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The Clinical Data Interchange Standards Consortium (CDISC) has created standards for the storage of data
from clinical trials, including variables, order, and terminology; these standards are independent of the
characteristics of specific disease areas or drugs. On the other hand, the means of storing data obtained for specific
diseases is not always standardized. In the U.S., the Coalition for Accelerating Standards and Therapies (CFAST),
which is an initiative of a partnership between the CDISC and the Critical Path Institute (C-Path), has developed
the Therapeutic Area Standards (TAS) as a set of data standards based on the data characteristics of specific disease
areas. As part of this research and to examine the TAS precisely from an academic viewpoint and how it reflects on
the Japanese medical environment, Moritoyo, as the R&D Principal Investigator, has conducted research under the
theme of “Research of Therapeutic Area Standards Availability for Clinical Trials in Japan” and “Improving the
quality of clinical trial and research with standardized data by Therapeutic Area Standards.” Shikano and Yokoi are
responsible for “Research of Therapeutic Area Standards Availability for Clinical Trials in Japan.”

The CDISC performed a public review of 5 Therapeutic Area User Guides (TAUG; products of the TAS) in
fiscal 2016; these user guides were for rheumatoid arthritis, diabetic kidney disease, major depressive disorder,
cardiovascular Imaging, and prostate cancer. The Pharmaceuticals and Medical Devices Agency (PMDA), the
Japan Pharmaceutical Manufacturers Association (JPMA), and associated medical societies participated in the
public review and send their integrated comments to the CDISC. Regarding the 3 TAUGs that have been published
by the CDISC (for rheumatoid arthritis, diabetic kidney disease, and major depressive disorder), we sent 84
comments to the CDISC, and 52 of these comments were accepted and have since impacted TAS in the Japanese
medical environment. We may need to develop tools, such as checklists, to help clinicians and other people
involved in medical societies who are unfamiliar with the CDISC to review TAUGSs. By using these tools and
asking respondents whether there are any problems or additional concepts that should be considered when
introducing TAUGS to Japan smoothly, effective TAUG reviews might be possible.

We also considered the possibility of implementing TAS for electronic health records (EHR). Nowadays, data
in EHR are stored in SS-MIX with HL7 segments. In this process, code that is not stored in EHR is sometimes
added, and when standardized code is added, a mapping table becomes essential. This mapping method is also
necessary for clinical research. Item sets that are used in clinical research need to be mapped to CDISC item sets
(mainly variables). When data are collected over a period of years for specific clinical research, it is necessary to
consider the influence of CDISC standards versioning, which is usually performed every several months. One
implementation idea regarding CDISC metadata is to receive metadata contents from the CDISC, review the

contents, and then deploy the contents to a “metadata management system.” However, the contents can vary (e.g.,



SDTMIG, SDTM terminology, guidelines other than TAUGS), and expertise is needed to check for consistency
between these contents, to manage versions of the contents, and to fill the gaps between these contents logically.
Thus, the need for content maintenance must be considered from the perspective of information systems for the
implementation of TAUGS.

Todaka, Koide, and Takenouchi are responsible for “Improving the quality of clinical trial and research with
standardized data by Therapeutic Area Standards.” We surveyed the models of Electronic Data Capture (EDC) that
academia has adopted, and we found that academia has adopted several kinds of EDC models that can be obtained
for free or inexpensively. Based on this situation, the selection of several typical EDCs is needed when we consider
how EDCs to be harmonized with TAUGs for the maintenance and introduction of the TAUGs.

To clarify the feasibility of collecting data using TAUGS in clinical trials and clinical research, we examined the
consistency and accuracy of TAUGs from the perspective of medical informatics. For the TAUGS that have been
published by the CDISC, we examined the contents of the TAUGs and the CDISC’s disposition to the comments
that were collected thorough public review. We found that the TAUGs were developed based mainly on the
CDASH, SDTM, and ADaM, which are CDISC standards, and consistency within each TAUG was achieved.
However, there might be several inconsistencies between each TAUG, since versions of the CDISC standards, such
as CDASH, SDTM, and ADaM, change depend on the timing of each TAUG’s development. We also found that

several TAUGs have proposed new domains to store data that is specific to a particular disease area.
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