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The always-controversial subject of
anticoagulant and antiplatelet use in
vascular disease patients has been the

focus of several recent developments, most
of them unfavorable:

• The FDA and Baxter notified health
care professionals of the possibility of
delayed onset heparin-induced thrombo-
cytopenia (HIT) and thrombosis with the
company’s heparin sodium injection.
HIT, an antibody-mediated reaction
resulting from irreversible aggregation of
platelets, may evolve to venous and arteri-
al thromboses, a condition referred to as
heparin-induced thrombocytopenia and
thrombosis (HITT). Thrombotic events
may be the initial presentation of HITT,
which can occur up to several weeks after
the discontinuation of heparin therapy.
Patients presenting with signs of throm-
bocytopenia or thrombosis after discon-
tinuation of heparin should be assessed for
HIT and HITT.

• The bad news has piled on Nuvelo,
Inc. and Bayer Healthcare like snow on

Denver this winter. First, the companies
announced that the phase III clinical trial
of alfimeprase in acute peripheral arterial
occlusion, known as NAPA-2 (Novel
Arterial Perfusion with Alfimeprase-2),
did not meet its primary endpoint of
avoidance of open vascular surgery within
30 days of treatment. Then, the compa-
nies also announced that the phase III
trial in catheter occlusion, known as
SONOMA-2 (Speedy Opening of Non-
functional and Occluded catheters with
Mini-dose Alfimeprase- 2), did not meet
the endpoint of restoration of function at
15 minutes. These trials did not meet key
secondary endpoints. Finally, the compa-
nies also announced that they have tem-
porarily suspended enrollment in the
ongoing phase III trials, NAPA-3 and
SONOMA-3, until further analyses and
discussions with outside experts and regu-
latory agencies are completed.

• The extended use of clopidogrel plus
aspirin in patients with implanted drug-
eluting stents who are event-free at six

months follow-up could see a significant
reduction in risk for death or heart attack
(myocardial infarction) through 24 months
after stent implantation, according to a
study in the January 10, 2007 issue of
JAMA. However, this regimen has been
shown to elevate the risk of hemorrhagic
events. See page 59 of this issue for more
detail on the controversy.

• In one bit of good news, a new study
shows enoxaparin (Clexane/Lovenox) is
more effective than unfractionated
heparin (UFH) in preventing venous
thromboembolism (VTE) in patients
with acute ischemic stroke. The study,
presented at the 48th American Society of
Hematology annual meeting, demonstrat-
ed a 43 percent reduction in VTE events
with enoxaparin vs. UFH in medically-ill
patients who suffered an acute ischemic
stroke. Without VTE prophylaxis, up to
75 percent of patients with hemiplegia
following stroke develop deep-vein
thrombosis and 20 percent develop pul-
monary embolism.  PN

Shortly before adjourning, the 109th
Congress averted the proposed 5.1
percent cut in Medicare and

Medicaid reimbursement rates for 2007.
Will the new Congress push for long-term
solutions to CMS’s budget woes? That’s as
yet unknown, but the future of health care
in a broader sense will be on the agenda.
Riding in on a wave of promises to change
Washington, the Democratic majorities in
the 110th Congress will likely push for
sweeping domestic reform. 

What will it mean for health care?
While it will be a top priority and receive
more attention from the new Congress,
expect much of the Democratic agenda to

focus on giving the government power to
negotiate prescription prices for Medicare
beneficiaries and advancing federal fund-
ing of stem cell research. 

Recent polling will likely embolden
these largely Democratic viewpoints. An
AP-AOL News poll shows more than half
of Americans (56 percent) and nearly
three quarters of Democrats (73 percent)
favor easing restrictions on the use of fed-
eral money to research embryonic stem
cells. A separate poll from the Kaiser
Family Foundation showed that 74 per-
cent of Republicans and 92 percent of
Democrats favored giving the govern-
ment the power to negotiate drug prices.

And because it’s never too early to
make campaign promises (at least to
those seeking the White House), some
2008 presidential candidates are men-
tioning health care as central to their
campaigns. John Edwards, the 2004
Democratic vice presidential nominee,
called universal health care for all
Americans a “top priority” when
announcing his 2008 presidential candi-
dacy. Similarly, former Secretary of
Health and Human Services and 2008
Republican presidential hopeful Tommy
Thompson will likely make his experi-
ence as secretary a cornerstone of his cam-
paign.  PN
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GlaxoSmithKline have submitted a revised
response.

n Catching MS Early. When managing
multiple sclerosis or almost any other disease,
success rests largely on early detection. A
Phase III clinical trial by Serono, called the
REFLEX study, will evaluate the effect of two
dosage regimens of the new formulation of
Rebif in people with first clinical symptoms of
MS, in hopes of stopping the development of
irreversible neurological damage. The study
will follow 480 patients thought to be at risk of
developing MS because of a recently experi-
enced isolated demyelinating incident and MRI
brain scans suggestive of MS. 

n Migraines Affect Women’s Depression.
Chronic migraines will clearly make anyone feel
bad, but new research shows they may also
make women feel bad about themselves. A
study in the January 9, 2007 Neurology found
women with chronic headache were four times

more likely than those with episodic headache
to report symptoms of major depression.
“Painful physical symptoms may provoke or be
a manifestation of major depression in women
with chronic headache, and depression may
heighten pain perception,” said study author
Gretchen Tietjen, MD with the University of
Toledo-Health Science Campus “This relation
between migraine and major depression sug-
gests a common neurobiology.”

n ADHD Drug Dropped. Cephalon has
dropped its ADHD drug Sparlon after the FDA
rejected its application because of a possible
link with Stevens-Johnson syndrome. “We are
extremely disappointed and surprised that the
agency disagreed with the opinions of our
experts, which were based on photographic
and other evidence concerning a single sus-
pected case of Stevens-Johnson syndrome,"
said Frank Baldino, Cephalon's chief executive,
in a statement.  PN

n Imaging May Help Early Detection of
AD. Detecting Alzheimer’s in its early stages
may get easier with a promising new imaging
compound. FDDNP PET scans are more accu-
rate than FDG PET scans or MRI at detecting
differences in abnormal brain deposits,
according to the December 21, 2006 NEJM.
Researchers followed 83 people – 25 with AD,
28 with mild cognitive impairment, and 30
deemed healthy. The FDDNP PET scans were
more accurate than FDG PET scans or MRI at
detecting differences among the groups, the
study found.

n FDA Idles on Migraine Pill. Pending
additional analysis and supporting information
to data provided in November, the FDA has
temporarily stopped the approval process of
the migraine relief pill Trexima. Pozen and

SHORTTAKES

The new year brought both good and
bad news on the Parkinson’s treat-
ment front. First the bad news:

Two drugs commonly used in PD
patients, pergolide (Permax) and cabergo-
line (Dostinex), can damage heart valves,
according to research published in the
January 4, 2007 New England Journal of
Medicine. One small study assessed 31
Parkinson’s patients who were later diag-
nosed with cardiac valve regurgitation.
The study had six patients taking Permax,
six on Dostinex and 19 who had not taken
any dopamine agonist in the last year. The
use of Permax or Dostinex raised the risk
of valve regurgitation by 7.1- and 4.9-fold,
respectively, the authors found. Other
dopamine agonists did not seem to elevate
the risk of cardiac valve regurgitation.

A second study followed valve regurgi-
tation in 64 Permax users, 49 Dostinex
users, 42 users of other dopamine ago-
nists, and 90 control subjects.
Regurgitation was found in about 23 per-

cent of Permax users, 29 percent of
Dostinex users, none of the users of other
dopamine agonists, and six percent of
controls. The severity of regurgitation
with Permax and Dostinex appeared to be
dose dependent.

“There’s been a suspicion for about 18
months that ergot-derived agonists can
cause cardiac complications,” says move-
ment disorders specialist Stephen
Gollomp, MD, although he has not per-
sonally seen any patients develop these
adverse effects. “The prevailing thought
right now is to obtain a baseline echocar-
diogram and monitor for cardiac compli-
cations, but not to switch unaffected
patients to another drug,” he says, adding
that “it’s important to inform patients
about these risk and allow them to take
part in the decision-making process.”

Fortunately, help for PD patients may
come from unorthodox means. The
epilepsy drug zonisamide has shown it can
significantly improve tremor, motor fluc-

tuations and dyskinesias in Parkinson’s
patients who respond poorly to levodopa,
according to the January 2, 2007 issue of
Neurology. Researchers followed 279 PD
patients for three months at daily doses of
25, 50 or 100mg of zonisamide vs. place-
bo. According to the researchers, at least
30 percent of zonisamide patients experi-
enced a greater than 30 percent reduction
in UPDRS score.

The mechanism of action is not
known, so it is not possible to say exactly
why an AED is effective in PD, according
to Michael Sperling, MD, Director of
Jefferson Comprehensive Epilepsy Center
at Thomas Jefferson University.
“Zonisamide affects both sodium and cal-
cium channels, so it is possible that the
effect is mediated by these, but other
mechanisms, as yet unknown, may be
responsible,” he says. “The network
aspect—interaction between cortex and
basal ganglia and within basal ganglia—is
probably equally or more important.” PN
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