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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As with all antiepileptic drugs (AEDs), if LYRICA is discontinued it should be withdrawn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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Rx, Lifestyle Changes Rival Angioplasty Post MI
B Y  B R U C E  J A N C I N

Denver Bureau

C H I C A G O —  Routine late coronary in-
tervention to open a persistently occlud-
ed infarct-related artery in stable patients
is no longer appropriate in light of the
findings of the 2,166-patient Occluded
Artery Trial, said Dr. Judith S. Hochman
at the annual scientific sessions of the
American Heart Association. 

“These results support routine use of
aggressive secondary prevention—med-
ical therapy and lifestyle changes, without
revascularization—as the preferred treat-
ment for OAT [Occluded Artery Trial]-el-
igible patients. 

“The trial results should lead to lower
rates of unnecessary coronary interven-
tions in this specific group of stable pa-
tients and to substantial health care cost
savings,” added Dr. Hochman, OAT
study chair and the Harold Snyder Fam-
ily Professor and clinical chief of cardi-

ology and director of the Cardiovascular
Clinical Research Center at New York
University.

She estimated that roughly 50,000 few-
er U.S. patients per year will undergo per-
cutaneous intervention (PCI) as a result of
the altered treatment landscape sown by
OAT, a trial sponsored by the National
Heart, Lung, and Blood Institute. 

Roughly one-third of MI patients don’t
receive acute reperfusion therapy, most of-
ten because they present too late. The
practice of many cardiologists—to a
greater extent in North America than in
Europe—has been to look for an occlud-
ed infarct-related artery in such patients
and, if they find it, to open it in expecta-
tion of improved outcomes. 

It’s a logical practice driven by what’s
known as the late open artery hypothe-
sis. But it had never been subjected to a
randomized trial prior to OAT, which
showed convincingly that it’s without
benefit. 

Moreover, there was a disturbing albeit
nonsignificant trend for more nonfatal
recurrent MIs in the late-PCI group.

OAT was a 217-site international study
involving stable patients with a 100% oc-
clusion 3-28 days post MI, when they were
randomized to PCI and stenting plus op-
timal medical therapy, or to optimal med-
ical therapy alone.

The primary end point was the 4-year
cumulative rate of death, repeat MI, or
hospitalization for class IV heart failure.
This end point was reached by 17.2% in
the PCI group and 15.6% with medical
management, a nonsignificant difference.
No subgroup benefited from late PCI, in-
cluding higher-risk patients with a large
anterior MI, an ejection fraction below

40%, or a left anterior descending coro-
nary occlusion. Time from MI to ran-
domization didn’t affect outcome, either.

The nonfatal reinfarction rate was 6.9%
in the PCI group and 5.0% with medical
management, a trend that did not reach
statistical significance, but that is “worri-
some,” Dr. Hochman said.

He stressed that late PCI remains clear-
ly indicated in the highest-risk post-MI
patients deliberately excluded from OAT,
including those with angina at rest, severe

heart failure, or triple-vessel disease.
OAT included a mechanistic substudy

called the second Total Occlusion Study
of CAnada (TOSCA-2) involving 332 sub-
jects who underwent repeat angiogra-
phy at 1 year. TOSCA-2 lead investigator
Dr. Vladimir Dzavik reported that the 1-
year infarct artery patency rate was 83%
in the late PCI group, compared with
25% with medical therapy alone. There
was also less left ventricular dilation in
the PCI arm. Nonetheless, ejection frac-

tion at 1 year improved by a similar
amount—roughly 4%—in the two
groups.

It seems likely that late PCI in stable pa-
tients has two competing effects: It reduces
left ventricular enlargement, while also re-
sulting in increased risk of MI. The net ef-
fect is no benefit, said Dr. Dzavik, the
Brompton Group Professor in Interven-
tional Cardiology at the University of
Toronto.

Observers hailed OAT as a major, prac-

The trial results
should lead to
lower rates of
unnecessary
interventions in
stable patients.

DR. HOCHMAN
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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.

W e l c o m e  t o  c a l m

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

Sustained seizure reduction in three 12-week studies
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tice-changing study. Current AHA/
American College of Cardiology guide-
lines on acute MI management give late
PCI in patients with a blocked artery a
class IIb recommendation with a C level
of evidence. That means it’s not an un-
reasonable thing to do and is supported
only by expert opinion. Class IIb/level C
is the weakest endorsement the guide-
lines panel bestows. Dr. Sidney C. Smith
Jr. predicted in an interview that the
guidelines committee will soon revisit
that recommendation in response to the
OAT trial.

“OAT looks like a very good study to
me, a very carefully done study by good

investigators on an important problem.
The preliminary results are very persua-
sive,” said Dr.
Smith, professor
of medicine and
director of the
Center for Car-
diovascular Sci-
ence and Medi-
cine at the
University of
North Carolina,
Chapel Hill.

OAT discussant Dr. Robert M. Califf,
noting that fewer than 500 OAT partici-
pants came from the United States, cas-

tigated many of his fellow American car-
diologists for failing to keep an open

mind in the face
of scientific un-
certainty, partic-
ularly when, as
in this case, the
stance suited
their economic
s e l f - i n t e r e s t .
Many of the na-
tion’s top med-
ical centers de-

clined to participate in the randomized
trial on the grounds that their cardiolo-
gists felt they couldn’t ethically leave an

infarct-related artery closed. They already
“knew” it was wrong despite an absence
of quality evidence.

It’s enough to make one ask whether
a spirit of scientific inquiry—the ability
to admit uncertainty—ought to be
adopted as a health care quality perfor-
mance measure, added Dr. Califf, pro-
fessor of medicine and vice chancellor
for clinical research at Duke University,
Durham, N.C.

Simultaneously with Dr. Hochman’s
presentation at the meeting, the OAT re-
sults were published online (N. Engl. J.
Med. 2006 Dec. 7 (Epub doi:10.1056/NE-
JMoa066139]). ■

Many of the nation’s top medical
centers declined to participate in
the randomized trial on the
grounds that their cardiologists
felt they couldn’t ethically leave
an infarct-related artery closed.


