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Issues Concerning Package Inserts for Generic Drugs
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Summary : We examined the safety issues associated with differences in the descriptions of package inserts between
original drugs and their generics in order to ensure safety of generics, including authorized generics (AGs). In the US
and Europe, package inserts for original drugs and their generics are identical except for the information on the patented
contents. In Japan, however, it has not been considered legitimate to quote the clinical study results of original drugs
in the package inserts for their generics without permission from the marketing authorization holders of the original
drugs. Package inserts for original drugs include “See PHARMACOKINETICS,” “See CLINICAL STUDIES,” and “See
ADVERSE REACTIONS” as references in the section of “WARNINGS,” “CONTRAINDICATIONS,” “Careful Admin-
istration,” and “Important Precautions.” In contrast, package inserts for their generics do not include such reference
information, and safety information is lacking. In package inserts for AGs, the description provided is different for each
drug. For some generic drugs, their originals have had their approvals cancelled and were subsequently withdrawn from
the market. Because the package inserts for these original drugs have also been withdrawn, their reference information
cannot be found. Therefore, from the safety viewpoint, the information in the package inserts for original drugs should be
provided in the package inserts for their generics.
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