Once Again, the FDA Deliberately Keeps Us in the Dark about Bad Science
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It’s the same old story of prescription drugs and fraudulent studies, but the FDA doesn’t seem to care. Action Alert!
A recent article in Slate magazine shows how the FDA hides important safety information when it uncovers scientific misconduct in clinical trials of pharmaceutical drugs. The names of the drugs and the company responsible for the misconduct are concealed, journal citations are left uncorrected, and claims made on drugs’ labels are left unchanged even after it’s known that they were based on bad science.
According to the author, “The FDA knows about dozens of scientific papers floating about whose data are questionable—and has said nothing, leaving physicians and medical researchers completely unaware.” The author notes that these aren’t isolated incidents, but part of routine behavior by the FDA to shield Big Pharma from unwelcome scrutiny.
Here are some highlights from the article:
· Out of seventy-eight publications that sprang from a tainted study, only three cases mentioned the problems FDA found in the study.
· Given 600 clinical trials in which a researcher failed an FDA inspection, in only 100 cases could investigators determine which drug and which pharmaceutical company were involved.
· One company, Cetero, was caught faking data from more than 1,400 drug trials that were used to prove the safety of about 100 drugs. Incredibly, after the FDA caught Cetero, the fraudulent data was still on the drug labels.
· In the RECORD 4 drug trials that were used to establish the safety of the anti-blood-clotting drug rivaroxaban, FDA found rampant misconduct, including falsified data and fraud. “Yet,” writes the author, “if you look in the medical journals, the results from RECORD 4 sit quietly inThe Lancet without any hint in the literature about falsification, misconduct, or chaos behind the scenes. This means that physicians around the world are basing life-and-death medical decisions on a study that the FDA knows is simply not credible.”
Unfortunately, we’ve seen this kind of thing before. Clearly, there’s a wide gap between what the FDA knows and what doctors and patients are allowed to know about the safety of prescription drugs. This is exaggerated further by publication bias—the tendency of positive results to be published over negative results—which can give doctors incomplete or misleading information about a drug’s safety.
Why would the FDA, which is charged with protecting public health, knowingly conceal information about drug safety from the public and the medical community? The answer is simple. In the words of the author, “It’s a sign that the FDA is deeply captured, drawn firmly into the orbit of the pharmaceutical industry that it’s supposed to regulate.”
To most of us, the crony-capitalist relationship between the FDA and the pharmaceutical industrycomes as no surprise. This is just another example among many of the FDA using its role as a government watchdog to enhance the profits of Big Pharma rather than to safeguard public health.
Action Alert! Tell the FDA to require that all drug trials submitted to the FDA be publicly available—not only for new drugs, but for all drugs currently on the market. There is no reason a government agency should bury vital information that could affect the health of its citizens. Tell the FDA to be more transparent! Please take action immediately!
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