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The involvement of the medical informatics in the evaluation of

medical technology at the various stages in the life cycle perspective
Ishida Haku™ Ogasawara Katsuhiko™ Nishimoto Naoki® Yokoi Hideto™
Furukawa Hiroyuki™

""Department of Medical Informatics & Decision Sciences, Yamaguchi University Hosp1tal
“Faculty of Health Sciences, Hokkaido University
“Translational research and clinical trial center, Hokkaido University Hospital
“Department of Medical Informatics, Kagawa University Hospital
“*Department of Pharmacy, Yamaguchi University Hospital

New drugs and devices have been introduced in practice one after another, and the demand for accurate and precise
information about them from patients and the society has been growing with advance of medicine.

Before a brand new medical technologiy is introduced clinically, we need to evaluate it’s effectiveness and safety
appropriately by clinical trials and also judge its usefulnesss in clinical medicine by the authorities. Furthermore, we have to
explore their actual condition of effectiveness and adverse effect as well as the related cost in the real world after their
introduction. Although the medical informatics has been playing an important role in such evaluations and explorations, we
need to know and consider carefully how we can produce accurate evidence using database of clinical data derived from
routine practice as well as clinical trial. We will discuss about a sequence of procedures of evaluations for health technology,
focusing on the perspective of regulatory science, implementation of valid clinical trial, methods of detection and
accumnulation of adverse effects as well as the cost-effectiveness.

Keywords: Health Techonology Assessment, Regulatory Science, Clinical trial, Adverse effect, Cost-
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