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Dear M Redacted

Your PhannaceuticaJ Consultant. Brittney Powel~ forwarded your request for information
regarding the use ofPaxil® (paroxetine hydrochloride) for the treatment of depression.
obsessive compulsive disorder (OCD), panic disorder, social anxiety disorder (social
phobia) or generalized anxiety disorder (GAD) in children and/or adolescents.

SUMMARY

• Paxi/ is not FDA-approved for use in children or adolescents; therefore. we may not
offer any recommendations regarding the use of Pari/ in these patients.

• A search of the Medical Information Department's published literature database and
MEDLINE identified several studies and case reviews discussing the use of Pari{ in
children or adolescents for the treatment of depression. OCD, panic disorder or socia!
anxiety disorder. In the identified publications patient ages ranged trom 5 to 18 years.

• A double-blind. placebo-controlled study by Keller et a! evaluated treatment of Paxi/
and imipramine in adolescents with depression. In this study Paxil was superior to

. placebo by several assessment methods, including Hamilton Depression Rating Scale
(HAM-D) total score ~ 8, and to be tolerated better than treatment with imipramine.

• Two additional smalI open-label studies and one retrospective study support the
findings of the above study. However, further evaluation is needed to clearly establish
the efficacy and safety of Paxil in the treatment of adolescents with depression.
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