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Drug Injury Watch

Prescription Drug Side Effects News and Information from Attorney Tom Lamb

Natrecor Safety Controversy Considered In
Two May 2007 Medical Journal Articles

Thursday, May 10, 2007

Is Natrecor An Example Of Why Dr. Steven Nissen Thinks That The FDA Is
Dysfunctional And In Need Of Reform?

(Posted by Tom Lamb at DruglnjuryWatch.com)

Natrecor (nesiritide) is approved for the treatment of patients with acutely
decompensated heart failure who suffer from symptoms at rest or with minimal
exertion.

In the past couple of years there have been serious concerns, however, about whether
Natrecor causes excess mortality and worsening renal insufficiency. In short, the issue
is whether the benefits of Natrecor outweigh the associated risks.

The May 2007 edition of Current Radiology Reports includes two articles of interest to
those of us who are following this issue of drug safety for Natrecor.
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The first article, "Nesiritide for acute decompensated heart failure: does the benefit
justify the risk?", is co-authored by Jonathan Sackner-Bernstein, M.D., of Clinilabs,

Inc. in New York. Dr. Sackner-Bernstein is a long-standing critic of Natrecor, and has H
consistently argued that more testing of Natrecor is necessary. In this article Dr. :‘:'
Sackner-Bernstein reiterates that position, as seen in the free Abstract available

online:

[Natrecor's] approval was based on a clinical development program that :
focused on surrogates and short-term effects on symptoms rather than |
clinical outcomes. The association between its use and subsequent risk of
death raises the question of whether the endpoints assessed in the clinical 1
development program were adequate, and provides the opportunity to

evaluate the process of weighing risks with benefits. We conclude that with
nesiritide, the risks of therapy outweigh the benefits demonstrated to date.

The second article, "Safety and efficacy of nesiritide for acute decompensated heart

failure: recent literature and upcoming trials", examines the background of the

ongoing controversy about the safety of Natrecor and looks forward to the future H
clinical trials that are intended to resolve the risk-benefit issue for this heart-failure P
drug. From the free online Abstract for this article:

L]

We review the recent evidence regarding the efficacy and safety profile of
nesiritide, and discuss upcoming trials designed to address concerns
regarding safety and the comparative efficacy of nesiritide.

Finally, the same May 2007 edition of Current Cardiology Reports has a commentary
by this medical journal's editor-in-chief, Steven E. Nissen, M.D. His piece is entitled
"The US Food and Drug Administration: A Dysfunctional Agency in Need of Major
Reforms". Unfortunately for us there is no free Abstract available for this item.
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House Payments Fall Again

$180,000 Mortgage for $999/mo. See Rates - No Credit £

Check Required. /

www.LowerMyBills.com
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Napa Valley Wine Tour and Accommodations

The Yountville Inn in Napa Valley, CA provides a variety

of activities. Swim in the heated pool

www.yountvilleinn.com [

Popcorn Machines from Growpopcorn.com

GrowPopcorn.com sells Nostalgic Popcorn Poppers and

popcorn seed.

growpopcorn.com

Kitchen Island

Made in the USA, Butcherblock adds a functional look <

to your kitchen. [

www.chefdepot.net <

Ads by Yahoo! ¢

<
\
F
f

Home News Sports Entertainment Opinions Lifestyles Cars Jobs
Journal-News.com: Advertise Advertiser Tools Customer Service - FAQ Our Partners Rated witt

Copyright 2007 Hamilton Journal-News, Hamilton, Ohio, USA. All rights r

By using Journal-News.com, you accept the terms of our visitor agreement and privacy policy. You may

COX

HEWSPAFERS

http://www.journal-news.com/l/content/oh/story/living/health/blogburst.ntml?bbPostld=B... 11/28/2007



