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FDA in Bed With the Drug Boys on Deadly Propulsid

Why We Missed the Warning Signs of an Unreliable Drug System

It has long been suspected that mega-drug makers were negotiating
behind-the-scene deals to keep their potentially toxic drugs on the
market. According to corporate and government documents, the Food
and Drug Administration (FDA) may have an inadvertent hand in
facilitating that behavior.

Casein point: Propulsid

The fatal side effects evoked by Johnson & Johnson's popular heartburn medicine Propulsid
and the desire to make a profit at the expense of the public's health. For example, when
federal officials informed Johnson & Johnson that Propulsid might be withdrawn from the
market altogether, the government and the company negotiated new warnings for the drug's
label rather than looking out for the public's best interest and immediately removing the drug
from the market.

And it wasn't until two years later with mounting reports of heart injuries and deaths that
Johnson & Johnson finally pulled the drug from the market. At that time, a government
hearing threatened to highlight the drug's long and concealed record of trouble. It's that
hidden record in conjunction with newly obtained corporate and government documents that
allowed the public to see:

e A pharmaceutical company focused on saving a profitable drug despite growing
evidence of harmful effects.

e A drug agency with an inability to monitor and regulate pharmaceutical s effectively
once they hit the market.

Though Johnson & Johnson eventually made five significant changes to Propulsid's warning
label and sent five letters to doctors across the country, for many innocent patients it was
simply too late.

Propulsid'sHorrific History

The history behind Propulsid has many eerie similarities with some of the painkillers
currently at the heart of controversy. For example, just as Pfizer failed to publish an early
study of Celebrex that indicated a heart risk, dozens of studies on Propulsid sponsored by
Johnson & Johnson that might have warned doctors away were also never published.
Moreover, Johnson & Johnson was able to delay and soften some proposed label changes,
just as Merck later did with Vioxx.
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But let's start at the beginning ...

The first signs of trouble regarding Propulsid emerged soon after the drug was approved in
1993 for the treatment of nighttime heartburn in adults. Then, in January 1995, the FDA
received reports of 18 patients using Propulsid who developed serious heart arrhythmias,
one infant died. Johnson & Johnson executives claimed such side effects occurred only in
patients who took Propulsid with other drugs or who had heart problems.

By July 1996, regulators received reports of 57 Propulsid patients (including seven children)
who had developed serious arrhythmias or other heart problems. In August 1997, atop FDA
official wrote to Johnson & Johnson stating that Propulsid's increasing number of cardiac
problems among infants and children suggested that younger patients may be at a greater
risk. Regardless, by 1998, doctors were writing more than half a million prescriptions a year
for children and infants.

Finally, in May 1998, the FDA proposed major changes to Propulsid's label. Y et throughout
the negotiations and label changes, the company kept up its support of physician and patient
groups that were promoting the drug as safe for use in children.

The company and the government negotiated for five years before Propulsid was finally
pulled from the market. But clearly that wasn't soon enough; by January 2000, the FDA had
reports of 80 heart-related deaths and 341 injuries among patients taking the drug. And just
last year Johnson & Johnson agreed to pay some $90 million to settle lawsuits that
eventually involved claims that 300 people died and as many as 16,000 were injured from
taking Propulsid.

New York Times June 10, 2005

Dr. Mercola's Comment:

The above article provides strong evidence that the debacle involving COX-2 inhibiting
drugslike Vioxx, Celebrex and Bextra had important historical precedents.
Unfortunately, the evidence appear s very strong that thisistypical behavior for many
drug companies.

Perhaps you may not be surprised to learn that those who ar e paid to protect your
health frequently cooperate, and some might say conspire, with the very companies
they are mandated to monitor. When the fox starts protecting the henhouse, you can
bet that your long-term interestsare not at the forefront of the fox'sintentions.

When will our country begin to fully appreciate that the drug companies and the FDA
aretypically forced to action after large numbers of people pay the pricefor corporate
greed with their lives?

604 East Street - P.O. Box 10 - Otho, lowa 50569 USA — Phone: 515-972-4444 - Fax: 515-972-4415
http://www.Peopl eA gainstCancer.net/ - info@PeopleAgainstCancer.net

-2.


http://www.wilmingtonstar.com/apps/pbcs.dll/article?AID=/20050610/ZNYT01/506100361/1010/STATE
http://www.mercola.com/2005/feb/23/vioxx.htm
http://www.mercola.com/2005/jun/14/merck_behavior.htm
http://www.mercola.com/2005/jun/14/merck_behavior.htm
http://www.mercola.com/2005/mar/2/vioxx_fda.htm
http://www.mercola.com/2005/mar/2/vioxx_fda.htm
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Related Articles:

How Could Drug Companies be so Evil?

Can You Trust the FDA?

More Evil Behavior from Merck
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http://www.mercola.com/2004/may/15/drug_companies_evil.htm
http://www.mercola.com/2005/jan/5/fda_trust.htm
http://www.mercola.com/2005/jun/14/merck_behavior.htm

