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limod (http://1.usa.gov/KltbpT). In addition, the FDA has
recommended hourly monitoring of vital signs during the
I have heard that several people who were
FDO period, with ECGs (electrocardiograms, which meataking fingolimod have died. How concerned
sure the electrical activity of the heart) performed both
should I be?
before and after the FDO. Finally, the FDA now mandates
more rigorous overnight monitoring of the FDO for indiDr. JOHN
viduals with known slowed heart rates or other conditions
R. CORBOY
associated with the slowing of electrical activity in the heart.
responds:
In general, for the many people who do not have any
heart problems, the FDO monitoring requirements have
changed only minimally compared to before this review
Thirty-one reported deaths have occurred took place. Right now, patients who are already taking finamong the roughly 30,000 patients who have golimod should discuss with their doctor whether to conever taken fingolimod (brand name Gilenya), tinue taking the drug in light of these events and review all
which is an oral drug for multiple sclerosis (MS). Many their medications with their doctor, especially beta-blockers
of these deaths probably have no
and calcium channel blockers. Patients
already on fingolimod should also ask
relationship to the drug—for examtheir doctor whether a repeat ECG
ple, they may have occurred several
should be conducted after the first obmonths after the last use of the mediservation period and perhaps several
cation. Eleven of the deaths have
months later. Because the greatest apbeen deemed suspicious by Novartis,
parent risk occurs only during the 24
the maker of fingolimod, and are behours after the first dose, most patients
ing investigated further. The major
already on fingolimod should not be at
concern surrounds the possibility of
Thirty-one
reported
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have
significant risk of heart problems after
heart problems, which had been an
occurred among the roughly 30,000
the FDO. As always, patients should
initially recognized risk of the drug patients who have ever taken
fingolimod
(brand
name
Gilenya).
check with their doctor if they have
within the first six hours of taking it.
any concerns or new symptoms.
One of the patients who died went
through the mandatory six-hour, first-dose observation
Anyone considering using fingolimod should review all
(FDO) period without difficulty but was found dead the the known safety issues before starting the drug. If somenext morning, less than 24 hours after the first dose. An one has significant heart problems—especially related to
autopsy was unrevealing, and some experts are concerned rhythm abnormalities—or is using beta-blockers or other
that abnormal heart rhythm was the cause of death. The medications noted to be of concern when using fingolipatient was taking other medications that might have mod—they may wish to seek other medications that do
played a role, including a beta-blocker (which treats high not have this potential risk
blood pressure, glaucoma, and migraines) and a calcium
channel blocker (which treats high blood pressure, mi- John R. Corboy, M.D., Fellow of the American Academy
graines, and Raynaud’s disease).
of Neurology (AAN), is a professor of neurology at the
After the report of this death, the U.S. Food and Drug University of Colorado-Denver and co-director of the
Administration (FDA) and the European Medicines Agen- Rocky Mountain Multiple Sclerosis Center at Anschutz
cy (EMA) reviewed this and the other known deaths as well Medical Campus in Denver. Dr. Corboy also edits the
as data related to heart risk. While it is unclear if any of the AAN journal Neurology: Clinical Practice.
deaths are linked to fingolimod, the FDA has advised that
patients with certain pre-existing or recent (within the last
Do you have a question to ask the experts?
six months) heart conditions or stroke, or patients taking
Send it to neurologynow@lwwny.com
certain medications for heart arrhythmias, not use fingo-
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RESTL ESS L EGS SYN DRO M E

Q

Is there any way to reduce the side effects of medication for restless legs syndrome? Ropinirole makes me
sleepy during the day, even when I take it at night.

Dr. MARK
MAHOWALD
responds:

A

The short answer is no, but several different medications
can be tried, and some may have fewer side effects.
Restless legs syndrome (RLS) is a neurologic movement disorder resulting in a need to rub or move the legs while
falling asleep. In some cases, RLS is associated with iron abnormalities—a low serum ferritin level. If that is the case, iron
supplementation may be effective in reducing symptoms.
Medications that can be helpful for treating RLS include
dopaminergic agents (relating to tissues or organs affected by
dopamine), such as ropinirole (Requip) or pramipexole (Mirapex), which are often used to treat Parkinson’s disease (although the effectiveness of these drugs for RLS does not imply
Migraine
a relationship between RLS and Parkinson’s disease); opiates
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such as codeine and methadone, which, when used as prescribed to treat a condition for which they are effective, infrequently result in abuse; and gabapentin, an antiepileptic drug.
Often, changing the type of medication until you find one
that controls symptoms without drug-related side effects may
help. A change would be indicated if symptoms are not well
controlled or if undesirable side effects occur.
None of the complementary therapies for RLS, such as the
use of valerian root, have been shown to be effective. Making
small lifestyle changes—for example, lowering intake of caffeine, alcohol, and tobacco—and engaging in physical exercise
can reduce symptoms in those who have mild to moderate
RLS. Additionally, some supplements may be prescribed for
deficiencies in folate and magnesium. Keeping a regular sleep
routine as well as massaging the legs, taking a hot bath, or
using a heating pad or ice pack before bed may also reduce
symptoms. Although some of these measures may offer partial
relief, they will not likely eliminate all symptoms of RLS.
Mark Mahowald, M.D., is professor of neurology at the University
of Minnesota Medical School in Minneapolis, former medical
director of the Minnesota Regional Sleep Disorders Center at
Hennepin County Medical Center in Minneapolis, and a member
of the American Academy of Neurology
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