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Current status and issues of investigator-initiated clinical trials

Manabu Yamamoto

Summary The Pharmaceutical Affairs Law revised in July 2002 made it possible for physi-
cians/dentists to plan and conduct investigator-initiated clinical trials (IICTs).

IICTs are expected to be a useful way to obtain clinical data for the New Drug/Device Application

of orphan products, which are not yet approved in Japan or are commonly used for off-label indica-

tions due to a lack of financial incentives for industry development. Gaining regulatory approval

through IICTs will improve the quality of medical care.
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