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Archival=Yes states that this file (or collection of files) is intended to meet the requirements of an
electronic record as defined in 21 CFR 11. More specifically, the file (or set of files) must clearly establish a
complete and non-redundant set of insertions, updates, and deletions of data values with full auditing and
signature information (if available).
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Abstract. EDC system has been used in the field of clinical research. The current
EDC system does not connect with electronic medical record system (EMR), thus
a medical staff has to transcribe the data in EMR to EDC system manually. This
redundant process causes not only inefficiency but also human error. We
developed an EDC system cooperating with EMR, in which the data required for a
clinical research form (CRF) is transcribed automatically from EMR to electronic
CRF (eCRF) and is sent via network. We call this system as “eCRF reporter”. The
interface module of eCRF reporter can retrieves the data in EMR database
including patient biography data, laboratory test data, prescription data and data
entered by template in progress notes. The eCRF reporter also enables users to
enter data directly to eCRF. The eCRF reporter generates CDISC ODM file and
PDF which is a translated form of Clinical data in ODM. After storing eCRF in
EMR, it is transferred via VPN to a clinical data management system (CDMS)
which can receive the eCRF files and parse ODM. We started some clinical
research by using this system. This system is expected to promote clinical research
efficiency and strictness.

Keywords. Medical Records Systems, Computerized Clinical Research, CDISC,
ODM, eCRF

Introduction

With the growth of importance of evidence based medicine, efficient clinical data
collection method is desired for clinical research. These days, EDC has been used in
the data collection process for clinical research, where a CRC transcribes data in a
medical record to an EDC terminal. EDC has a merit of making instant remote
monitoring possible. In addition, it improves data accuracy by checking system on the
timing of data entry and streamlines data management process.

In Japan, more than 50% of hospitals with more than 400 beds implement EMR
system. Despite this, a CRC transcribes data shown on an EMR terminal screen to an
EDC terminal manually. It is desired that necessary data for CRF which is recorded in
EMR can be transcribed to electronic CRF (eCRF) automatically. This vision was
already proposed by Clinical Data Interchange Standards Consortium (CDISC). CDISC
developed Operational Data Model (ODM) as standard eCRF". However,
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