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Functional requirements for registry of case report from electronic
medical record and its practical example
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While randomized control study has been a major method for clinical study, observational study recently get a lot
of attention. For data collection in prospective design of an observational study, an electronic data capture (EDC)
has been frequently used. Because electronic medical records (EMR) and EDCs are completely separated system,
duplicated data entry into both an EMR and an EDC is needed. An EDC system which couples with EMR is
expected to achieve collection of data with high quality at a low cost. For this system we propose two methods:
One is that while an EDC is used for clinical data collection, the data stored in EMR are sent to outside server so
that EDC can pick up the data. The other is that data are collected by entry forms in EMR and mapped into
electronic case report forms (eCRF) which are sent to a data center. Operational data model (ODM) created by
CDISC should be adopted as eCRF. Two types of the system are possible for it: One is that data entered by an
entry form in progress note are transferred to a form of a system which generates ODM. The other is that forms
of a system for generating ODM is called from a progress note which output narrative texts to the progress note.
In both types, an interface which picks up the data in EMR should be plugged in.

We developed a system named CDCS which generates ODM by EMR and sends it to the server in a datacenter.
We implemented the system in the EMRs developed by NEC, Fujitsu and IBM operated in 9 hospitals and are
evaluating the effectiveness of it. We made interfaces for picking up patient demographic data and laboratory test
data which are retrieved by common keywords and converted for standard unit. We plan to increase the number

of the hospitals which implement the system and conduct clinical researches by this system.

Keywords: Electronic data capture, Electronic medical record, Case report form, Operational data model
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