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Reporting of adverse events from medical institutions to regulatory authorities places a
heavy burden on the former as it is the institutions that conduct clinical trials and voluntary
clinical studies. Infrastructure utilization, such as introducing hospital information
systems to medical institutions, and, furthermore, installing SS-MIX standardization
storage, makes it possible for the items inside the SS-MIX standardization storage to
correspond to the items featured in the adverse event reports submitted to the regulatory
authorities, thereby eliminating the time and labor of transcribing the data, allowing quick
conversions to adverse event reporting formats and sending them promptly. Moreover, by
verifying that secure communications environments, that are about to be used in regional
medical cooperation set-ups, can be used at medical institutions, it becomes possible to
achieve the transmission of clinical research outlines and adverse event reports from an
even larger number of institutions, using a secure method. We conducted this study, along
with Daisuke Koide, Project Professor at the University of Tokyo Graduate School of
Medicine, as well as Hamamatsu University Hospital’'s Associate Professor, Keiichi
Odagiri and Assistant Professor, Eiko Nagata. The following four items comprise this report.
(1) Creation of a Case Card from an electronic medical record (Kimura)
Using the electronic medical records of Hamamatsu University Hospital, we created an
electronic medical record stamp, which is being used for creating clinical study case cards,
vis-a-vis each Case Card.
(2) Case Cards to the CDISC-CDASH AE domain format (Kimura, Koide)
Using the Adverse Event (AE) domain included in the CDISC -standard— CDASH which
was developed with the aim of collecting data from medical institutions, we drew up a
corresponding table, and implemented it with the aim of drawing up specifications.
Regarding mapping, in addition to CDISC’s CDASH AE domain, we gathered items from the
CDISC SDTM (Standard Data Tabulation Model) as well as from the CDISC ODM
(Operational Data Model). In so doing, we used, as a reference, the CDISC Headquarters’
ICH E2B (M) method, and, as a new method, ICH E2B (R3) (applied in March 2016).
(3) Verification of secure data transmissions (Kimura)
We investigated the method of reporting the data formulated by medical institutions in a
CDISC-CDASH AE domain format, safely and securely, to the regulatory authorities, using
electronic mail. We selected a public-key cryptography method, and conducted verifications
of the security of data transmission.
(4) Deployment in hospitals taking part in the Tootoumi Clinical Rsearch Network Alliance
(Kimura, Odagiri, Nagata)
We investigated the infrastructure environment and other relevant matters in the context of
the Tootoumi Clinical research Network Alliance, in which eight medical institutions in the
western part of Shizuoka Prefecture, including Hamamatsu University Hospital,
participated (total number of hospital beds: 4,609). Consequently, we selected two medical
institutions, namely, Iwata City Hospital and Hamamatsu Medical Center, and

implemented and verified the outcome of this study.
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