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FDA: Tysabri OK if Everyone Stays in TOUCH

NEWSBRIEFS

or a placebo and housed them for six says in
a sleep laboratory under constant dim light-
ing and had them go to sleep five hours earli-
er than their habitual bedtime. Upon awaken-
ing, the ramelteon patients produced more
rapid circadian phase advancement at all
doses than the control group and had rough-
ly the same adverse effects.  

n AED Gets a Passing Grade. Pediatric
patients with mild or well-controlled epilepsy
who are worried about cognitive impairment
associated with AED use may be good candi-
dates for lamotrigine as an adjunctive thera-
py. A double-blind, placebo-controlled
crossover study of 61 children ages seven to
17 years found no significant difference in
continuous performance, binary choice reac-

tion time, verbal and nonverbal recognition,
computerized visual searching task, verbal
and spatial delayed recognition, or verbal and
nonverbal working memory between lamot-
rigine and a placebo. Seizure frequency was
also similar during each treatment phase
whether the patients were taking lamotrigine
or a placebo. (Neurology 2006;66:1495-
1499)

n Favorable Data for Frova. A recent
phase III clinical trial indicates that frovatrip-
tan (Frova) may prove to be an effective pre-
ventive treatment for menstrual migraine. The
study, which was conducted by the Nashville
Neuroscience Group and will be published in
full later this year, compared frovatriptan with
placebo in 427 female patients and found the

n Rhythms of Rozerem. People who
need to fall asleep earlier than their normal
bedtime, such as jet-lagged travelers, can
adjust their internal sleep-clock with a pill. A
study presented at the 10th Biennial Meeting
for the Society for Research of Biological
Rhythms showed that ramelteon (Rozerem)
may be useful for those who are trying to go
to sleep five hours before their usual bedtime
by prompting the production of dim light
melatonin secretion. The double-blind study
enrolled 75 healthy adults who received
either ramelteon (1mg, 2mg, 4mg or 8mg)

SHORTTAKES

The unpredictable saga of a treatment
that proved effective for an unpre-
dictable condition may finally have

come to a conclusion. On June 5th the
FDA allowed natalizumab (Tysabri) to
return to the US market as monotherapy
for multiple sclerosis patients. Manu-
facturers Elan Corp. and Biogen Idec rec-
ommend it be used for patients who have
had an inadequate response to, or are
unable to tolerate, alternate MS therapies. 

In light of the adverse events that
prompted its removal from the market,
Tysabri now has a stringent program to
both assess and minimize the risk of the
patient developing PML that puts restric-
tions on who can prescribe and administer
the treatment. The FDA’s risk management
plan, called the Tysabri Outreach: United
Commitment to Health (TOUCH) Pre-
scribing Program, requires the following for
Tysabri’s distribution:

• The drug will only be prescribed, dis-
tributed and infused by prescribers, infu-
sion centers and pharmacies registered with
the program.

• Tysabri will only be administered to
patients who are enrolled in the program.

• Prior to initiating the therapy, health-
care professionals are to obtain the patient’s
MRI scan to help differentiate potential
future MS symptoms from PML.

• Patients on Tysabri will need to be
evaluated at three and six months after the
first infusion and every six months there-
after; their status will be reported regularly
to Biogen Idec.  

Davia Temin, a spokesperson for Elan,
says Biogen Idec and the FDA are current-
ly working together to develop materials for
both patient and physician education such
as a medication guide, a TOUCH enroll-
ment form, and a monthly pre-infusion
checklist. Prescribers interested in joining
TOUCH must also meet a set of require-
ments, including: 

• Being capable of diagnosing and man-
aging opportunistic infections and PML,
or prepared to refer to specialists with those
abilities.

• Counseling all patients on the risks
and benefits of Tysabri.

• Reporting to Biogen Idec any cases of
PML, hospitalization due to opportunistic
infection and death as soon as possible.

MS specialist Jeffrey Greenstein, MD of

Philadelphia
says he will be
a part of the
TOUCH pro-
gram. “I think
the terms of
the risk man-
agement plan
are appropri-
ate for moni-
toring patients who are being treated with
Tysabri,” he says. “In some respects, it’s
protecting us as physicians by showing
that if we follow this program, we’ve given
optimal care and that we’re monitoring
our patients for any problems.” He also
says he feels the “black box” warning for
Tysabri’s revised label is appropriate. 

While some MS patients may be glad to
have the treatment back, they and their
health insurers may not be happy about
how much it costs. Before it was withdrawn
the treatment cost $23,500 for 13 infusions
per year, and in May Elan CEO Kelly
Martin says there is future “headroom” to
raise the price. Ms. Temin says it has yet to
be determined if the cost of therapy will be
increased. PN
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rates, and while surgical clipping carried a
higher risk its patients rarely needed to be
retreated. Ultimately, when all the statistics
were adjusted, the differences in the risks for
each treatment were not significant. 

n The Heart of the Matter. A factor that
could raise the risk of dementia and Alzheimer’s
disease may reside far outside the patient’s
brain. Researchers at the Karolinska Institute of
Stockholm examined a community-based
cohort of 1,301 non-demented individuals who
were at least 75 years old over a nine-year peri-
od. During the study 400 patients were diag-
nosed with dementia, including 333 who devel-
oped Alzheimer's disease. A multi-adjusted Cox
regression analysis indicated that patients with
a history of heart failure had an increased risk

of dementia (hazard ratio 1.84) and Alzheimer’s
disease (hazard ratio 1.80).  (Arch Intern Med
2006;166:1003-1008)

n Push-button Pain Relief. Johnson &
Johnson may have lost its patent on
Duragesic skin patches, but its new fentanyl
delivery system may be a safer alternative. In
May the FDA approved the Ionsys device, a
new product that allows surgery patients to
receive controlled amounts of painkiller
through their skin by pressing a button. This
new system uses a weak electric current to
deliver a pre-programmed amount of fentanyl
across and adhesive strip, and the device has
built-in safeguards to prevent overmedica-
tion. To date this is the only needle-free,
patient-administered analgesic system. 

treated group had a significantly higher number
of migraine-free periods. Frova’s manufacturer,
Endo Pharmaceuticals, announced it will file an
application with the FDA for this indication in the
near future.  

n I’m OK, You’re OK. The debate over coil
embolization versus surgical clipping for ruptured
aneurysms may end with a very diplomatic
answer. The just-completed Cerebral Aneurysm
Rerupture After Treatment (CARAT) study fol-
lowed a pool of 1,010 patients (711 were surgi-
cally clipped and 299 received coils) for almost
nine years. According to a study in Stroke
2006;37:1437-1442, the researchers found both
were effective in the long-term. While late retreat-
ment was more common among coil patients, it is
a much safer procedure with a low complication

Parkinson’s patients now have a new
choice for both monotherapy treat-
ment and combination therapy. On

May 17th the FDA approved the MAO-
B inhibitor rasagiline (Azilect) for initial
monotherapy in early-stage Parkinson’s
as well as in combination with levodopa
for more advanced cases of the disease.
The treatment’s manufacturer, Teva
Pharmaceuticals, said it planned to
launch the product within eight to 10
weeks of approval. 

According to data from the TEMPO
study, which was presented on October
3rd, 2005 at the American Neurological
Association’s 130th annual meeting in
San Diego, the effectiveness of rasagiline
emerges as early as four weeks after the
treatment is initiated and is maintained
for at least 52 weeks. Specifically, 21.8
percent of subjects on 1mg and 20.5 per-
cent of those on 2mg showed at least a 20
percent improvement in their Unified
Parkinson’s Disease Rating Scale
(UPDRS) scores, compared to 16.1 per-
cent of those on placebo. After 52 weeks,
those who were on either dose of the
treatment showed significantly less pro-

gression from baseline in total UPDRS
scores compared to those who were
switched from a placebo at week 26, with
the differences in mean scores being 1.68
units lower for those on 1mg and 1.86
units lower for those on 2mg. Rasa-
giline’s possible neuroprotective effect
was not included in the FDA indication
but continues to be studied by the man-
ufacturer. While the FDA noted there
seemed to be an increase in skin cancer in
patients in clinical trials, there was no
direct evidence to link the drug to these
cases.

Another benefit of rasagiline is that it
is apparently no more likely to cause
adverse effects in older patients than it is
in younger ones. In Neurology 2006;
66:1427-1429, Christopher Goetz, MD
and colleagues at Rush University
Medical Center in Chicago reported data
from an analysis of two studies that
investigated this treatment as a mono-
therapy (TEMPO) and as a adjunct to
levodopa (PRESTO). They focused on
the patients who were over 70 and found
that rasagiline was more often linked to
adverse effects when used an adjunct to

levodopa than when it was given alone
(p=0.03) and that there was no apparent
age-drug interaction in the overall analy-
sis. The authors concluded that rasagiline
therapy probably would not require spe-
cial monitoring for elderly patients. 

Parkinson’s patients in the early phas-
es of the disease may be able to delay the
progression of their symptoms by taking
selegiline, the only other MAO-B
inhibitor available for Parkinson’s.
Researchers at Karolinska University
Hospital Huddinge in Stockholm stud-
ied 140 patients in a double-blind, place-
bo-controlled study for seven years and
assessed their clinical disease progression
by observing their development of
parkinsonian disability and emergence of
motor fluctuations. The researchers
found that symptom progression in the
selegiline group was significantly slowed,
with a mean UPDRS score nearly 10
points higher after five years in combina-
tion therapy. The placebo group also had
a mean dose of levodopa that was 19 per-
cent higher than the selegiline group
after five years. (Neurology 2006;
66:1200-1206) PN

Expanding the Role of MAO-B Inhibitors in Parkinson’s Disease 

                     


