July 1, 2008 « www.familypracti

cenews.com

Cardiovascular Medicine 11

Heart Device Guidelines Stress Medical Therapy

BY SHERRY BOSCHERT

San Francisco Bureau

SaN FraNcisco — New guidelines
from three major heart-specialty organiza-
tions on the use of implantable devices for
heart rhythm abnormalities emphasize talk-
ing with patients about their needs and de-
sires, and stress optimizing medical therapy.

“For the first time, we have addressed
human needs and not just numbers,” such
as ejection fractions, when considering
implanting pacemakers, defibrillators, or
cardiac resynchronization therapy (CRT)
devices, Dr. Andrew E. Epstein said at a
press conference at the annual meeting of
the Hearth Rhythm Society (HRS). “We

Before pacemaker implantation, the
guidelines stress talking to patients.

really need to talk to patients, be at the
bedside, find out what they want, and see
that their issues are addressed,” he said.

This has been implied in previous guide-
lines but never made as explicit as in the
new guidelines issued jointly by the Amer-
ican College of Cardiology (ACC), the
American Heart Association (AHA), and
the HRS, said Dr. Epstein, chair of the joint
task force that produced the new guide-
lines and professor of medicine at the Uni-
versity of Alabama at Birmingham.

“Especially with devices, the issue of re-
calls and safety advisories has interfered
with the trust of the public with physicians.
I think we have a credibility issue,” he said.
In addition to guidance on talking with pa-
tients before implanting devices, the guide-
lines for the first time also provide guidance
on talking with patients about end-of-life
care and when to turn off the devices.

The ACC/AHA/HRS “2008 Guidelines
for Device-Based Therapy of Cardiac
Rhythm Abnormalities” updates the 2002
joint guidelines by the ACC and AHA,
and, more than ever, emphasizes the need
for optimal medical therapy before the im-
plantation of a cardiac device is consid-
ered. “We're trying to emphasize that a
global approach to patients is what saves
lives,” Dr. Epstein said.

The guidelines are the first to cover all
cardiac implantable devices.

Data from recent studies and advances
in device technology influenced some key
changes in recommendations. “We can
very strongly tell physicians that primary
prevention of sudden cardiac arrest is very
important,” Dr. Epstein said.

Some studies published in recent years
have made the issue of which ejection frac-

tion should be the cutoff for initiating the

consideration of implantable devices “very

murky,” he added. The new guidelines
clarify that patients with an ejection frac-

tion of 35% or less should be considered

for device implantation.
The section on the use of CRTSs to man-
age heart failure has been expanded great-

ly, thanks to an abundance of recent trial

data. The guidelines primarily are evi-
dence based, will be reviewed annually,
and will evolve as technology advances.

“Indications for ICDs, CRT devices, and
combined ICDs and CRT devices are [con-
tinually changing] and can be expected to
change further as new trials are reported,”
Dr. Epstein said.

In addition to addressing cardiac ar-
rhythmias, heart failure, congenital heart
disease, and sudden cardiac arrest as indi-
cations for device-based therapy, the new
guidelines for the first time also address
treatment for genetic disorders, including
catecholaminergic polymorphic ventricu-

lar tachycardia, Brugada syndrome, ar-
rhythmogenic right ventricular cardiomy-
opathy, and short QT syndrome.

The full text of the guidelines is posted
on each group’s Web site (www.acc.org;
http:/ /my.americanheart.org; and www.
hrsonline.org). An executive summary and
abbreviated recommendations were pub-
lished in the May 27 issues of the Journal
of the American College of Cardiology
and the journal Circulation, and in the
June issue of Heart Rhythm. m
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Indications and usage

Levemir® is indicated for once- or twice-
daily subcutaneous administration for the
treatment of adult and pediatric patients
with type 1 diabetes mellitus or adult
patients with type 2 diabetes mellitus who
require basal (long-acting) insulin for the
control of hyperglycemia.

Important safety information

Levemir® is contraindicated in patients
hypersensitive to insulin detemir or one of
its excipients.

Hypoglycemia is the most common
adverse effect of all insulin therapies,
including Levemir®. As with other
insulins, the timing of hypoglycemic
events may differ among various insulin
preparations. Glucose monitoring is
recommended for all patients with
diabetes. Levemir® is not to be used in
insulin infusion pumps. Any change of
insulin dose should be made cautiously
and only under medical supervision.
Concomitant oral antidiabetes treatment
may require adjustment.

Inadequate dosing or discontinuation of
treatment may lead to hyperglycemia and,
in patients with type 1 diabetes, diabetic

Please see brief summary of Prescribing Information on adjacent page.
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ketoacidosis. Levemir® should not be
diluted or mixed with any other insulin
preparations. Insulin may cause sodium
retention and edema, particularly if
previously poor metabolic control s
improved by intensified insulin therapy.
Dose and timing of administration may
need to be adjusted to reduce the risk of
hypoglycemia in patients being switched
to Levemir® from other intermediate or
long-acting insulin preparations. The dose
of Levemir® may need to be adjusted in
patients with renal or hepatic impairment.

Other  adverse  events  commonly
associated with insulin therapy may include
injection site reactions (on average, 3% to
4% of patients in clinical trials) such as
lipodystrophy, redness, pain, itching,
hives, swelling, and inflammation.

"Whether these observed differences
represent true differences in the effects of
Levemir®, NPH insulin, and insulin glargine
is not known, since these trials were not
blinded and the protocals (eg, diet and
exercise instructions and monitoring)
were not specifically directed at exploring
hypotheses related to weight effects of
the treatments compared. The clinical
significance of the observed differences in
weight has not been established.

FlexPen® and Levemir® are registered trademarks of Novo Nordisk A/S.
© 2008 Novo Nordisk Inc.
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For your patients with

type 2 diabetes,

start once-daily Levemir®

Levemir® helps patients with diabetes achieve their

A1C goal.'?
e 24-hour action at a once-daily dose®*

* Provides consistent insulin absorption and action,
day after day>>®
e Less weight gain’?
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