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PoLiCcy &
NEJM Editors Support Plaintiff

Ten current and former New England
Journal of Medicine editors have sided
with the plaintiff in a U.S. Supreme Court
case that could determine how much the
Food and Drug Administration’s approval
of drugs can shield drug manufacturers
from subsequent lawsuits. The high court
is scheduled to hear the case, Wyeth v
Levine, on Nov. 3. The plaintiff, Vermont
musician Diana Levine, had her right arm
amputated after an infection she said was
brought on by an injection of promet-
hazine (Phenergan). She won a judgment
of $6.8 million in a Vermont court. Wyeth
contends that FDA approval should shield
drug makers from state-based lawsuits—
a legal doctrine known as preemption.
“Because the preemption of state failure-
to-warn claims involving prescription
drugs would threaten this nation’s public
health by eliminating a necessary coun-
terpart to the FDA, Amici urge this court
to affirm the decision” of the Vermont
court, the journal editors wrote in the
brief they filed with the Supreme Court.

P4P Working, CMS Says

Medical practices that participated in a
Medicare pay-for-performance demon-
stration program earned $16.7 million in
incentive payments during the program’s
second year by improving the quality of
care for patients with several chronic con-
ditions, including heart failure, coronary
artery disease, and diabetes, according to
the Centers for Medicare and Medicaid Ser-
vices. All 10 of the participating physician
groups achieved benchmark or target per-
formance on at least 25 out of 27 quality
markers for patients with diabetes, coro-
nary artery disease, and heart failure. Five
of the groups achieved benchmark quali-
ty performance on all 27 quality measures.
The groups improved their performance
by changing some office processes and in-
vesting in health information technology.
“These results show that by working in col-
laboration with the physician groups on
new and innovative ways to reimburse for
high-quality care, we are on the right track
to find a better way to pay physicians,” said
Kerry Weems, CMS acting administrator.
The demonstration project was originally
scheduled to last 3 years but has been ex-
tended to a fourth year.

Part D Premiums for 2009

On average, Medicare beneficiaries can ex-
pect to pay about $28 per month for stan-
dard Part D prescription drug coverage
next year. The estimates from the CMS are
based on bids submitted for both prescrip-
tion drug plans and Medicare Advantage
drug plans. The estimated monthly premi-
ums are about $3 higher than the average
monthly premium costs this year, but are
37% lower than projections that were made
when the Medicare prescription drug ben-
efit was created in 2003. The $3 increase is
based in part on rising drug costs in gener-
al and higher costs for catastrophic drug
coverage. In some cases, price increases
could be significant, Mr. Weems said dur-
ing a teleconference. However, he noted
that most beneficiaries will have the option
to switch to a prescription drug plan with
the same or lower premiums as they paid
this year. Open enrollment for the fourth
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year of the Medicare Part D program is set
to begin in November.

Genomics Collaboration

Pharmacy benefit manager Medco Health
Solutions and the FDA have partnered to
study genetic testing, according to Medco.
The agreement extends to Aug. 31, 2010.
Over the next 2 years, Medco will deliver a
series of reports to the FDA that will ad-
dress the safety of prescription drugs, physi-
cian participation in pharmacogenomics
testing, the usefulness of the tests in pre-
scribing, and quantifying prescription in-

formation that contains genetic informa-
tion. Medco said its reports will be derived
from clinical settings, including one that will
examine whether physicians are willing to
change the dose of a prescription based on
a genetic test result. “Studying this field can
advance pharmacy care to remove some of
the trial and error in how medications are
prescribed,” Dr. Robert Epstein, Medco
chief medical officer, said in a statement.

Uninsured Spend $30B on Care

Americans who lack health insurance for
any part of 2008 will spend $30 billion out
of pocket for health services and receive
$56 billion in uncompensated care while
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uninsured, according to a study in Health
Affairs. Government programs will pay for
about $43 billion for the uncompensated
care, the researchers reported. Compared
with people who have full-year private
health care coverage, people who are unin-
sured for a full year receive less than half as
much care but pay a larger share out of
pocket, the authors reported. Someone
who is uninsured all year would pay 35%,
or $583 on average, out of pocket toward
average annual medical costs of $1,686. In
contrast, annual medical costs of the pri-
vately insured average $3,915, with 17%, or
$681 on average, paid out of pocket.
—Jane Anderson

from baseline to Week 8.

and ANCOVA for the pairwise comparison in 1 study.

DRIVE
POWER THAT LASTS

In 6 randomized, double-blind, placebo-controlled,
8-week clinical trials, TEKTURNA 150 mg and TEKTURNA
300 mg were studied in patients with mild-to-moderate hypertension

(msDBP 295 mm Hg and <110 mm Hg). The range of non-placebo adjusted
SBP/DBP reductions from baseline: TEKTURNA 150 mg: 9/8 to 13/10 mm Hg*;
TEKTURNA 300 mg: 13/9 to 16/12 mm Hg'; placebo was 3/3 to 10/9 mm Hg in
the 6 studies. Across the 6 trials the mean baseline BP range was 152-155/99-
100 mm Hg. The primary end point in these trials was mean change in msDBP

“P<0.05 vs placebo by ANCOVA with Dunnett’s procedure for multiple comparisons in 4 studies
P<0.05 vs placebo by ANCOVA with Dunnett’s procedure for multiple comparisons in 5 studies

Once-daily TEK TURNA® for hypertension

Once-daily

Tekturna
(aliskiren) tablets 150mg-300mg

TEKTURNA is indicated for the treatment of hypertension. It may be used alone or
in combination with other antihypertensive agents. Use with maximal doses of ACE
inhibitors has not been adequately studied.

Important Considerations

USE IN PREGNANCY: When used in pregnancy, drugs that act directly on the renin-angiotensin system can cause injury
and even death to the developing fetus. When pregnancy is detected, TEKTURNA should be discontinued as soon as
possible. See WARNINGS: Fetal/Neonatal Morbidity and Mortality.

Angioedema of the face, extremities, lips, tongue, glottis, and/or larynx has been reported in patients treated with TEKTURNA.

Volume- and/or salt-depletion should be corrected in patients before administering TEKTURNA or symptomatic hypotension
may occur.

Adverse events with increased rates for TEKTURNA compared with placebo included diarrhea, cough, rash, elevated uric acid,
gout, and renal stones.

Please see brief summary of Prescribing Information on adjacent page.





