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Nursing Mothers

As has been found to occur with many other drugs, citalopram is excreted in human breast milk. There have been two reports
of infants experiencing excessive somnolence, decreased feeding, and weight loss in association with breastfeeding from a
citalopram-treated mother; in one case, the infant was reported to recover completely upon discontinuation of citalopram by
its mother and in the second case, no follow-up information was available. The decision whether to continue or discontinue
either nursing or Celexa therapy should take into account the risks of citalopram exposure for the infant and the benefits of
Celexa treatment for the mother.

Pediatric Use

Safety and effectiveness in pediatric patients have not been established (see WARNINGS—Clinical Worsening and Suicide
Risk).

' Geriatric Use
Of 4422 patients in clinical studies of Celexa, 1357 were 60 and over, 1034 were 65 and over, and 457 were 75 and over. No
overall differences in safety or effectiveness were observed between these subjects and younger subjects, and other reported
clinical experience has not identified differences in responses between the elderly and younger patients, but greater
I ' sensitivity of some older individuals cannot be ruled out. Most elderly patients treated with Celexa in clinical trials received
daily doses between 20 and 40 mg (see DOSAGE AND ADMINISTRATION).

In two pharmacokinetic studies, citalopram AUC was increased by 23% and 30%, respectively, in elderly subjects as
compared to younger subjects, and its half-life was increased by 30% and 50%, respectively (see CLINICAL
PHARMACOLOGY).

20 mg/day is the recommended dose for most elderly patients (see DOSAGE AND ADMINISTRATION).

"= ADVERSE REACTIONS :

¢  The premarketing development program for Celexa included citalopram exposures in patients and/or normal subjects from 3
— #  different groups of studies: 429 normal subjects in clinical pharmacology/pharmacokinetic studies; 4422 exposures from
patients in controlled and uncontrolled clinical trials, corresponding to approximately 1370 patient-exposure years. There
were, in addition, over 19,000 exposures from mostly open-label, European postmarketing studies. The conditions and
duration of treatment with Celexa varied greatly and included (in overlapping categories) open-label and double-blind
studies, inpatient and outpatient studies, fixed-dose and dose-titration studies, and short-term and long-term exposure.
Adverse reactions were assessed by collecting adverse events, results of physical examinations, vital signs, weights,
laboratory analyses, ECGs, and results of ophthalmologic examinations.

Adverse events during exposure were obtained primarily by general inquiry and recorded by clinical investigators using
terminology of their own choosing. Consequently, it is not possible to provide a meaningful estimate of the proportion of
individuals experiencing adverse events without first grouping similar types of events into a smaller number of standardized
event categories. In the tables and tabulations that follow, standard World Health Organization (WHO) terminology has been
used to classify reported adverse events.

The stated frequencies of adverse events represent the proportion of individuals who experienced, at least once, a treatment-
emergent adverse event of the type listed. An event was considered treatment-emergent if it occurred for the first time or
worsened while receiving therapy following baseline evaluation.

Adverse Findings Observed in Short-Term, Placebo-Controlled Trials

iated with Discontinuation of
Among 1063 depressed patients who received Celexa at doses ranging from 10 to 80 mg/day in placebo-controlied trials of
up to 6 weeks in duration, 16% discontinued treatment due to an adverse event, as compared to 8% of 446 patients receiving
placebo. The adverse events associated with discontinuation and considered drug-related (i.e., associated with discontinuation
in at least 1% of Celexa-treated patients at a rate at least twice that of placebo) are shown in TABLE 1. It should be noted
that one patient can report more than one reason for discontinuation and be counted more than once in this table.
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