On June 19, 2003, the Food and Drug Adm nistration (FDA)
recommended that Paxil(c) (paroxetine hydrochloride) not be
used in children and adol escents under the age of 18. In
chil dren and adol escents, Paxil(c) is usually used for the
treatnment of major depressive disorder (MDD). It is
essential that children and adol escents do not stop taking
Paxil (c) without first consulting with their treating
physi ci an. The FDA advi sory warns agai nst abr upt

di sconti nuati on.

There have been reports of a possible increased risk of
sui ci dal ideation and suicide attenpts in children and
adol escents taking Paxil(c) for depression. The increased
ri sk has not been indicated for adults.

The FDA advisory follows a June 10th advisory fromthe

Uni ted Ki ngdom (UK) Departnent of Health. The decision was
made after Paxil(c) (called Seroxat in the U K)

manuf acturer G axoSm thKline submitted data invol ving nore
than 1,000 pediatric patients taking Paxil for depression.
| nvestigators found that suicidal thoughts and attenpts
were roughly twi ce as high anong children and adol escents
taki ng Paxil (c) than anmong those taking a placebo (3.2% vs.
1.599. (Fromthe UK s Medicines and Heal thcare Products
Regul at ory Agency.)

For the FDA' s statenent regarding the anti-depressant
Paxil (c) for the pediatric popul ation, please visit:
www. f da. gov/ cder/ drug/i nf opage/ paxi | / paxi | Q%A. ht n¥#qgl

For the FDA' s questions and answers on Paxil (c), please
visit:
http://ww. fda. gov/ bbs/topi cs/ ANSWERS/ 2003/ ANS01230. ht ni

To view the United Kingdom s Departnent of Health's
Chairman of Conmittee on Safety of Medicine' s nessage on
par oxeti ne hydrochl oride for the pediatric population,
pl ease visit: ww. nta.gov. uk




