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DEPRESSED PATIENTS NEED
EMOTIONAL SYMPTOM RELIEF

Important Safety Information:

Cymbalta should not be used concomitantly with monoamine
oxidase inhibitors (MAOIs) or thioridazine and not in patients
with uncontrolled narrow-angle glaucoma.

Clinical worsening and suicide risk: All adult and pediatric
patients being treated with an antidepressant for any
indication should be observed closely for clinical
worsening, suicidality, and unusual changes in behavior,
especially when initiating drug therapy and when increasing
or decreasing the dose. A health professional should be

• Antidepressants increased the risk of suicidal thinking
and behavior (suicidality) in short-term studies in
children and adolescents with major depressive
disorder (MDD) and other psychiatric disorders

• Patients started on therapy should be observed closely 
for clinical worsening, suicidality, or unusual changes 
in behavior

• Cymbalta is not approved for use in pediatric patients

immediately notified if the depression is persistently
worse or there are symptoms that are severe, sudden,
or were not part of the patient’s presentation. If
discontinuing treatment, taper the medication.

Cymbalta should not be administered to patients
with end-stage renal disease (requiring dialysis) or
severe renal impairment (CrCl <30 mL/min); or any 
hepatic insufficiency.

Cymbalta should generally not be prescribed to patients
with substantial alcohol use.

Most common adverse events (≥5% and at least twice
placebo) in MDD clinical trials were: nausea, dry mouth,
constipation, fatigue, decreased appetite, somnolence,
and increased sweating. Most common adverse events
in diabetic peripheral neuropathic pain (DPNP) clinical
trials were: nausea, somnolence, dizziness, constipation,
dry mouth, increased sweating, decreased appetite,
and asthenia.
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Stroke Risk With Atrial Fib Higher in Women
B Y  B R U C E  J A N C I N

Denver Bureau

N E W O R L E A N S —  Women with atrial
fibrillation were at higher thromboem-
bolic risk than men in a large prospective
study of patients with this most common
of arrhythmias, Margaret C. Fang, M.D.,
reported at the annual scientific sessions of
the American Heart Association.

This new finding from the Anticoagula-
tion and Risk Factors in Atrial Fibrillation
(ATRIA) study helps resolve a controversy
over whether female gender is an indepen-
dent risk factor for atrial fibrillation–relat-
ed thromboembolic events, said Dr. Fang of
the University of California, San Francisco.

Although atrial fibrillation (AF) is
known to increase thromboembolic risk
fivefold overall, the degree of risk varies
among subgroups of affected patients.

Several schemes for stroke risk stratifi-
cation in patients with AF—most notably,
those based on data from the Framingham
Heart Study and Stroke Prevention in Atri-
al Fibrillation (SPAF) study—rate women
with AF as being at higher risk for is-
chemic stroke and other thromboembol-
ic events than men with the arrhythmia.

Women over age 75 are rated as being at
particularly high risk. Other risk-stratifi-
cation strategies, including the one devel-
oped by the Atrial Fibrillation Investigators
group, don’t consider female gender to be
a risk factor, she explained.

ATRIA is a prospective cohort study in-
volving 13,559 adults receiving treatment
for AF at Kaiser Permanente of Northern
California. During a median 2.4 years of
follow-up, the annual rate of thromboem-
bolism in women not on warfarin was

3.5%, compared with 1.8% among men
not on the drug. Among patients over 75
who weren’t taking warfarin, the throm-
boembolism rate was 5.0% per year in
women and 2.9% per year in men. In pa-
tients younger than 75, the annualized rate
was 1.7% in women and 1.1% in men.

After adjustment for stroke risk factors
including hypertension, heart failure, and
coronary disease, women with AF not on
warfarin still had a highly significant 60%
greater relative risk of stroke than men. �

Psychological

Distress Raises

Atrial Fib Risk

N E W O R L E A N S —  Anxiety and other
forms of psychological distress constitute
a potent independent risk factor for de-
velopment of new-onset atrial fibrillation
in patients with chronic stable coronary
artery disease, Charles M. Blatt, M.D., re-
ported at the annual scientific sessions of
the American Heart Association.

The relationship is dose dependent. The
higher a CAD patient’s level of anxiety, de-
pression, somatization, or hostility, the
greater the long-term risk of developing
atrial fibrillation (AF), said Dr. Blatt of Har-
vard Medical School, Boston, and director
of research at the Lown Cardiovascular Re-
search Foundation, Brookline, Mass.

He reported on 354 men and 95 women
with chronic stable CAD who were fol-
lowed prospectively for an average of 5
years. Participants are being assessed an-
nually for psychological distress using the
92-item Kellner’s Symptom Questionnaire.

The incidence of AF in patients in the
lowest Kellner quartile for total psycho-
logical distress was 2 cases per 1,000 per-
son-years, compared with 16 cases per
1,000 person-years in the highest quartile.

After adjustment for standard AF risk
factors, including gender and age, patients
in the second through fourth quartiles for
anxiety level had a 2.1-fold greater risk of
developing AF for each quartile increase. 

For depression, each quartile increase
was associated with a 1.7-fold greater risk
of developing AF, compared with that of
patients in the lowest quartile. AF risk in-
creased by an additional 50% with each
step up from the second through fourth
quartiles of somatization, and by 60% with
each increase in quartiles for hostility. 

Patients in the second quartile for total
psychological distress had an adjusted 2.3-
fold increased risk of developing atrial fib-
rillation, compared with those in the low-
est quartile. Those in the third quartile had
an adjusted 4.6-fold increased risk, while
patients in the fourth quartile had a 6.9-
fold greater risk than those in the first
quartile, according to Dr. Blatt.

—Bruce Jancin
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