
Selected safety information: LYRICA is indicated for the management of Fibromyalgia, neuropathic
pain associated with Diabetic Peripheral Neuropathy, Postherpetic Neuralgia, and as adjunctive
therapy for adults with Partial Onset Seizures.

LYRICA is contraindicated in patients with known hypersensitivity to pregabalin or any of its 
other components.

There have been postmarketing reports of angioedema in patients during initial and chronic treatment
with LYRICA. Specific symptoms included swelling of the face, mouth (tongue, lips, and gums),
and neck (throat and larynx). There were reports of life-threatening angioedema with respiratory
compromise requiring emergency treatment. LYRICA should be discontinued immediately in
patients with these symptoms.

There have been postmarketing reports of hypersensitivity in patients shortly after initiation of
treatment with LYRICA. Adverse reactions included skin redness, blisters, hives, rash, dyspnea,
and wheezing. LYRICA should be discontinued immediately in patients with these symptoms.

In controlled studies, a higher proportion of patients treated with LYRICA reported blurred vision
(7%) 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.

Patients with a history of drug or alcohol abuse may have a higher chance of misuse or abuse 
of LYRICA.

In the treatment of painful Diabetic Peripheral Neuropathy (DPN) and Postherpetic Neuralgia (PHN),
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β-Agonists in
LQTS Raises
Cardiac Risks

B Y  B R U C E  J A N C I N

Denver Bureau

C H I C A G O — The use of β2-agonists for
bronchodilation in asthma patients with
hereditary long QT syndrome doubles their
risk of serious cardiac events, Princy Thot-
tathil reported at the annual meeting of the
American College of Cardiology.

That’s the bad news. The good news is
concomitant β-blocker therapy essentially
neutralizes this increased risk, she said.

But while β-blockers are routinely rec-
ommended in patients with long QT syn-
drome (LQTS) to reduce sympathetic acti-
vation and decrease stimulation to the heart,
they are underutilized for this purpose. Of
3,287 patients in the International LQTS
Registry, only 49% were on a β-blocker.

And in the sub-
set of 101 reg-
istry participants
on β2-agonist
therapy for asth-
ma, only 66%
were also on a
β-blocker, said
Ms. Thottathil, a
medical student
at the University
of Rochester
(N.Y.).

“What we’re
suggesting is if
a patient with

LQTS has asthma and needs to be on a β2-
agonist, consider giving them a β-blocker,”
she said in an interview.

The problem with β2-agonist therapy in
patients with LQTS is that it results in cos-
timulation of cardiac β2-receptors, poten-
tially resulting in prolonged repolarization
and ventricular tachycardia, she explained.

The primary end point in her study of the
International LQTS Registry population
was the combination of syncope, aborted
cardiac arrest, or sudden cardiac death
through age 40. Patients on β-agonist ther-
apy for asthma were at a twofold increased
risk after adjustment for gender, history of
asthma, QT interval, and other factors.

This risk was greatest during the first
year after initiation of β-agonist therapy.
During that first year, patients on a β2-ag-
onist were at an adjusted 3.5-fold increased
risk of cardiac events. The risk dropped off
subsequently, perhaps because of adapta-
tion to the drug dosage, Ms. Thottathil said.

The combination of a β-agonist and a
corticosteroid is often recommended in
asthma patients, especially children. But
the addition of a steroid further increased
the risk of cardiac events; individuals
with LQTS on this combination had a 3.7-
fold increased risk of cardiac events, com-
pared with those on neither drug. The ex-
planation is probably that anti-
inflammatory steroids can costimulate
the β2-receptor, she continued.

The elevated risk of the combined car-
diac end point observed in LQTS patients
on β-agonist therapy was reduced by 86%
in patients on a β-blocker. ■

Statins Reduce BP, Even in the Normotensive
B Y  M A RY  A N N  M O O N  

Contributing Writer

Statins reduced systolic and diastolic
blood pressure, even in normoten-
sive subjects and those with “pre-

hypertension,” in a secondary analysis of
data collected in the University of Cali-
fornia, San Diego, Statin Study.

Both simvastatin, the most lipophilic
statin, and pravastatin, the most hy-
drophilic statin, were found to decrease

blood pressure “substantially, although
the mean absolute magnitude of the
change was modest in this largely non-
hypertensive sample receiving relatively
low statin dosages,” Dr. Beatrice A.
Golomb and her associates at the uni-
versity reported based on their analysis.

The investigators used data from the
large 6-month UCSD Statin Study to as-
sess the impact of the anticholesterol
drugs on blood pressure because data
from many small studies have suggested

that statins improve hypertension.
However, these studies “have been

correlational, uncontrolled, tested
against other active drugs with uncertain
impact on BP, unblinded, nonrandom-
ized, or without assessment of statistical
significance,” they noted.

In contrast, the UCSD Statin Study
randomly assigned 973 participants
(about 68% men) to 20 mg/day sim-
vastatin, 40 mg/day pravastatin, or
placebo in a double-blind fashion and

The risk was
greatest during
the first year after
initiation of 
β-agonist therapy,
when the patients
were at an
adjusted 3.5-fold
increased risk of
cardiac events.
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Please see adjacent brief summary of prescribing information.

LYRICA provides powerful pain relief in DPN and PHN

• LYRICA also demonstrated significant
pain reduction in 3 pivotal PHN studies3

Adapted from Lesser et al. Neurology. 2004.2

Results from a 5-week, double-blind, placebo-
controlled, multicenter study of 337 patients
with moderate-to-severe pain of DPN.
Randomized patients received LYRICA 25 mg,
100 mg, 200 mg, or placebo, all given 3 times
daily. The primary efficacy parameter was end
point least-squares mean pain score on a
numeric scale ranging from 0 (no pain) to 10
(worst possible pain) taken from patient diaries.
For this responder rate analysis, patients who
did not complete the study were assigned 
a 0% improvement, known as baseline
observation carried forward (BOCF) analysis.

Selected safety information: The most common adverse
reactions occurring during Fibromyalgia and/or other controlled
clinical trials for patients taking LYRICA vs those taking a
placebo were dizziness, somnolence, dry mouth, edema,
blurred vision, weight gain, constipation, euphoric mood,
balance disorder, increased appetite, and thinking abnormal
(primarily difficulty with concentration/attention).

References: 1. Data on file. Pfizer Inc, New York, NY. 2. Lesser H, Sharma U,
LaMoreaux L, Poole RM. Pregabalin relieves symptoms of painful diabetic neuropathy:
a randomized controlled trial. Neurology. 2004;63:2104-2110. 3. Prescribing Information
for LYRICA® (pregabalin) capsules . Pfizer Inc, New York, NY. 

www.pfizerpro.com/lyrica
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assessed several factors, including blood
pressure, at 1 month and 6 months, as
well as at 2 months after the study was
completed. 

Blood pressure level was not a prima-
ry end point of the initial analysis.

The mean age of the placebo patients
was nearly 58 years; the treated patient
mean was nearly 57 years. More than 80%
of the patients were white. 

In the secondary analysis by Dr.
Golomb and her associates, all of the par-
ticipants, regardless of their blood pres-
sure status at baseline, showed reduc-
tions in systolic and diastolic pressure
after 1 month of statin treatment,

though the difference between active
therapy and placebo was nonsignificant
at that point.

By 6 months, the
participants in both
of the statin groups
showed significant
reductions in blood
pressure, compared
with participants in
the placebo group. 

For both drugs,
the reductions in
blood pressure ranged from 2.4 to 2.8
mm Hg for both systolic and diastolic
blood pressure.

However, these differences had dissi-
pated at follow-up assessment 2 months

after the treatment
was discontinued, re-
ported Dr. Golomb
and her associates
(Arch. Intern. Med.
2008;168:721-7).

Statin-induced de-
creases in blood pres-
sure, although they
might be “modest,”
may well “contribute

to reductions in transient ischemic at-
tacks and stroke” that have been report-
ed with statin therapy, they added. 

Participants who had normal blood
pressure, as well as those with “prehy-
pertension,” showed declines in blood
pressure similar to those seen with hy-
pertension, according to the findings of
the analysis.

This refutes the findings of a previous
study in which researchers suggested that
statins decrease only high blood pressure,
the investigators noted. 

The current study excluded participants
who had diabetes, known cardiovascular
disease, and very high or very low LDL
cholesterol levels, so the findings might
not extend to those groups, the re-
searchers added. ■

This refutes the findings
of a previous study in
which researchers
suggested that statins
decrease only high blood
pressure.




