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PoLicy &
Vytorin Probe Expanded

The House Energy and Commerce Com-
mittee has expanded its investigation of
the circumstances surrounding the release
of data from the ENHANCE trial (see ar-
ticle on p. 1). In December, the Commit-
tee wrote to Merck & Co. and Schering-
Plough seeking more information on
ENHANCE, alleging potential data fraud.
Raising the specter of Vioxx, Rep. John
Dingell (D-Mich.) and Rep. Bart Stupak
(D-Mich.) said they want to find out what
Merck and Schering-Plough knew about
Vytorin's apparent lack of efficacy and
when they knew it. The release of equiv-
ocal ENHANCE results last month
prompted the committee to question the
propriety of the Vytorin direct-to-con-
sumer ad campaign. The companies sub-
sequently pulled the television commer-
cials, and modified the print ads. “We are
interested in whether the Food and Drug
Administration’s Division of Drug Mar-
keting, Advertising, and Communications
has been involved with these Vytorin ad-
vertisements,” the congressmen wrote to
Dr. Andrew von Eschenbach, FDA com-
missioner, in a Jan. 16 letter. “Physicians
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and their patients should have been made
aware as soon as possible that Vytorin
provided no benefit over a widely-used,
cheaper, generic alternative,” they said.
Shortly thereafter, the panel wrote the
companies seeking information on sec-
ondary end points. The committee also
wrote to the Centers for Medicare and
Medicaid Services to find out how much
the two federal health programs have
spent on Vytorin since April and to ask
whether the CMS has considered with-
drawing payment for the drug.

Jarvik’s Endorsement Questioned

The House Energy and Commerce Com-
mittee also is investigating celebrity en-
dorsements of prescription drugs in direct-
to-consumer advertisements, with a focus
on Dr. Robert Jarvik’s TV ads for Pfizer’s
Lipitor (atorvastatin). The committee
wrote to Pfizer CEO Jeffrey B. Kindler last
month, seeking all correspondence,
records, and contractual arrangements
with Dr. Jarvik. In addition, the commit-
tee asked for “any records relating to the
veracity of any claims” made by Dr. Jarvik,
along with documentation of whether he
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uses the drug and medical records that
would indicate his diagnosis or purpose for
using Lipitor. The letter stated that the ad
might be misleading, since it appears that
Dr. Jarvik is endorsing the drug and that
he “may not be a practicing physician
with a valid license in any state.” The
committee wrote separately to the FDA,
seeking records of agency reviews of the
ad or complaints relating to the campaign.
Pfizer was given until the end of January
to respond. A Pfizer spokeswoman said,
“We intend to fully cooperate with the
congressional committee’s request.”

FDA and Tobacco Redux

A coalition of medical professional soci-
eties and health advocates once again is
pushing for approval of legislation to
grant the FDA the authority to regulate
tobacco. Last year, the Family Smoking
Prevention and Tobacco Control Act (H.R.
1108/8. 6.35) garnered 216 House cospon-
sors but stalled in committee; the Senate
companion had 54 cosponsors. American
Heart Association lobbyists told reporters
last month that the bill soon would be
marked up by the House Energy and
Commerce Committee. Dr. Clyde Yancy,
speaking for the AHA, noted that tobac-

co manufacturers continue to target chil-
dren, spending $36 million a day on mar-
keting, most of it directed at kids. Each
day, 4,000 children start smoking; of those,
1,000 will become lifelong smokers, said
Dr. Yancy, medical director at the Baylor
Heart and Vascular Institute in Dallas.
The American Medical Association also
called for FDA regulation of tobacco, in re-
sponse to an American Lung Association
report faulting federal control policies.

Feds’ Failing Tobacco Grade
A recently issued American Lung Associa-
tion report gives the federal government
Ds and Fs for failing to provide the FDA the
authority to regulate tobacco, and for not
raising taxes or putting policies into place
to encourage cessation. “The State of To-
bacco Control: 2007 reported that states
are in many ways doing a better job than
the feds: 21 states have workplace smoking
bans, and 25 states have a cigarette tax of
$1 or more per pack. Twelve states received
an F on taxes, however. Only nine states
got an A for funding cessation and pre-
vention programs at 90% or more of the
levels recommended by the Centers for
Disease Control and Prevention.

—Alicia Ault
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PROFESSIONAL OPPORTUNITIES

& EKG Machines for LESS!!

Our machines come with a long-
term warranty and in-office training.

Choose from the following special deals:

AT-1i: Multi-channel EKG
w/interpretation $1,398

AT-2i: Multi-channel EKG
w/interpretation & full page
printout $1,856 »

AT-2 light: Multi-channel EKG
w/interpretation, full page I"-
printout & alphanumeric 1
keyboard $2,275 i1

AT-2 plus: Multi-channel EKG
w/interpretation, full page
printout, alphanumeric keyboard
& EKG waveform display $2,677
Add spirometry for $1,000

Medical Device Depot

See before youbuy!!
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Refurbished Ultrasounds-Pulse Oximeters-Spirometers
PC Based EKGs-Stress Test Systems-PC Based Holter Systems
Ambulatory BP Monitors-Vital Signs Monitors-Dopplers

Call for on-site demonstration or more info!

Toll Free 877-646-3300

www.medicaldevicedepot.com

FOR CLASSIFIED RATES
AND INFORMATION:
Brian Vishnupad, Elsevier, 360 Park Avenue
South, New York, NY 10010. (212) 633-3129.
FAX: (212) 633-3850.
Email ad to: b.vishnupad @elsevier.com

Help Fight Leukemia
Donate Blood and Platelets

For information on donating blood,
Call 1-800-GIVE-LIFE
Or contact your local Red Cross
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ARTERY 8

25" - 27" September 2008
Het Pand, Ghent University, Ghent, Belgium

The eighth European conference in a series of
meetings to provide a forum for discussion on
arterial structure and function

Highlights of the Programme include:

® Genes and the vascular wall
® Methodological considerations on measuring arterial function
and structure
® Debate on therapeutic possibilities
® Joint sessions with ESC and ESH Working Groups
e Biomechanics in diagnosis and treatment of arterial function
and disease
® | arge artery structure and function in large epidemiological trials
e Lively discussions and guided poster tours
e Awards for oral and poster presentations from submitted abstracts

Scientific Organisers:
Professor John Cockcroft (UK)
Professor Luc Van Bortel (Belgium)

For further information on the Programme, Registration
and Call for Abstracts, please contact the Secretariat:

Hampton Medical Conferences Ltd.
113-119 High Street,

Hampton Hill, Middlesex, TW12 1NJ, UK
Tel:  +44 (0) 20 8979 8300

Fax:  +44 (0) 20 8979 6700

Email: artery@hamptonmedical.com
Web: www.artery.uk.net
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