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Abstract

The total amount of grant of Ministry of Health, Labours and Welfares on Rare/Intractable Disease Project has increased
up to 10 billion JPY in 2009, which was 4 times as before. Three research fields, such as “Clinical research”, “Cross-cutting
research”, and “prioritized research” has been reinforced and another new area, which has not been covered yet in spite of
meeting four criteria (1. Rarity, 2. Unknown cause, 3.No established treatment, 4.long-term disability), was established as
“encouraged research (on rare diseases)”. In this project, gene therapy, latest regenerative medical techniques using iPS cell or
stem cell, and robot engineering contributed to improve patients’ QOL are included. There are still issues about useful patient
registry system and appropriate environment for new drug development, however, health policy should be underpinned by
strong public consensus.

Keywords: Rare/Intractable Disease Project, grant of Ministry of Health, Labours and Welfares, criteria, new drug
development, research development
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