TYPE 1 & TYPE 2

Continuous Glucose Monitors For Kids

IN MARCH, the U.S. Food
and Drug Administration
approved two continuous
glucose monitoring systems for
children with diabetes between
the ages of 7 and 17. These new
models of systems already in
use by adults should be avail-
able by the end of this summer.

Continuous glucose monitor-
ing (CGM) systems work via a
sensor worn under the skin that
measures glucose in interstitial
fluid (fluid between cells) every
5 minutes. The sensor transmits
these data wirelessly to a de-
vice, kind of like a pager, which
gives a readout of blood glucose
values. The FDA requires that
patients be instructed to use tra-
ditional monitors and finger-
stick measurements to calibrate
CGM devices and to confirm
CGM readings before making
treatment decisions.

Both of the new systems
are made by the company
Medtronic. The pediatric model
of the Guardian REAL-time
system is a stand-alone CGM
system, while the pediatric
model of the MiniMed Para-
digm REAL-time system is
integrated with an insulin pump.
It does not automatically deliver
insulin doses in response to
glucose readings, however; pa-
tients must still program pumps
manually. Both pediatric ver-
sions feature a preprogrammed
alarm that sounds when blood
glucose reaches 90 mg/dl or
below. This FDA-mandated
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safety feature alerts children—
and their parents—to possible
low blood glucose. The adult
versions allow patients to set
their own alarm threshold for
low blood glucose.

“I’m very much in favor of
these devices for anyone who is
motivated to improve their
diabetes,” says Bruce Bucking-
ham, MD, a professor of pediat-
ric endocrinology at Stanford
University School of Medicine
who has written roughly 25
scientific papers on CGM. And
indeed, Buckingham’s studies
have shown that CGM can help
motivated kids get better blood
glucose control. He says he
has seen patients improve their
management at mealtimes and
avoid lows at night.

Buckingham does offer one
caution about the new systems:

He’s concerned that frequent
and unnecessary alarms might
disrupt children’s sleep because
of the preset pediatric alarm
threshold of 90 mg/dl.

The devices are only avail-
able by prescription for adults
and children. No major insur-
ance carriers cover CGM at
this time. Insurance coverage
for adult and pediatric versions
could be 2 to 3 years away,
says Steve Sabicer, senior man-
ager of public relations with
Medtronic in Los Angeles. The
Guardian system costs $1,399
and the Paradigm system costs
$999 (insurance typically covers
the cost of the insulin pump). A
monthly supply of sensors costs
$350. The pediatric versions
should cost roughly the same,
says Sabicer.

—Kate Ruder

AUGUST 2007 23



‘ PRACTICALL I VING

news you can use

FDA Fights Fake Meds Online

The U.S. Food and Drug Administration (FDA)
warned consumers in May about the dangers of
buying prescription drugs online. The agency had
received three reports of counterfeit versions of
the weight-loss drug Xenical sold on the Web
sites brandpills.com and pillspharm.com. The
counterfeit capsules did not contain the active
ingredient orlistat.

Brandpills.com and pillspharm.com are two of
24 related Web sites that appear together on a
separate Web site called pharmacycall365.com.
“Four of these Web sites previously have been -
identified by FDA’s Office of Criminal Investigation as being associ-
ated with the distribution of counterfeit Tamiflu and counterfeit
Cialis,” according to an FDA press release.

The FDA believes these Web sites operate outside the United
States and warns consumers about buying from them. For FDA
information about buying prescriptions online visit www.fda.
gov/buyonline.

—Kate Ruder

The 24 suspect Web sites are:

= allpills.net

® pharmacy-4u.net

m directmedsmall.com
= brandpills.com

= emediline.com

m rx-ed.com

= rxepharm.com

m pharmacea.org

= unitedmedicals.com
= best-medz.com

= usapillsrx.net

= usamedz.com

= bluepills-rx.com

= genericpharmacy.us
= i-kusuri.jp

= pillspharm.com

= menshealthdrugs.net
= bigxplus.net

= mediclub.md

= pillenpharm.com

= bigger-x.com

= pillsland.com

= ezmedz.com

More FDA Online Resources

Consumers have two new Web tools from the FDA. The newly
launched www.fda.gov/consumer provides information on a
potpourri of health topics, from drug approvals and recalls to

food safety. You can also sign up for a monthly e-newsletter at
www.fda.gov/consumer/consumerenews.html. :
—Kate Ruder :
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New Insulin Pen
Remembers Doses

Ever use an insulin pen
and forget to write down
your dose? The HumaPen
Memoir insulin pen,
released by Eli Lilly and
Company in February, may
help. It records the last 16
doses of insulin delivered,
including the priming
doses.

With the pen you can
inject between 1 and 60
units of Humalog (insulin
lispro) from a 3-ml cartridge.
If you dial up too many
units, it will allow you to
correct the dose before
taking your shot.

The HumaPen Memoir is
available by prescription
only. Insurance coverage
varies so check with your
provider.

—Terri D’Arrigo

AUGUST 2007

COLIN ANDERSON/JUPITER IMAGES



