Paxil Products Linked to Increased Risk for Suicidality in Young Adults
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May 12, 2006 — The US Food and Drug Administration (FDA) and GlaxoSmithKline have warned healthcare professionals regarding the potential increased risk for suicidal behavior associated with use of paroxetine HCl tablets/oral solution (Paxil) or paroxetine extended-release tablets (Paxil CR). Careful monitoring of all patients regardless of the condition being treated is needed, they say.

Such monitoring may be of particular importance in young adults and those whose depression is improving, according to an alert sent today from MedWatch, the FDA's safety information and adverse event reporting program. 

The warning was based on data from a recent meta-analysis of suicidal behavior and ideation in placebo-controlled clinical trials of paroxetine in adults with psychiatric disorders such as major depressive disorder (MDD) and other depression and nondepression disorders. The trials included 8958 paroxetine-treated patients and 5953 patients who received placebo. 

Study results showed that paroxetine therapy compared with placebo was linked to an increased frequency of suicidal behavior in young adults aged 18 to 24 years (2.19% vs 0.92%, respectively). Although not statistically significant, the increase occurred in patients with depressive and nondepressive conditions alike. No such increase was observed among adults aged 25 years and older. 

Paroxetine therapy was also linked to a significantly increased frequency of suicidal behavior among adults of all ages with MDD (0.32% vs placebo, 0.05%). Despite the statistical significance of the finding, the FDA advises that it be interpreted with caution due to the small absolute number and incidence of events.

All cases of suicidal behavior in adult MDD patients involved nonfatal suicide attempts, but the majority of these attempts (8 of 11) were in younger adults aged 18 to 30 years, suggesting that the risk for suicidality across psychiatric disorders in younger adults may extend beyond the age of 24 years. 

The FDA notes that the potential increased risk for suicidal behavior in MDD patients was observed despite substantial evidence for efficacy in those receiving paroxetine, as determined using standardized disease-specific instruments such as the Hamilton Depression and Montgomery-Asberg Depression rating scales. Most patients had an identified social stressor at the time of the event.

Paroxetine is only approved for use in adults. The tablet and oral solution formulations are indicated for the treatment of MDD, obsessive-compulsive disorder, panic disorder, social anxiety disorder (SAD), generalized anxiety disorder, and posttraumatic stress disorder. Paroxetine extended-release tablets may be used in the treatment of MDD, panic disorder, SAD, and premenstrual dysphoric disorder.

Additional information regarding use of paroxetine may be obtained online at http://www.gsk.com or by contacting the GlaxoSmithKline customer response center at 1-888-825-5249.

Healthcare professionals are encouraged to report paroxetine-related adverse events to the company by phone at the telephone number above. Alternatively, this information may be reported to the FDA's MedWatch reporting program by phone at 1-800-FDA-1088, by fax at 1-800-FDA-0178, online at http://www.fda.gov/medwatch, or by mail to 5600 Fishers Lane, Rockville, MD 20852-9787.
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