
The need for medical liability reform
played a supporting role in the re-
cent presidential campaign but

seems to have exited the Washington,
DC stage. Legislation to reform Medi-
care and change the bankruptcy laws
have pushed tort reform to the federal
back-burner indefinitely. However, it
remains a hotly contested subject in
many state capitols where politically
active physicians are making sure they’re
being heard. Here are some examples:

• Arizona: Physicians who commit a
mistake can apologize and offer condo-
lences without fear of being sued, thanks
to a recently approved act of legislation.
State lawmakers were also considering
other options, such as allowing physi-
cians to have patients sign a form waiv-
ing their rights to sue before being seen
and pay injured patients over time
instead of giving a lump sum. 

• Missouri: After a long debate that
revealed many divisions within the polit-
ical ranks, the state senate approved a
bill that puts a $350,000 limit on awards
for non-economic damages. The state
judiciary and representatives also
approved similar measures, and the new
governor made caps a central part of his
campaign. 

• Washington state:
The Washington State
Trial Lawyers Association
and the Washington State
Medical Association have
both presented initiatives
for reform for voters to
choose between next
November. The
version backed
by physicians
and businesses
calls for a cap
on non-eco-
nomic dam-
ages and limit-
ed lawyer fees,
while the one from
lawyers and patient advocacy
groups calls for a mandatory state
investigation of doctors who cause three
preventable injuries within a decade. 

The Democrat-controlled legislature
released its own package of proposals,
calling for changes in the court system
and a “three strikes you’re out” rule for
health professionals who repeatedly com-
mit unprofessional conduct. They had
several other ideas the medical group
criticized but the trial lawyer group said
it was very pleased with. 

• Wyoming: The state legislature
passed two bills to reduce premiums.
The first required malpractice insurers to
report all claims with an itemized list of
costs to the state insurance commission-
er by March 1 every year. The second
would require all medical mistakes to be
reported to the state Department of
Health. PN
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New Studies Clarify Risks of AED Use During Pregnancy

6 Practical Neurology April 2005

Treating epilepsy patients during
pregnancy can require hard choic-
es. Fortunately, three studies in the

March 22 issue of Neurology have given
us more data to base our decisions on.

Two studies confirmed that valproic
acid was associated with unacceptable
adverse effects on the fetus. One study
(Neurology 2005;64:955) monitored
pregnant women who had taken only
this drug and were enrolled in the North
American AED Pregnancy Registry and

found 10.7 percent delivered children
with birth defects, almost seven times
higher than the rate for the general pop-
ulation. Another study (Neurology
2005;64:961) from British researchers
found that children exposed to this drug
during their gestation periods had an
average verbal IQ score of 84, compared
to those who were not exposed to any
AEDs who had an average score of 92. 

And now for the good news: A
review of patients in the International

Lamotrigine Pregnancy Registry re-
vealed that there were just 12 cases of
birth defects out of 414 pregnancies
where the fetus was exposed to the AED
during the first trimester, which trans-
lates to a risk of 2.9 percent. This risk is
comparable to the two to three percent
risk for the general population.
However, this risk increased to 12.5
percent for women who took lamotrig-
ine along with valproic acid during the
first trimester. PN
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n Second Subspecialization. The move
towards subspecialization in neurology took
another step forward in February. The United
Council for Neurologic Subspecialties (UCNS)
approved neuromuscular pathology as its se-
cond recognized subspecialty membership
after behavioral neurology & neuropsychiatry.
Now that this area is recognized, the UCNS will
work to create requirements for fellowship
programs and accredited programs for it. 

n Optica Illusion. A blood serum test
might be the key to separating multiple sclero-
sis from neuromyelitis optica (NMO) one of its
more common mimickers that can only be dif-
ferentiated late in its course with a full battery
of clinical, imaging and spinal fluid tests. This
condition, which was until recently regarded
as a severe form of MS, apparently has a spe-
cific antibody (which investigators named
NMO-IgG in Lancet 2004:364:2106-12) that
appears frequently in patients who are either
diagnosed with NMO or in those classified at
being a high risk for developing it. 

n Better than tPA? A new treatment in the
early stages of research may someday replace
tPA as the acute stroke treatment of choice if
more studies replicate the results reported in
Stroke 2005;36:607-612 for tenecteplase. Re-
searchers from the University of Virginia
found this treatment, which is more fibrin-
specific, has a longer half-life, and is more
resistant to plasminogen activator-1 than tPA
and did not cause symptomatic intracranial
hemorrhage in 75 patients given doses rang-

ing from 0.1mg/kg to 0.4mg/kg, although two
out of 13 patients given 0.5mg/kg did suffer
ICH, prompting closure of the study.

n Perfect Together. Rasagiline and lev-
odopa may join chocolate and peanut butter in
the history of great combinations. A clinical
study in Europe (Lancet 2005;365:947-54) in-
volving 687 patients showed that adding
rasagiline (Agilect) to levodopa therapy re-
duced “off” periods by an average of 1.2 hours
a day. Overall, once-daily rasagiline was asso-
ciated with improved symptoms, an effect
study author Olivier Rascol, MD, PhD, of Uni-
versity Hospital in Toulouse, France compared
to entacapone. 

Rasagiline is also effective as long-term
monotherapy in early Parkinson’s, according
to follow-up data from the TEMPO study pre-
sented last month at the International
Congress on Parkinson’s Disease and Move-
ment Disorders. The original TEMPO data
showed that 45 percent of 266 patients were
adequately maintained on rasagiline mono-
therapy at 12 months. Extending the follow up
to 6.5 years found a slower rate of decline on
UPDRS for rasagiline patients vs. placebo.

n R&D Relapse. Drug development for
multiple sclerosis—a condition notorious for
its unpredictable relapses—has itself re-
lapsed. On the heels of Tysabri’s recent volun-
tary withdrawal from the market by its manu-
facturers, the FDA suspended clinical trials of
all alpha-4 integrin blockers, effectively stop-
ping research on a drug known as 683699
from GlaxoSmithKline, a treatment for MS and
irritable bowel disease that had reached phase
II trials. Research was also recently halted on
the immunomodulator ATL1102 from Anti-

sense Therapeutics, which appeared safe in a
phase IIa trial. 

n Emergency Relief. A study reported in
Neurology 2005;64:463-468 may expand the
treatment options for migraine patients who
present to the ER. In a double-blind trial,
metoclopramide was compared to sumatrip-
tan (often the first-line ER therapy) for patients
who had pain intensity measured over 24
hours along with the rate of a pain-free
headache at two and 24 hours. The results
found the metroclopramide and sumatriptan
comparable. 

n Gene-specific MS Therapy? We may be
getting closer to digging up the roots of MS.
Scientists at the Serono Genetics Institute in
Geneva have identified 80 specific genes in-
volved in the inflammatory and neurodegener-
ative pathways of MS based on a 40 percent
genome scan of the genetic profiles of 1,800
subjects (a mix of MS patients and healthy
controls). The institute hopes to complete its
project, the MS Whole Genome Scan, next
year and use this information to help develop
future MS therapies. 

n Uninhibited. The COMT inhibitor tol-
capone, out of favor due to liver toxicity, can
be an effective substitute for entacapone. Ac-
cording to a presentation at the 9th Inter-
national Congress of Parkinson’s Disease and
Movement Disorders, patients switched from
entacapone to tolcapone experienced a mean
increase in “on “ time of 1.6 hours per day.
The study’s presenters said this shows the
drug can have a place in the overall manage-
ment of Parkinson’s patients, although liver
monitoring would be an important part of such
a treatment strategy. 

Value of Vascular Health Supplements Questioned
Patients who take over-the-counter

agents along with their prescription
drugs may find this news hard to

swallow: two popular OTC supplements
may not help them maintain their car-
diovascular health the way they thought
they would. While there still may be
some slight benefit from baby aspirin for
female patients, they may be better off
without the gel-filled vitamin E capsules. 

A considerable amount of data docu-
ment that low-dose (100mg) aspirin

helps reduce the risk of a myocardial in-
farction in men and offers a modest bene-
fit in preventing ischemic stroke, but a
study published in the March 7th online
edition of the New England Journal of
Medicine yielded the opposite results for
women: a 24 percent reduction in the risk
of ischemic stroke and a very slight in-
crease in the risk for hemorrhagic stroke.
However, the aspirin did not significantly
change the risk of heart attack or death
from cardiovascular disease.

Vitamin E has also been found to be
ineffective for treating vascular health or
preventing cancer; it could even be
harmful in some cases. The HOPE and
HOPE-TOO trials compared patients
given natural source vitamin E (400 IU)
to placebo and found no significant dif-
ferences in outcomes for the two groups,
although those with vascular disease and
diabetes mellitus may have had their risks
for heart failure increased. (JAMA 2005;
293:1338-1347). PN
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