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Drug Companies Cook Books, Misleading Doctors
By Brandon Keim November 25, 2008 | 1:00:19 PM Categories: Medicine & Medical Procedures  

The difference between what drug companies tell the government and doctors suggests that they're
cooking the books, which could mislead doctors making prescriptions. 

Of 33 new drugs approved by the Food and Drug Administration in 2001 and 2002, one-fifth of
supporting clinical trials were not published in medical journals, according to a new study. And those
results that were published were often more positive than what companies presented to the FDA in their
applications. As a result, potentially unreliable data is being used to promote drugs on which billions of
dollars and thousands of lives may ride.

"Some studies aren't published at all. Then, when they are, there are little changes that make the papers
look more favorable towards the product," said review co-author Lisa Bero, a University of California, San
Francisco health policy expert.

If new Ñ and typically more expensive Ñ drugs are only slightly better than existing drugs, but otherwise
are comparable, this is largely an ethical and financial problem. But if the drugs later prove harmful, the
damage can be profound.

In 2004, Merck's blockbuster anti-inflammatory drug Vioxx  was pulled from the market after killing an
FDA-estimated 27,000 people. The drug doubled heart attack risk Ñ a side effect that critics say was
glossed over in the company's studies, which in retrospect were partly marketing propaganda. Another
Merck blockbuster, the cholesterol-lowering drug Vytorin, has proven ineffective . GlaxoSmithKline's best-
selling diabetes drug Avandia was allowed to remain on the market, but only with a label stating its
apparent cardiovascular risks.

None of those drugs were among the applications reviewed in by Bero, and her team reviewed only efficacy
rather than safety data. But the underlying problem was similar: Doctors and researchers who trusted in
prestigious, peer-reviewed journals were given a false impression of the medicines.

"It's more of the same," said Arthur Levin, director of the nonprofit Center for Medical Consumers. "It
confirms that this is not an open, transparent process. There is still the opportunity for sponsors of new
products to try and tip the scales in their favor."

Among the differences between results submitted to medical journals and to the FDA were trials that
didn't favor a company's product, Bero found. Only half of 43 such outcomes were reported in the
literature. More subtly, but just as importantly, key pieces of trial data vanished.

"The main thing that jumped out at me was the addition and deletion of primary outcomes. Those are the
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"The main thing that jumped out at me was the addition and deletion of primary outcomes. Those are the
most important outcomes of a trial. To find that one disappeared from a paper, or just appeared in a
paper, is pretty amazing to me," said Bero.

FDA spokeswoman Rita Chappelle stressed that the agency bases its decisions on application data, not
medical literature. Once a drug is approved, she said, the agency's scientific review is made available to the
public. "This allows anyone to see what studies were done and what the results were," she said.

But in a commentary  accompanying Bero's review, published yesterday in Public Library of Science
Medicine , Mayo Clinic researcher An-Wen Chan wrote that the content and availability of FDA releases "is
variable, and sections are often redacted." Such information, agreed both Chappelle and Levin, is also
harder for doctors to read than traditional journal articles.

However, even if the FDA makes application data available, and no changes are made to journal
publications, the troublesome fact remains that commercially funded studies systematically favor their
sponsors. Bero calls for the FDA to be overhauled to run clinical studies itself, as is done by comparable
agencies in Italy and Spain.

"The Italian FDA collects money from every drug company that sells drugs in Italy, pools that, and funds
drug trials. They fund the sort of head-to-head drug comparisons that companies don't like to fund. And
they have independent people peer-reviewing the trials. It's a great model," she said. 

The Pharmaceutical Research and Manufacturers Association of America, the drug industry's trade group,
defended the current system in a prepared statement.

ÒThe critical information that health care providers need to make appropriate prescribing decisions are
found in the Food and Drug Administration-approved drug label, which synthesizes key details, including
important drug safety information that may not be included in a published paper," said senior vice
president Ken Johnson.

Reporting Bias in Drug Trials Submitted to the Food and Drug Administration: Review of Publication
and Presentation  [PLoS Medicine]

Bias, Spin, and Misreporting: Time for Full Access to Trial Protocols and Results  [PLoS Medicine]
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Posted by: Anonymous | Nov 25, 2008 11:53:30 AM

IMHO, the best way forward is for the FDA to do the trials, with strict monitoring and oversight of the
FDA. If this was really done right, the GOA structure could be changed to include experts from all fields,
and they could do the oversight of the FDA, and other agencies even better. The claim, however that
"Doctors and researchers who trusted in prestigious, peer-reviewed journals were given a false impression
of the medicines." is dubious in my judgement. The doctors, and the journals themselves, should study
the data carefully. This obviously isn't always practical due to time restraints, I understand, but it  needs
to be done. It's not enough for the journals and doctors to "take the word" of drug companies. In fact, it's
downright irresposible. Doctors need to step up and DO THEIR JOBS.

I'm shocked, I tell you ... simply *shocked* that the pharmaceutical industry could be engaged in any form
of unethical behavior. We demand an immediate investigation into this, and some damn heads should
roll! Outrageous!

It would be nice to think some good may come of this report and those that follow, but confidence is
extremely low. After all, big pharma is simply too big to fail, or even to suffer any type of inconvenience.
Thanks again, George "Eli Lilly" Bush! Yet another great byproduct of your administration's pocket-lining
adventures.
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The FDA cannot be trusted to do oversight. Even if one administration strengthens the FDA's powers, the
next will weaken it.

Accusing MD's of not doing their jobs is absurd. Where does Anonymous believe the MD's get their
information? They read the peer-reviewed journals, and are subject to the same reporting bias. If only
good studies are presented, then no negatives are ever seen. The pharma industry gets R&D subsidy from
the government in the form of tax breaks (look it  up if you disagree), we need to force them to release
their studies even if the studies are not favorable of the product.

The company cooks the books...shocking. How about the fact that the reps dodge the pharma guidelines
(and those of their own company) to give docs un-checked perks by working through unscrupulous
caterers and other 3rd party vendors (i.e. the caterer buys a nice large flat panel tv and sends a bill to the
rep for a "lunch" that never took place...)

Hmmmm, big corps, unethical, self serving, anti-human behaviors... 
TELL ME SOMETHING I DON'T ALREADY KNOW! Better yet, give me some suggestions regarding what
I can do about it.

Where does Anonymous believe the MD's get their information?
@cdm: Gosh, I don't know, their medical training perhaps? Their own informed judgement using past,
proven drugs as a criteria? The doctors and journals should also be demanding access to the raw data, of
course within some guidelines. Sort of like FOIA (Freedom of Information Act) for doctors. Does that
help a little? Let me just hold your hand...

Vioxx killed an estimated 27,000 people and marijuana has killed umm... ZERO and it's illegal - who are
the bad drug dealers?

Jeez, what other industry could get away with that? Uhh, hmmm, as a matter of fact... how about the auto
industry, the chemical industry, big tobacco...

This is a self regulated industry using an FDA letterhead. We all know how well that works, just take a
peek at the financial industry as an example.

The reason companies, not just the drug industry, get away with and consequently continue to do things
like sell potentially harmful drugs is because there is no punishment. So your company dumps mercury in
a lake and gives 500 people mercury poisoning, but chances are you'll simply get fined.
Criminal charges need to be brought against board members and staff of companies who knowingly
participate in, what would under normal circumstances be, criminal activity.

You need to look closer at Lisa Bero and her agenda before accepting what she writes at face value.
27,000 deaths from Vioxx? I don't think so.

i guess this is why the only pill i take is asprin. and smoke pot for every other ailment i shall recieve.
imagine that im fit and healthy, aside from the 2 packs of Camels a day, but thats my retirement plan, die
before 65 =D becides without the drug companies how else is the US.gov going to feed the masses their
mind control? i really think it  explains the sucuess of reality tv, pop music and every other profitable
venture. for your american culture, go play more guitar hero instead of a real guitar.
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