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‘Confidential
41, Glucose Dysrequlation

Following-a review of all clinical trial data, including studies D1447C00125, DH447G00126,

and D1447C00127, epidemiology lterature, and post-marketing data, SERM recornmended

adding the following to Section 4.4 Special warnings and special precautions for use:
Increases in Blood Glucose and Hyperglycemia
Increases in bloed glucose and hyperglycemia, and occaslonal reports of diabates,
have been obsérved in clinical trials with.quetiapine. Athough a.causal. relaﬁonshxp
with diabetes has not-been established, patiénts who are at risk for developmg
disbetes are-advisedt6 have. appropriaté dinical: monnonng ‘Simifarly; patients: with
exls’ung diabetes:should:be monitorgd for poss?bte exdcarbation (seealso-sestion 4.8

Undésirable: eﬁec’cs)
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_SERM also. recommended.-adding the following to Section 4.8 Undesirable Effects.

Fregquency System Organ Class Event
‘Comhon Investigation§' Blood glucose ihcreaded to
hypérglyéaemic level*

{(21% - <10 %)

*Footnote
Fastmg blood glucose 2126 mg/dL or a non fasting blood giucose 2200 my/dL on &t least-one
‘ogcasion.

ACTION: Surveillance (Lisa Boornazian) and Medical Communicitions-(Kévin. Stansberry}
will write the Clinical Overview,

Prigrity: B

Signal Source: Internal

Number of S:gnals 1

Blinical: Overview author(s): Kevin Stansberry-and Lisa Boornazian

Dué date for readinéss of draft CO: 18 June:2007"

Core Data.Sheet- (CD8) author: Kathryn Bradley

Due date for GDS issue: 15 June 2007

Due date for Investigators Broghure issue: 31 July 2007
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