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Analysis on Time-consuming of Multi-center Drug Clinical Trial Project from Approval to Start-up

LI Qingzhao, SHI Lingdong, LIANG Xiao, HUANG Hao, XIE Xueping, LIANG Lili, ZHONG Hui'(The First
People’s Hospital of Nanning, Nanning 530022, China)

ABSTRACT: OBJECTIVE To explore how to shorten the time from approval to start-up of drug clinical trial project.
METHODS Twenty-two phase II-MII multi-center drug clinical trial projects start up in The First People’s Hospital of

Nanning from 2020 to 2021 were selected. The time-consuming of each link before the launch was analyzed, and the time-
consuming of project approval, ethical review and contract review between the sponsor and research institution was compared, as
well as the influence of using the contract template of each party on the time-consuming of contract review was compared.
RESULTS Contract review took the longest time. There was no significant difference in the time-consuming between the
sponsor and the research institutions in the three links of project approval, ethical review and contract review. Used the contract
template of the research institutions, the time spent by the sponsor and the research institution in the review process, as well as
the contract signing time of the project were shorter. CONCLUSION Using the clinical trial management system, conduct
differentiated ethical review methods, advance drug delivery and commitment letter submission, use the contract template of
research institutions or sign a framework contracts, establish a effective communication methods are all effective ways to reduce
the time taken before start-up.

KEYWORDS: multi-center drug clinical trial; approval; start-up; review efficiency; contract template
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