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Implementation and Design of Phase | Clinical Trial Management System Based on the Whole
Process Management

ZHANG Zhen, LI Hanmin, XIAO Hui

Zhongnan Hospital of Wuhan University, Information Center, Wuhan, Hubei, 430071

Abstract Objective Realize the whole process management of phase | clinical trials, smooth
communication between all parties in the research, improve the standardization of project management,
and form a unique, marked and traceable data record. Methods Based on the concept of whole process
management, sort out the business process of phase | clinical trial management. Results Design a phase
| clinical trial system, which enables functions including project configuration, project plan execution,
subject management, biological sample management, drug management, quality control and other
functions. Conclusion The information management of the whole process of phase | clinical trials meets
the requirements of laws and regulations, ensures the authenticity, standardization and completeness of
clinical research data, realizes the double improvement of clinical trial quality and clinical trial management
efficiency.
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