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Abstract

Aim of the Project: This study aimed to extract various clinical information from MegaOak, NCGM hospital’s

Electronic Medical Records (EMR) such as specimen exam results, radiology results and exam order
information according to various diseases and to create disease specific database, starting from the project
leader’s department (ACC). With this original goal, the study group intended spreading to the
hospital-wide program, following three items subsequently:

I. Data extraction cooperation for various clinical departments in the hospital, especially departments with
less manpower.

I1. Response to the clinical evaluation indicator, Quality Indicator (Clinical Indicator).

I11. Establishing the basis for future implementation of Clinical Data Interchange Standards Consortium
(CDISC).

Project Summary: The hospital-wide EMR, MegaOak was installed in August 2010, several months before this

project started, taking over the old ordering system, Leaf, along with other clinical assisting tools for blood
test results and prescriptions, whose past data could be reviewable by clinicians. Contrary in the EMR,
clinical data are stored in a completely different format from desktop friendly interface such as Microsoft
Excel, which made it impossible to extract the data of interest for clinical research although the everyday
data are displayed comprehensively on EMR browser. Furthermore, it was extremely difficult to compare
data of a group of patients with the same disease, even harder than data from individual patients.

So, the project implementation started with the intention to extract the clinical data stored in EMR and
transfer into more common electric media to utilize as such for Excel analysis without manual, human data
entry. The first year results proved that it was technically doable to pull out identifiable data from EMR,
which would be problematic from the viewpoint of protected health information. The second year was
implemented for de-identification of the data.

In ACC, the IDs for the clinical database have been assigned and entered manually since ACC was
established in April 1997, yielding a list of IDs for the patients which was integral for de-identified data
search, extraction and utilization for research purposes. The second year the study group enabled data
updating functions on a weekly base. Though this function would cost more for daily updates, we
successfully developed the operational capacity, according to which daily updates costs merely five times
more per week. But it is a significant improvement in clinical values to be able to access to the latest
clinical data every day by the daily update function. By the third and last year of the project, establishment
of ACC database was almost completed, weekly updates are performed, not only transfer of clinical data as
it used to be, but also prescriptions for medications are wholly transferred, and we were even able to
achieve to develop a new tool to indicate especially the clients’ historical regimen at the initiation of the
first treatment within the year. Ongoing for the next year, the study group would like to apply and create
databases for other diseases, especially specific diseases of health policy importance to open possibilities
for clinical study application and to analyze everyday operational outcomes, thus contribute to NCGM as

whole to achieve its goals. Also, because this study makes it possible to extract more various kinds of

Researchers [2[&. DEMAEEZILHT 5.



hospital data, these databases can produce monthly updates of clinical evaluation indicators (QI or Cl) in
order to meet operational goals of the NCGM hospital even further. In clinical trials in the Western
countries, hospital data are extracted as whole by CDISC for quality assured data collection methods in
order to meet FDA’s international standards. However in Japan, there are yet few facilities that achieved
adaptation to CDISC and NCGM hospital too has not been operating the already installed CDISC systems.
Because some of Japanese clinical information, tests and prescriptions meet EMS industrial standards and
others do not, it is extremely cumbersome and difficult to extract quality data automatically without
depending on human hands. The initial cost estimation for CDISC installation was in the neighborhood of
20 millions yen but we were able to save those budgets by this project. Collaborative efforts by multiple
facilities are expected to be clinically more valuable, but in such cases, such efforts might become highly
problematic with different systems disagreeing with each other. So, in the last year, the study group
developed system for SDV (Source Data Verification, utilized in various clinical trials) instead of CDISC.

As the result, creation of ACC database enabled numerous ACC related cohort studies and research

papers in English; we attached a partial list of those publications and academic conference presentations.
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Ritonavir—-boosted darunavir is rarely
associated with nephrolithiasis compared
with ritonavir-boosted atazanavir in
HIV-infected patients.
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Is ritonavir-boosted atazanavir a risk
for cholelithiasis compared to other
protease inhibitors?
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Preemptive therapy prevents
cytomegalovirus end-organ disease in
treatment—naive patients with advanced
HIV-1 infection in the HAART era
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Raltegravir can be used safely in HIV-1-
infected patients treated with warfarin
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