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Abstract
　　Regardless of your role in drug development (Clinical, Statistics, Data Management, Safety, etc.), the 
importance of information that is of high quality and open to immediate and reliable access has never been 
more apparent. The ultimate utility of the information is directly related to how it is collected, stored and 
able to be located. That is to say, it has little value if not retrievable. The need for clear, useable and 
available standards to accomplish this is essential. The true value of standards is only seen when they are 
absent and information cannot be used. Not only is information our most expensive and valuable resource, 
when patients are asked to sign an informed consent to enroll in one of our clinical trials, they are assured 
the information gathered will be used to better the health of future patients. If we cannot store, find and 
retrieve the information in a reliable way, not only are we wasting valuable time and money, we are not 
meeting our commitment to patients or supporting the research goals. CDISC (Clinical Data Interchange 
Standards Consortium) is an organization that was created and is tasked with being in the middle of solving 
this most critical piece of transforming the data from trials into a true information-based model that will 
allow subject matter experts to derive practical wisdom on behalf of patients. This paper outlines both at a 
strategic and tactical level how standards in general and CDISC in particular help us be more efficient in 
our handling of research data and sustain valuable contributions to science.
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CDISC as the global standards
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臨床評価

1．Introduction
the

2．Principle strategic focus of 
standards
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3．CDISC

The CDISC mission is to develop and support 
global, platform-independent data standards 
that enable information system interoperability 
to improve medical research and related areas 
of healthcare.
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臨床評価

data aggregation

interoperability between clinical care and 
clinical research

semantics

therapeutic-area or specialty standards, 
while continuing to refine, support and edu-
cate on existing/foundational standards

collaborations value

4．The CDISC approach at GSK
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5．Governance and maintenance of 
standards
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6．Summary
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