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Abstract

Objectives: The purpose of this study is examin the possibility of CDASH, a data collection model, for medical
information among CDISC standards.

Methods: Regarding the utilization of medical information, the flow from data cooperation to analysis was
examined using the CDISC standards. Next, the reversibly reusable medical information was examined using the
CDISC standards, especially CDASH.

Results: Data collection methodology and best practices were presented to CDASHIG v2.0, and use of Question
Text or Prompt (short question) was recommended as collection items for every 24 domains such as patient
background and medical history. A variable name was defined for each item, and Core Designations was defined as
a degree of recommendation of item setting. The answer term indicated the reference part of metadata called
Controlled Terminology. Since necessary collection items can be understood, information can be collected without
excess or deficiency. In addition, variable names and variables on the database are shown, and it was confirmed that
mapping with medical information becomes easy.

Conclusion: The CDISC standards are useful because it allows you to understand how data is collected, tabulated,

analyzed, etc. so that medical information can be used in the same way as approval application data.
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