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The primary actors are the information Technologist and Biostatistician.

Unlike clinical data management systems designed for spotless clean accountability in all phases of
the data entry and management functions, clinical biostatistics processes are largely ad hoc and
tedious. Integrated systems are needed by industry to provide a programming environment for
production of tables, figures, and listings, for storage of data in secure and compliant repositories, for
easy data access to data and results in a collaborative environment, and electronic submission of
results to regulatory authorities.

The business goal is to make whole data analytic process transparent, traceable and collaborative.
Requirements:

Their is a need for an ability to store and retrieve data objects and its associated semantics and
metadata

Their is a need for standardized data exchange format clinical data generated over the entire period
of clinical trial.

A standardized meta-framework needs to be defined for analytical services that is generic enough to
represent a specific or a sequence of statistical methods.

A Security framework for access and analysis of data that will provide traceability.
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