Today's story comes from the New York Times, and is titled "Rules Planned for Industry Ties on F.D.A. Boards".  
 

The story addresses conflicts of interest among doctors who serve on FDA boards who also have financial ties to the pharmaceutical companies that they represent.  This represents a very controversial issue that is becoming increasingly familiar to professionals and the lay public alike.  The article discusses some legal changes that are likely to be made to reduce this potential conflict of interest.
 

A related issue has to do with leading medical journals publishing articles on their research on medication trials.  The docs doing the research are often drug-company sponsored, and there is a lot of evidence that the evidence is filtered, misrepresented, or worse.  A couple of useful quotes:  "If you torture the data enough, it'll confess to anything".  And how about this one from a physicist working in Fermi's lab: "Everyone is entitled to their own opinion, but not to their own data.  The data are the data".
 

This week, a very spirited discussion on a pediatric psychopharmacology listserve has addressed these concerns, and find that increasingly, physicians are becoming marketing agents for drug companies through these mechanisms described.  You must draw your own conclusions, but remember that the public catches wind of these stories, too.  The consequences directly to providers can include an erosion of trust of the integrity of our healthcare system, as well as the embracing of non-evidence based healthcare means (alternative healthcare) and its associated risks (as well as potential benefits).
 

In response to these concerns, and the concerns that psychiatric medications used for kids are usually off-label and have never been tested in kids, the NIH (specifically, the National Institute of Mental Health) and the AACAP (American Academy of Child and Adolescent Psychiatry) have established the Child & Adolescent Psychiatry Trials Network (CAPTN) at www.captn.org.  Psychiatrists are asked to join and participate to conduct these trials.
 

PEDIATRIC PSYCHO-TROPIC MEDICATION ONLINE RESOURCE:
American Academy of Child & Adolescent Psychiatry - Resources for Families
Go to http://depts.washington.edu/dbpeds
Select 'Resources for Community'
Select 'Medications - Psychiatric'
 

PEDIATRIC PSYCHO-TROPIC MEDICATION BOOK RESOURCE:
Straight Talk About Psychiatric Medications For Kids - 2nd edition
by Timothy Wilens, M.D.
published 2004
 

And that's today's Developmental-Behavioral Pediatrics - IN THE NEWS!
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Rules Planned for Industry Ties on F.D.A. Boards 

By GARDINER HARRIS
WASHINGTON, July 23 — The Food and Drug Administration is expected to announce Monday an effort to write guidelines detailing the kind of industry ties that are permitted for those who serve on its powerful advisory boards.

The agency is hoping the move will appease some of its critics who have complained for years that those who sit on its boards often have such deep financial ties to drug makers that their advice is tainted. Advisory boards recommend drugs for approval, and their votes can have enormous influence on drug company stock prices.

The new rules, which are being debated internally and will have to go through a public comment period, are an effort to codify how the agency grants “waivers,” which allow experts with financial ties to drug makers to serve on the boards. The agency has almost complete discretion in granting waivers in a process that is mysterious to outsiders and confusing even to insiders.

F.D.A. officials said the rules would make it all but impossible for experts who get money from drug makers’ marketing departments to serve on advisory committees. That would exclude, for instance, anyone who was paid by the marketing departments to promote drugs. 

But the rules would loosen other restrictions, they said. Experts whose ties to a drug maker involve only a grant made to their university may not need to get a waiver, they said.

Indeed, agency officials said they had no intention of excluding all advisers with ties to drug makers.

“There are very few academic experts engaged in research who don’t have some ties to industry,” said Dr. Scott Gottlieb, deputy commissioner for medical and scientific affairs at the F.D.A.

Critics contend that the agency must do a better job of keeping its advisory boards free from the drug industry’s financial influence.

“The idea that all the bright people in the medical world are working for industry is just not right,” said Merrill Goozner, director of the Integrity in Science Project at the Center for Science in the Public Interest.

Still, many will cheer the agency’s effort to bring greater clarity and transparency to the waiver process. Advisory board members have long complained that it is unpredictable and capricious. “A lot of the judgments we make in granting waivers are case by case and not codified anywhere,” Dr. Gottlieb said.

Another problem is that the agency, citing privacy rules, often refuses to disclose its reasoning for granting waivers, F.D.A. officials said. Critics were sometimes left to wonder whether experts permitted to serve on advisory committees had earned $900 or $90,000 from drug makers, and whether they were paid for genuine research or simple marketing efforts.

“We need to be far more transparent,” Dr. Gottlieb said.

The new rules will, for the first time, try to parse the good and the bad in the myriad relationships many academic researchers have with drug makers.

Dr. Robert Temple, director of the agency’s Office of Medical Policy, complained that some experts had been excluded from advisory panels because they served on industry-sponsored drug-safety monitoring boards for human trials. Such boards are charged with checking study results and ensuring that patient health is protected.

“Those are the very best people, and they are anything but patsies,” said Dr. Temple, adding that he wanted to end the requirement that such experts must get waivers.

Dr. Wayne K. Goodman, chairman of the Psychopharmacology Advisory Committee, which examines psychiatric drugs, said in an interview that he needed a waiver because a colleague in the psychiatry department at the University of Florida, where he is chairman, was involved in an industry-sponsored trial.

“One Web site out there characterized me as rife with conflicts,” Dr. Goodman said. “I thought my integrity was insulted.”

Dr. Sidney Wolfe, director of Public Citizen’s health research group, said the problem with the waiver process had nothing to do with excluding capable experts. He pointed out that a study by his group published in April in a medical journal found that the F.D.A. barred advisory board members with conflicts of interest from attending meetings only 1 percent of the time. Twenty-eight percent of advisory board members disclosed a financial conflict, the study found.

“The F.D.A. abuses its discretion by failing to disqualify members with significant conflicts of interest,” Dr. Wolfe said.

An article last year in The New York Times reported that a vote by a crucial advisory committee on whether to remove a popular painkiller from the market would have turned out differently had experts with industry ties been excluded.

The article led Representative Maurice D. Hinchey, Democrat of New York, to sponsor legislation to bar the agency from allowing anyone with industry ties to serve on advisory boards. The legislation passed in the House last year and this year but has not passed in the Senate. 

The controversy over waivers reflects the growing influence of industry in medical research and the increasing importance of the advisory boards, which assess new drug applications and weigh drug risks. Many critics contend that the only way to ensure that the F.D.A. gets unbiased advice from its panels is to exclude anyone who has a financial relationship with a drug maker, no matter how small or how old the tie. 

“This country is filled with brilliant scientists, doctors and researchers, and there are plenty of them without any stake in device or drug companies,” said Jeff Lieberson, a spokesman for Mr. Hinchey, whose legislation would bar waivers.

F.D.A. officials and outside experts said ending the waiver process would be a mistake. Dr. Goodman said that his experience running clinical trials for drug makers helped him to decipher drug-company results on the advisory committee.

“I could read between the lines,” he said. 

Still, Dr. Goodman said the agency should exclude experts who are pocketing money from drug makers at the time of their service. And he said the details of all waivers should be disclosed.

Dr. Gottlieb said that experts who work with the drug industry on scientific endeavors learn unique lessons, and that “we want these experts on our committees precisely because they have this experience.”

