leadership of
nursing staff, and to evaluate the implementation results. Objective: To improve the quality and efficiency of Phase I clinical trials of
new anticancer drugs. Set up a professional clinical trial team led by nurses, improve the construction of wards, optimize the nursing
process, clarify the post responsibilities of research nurses, and strengthen the training and quality of wards, and finally form a
management model that integrates the whole process of consultation, screening, appointment, hospitalization, drug administration,
follow-up and health education. Results: In 2016, the violation rate of phase I clinical trials in the whole hospital reached 14.69%,
and after the establishment of the preliminary clinical research center and the implementation of the whole process management, the
ratio has been under control, and by 2022, the ratio has reached 0.88%. The incidence of side effects of care and care failure of the
study subjects decreased every year, and the satisfaction of the study subjects increased every year. Conclusion: In the phase I clinical
trial of new anticancer drugs, the whole-process management led by nursing students ensures the completion of high quality, gives
full play to the professional value of research nursing students, and promotes the development of scientific nursing students.
Keywords: Tumor; Clinical trials; Clinical research; Nurse-led; Full process management
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