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I Orphan drug, orphan medical device development support program and the role of the

F 151 20K ZIELEZE] National Institute of Biomedical Innovation (NIBIO)

Development of new drugs and medical devices in Japan is a lengthy and costly process. For example, it 1s said that only 1

out of 30,591 new drug candidate compounds are approved for manufacture and sale.
This creates difficulties for development of drugs that are needed for only a small number of patients, for example,
pharmaceuticals for intractable diseases such as multiple sclerosis (MS), amyotrophic lateral sclerosis (ALS) and acquired
immune deficiency syndrome (AIDS). These are called orphan drugs. A similar situation exists for medical devices, such as
implantable ventricular assist devices. Even though the medical needs are high, due to the small number of patients, return on

investment in research and development 1s difficult. This leads to insufficient research and dev elopment efforts in general.
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