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These days, clinical trials undertaken by academia is increasing. As preparation of a clinical trial, necessary items needed
for the clinical trial are determined and a clinical research form is created in advance and is delivered to medical facilities.
Paper base CRF are collected after filling out. EDC (Electric Data Capture) has been substituted to the paper based method
these days. On the other hand, electronic medical record systems are commonly used especially in large size hospitals,
resulting a large amount of data are stored in the database. However, because EDC is not cooperated with EMR, a user have
to enter all the data manually into EDC by looking at the data on a screen of EMR. The purpose of this organized session is
to discuss about the possibility of EDC and EMR cooperation. The CDISC (Clinical Data Interchange Standards
Consortium) was funded for developing and supporting global, platform-independent data standards that enable information
system interoperability to improve medical research and related areas of healthcare. In this session, the current activity of
CDISC is to be introduced firstly, then the activity in Japan is to be reported. CDISC determined ODM (Operational Data
Model) as a standard for data form for translation from an EMR to a data center. The cases of EMR that can create eCRF
and output it in ODM and the case of CDMS (Clinical Data Management System) that can accept ODM are to be reported.

Then possibility of usage of such kind of system will be discussed.
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