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Abstract

Japanese pharmaceutical R&D is becoming increasingly
costly, with the scale of clinical trials constantly growing, as
do the pressures of ever-shorter development periods. Atop
these obstacles, especially with recent events involving ille-
gally altered data, are the necessary costs of guaranteeing
the traceability and authenticity of clinical trial data.

In response, we developed “Trial BOX,” a cloud-based clini-
cal trial support system designed specifically for imaging
analyses, the fastest-growing aspect of clinical trials today.
Trial BOX supports a series of workflows, from inspecting
photographic equipment, to transferring images, to execut-
ing image quality assurance, to managing results in a central
review.

We report here the key technologies of image transmis-
sion, image diagnostics, and cloud-based virtualization, as
well as the architecture and configuration of Trial BOX.
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Fig. 1 Trial BOX system configuration with transmission, management, and review subsystems.
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Fig. 2 User-friendly Trial BOX management subsystem screen.
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Fig. 4 PDF ledger sheet with electronic signature capability.
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