
AWAKE, ALERT, and ENGAGED

Favorable safety profi le

Structurally distinct from 
amphetamines1

No effect on sleep when 
sleep is desired*1,2

Help your patients stay

PROVIGIL is indicated to improve wakefulness 
in patients with excessive sleepiness (ES) 
associated with narcolepsy, obstructive
sleep apnea/hypopnea syndrome (OSAHS),
and shift work sleep disorder (SWSD). 

In OSAHS, PROVIGIL is indicated as 
an adjunct to standard treatment(s) 
for the underlying obstruction. 
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*No change from baseline to fi nal visit in sleep effi ciency. 

References: 1. PROVIGIL full Prescribing Information. 2. Black JE, 
Hirshkowitz M. Modafi nil for treatment of residual excessive sleepiness 
in nasal continuous positive airway pressure-treated obstructive sleep 
apnea/hypopnea syndrome. Sleep. 2005;28:464-471. 

Important Information for Physicians 
Patients with abnormal levels of 
sleepiness who take PROVIGIL should 
be advised that their level of wakefulness 
may not return to normal. Patients with 
excessive sleepiness, including those taking 
PROVIGIL, should be frequently reassessed 
for their degree of sleepiness and, if 
appropriate, advised to avoid driving or 
any other potentially dangerous activity. 

In clinical trials, PROVIGIL was generally well
tolerated. The most frequently reported 
adverse events (≥5%) were headache, nausea, 
nervousness, rhinitis, diarrhea, back pain, 
anxiety, insomnia, dizziness, and dyspepsia. 
Most adverse events were mild to moderate.
PROVIGIL may interact with drugs that 
inhibit, induce, or are metabolized by 
cytochrome P450 isoenzymes.

For more information, visit www.PROVIGIL.com
or call 1-800-896-5855. 

Please see brief summary of prescribing 
information for PROVIGIL on next page.
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Risk Score Stratifies Peripheral Arterial Disease
B Y  M I T C H E L  L . Z O L E R

Philadelphia Bureau

C H I C A G O —  A risk index for patients
with peripheral arterial disease stratifies
patients into four risk categories with sub-
stantially different mortality risks.

The risk categories were first defined
with a derivation cohort of 1,498 pa-
tients, and then were confirmed by a sep-
arate validation cohort of 1,144 patients,
Dr. Harm H. Feringa and his associates
reported in a poster at the annual scien-
tific sessions of the American Heart 
Association.

The risk index developed for peripheral
arterial disease by the researchers includ-
ed 13 elements. 

This index “may be useful for patient
counseling and medical decision making,”
said Dr. Feringa, a physician at Erasmus
Medical Center in Rotterdam, the Nether-
lands, and his associates in the poster.

The patients in the derivation and vali-
dation cohorts were stratified by their
clinical characteristics at baseline. 

The outcomes were tracked during an

average follow-up period of 8 years. 
The overall estimated 10-year mortali-

ty of all patients in the derivation group
was determined by the investigators to be
42%. For the patients in the validation
group, the estimated 10-year mortality
was 40%.

Based on a multivariate analysis of a
large number of clinical measures, the re-
searchers focused on 13 baseline features
for the risk index. 

Ten of these elements represented 

various mortality risks and were tallied as
added points to the risk index. The oth-
er three elements were protective, and
subtracted points from the risk score.
(See box.)

To create and assess the risk score, the re-
searchers divided the derivation and vali-
dation cohorts into four risk strata: low,
those with scores of less than zero; low in-
termediate, those with scores of 0-5; high
intermediate, with scores of 6-9; and high,
patients with scores of more than 9.

In the derivation cohort, the 10-year
mortality was about 20% for patients in
the low group, about 30% for those in the
low intermediate group, about 40% for pa-
tients in the high intermediate group, and
about 70% for the highest-risk patients.

The 10-year mortality in the validation
cohort was very similar: about 15% in the
low group, 25% in the low intermediate
patients, 40% in the high intermediate pa-
tients, and about 65% in the highest-risk
patients. ■

Finding Points on 
Risk Index

Renal dysfunction +11
History of heart failure +7
Aged at least 70 years +4
History of cerebrovascular 
events +4
Q waves +4
ST-segment changes +4
Diabetes +3
Ankle-brachial index 
under 0.6 +3
Hypertension +2
History of smoking +2
Currently treated with 
a β-blocker –3
Currently treated with 
aspirin –3
Currently treated with 
a statin –4
Source: Dr. Feringa

Mortality Score:
The 13 Elements

Healthy Heart Guide
Targets All Age Groups

The National Heart, Lung, and Blood
Institute’s “Your Guide to Physical

Activity and Your Heart” is aimed at edu-
cating the public about the importance of
regular physical activity for adults and
children.

It is the latest in NHLBI’s Your Guide to
Better Health series, which includes titles
addressing other heart disease–related top-
ics. All can be downloaded free from
www.nhlbi.nih.gov/health/public/heart/
obesity/phy_active.htm or ordered at
301-592-8573. ■


