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DEAR DOCTOR LETTER
- EMERGENCY SAFETY INFORMATION -

November 2002
NO. 025

Dear Dr. Létter |
Diabetic ketoacidosis and diabetic coma due fto an

increase in blood glucose level during administration of

Seroguel® 25mg, 100mg tablets (quetiapine), an
antipsychotic drug | -

Since February 2001 when: Seroquel was started to:be marketed; 12 .serious cases

(including; 1-déath)-of hyperglycaetnia, diabetic ketoacidosis, and diabetic coma where
-causality with the drug could not be. ruled out have been reported (estimated number of

pafients:-who usedSeroquel of the end-of Septeémber2002 Wés.::@ppfbéiifﬂﬁlé]j:l30,;000);
-Hyperglycaemia;-was:Aad’ded;!ih the *Precautions for use™ to call atfention in July.2002;
‘however, based on the discussion Of serious.cases, “Contraindication™ and “Precautions

for use” were revised,. and “Waming™ was:-added to ﬁl_ejpackage leaflet. This drug:

should be cautiously adsninistered withstrict attention 10 (he followiig instructions.  1f

Adverse reaction; as above is confirmed, please:contact the person incharge of Drug:

Information: of Fujisawa which is thé marketing company-for Japan.

Manufactaring company: AstraZeneca K.K.
Marketing company: Fujisawa Pharmaceutical Co. Ld.

1. Seroquel must not be administered to patients with diabetes or.a history of
diabetes.

In diabetic patients or patients having a history of diabetes, blood glucose levels:may
clevate, which may rapidly’aggravate metabolic conditions. This drug must not be

given to such patients.

2. Dunng administration ‘df.Semq.uél, the: patient should be onitored carefilly

including measurement of blood plircose levels.
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During administration of this drug, the patient'must be carefully observed, and blood

glucose Jevels should: be. measured, because marked elevation. of blood. glucose: after
administration of the ‘drug may catse serious ‘adverse reactions such as ‘diabetic

3. Information: on the adverse reactions and action fo be taken must be fully
explained to-the patient.and the family:
Prior to administration of the-drug,. sufficient explanation:should be+provided to the

patient and hie faiiily that significant adverse reactions inicluding diabetic ketoacidosis
and diabetic coma may occur.  They should be.instructed fo'stop administration of the

drug and visit hospital if anly: symptortis such.as thitst, polydipsia, polyuria, iricreased
urinary frequency or.others appear.

“Wamnirig”, “Contrainidication” and “Precautions for ise” were revised o the underside
of the leaflet:
‘Contact : Posi-Marketing Suiveillance 1. Fujisawa Pharmaceutical Co., LTD.

126, Kashima 2-Chome, Yodogawa-ku, Osaka, Japan, 532-8514

Fax: #81-6-6304-1319

‘(Narratives)
Not fixed

W'l Sex.age. o |
~reasonforuse | Clinical course:and tredtment.
[Complication]

‘Concomitant drugs:_ '

Concomitant drugs:

.| Concomiitant drugs:

Concomitant drugs:
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DEAR DOCTOR LETTER
- EMERGENCY SAFETY INFORMATION -

Dear Dr. Leiter

“Warning”, “Coniraindication™ and “Precautions for-use”
“Waining”, “Contraindication” and “Precautions for: use” were revised as. follows:

This revision is based on the post-marketing inciderice of hyperglycasiia

[Warning]

1. During administrationof ‘this .drug, the patient ‘must be carefully- observed, and
blood ‘glicose levels: should be measuied. because marked elévation -of ‘blood
glucose: after administration ‘may- cause: significant side. effects-such as diabetic
Ketoacidosis and diabetic coma, aid in some:cases; death thay oceur.

2. Prior to administration-of the drug, sufficient exp”lénéﬁon's}ioui‘d"Be“pro,vided}t_o:'_the
patient and the: famxly 1o noufy 1hat the above side‘effects.may oceur.  They should
be advised to nole abnormalities such as:thirst, ‘pol,}td_,lpslaé polyvnna,ﬁ, and increased
urinary frequency and ‘aléo instructed to stop administration' of the drug and visit
hospital if*any of these: symptoms appear. [See “Important basic precautions”]

{Contramdncanon] 'Ihe drug must not be givento the follovwng patients.

5. Patients with diabetesor a history of diabetes.

[Precautions for use] ,

1. Careful adminisiration (The.drug should be:given with particular'caution in the
followmg patients: ) |

(6) Patients with-a family

as hyperglycaemia or obesily [See “Important basic precatrtions™]

hxst0ry of diabetes, or those having diabetes risk factors such

2. Important basicprecautions

(1) Administration of the-drug may marked!y increase blood glucose; in somé patients,

leading 1o life-threatening. clinical courses: including diabetic ketoacidosis or
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3.

diabetic coma. During administration of the'drug, blood glucose levels should be

measured, and thirst, polydipsia, polyuria, increased vrinary: frequency and others

should be fully moritored. Especially for the patients.with diabetes risk factors

such-as hyperglycaemia or obesity, increased blood glucose may rapidly aggravate

“métabolic:conditions.

‘Prior 1o admmnisiration of the drug, s‘ufﬁ‘cfem:texp}anatio'n:s‘houldffrbe provided 1o

‘~tii"e.paﬁéﬁt’z;ndzﬂ1je family o notify that ihe:above serious side effects may:occur.

‘They should be-advised 1o note abnormalities such'as-thirst, polydipsia, polyuria,
-and ingreased urinary frequency, and also instrucied to-stop administration  of ‘the:

drugif such a symptom may appear, and isit hospital.

Adminisiration of the drug may increase. body weight. Pay attention to. obesity;

;anéi}'i”faa's'ign‘='bf?"oB@c‘i'ty,;i"s‘; dbs‘érvé’dz‘;fapprépﬁatfé!’qcﬁbﬁ"’i'ric'}udjng- diet: therapy or
exercise therapy should be taken.

3. Adverse Reactions

€]

iy

Clinically:significant adverse.reactions:
‘Hyperglycaernia, digbetic ketoacidosis, and diabetic coma: Hyperglycaemia may-
Lappear, and -occurrence -of diabetic ketoacidosis' or :diabetic comid:may lead to

life-threatening clinical courses, Measurement of blood glucose and observation

of ‘thirsi, polydipsia, polyuria, and:increased ‘urinary frequericy:shotild be fully

carried out. If any abrioritialities are found, administration:should be stopped, and

appropriate action such-as.administration of insulini preparations should be taken.

(Only revised parts.are described.)
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