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This study focused on the similarities and differences of non-trial access
system to investigational medical products in Japan and the U.S. One of the major common issues is
that the final decision whether a patient can use the investigational product depends on the
pharmaceutical company which develops the product. There is no legal or regulatory obligation for
the company. The major difference among the systems is its main purpose; the U.S. system focuses on
single patient’ s treatment; the Japanese system focuses on collecting data from the patients. In
addition, this study indicated that the information on the Japanese system does not disseminate
among the patients and families by surveying patient organization websites. It would be useful to
collaborate with patient organizations to disseminate the relevant information. Furthermore,
publishing the actual cases of patient’ s access to the investigational product would be useful for
patients and families to understand the system.
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