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IMPORTANT TREATMENT CONSIDERATIONS

Suicidality in Children and Adolescents

Antidepressants increased the risk of suicidal thinking and
behavior (suicidality) in short-term studies in children and
adolescents with Major Depressive Disorder (MDD) and
other psychiatric disorders. Anyone considering the use of
EFFEXOR XR or any other antidepressant in a child or
adolescent must balance this risk with the clinical need.
Patients who are started on therapy should be observed
closely for clinical worsening, suicidality, or unusual
changes in behavior. Families and caregivers should be
advised of the need for close observation and
communication with the prescriber. EFFEXOR XR is not
approved for use in pediatric patients. (See Warnings and
Precautions: Pediatric Use.)

Pooled analyses of short-term (4 to 16 weeks) placebo-
controlled trials of 9 antidepressant drugs (SSRIs and
others) in children and adolescents with Major Depressive
Disorder (MDD), obsessive-compulsive disorder (OCD), or
other psychiatric disorders (a total of 24 trials involving
over 4,400 patients) have revealed a greater risk of
adverse events representing suicidal thinking or behavior
(suicidality) during the first few months of treatment in
those receiving antidepressants. The average risk of such
events in patients receiving antidepressants was 4%,
twice the placebo risk of 2%. No suicides occurred in
these trials.

¢ EFFEXOR XR is contraindicated in patients taking
monoamine oxidase inhibitors (MAOIs). EFFEXOR XR
should not be used in combination with an MAOI or

within at least 14 days of discontinuing treatment with an
MAQI; at least 7 days should be allowed after stopping
EFFEXOR XR before starting an MAOI.
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EFFEXOR XR is the only antidepressant proven to
help prevent new episodes of depression up to 2 years.

* Adult and pediatric patients with MDD can experience worsening of ® The most common adverse events reported in EFFEXOR XR short-term

their depression and/or the emergence of suicidal ideation and
behavior, whether or not they are taking antidepressants. Patients
treated with antidepressants should be observed closely
for clinical worsening and suicidality, especially at the
beginning of drug therapy, or at the time of increases or
decreases in dose. Anxiety, agitation, panic attacks, insomnia,
irritability, hostility, impulsivity, akathisia, hypomania, and mania
have been reported and may represent precursors to emerging
suicidality. Stopping or modifying therapy should be considered
espedially when symptoms are severe, abrupt in onset, or not part of
presenting symptoms.

* Treatment with venlafaxine is associated with sustained increases in
blood pressure (BP) in some patients. Pre-existing hypertension
should be controlled. Regular BP monitoring is recommended.

 Abrupt discontinuation or dose reduction has been associated

with discontinuation symptoms. Patients should be counseled
on possible discontinuation symptoms and monitored while
discontinuing the drug; the dose should be tapered gradually.
See the Precautions section of the Prescribing Information.

placebo-controlled MDD, generalized anxiety disorder (GAD), and/or
social anxiety disorder (SAD) trials (incidence 210% and 22x that of
placebo) were anorexia, asthenia, constipation, dizziness, dry mouth,
gjaculation problems, impotence, insomnia, nausea, nervousness,
somnolence, and sweating.

Please see brief summary of Prescribing Information on adjacent pages.

References: 1. Data on file, Wyeth Pharmaceuticals Inc. 2. Effexor XR® (venlafaxine HCI) Extended-
Release and Effexor Immediate-Release Prescribing Information, Wyeth Phamaceuticals inc.
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