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SS-MIX: A Product of Standardized Healthcare Information Exchange
Promotion Project by Ministry, Its Profile and Effectiveness

Michio KIMURA

Department of Medical Informatics, Hamamatsu University School of Medicine, Japan

{Abstract)

SS-MIX is a product of Ministry of Health’s healthcare information exchange promotion project. Its
standardized storage stores prescription orders, laboratory test results, diagnosed disease classifications in
HL7 v2.5 format. This can be connected to any vendor’s hospital information system, provided that the
system can export these information in HL7 format. The storage software can be downloaded from site of
SS-MIX consortium. The stored standardized information can be used in many effective ways. Providing
the information of the patient in a referral document form is easy. The server can be set in another place for
the purpose of providing backup in case of disaster, natural or man-made, like system down, or network
failure. Filling case card, like adverse event report, is also easy, by picking up the prescription, lab results,
etc. and filling them into appropriate space, which are formerly filled by human hand, on paper, or through
EDC.In Japan, SS-MIX standardized storage is in service at more than 116 hospitals (by March 2012). The
coverage of patients by these hospitals are estimated around 1,500,000 people. Hospital information system
in Japan must comply safety guideline by the Ministry, so that the electronic medical records can be used
instead of paper records. Audit trails are mandated, and many human factors are recommended. As most
hospital information systems in Japan are complying this Ministry guideline, gap between complying 21
CFR Part 11 is not a hard task for them. (Jpn J Pharmacoepidemiol 2013; 18(1): 49-56)
Key words: post marketing surveillance, hospital information, SS-MIX
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Japanese Sentinel Project and Contribution of Laboratory Medicine

Naoki NAKASHIMA, MD, PhD*

Ordinary passive surveillance (generally spontaneous reporting) of adverse effects of medical products is
not enough to manage medical risks/safety. The Japanese government, following the “sentinel initiative” by
the US government, started the “Japanese sentinel project” as an active surveillance of medical products with
the Pharmaceuticals and Medical Devices Agency (PMDA). Using entire prescription data in the hospital
information system, data on laboratory examinations, diagnosis, and therapy specific to an adverse effect are
checked by detecting differences between before and after prescription of a specific medical product to ex-
tract adverse effects and calculate their correct frequency in the surveillance. The project uses standard
masters and protocols to analyze data among medial institutes by installation of the SS-MIX standard storage
system. Ten hospitals were selected in 2011 to join the project, and the entire system and network will be
implemented in those hospitals and PMDA until 2013 fiscal year. JLAC10 is used in the project as the labo-
ratory examination code of the Japanese Society of Laboratory Medicine. Many incorrect coding and am-
biguous coding rules were found by voluntary surveillance of 6 of the 10 hospitals in the project. Thus, the
Council on Standardized Master Operation of Clinical Laboratory Examinations will launch in 2013 to improve
and maintain JLAC10, which is essential not only for the Japanese sentinel project but also for data utilization

by many other projects. [Review]
[Rinsho Byori 61 ; 501~510, 2013]
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Figure 1 Precise detection of adverse effects of medicine after approval by the Ministry of Health, Labour
and Welfare is difficult by passive surveillance or sampling surveillance.
Active surveillance using the entire data is sensitive and precise.
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® -+ O=actual adverse events
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Figure 2 The project schedule of medical information database infrastructure implementation
(A, from ref. 2 in 2010), and a map of participating10 hospitals (B, from PMDA in 2011).
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Figure 3 Basic System and Network Configuration of Medical Information Database Infrastructure
Implementation Project (Japanese Sentinel Project) .
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