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Selected safety information: The most common adverse events occurring during
all controlled clinical trials for patients taking LYRICA vs those taking a placebo were
dizziness, somnolence, dry mouth, edema, blurred vision, weight gain, and thinking
abnormal (primarily difficulty with concentration/attention).

Patients taking LYRICA should be counseled that dizziness and somnolence may impair
their ability to perform potentially hazardous tasks such as driving or operating complex
machinery until they have sufficient experience with LYRICA to determine its effect on
cognitive and motor function. 

In all controlled studies, a higher proportion of patients treated with LYRICA reported
blurred vision (6%) than did patients treated with placebo (2%), which resolved in 
a majority of cases with continued dosing. More frequent assessment should be
considered for patients who are already routinely monitored for ocular conditions.

As with all antiepileptic drugs (AEDs), if LYRICA is discontinued it should be withdrawn
gradually over a minimum of 1 week to lessen the potential of increased seizure
frequency in patients with seizure disorders. 
References: 1. Schmader KE. Epidemiology and impact on quality of life of postherpetic neuralgia and painful diabetic neuropathy. 
Clin J Pain. 2002;18:350-354. 2. Data on file. Pfizer Inc, New York, NY.
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New Guidelines Focus on Heart Disease in Women
B Y  E L I Z A B E T H  M E C H C AT I E

Senior Writer

The American Heart Association’s
new evidence-based guidelines for
preventing cardiovascular disease

in women emphasize a woman’s lifetime
risk and provide new recommendations
on aspirin, folic acid, antioxidant therapy,
and hormone therapy.

The updated guidelines are the most
current clinical recommendations for pre-
venting cardiovascular disease (CVD) in
women aged 20 and older, addressing the
primary and secondary prevention of
chronic atherosclerotic vascular diseases.
The recommendations are based on “a sys-
tematic search of the highest quality sci-
ence, interpreted by experts in the fields
of cardiology, epidemiology, family med-
icine, gynecology, internal medicine, neu-
rology, nursing, public health, statistics,
and surgery,” according to the authors, an
expert panel. The guidelines will be pub-
lished in the March 20 issue of Circulation.

The new guidelines place a greater em-
phasis on a woman’s lifetime risk of CVD,
rather than on the short-term risk, as in
the previous guidelines, issued in 2004.
The panel acknowledged that nearly all
women are at risk for CVD, a fact that
“underscores the importance of a heart-
healthy lifestyle.” Instead of classifying a
woman as being at high, intermediate,
lower, or optimal risk, the 2007 guidelines
recommend classifying a woman as high
risk, at risk, or optimal risk.

Part of the rationale for emphasizing
lifetime risk rather than short-term risk is
evidence that physicians do not make
strong lifestyle recommendations for
women considered low risk, said Dr. Lori
Mosca, the chair of the expert panel that
wrote the new guidelines. Helping women
understand—even though their short-
term risk may not be impressive—that
because heart disease and stroke are such
common conditions, “many risk factors
can be prevented by doctors [if they stress]
a more aggressive lifestyle [intervention]
early on,” she said in an interview, noting
that 30% of women have CVD and almost
one in three women dies of it. 

For example, as women age, they tend
to gain weight with every decade, in-
creasing their risk for hypertension, ab-
normal cholesterol levels, and diabetes. “If
we can communicate effectively with our
patients that healthy lifestyles early on
will prevent the development of risk fac-
tors requiring treatment ... this may be
very motivational for patients,” said Dr.
Mosca, director of preventive cardiology
at New York–Presbyterian Hospital.

She urged physicians to link positive be-
haviors with outcomes that are meaning-
ful to the patient. “What doctors can do
is help women understand that their be-
haviors now will make a difference even in
their midlife, in terms of preventing risk
factors, and later in life, preventing heart
disease and stroke,” she said.

Other important differences from 2004
are the revisions regarding menopausal
therapy, aspirin therapy, and folic acid, be-
cause more definitive data on these ther-
apies have been published since that time.

The guidelines state that hormone thera-
py and selective estrogen receptor modu-
lation should not be used for primary or
secondary prevention of CVD in women
and that antioxidant supplements, such as
β-carotene and vitamins E and C, should
not be used. Folic acid, with or without vi-
tamin B6 and B12 supplementation, should
also not be used to prevent CVD.

More definitive clinical trial data are
now available regarding the use of aspirin
in women to prevent stroke, and the new

guidelines say that “aspirin therapy should
be considered for all women for stroke
prevention, depending on the balance of
risks and benefits.” This area is potential-
ly a confusing one for physicians, Dr.
Mosca said. The strengths of these rec-
ommendations are classified based on the
levels of evidence available.

For high-risk women, aspirin therapy at
75-325 mg/day is recommended unless
contraindicated, in which case clopidogrel
should be substituted. The recommenda-

tion for aspirin for high-risk women—such
as women with diabetes or heart disease—
is class I, where the intervention is consid-
ered useful and effective and should be
done unless there is a reason not to, Dr.
Mosca said. For other at-risk or healthy
women aged 65 and older, aspirin therapy
at 81 or 100 mg every other day should be
considered if their blood pressure is con-
trolled “and benefit for ischemic stroke and
MI prevention is likely to outweigh” the
risk of GI bleeding and hemorrhagic
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*Diabetic Peripheral Neuropathy studies were up to 8 weeks in duration.
†Patients worldwide who have been prescribed LYRICA.

Please see adjacent brief summary of prescribing information.
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LYRICA provides powerful relief for 2 of the most common
neuropathic pain conditions— Diabetic Peripheral Neuropathy
and Postherpetic Neuralgia 1

Rapid pain relief, in some patients as early as Week 1

Powerful pain reduction, with improved patient response in 6 pivotal studies

Sustained mean pain reduction in studies up to 13 weeks*

AND robust adjunctive control for your
adult patients with Par tial Onset Seizures

Robust reduction in seizure frequency

Powerful patient response across the dose range
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stroke. This regimen should also be con-
sidered in women under age 65 when the
benefit for preventing ischemic stroke is
likely to outweigh the risks of treatment. 

For women over 65, this is a class IIa, lev-
el B recommendation, where the interven-
tion may prevent heart disease and stroke,
but the benefits should outweigh the risks,
she said. For women under 65, the evidence
is very weak for stroke prevention. “It does-
n’t mean you can’t do it ... but for the ma-
jority of women under 65, the benefits of
aspirin are not likely to outweigh the risks,”
Dr. Mosca said in the interview. Routine
use of aspirin in healthy women under age
65 should also not be used to prevent MI,

with evidence that is class III. (The inter-
vention is not useful or effective and may
be harmful.) 

An algorithm that health care providers
can use to evaluate a woman’s CVD risk
and to prioritize preventive interventions
is provided in the guidelines, as well as a
list of the evidence-based clinical recom-
mendations for preventing CVD in
women, with lifestyle interventions, ma-
jor risk factor interventions, and preventive
drug interventions. Each recommenda-
tion also comes with the strength of the
recommendation and the evidence used to
support the recommendation. A table list-
ing interventions that, based on current

evidence, are not useful or effective and
may be harmful for preventing CVD or MI
in women is also incorporated.

The statement refers to a previous AHA
study, which found that 36% of women
did not perceive themselves to be at risk
for CVD and 25% said their health care
provider “did not say heart health was im-
portant.” And one in five “said their health
care providers did not clearly explain how
they could change their risk status.”

Other recommendations include advising
women who need to lose weight or sustain
weight loss to engage in moderate-intensi-
ty physical activity for 60-90 minutes on
most but preferably all days of the week. 

More research on the added benefits,
risks, and costs of new CVD risk factors,
such as high-sensitivity C-reactive protein,
and new screening techniques, such as
coronary calcium scoring, is needed before
they can be incorporated into these guide-
lines, according to the panel.

Members of the panel represented or-
ganizations and cosponsors including the
AHA, American College of Physicians,
American College of Cardiology Founda-
tion, American Academy of Family Physi-
cians, American College of Obstetricians
and Gynecologists, Centers for Disease
Control and Prevention, and National
Heart, Lung, and Blood Institute. ■


