A METHOD AND SYSTEM FOR CODIFICATION, TRACKING, AND USE OF INFORMED
CONSENT DATA FOR HUMAN SPECIMEN RESEARCH

Abstract

The subject matter described herein includes methods, systems, and computer program
products for codification, tracking, and use of informed consent data for human specimen
research. According to one method, an informed consent document is codified and consent
rules are attached to a specimen. The consent rules and any changes to the consent rules
are tracked. Allowed use analysis of the specimen and associated data is performed and a
regulatory intelligence knowledgebase (RIK) is provided that includes global regulations data
derived from proprietary and public sources. A consent document is automatically generated

using the codified informed consent document and the RIK.
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