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Summary : In Japan, with the progress of rapid growth of aging society, the medical expenditure has increased and
recorded the highest, 32 trillion yens, for the 2005 fiscal year. Under this circumstance, the use of generic drugs has
been promoted in several ways. For example, the prescription format has been changed to a new format since April
2006, so that prescribers can now designate if the prescribed medications can be substituted by generic drugs and
dispensed at pharmacies. However, many practitioners (physicians, pharmacists) seem to be confused and con-
cerned about the quality and equivalency of generic drugs or other related issues.

On the other hand, generic drugs have already been used widely in other countries. For example, the share of
generic drugs in the US has now reached more than 50%. This has been achieved through establishing the quality
and equivalency of generic drugs, publishing so called “Orange Book” by FDA (Food and Drug Administration),
enacting the generic substitution laws as well as Hatch-Waxman Act that enabled the cost reductions of generic
drugs in the US.

As a matter of fact, Japan seems to have adopted many of those establishments made in the US with some differ-
ences. Knowing those backgrounds and facts of generic drugs may relieve some of the practitioners’ concerns about
the quality and equivalency or other related issues.

In generic substitution practices, pharmacists’ roles are essentially important. They need to choose appropriate
generic drugs and provide cares based upon individual patients’ needs.
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