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Patients with diabetes mellitus and
those who have a history of diabetes
mellitus.

Hyperglycaemia or exacerbation of pre-
existing diabetes occasionally
associated with ketoacidosis or coma
has been reported very rarely, including
some fatal cases. In some cases, a prior
increase 1n body weight has been
reported which may be a predisposing
factor. Appropriate clinical monitoring
1s advisable 1n diabetic patients and in
patients with risk factors for the
development of diabetes mellitus.

1. Accompanying marked increase in
blood glucose, serious adverse
reactions such as diabetic
ketoacidosis, diabetic coma, etc. may
appear leading potentially to death.
Observe sufficiently such as
measurement of blood glucose during
the olanzapine administration.

2. Upon administration, explain
sufficiently in advance to patients and
family members possible occurrence
of above adverse reactions. Provide
guidance to them to pay attention to
such abnormalities as thirst,
polydipsia, polyurea, frequent
urmation, etc., and to see a physician
suspending administration
immediately, if such symptoms
appear. (See the section on
“Important Precautions™)
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1. Careful Administration

6. Patients with risk factors for
diabetes mellitus such as family
history of diabetes mellitus,
hyperglycemia, obesity, etc. (Sece the
section on “Important Precautions™).

2. Important Precautions

1. By administration of this drug,
marked increase in blood glucose may
appear leading to fatal clinical course
such as diabetic ketoacidosis, diabetic
coma, e¢tc. Observe sufticiently such
as measurement of blood glucose
during the olanzapine administration.
In particular, patients with risk factors
for diabetes mellitus such as
hyperglycemia, obesity, etc., blood
glucose may increase, leading to
acute worsening of metabolic state.

2. Upon administration, explain
sufficiently in advance to patients and
family members possible occurrence
of above adverse reactions. Provide
guidance to them to pay attention to
such abnormalities as thirst,
polydipsia, polyurea, frequent
urmation, etc., and to see a physician
suspending administration
immediately, if such symptoms
appear.
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Random plasma glucose levels Events are further categorized by | The following table of undesirable (1) Clinically significant adverse
>200mg/dL (suggestive of body system and listed 1n order of | effects 1s based on adverse event reactions
potential diabetes){ XE ""37141" | decreasing frequency according to | reporting and laboratory investigations | 1. Hyperglycemia, Diabetic
} as well as random levels the following definitions: from clinical trials. ketoacidosis, Diabetic coma:
>160mg/dL but <200mg/dL frequent adverse events are those Hyperglycemia may develop leading
(suggestive of potential occurring in at least 1/100 Metabolism and nutrition disorders to fatal clinical course, such as
hyperglycemia){ XE ''37142" } patients (only those not already Common (1-10%): Elevated glucose diabetic ketoacidosis and diabetic
in patients with baseline random | listed 1n the tabulated results from | levels (see note 1 below). coma leading to death. Thus, make a
glucose levels <140mg/dL have | placebo-controlled trials appear in close observation, with such as blood
been seen occasionally in clinical this listing); infrequent adverse 'In clinical trials with olanzapine in glucose measurement, (appearance ot)
trials. cvents arc those occurring in over 5000 patients with baseline non- thirst, polydipsia, polyurea, and
1/100 to 1/1000 patients; rare fasting glucose levels <7.8 mmol/l, the | frequent urmation. If any
events are those occurring in incidence of non-fasting plasma glucose | abnormalities are noted, discontinue
The following glucose related fewer than 1/1000 patients. levels > 11 mmol/l (suggestive of adminis?ration and take an
terms are documented with their diabetes) was 1.0%, compared to 0.9% approoprlate.measqre(s). including
appropriate frequencies in the Epdocrine System--]nfre.quen.t: with placebo. The incidence of non- administration of msulin.
adverse event tables: dla}bet§s mellitus; Rare.: diabetic fasting plasma glucose levels > 8.9
Diabetic coma acidosis mmol/l but < 11 mmol/l (suggestive of , o ,
Diabetic ketoacidosis hyperglycaemia) was 2.0%, compared The following terms are identified in

Metabolic and Nutritional a table titled, “Japanese Clinical

Hyperglycemia ) to 1.6% with placebo. Hyperglycaemia L
Random glucosc >160 Dlsorders--lgfrequent: a is also reported as a Very Rare Studies: |
me/dL <200 mg/dL hypeljglycer.l'lla, hypoglycemia; (<0.01%) spontaneous event o ngar urmary
(suggestive of potential Rare: ketosis * Diabetes
hyperglycemia) Postintroduction Renort The fol!owing table of undesirqble . o .
e Random glucose >200 Ad P Oils',' effects 1s based on post-marketing The follpw1ng“term§ are 1.d§nt1ﬁed in
mg/dL (suggestive of verse events reported simnee spontaneous reports. a table titled, “Foreign clinical studies
. : market introduction which were and postmarketlng spontancous
potential diabetes) v (b | . L »
temporally (but not necessarily Metabolism and nutrition disorders reports:
causally) related to ZYPREXA Very rare (<0.01%): Hyperglycaemia e Hyperglycemia (random
therapy include the following: or exacerbation of pre-existing diabetes glucose >160 mg/dL)
diabetic coma occasionally associated with e (Coma diabetic
ketoacidosis or coma has been e Diabetic ketoacidosis

spontancously reported very rarely,
including some fatal cases (see also
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Note 1 above and Section 4.4, Special
warnings and special precautions for
use).
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