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What is the future of unauthorized drug use in Japan?
Reform of the insurance system and clinical trials
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Abstract

O O The Japanese Health Insurance System is basically granted by public funds, in range of use of drugs or
methods authorized by the Japanese Ministry of Health, Labor and Welfarél MHLWU In some exceptional
cases, including clinical trials for new drug applicationl NDAL public funds may be partially reimbursed. This
system is somewhat problematic, because if a doctor uses an unauthorized drug or method together with the
authorized ones[] these include drugs or methods authorized in Europe and the United States but not in Japan(]
the total expenditure for medical care will not be reimbursed, no matter how small the unauthorized drug or
method cost.

O O There is presently no system of submitting research on the use of investigational new drug§] IND[],
including privately imported unauthorized drugs, except the IND trials for new drug application§] NDAL The
MHLW is now trying to find ways to reform the system of NDA trials in order to give patients more chances to
participate in these trials. However, there seems to be several obstacles, such as funding, staffing, and quality
control, preventing the maintenance of the level of NDA trials for the whole cases of therapeutic uses of
unauthorized drugs.

O O This article documents the discussion between the MHLW staff involved in the reform program and the
Rinsho Hyokal Clinical EvaluationCEditorial Board.
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