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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 For some generic drugs, their originals have had their approvals cancelled and were subsequently withdrawn from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 Because the package inserts for these original drugs have also been withdrawn, their reference information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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PAXIL CR® <20144%F68 %>

ADVERSE REACTIONS

The information included under the “Adverse Findings Observed in Short-Term,
Placebo-Controlled Trials With PAXIL CR” subsection of ADVERSE REACTIONS
is based on data from 11 placebo-controlled clinical trials. Three of these studies
were conducted in patients with major depressive disorder, 3 studies were done in
patients with panic disorder, 1 study was conducted in patients with social anxiety
disorder, and 4 studies were done in female patients with PMDD. Two of the
studies in major depressive disorder, which enrolled patients in the age range 18
to 65 years, are pooled. Information from a third study of major depressive
disorder, which focused on elderly patients (60 to 88 years), is presented
separately as is the information from the panic disorder studies and the information
from the PMDD studies. Informanon on additional adverse events associated with
PAXIL CR and the il i of paroxetine hydrochloride is
included in a separate subsection (see Other Events Observed During the Clinical
Development of Paroxetine).

Adverse Findings Observed in Short-Term, Placebo- Con(rolled Trials With
PAXIL CR: Adverse Events i With Di i of

Major Depressive Disorder: Ten percent (21/212) of patients treated with PAXIL
CR discontinued treatment due to an adverse event in a pool of 2 studies of
patients with major depressive disorder. The most common events (21%)
associated with discontinuation and considered to be drug related (i.e., those
events associated with dropout at a rate approximately twice or greater for PAXIL
CR compared to placebo) included the following:

FANIL CR Placeha
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Paroxetine Hydrochloride Tablet
<20144 10 A HET>

ADVERSE REACTIONS
The information included under the Adverse Findings Observed in Short-Term,
Placebo-Controlled = Trials with P i Release
Tablets” subsection of ADVERSE REACTIONS is based on data from eleven
placebo-controlled clinical trials. Three of these studies were conducted in patients
with major depressive disorder, three studies were done in patients with panic
disorder, one study was conducted in patients with social anxiety disorder and four
studies were done in female patients with PMDD. Two of the studies in major
depressive disorder, which enrolled patients in the age range 18 to 65 years, are
pooled. Information from a third study of major depressive disorder, which focused
on elderly patients (60 to 88 years), is presented separately as is the information
from the panic disorder studies and the information from the PMDD studies.
Information on additional adverse events associated with garoxelme
I tablets and the i ion of
paroxetine hydrochloride is included in a separate subsection (see Other Events
Observed During the Clinical Development of Paroxetine).
Adverse Flndlngs Observed in Short-Term, Placebo-Controlled Trials With
P Rel Tablets Adverse Events
Wlth Dis i ion of Depi i Dlsorder.
Ten percent (21/212) of patients treated with
release tablets discontinued treatment due to an adverse event in a pool of two
studies of patients with major depressive ~disorder. The most common events (=
1%) associated with discontinuation and considered to be drug related (i.e., those
events assoc\a(ed with dropout at a rate approximately twice or greater for

I tablets to placebo)
included the following:
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