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Adverse events in major depressive
disorder (MDD): The most commonly
observed adverse events associated
with the use of paroxetine hydrochloride
extended-release tablets were: abnormal
ejaculation, abnormal vision, constipation,
decreased libido, diarrhea, dizziness,
female genital disorders, nausea, somno-
lence, sweating, trauma, tremor, and
yawning. Adverse events in a study of
elderly patients with MDD were: abnormal
ejaculation, constipation, decreased
appetite, dry mouth, impotence, infection,
libido decreased, sweating, and tremor.
Contraindications: Concomitant use in
patients taking monoamine oxidase
inhibitors (MAOIs), thioridazine or
pimozide is contraindicated. Paroxetine
hydrochloride extended-release tablets
are also contraindicated in patients with
a hypersensitivity to paroxetine or to any
of the inactive ingredients in paroxetine
hydrochloride extended-release tablets.
Suicidality and Antidepressant Drugs
Antidepressants increased the risk
compared to placebo of suicidal
thinking and behavior (suicidality) in
children, adolescents and young adults
in short-term studies of major
depressive disorder (MDD) and other
psychiatric disorders. Anyone consider-
ing the use of paroxetine or any other
antidepressant in a child, adolescent,
or young adult must balance this risk
with the clinical need. Short-term
studies did not show an increase in the
risk of suicidality with antidepressants
compared to placebo in adults beyond
age 24; there was a reduction in risk
with antidepressants compared to
placebo in adults aged 65 and older.
Depression and certain other
psychiatric disorders are themselves
associated with increases in the risk
of suicide. Patients of all ages who
are started on antidepressant therapy
should be monitored appropriately and
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. Paroxetine is not
approved for use in pediatric patients.
(See WARNINGS: Clinical Worsening
and Suicide Risk, PRECAUTIONS:
Information for Patients and
PRECAUTIONS: Pediatric Use.)
Please see adjacent Brief Summary of Prescribing
Information, including BOXED WARNING.
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Risky Sex Behaviors Seen With Continued Drinking
B Y  K E R R I  WA C H T E R

Senior Writer

WA S H I N G T O N —  Drug-using heavy
drinkers who continue to get drunk at
least weekly after alcohol treatment are
more than four times as likely to engage
in HIV-related sexual behaviors as are
those who abstain after treatment, a study
of more than 200 patients shows.

Among participants who got drunk at
least weekly before treatment, those who
continued to get drunk on a weekly basis
were 4.3 times as likely to engage in risky
sexual behaviors at 12-month follow-up as
were abstainers, after adjustment for pre-
treatment levels of risky sex and alcohol
treatment duration. 

Using the same model, researchers found
that those who got drunk on a less-than-
weekly basis were almost three times as
likely to engage in risky sexual behaviors at
12-month follow-up as were abstainers, ac-
cording to a poster presented at a joint
meeting sponsored by the Research Society
on Alcoholism and the International Soci-
ety for Biomedical Research on Alcoholism.

Even after additional controlling for
changes in illicit drug use, receipt of HIV
services, mental health counseling, and de-
mographics, those who continued to get
drunk on a weekly basis after treatment
were three times as likely to engage in
risky sexual behaviors at 12-month follow-
up as were abstainers.

“Heavy drinkers with comorbid drug
abuse problems who enter treatment
maintain lower HIV risk behavior in-
volvement 12 months post treatment.
Continued heavy drinking substantially
increased the likelihood of HIV risk be-
havior,” wrote Robert C. Freeman, Ph.D.,
and Daniel E. Falk, Ph.D., of the Nation-
al Institute on Alcohol Abuse and Alco-
holism in Bethesda, Md.

The data come from the National Insti-
tute of Drug Abuse’s Drug Abuse Treat-
ment Outcome Studies, which involved
more than 10,000 adults who were enter-
ing drug abuse treatment programs in 11
U.S. cities between 1991 and 1993.

This subsample includes 236 individuals
who received treatment and who got drunk
at least weekly during the 12 months before
treatment. They were also available for
reinterview 12 months after treatment.
These individuals also used drug such as
marijuana/hashish/THC, crack/cocaine,
heroin, narcotics/opiates, sedatives/tran-
quilizers, amphetamines/stimulants, hal-
lucinogens, or inhalants.

Individuals were asked about risky sex-
ual behavior associated with HIV exposure
during the 12-month periods before and af-
ter treatment. Risky sexual behavior in-
cluded sex for money/drugs, sex with a
needle user, sex with an HIV-positive part-
ner, sex with a partner who had sex with
a prostitute, sex with a partner who ex-
changed money/drugs for sex, or sex with
two or more partners with no or incon-
sistent condom use.

Based on reported drinking status and
frequency of drunkenness (before and af-
ter treatment), individuals were catego-
rized as abstainers, drinkers but without
drunkenness, drinking 1-51 days per year

(less than weekly), and drinking at least 52
times per year (weekly). Almost three-
quarters of the participants were male
(72%). Slightly more than half of the par-
ticipants were white (55%), followed by
African American (33%), Hispanic (10%),
and other (2%). Almost three-quarters
(73%) participated in alcohol treatment
lasting 2 months or less.

After treatment, 43% were abstinent,
31% drank less than weekly, 13% drank at
least weekly, and 13% drank but not to

drunkenness. In terms of drug use, half
(49%) decreased their drug use from week-
ly to less than weekly. However, 31% con-
tinued to use drugs weekly, 18% continued
to use drugs on a less-than-weekly basis,
and 2% increased their use from less than
weekly to weekly. Three-quarters (74%)
received HIV-related services, which could
include scheduled services for HIV infec-
tion/AIDS or services concerning how to
reduce the risk of spreading HIV.

Slightly more than half (53%) received

non–mental health–related counseling.
The prevalence of risky sexual behavior

before and after alcohol treatment was
59% and 37%, respectively. Among indi-
viduals who reported weekly drunken-
ness prior to treatment, those who re-
ported abstaining post treatment had a
33% decrease in the prevalence of risky
sexual behavior, followed by those who
drank without drunkenness (31%), those
who drank less than weekly (12%), and
those who drank at least weekly (1%). ■




