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A Proposal for Optimization of Clinical Trial by Central Monitoring System

Consolidation by Applying the Operation Center and Electronic Data Sharing System
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ABSTRACT

Objectives We propose a concrete model of IT using central monitoring system, to opti-
mize the process of clinical trial.

Methods We assessed every process of current monitoring practices and discriminated the
process which can be conducted by Off Site monitoring. Furthermore, we researched more
efficient monitoring practices by consolidated information and use of IT system.

Result We proposed the Project Portal Site for the institutions, sponsors, CROs and SMOs
to share and exchange all study related information. Sponsor’s Operation Center manages the
Project Portal Site and conducts the Off Site monitoring. We listed the functions of Project
Portal Site and tasks of Operation Center. We estimated that this model is able to reduce the
monitoring practices more than 40% compare to the ordinary practice.

Conclusion The proposed IT based central monitoring system might be able to contribute
to improve the quality in terms of information sharing and consolidation by drastic reduction
of monitoring related number of man—hour.

(Jpn Pharmacol Ther 2013 ; 41 suppl 2 : S111-20)
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