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Project: Protocol Authoring Tool (MS Word + XML)

Description:

Goal:

Approach:

Results:

Fast Track Systems wanted a novel application that allowed clinical users to write trial protocols in a familiar Word
environment, while key trial data was encoded in XML. This system had to handle a flexible user workflow, arbitrary

client configuration, while being standards (ICH E6, 21CFR part 11) compliant.
Create a protocol design application that would maximize user acceptance and benefit.

e Interviews with subject matter experts (in-house and clients)
Iterative prototyping with Engineering to determine technical feasibility. (Integration with Word was difficult.)

Ongoing user testing with development builds to assure user acceptance
Onsite observation of users working with application to develop list of enhancements for next release

Application designed and built on schedule, despite complexity and technical challenges
Positive user feedback during training and use
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