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Portal Based Clinical Trial Management System
(VA Reference No. 05-105)

Novel integrated software program designed for managing all clinical
study documents in an internet portal

Technology
The Department of Veterans Affairs has developed an integrated software
program designed for use in managing clinical trials.

Description

The study portal developed by the VA provides internet accessibility to all
clinical study protocol documents, communications, data forms, and
reports in a framework that controls the clinical study workflow and
conforms to the Federal government requirements for security and data
auditing (21 CFR 11). The portal technology utilized is modular and
consists of discreet self-contained application components that can be
dragged in and out of the study portal by a study coordinator, radically
simplifying the integration of legacy information and electronic data
capture systems.

Competitive Advantage

Because of the tremendous advantage of portal technology to processes for
clinical trial management, a number of software providers are offering
solutions to clinical trial management. However, none of the current
systems have integrated study planning, management, electronic data
management and electronic data capture in one package.

This system:

e Streamlines clinical development by providing efficient protocol
design, simple data search, and an easy to use database.

e Improves business practices and processes by providing seamless
management of supply and equipment inventories and integration
with other IT applications.

e Provides strong safety and regulatory guideline compliance
leading to increased accuracy and visibility of all studies.

Status

The Department of Veterans Affairs is looking for a partner for further
development and commercialization of this technology through a license,
and the VA inventors are available to collaborate with interested companies
through a Cooperative Research and Development Agreement (CRADA).
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