1) FDA: cover-up on anti-depressants. 
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THE TIMES-PICAYUNE, New Orleans. 
Editorial 

FDA in denial 
Wednesday April 07, 2004 

When the Food and Drug Administration issued a warning about a possible link between antidepressants and suicidal behavior in children and teenagers, officials said that they were doing so without scientific evidence. 
They said that the warning was based on complaints from doctors and families of young patients. 

It turns out that FDA officials were being less than truthful. The agency did have scientific evidence of a link. One of its own experts studied clinical trials that had been conducted by drug manufacturers. He filed a report last winter that said children taking such medication were twice as likely to exhibit suicidal behavior as those who did not. 

The agency chose to keep that information quiet while it ordered additional studies, withholding it even from an FDA advisory committee. 


Officials are defending their decision, saying that the drug company trials may have been too hasty in labeling behavior suicidal. Children who intentionally cut themselves, for example, might not be trying to kill themselves. 

But it hardly seems like overreaction to take self-destructive behavior very seriously, particularly in young patients who are depressed and taking drugs that have been called into question. 

Given what is at stake, the decision to keep information under wraps is inexcusable. Releasing the research would have given additional support to the FDA's warning, making it even clearer to doctors and patients that these drugs must be used with caution and careful monitoring. 
___________________________________________________________

2) CDC: manipulating studies on the effects of mercury in vaccines. 

<http://www.insightmag.com/main.cfm?include=detail=573542> 
INSIGHT magazine 

CDC Study Raises Level of Suspicion 

Posted Dec. 8, 2003 

By Kelly Patricia O Meara 

Rep. Weldon points out that the autism rate began to skyrocket as the number of required childhood vaccinations increased. Canned tuna or canned poison? That was the teaser for a CBS 2 News "HealthWatch" Report of Nov. 22 that focused on high levels of mercury found in tuna and the possible health risks associated with them.  

CBS 2 News reporter Paul Moniz quoted a number of physicians, who observed of the toxic substance that, "Once it gets into our bodies, a substantial part of it will end up in our nervous system, in our brains, and it's there that it causes a variety of symptoms." A pediatrician is quoted as saying, "We know that high levels of mercury can impair the cognitive development as well as the growth and development of a young child." What the report appears to be revealing is that while overweight Americans may flee to fish to lose unwanted pounds, too much of that tasty tuna could reduce the IQ more than the waistline.  

What the critics of mercury in vaccines find provocative about this report is the acknowledgement by physicians that the high levels of mercury ingested from canned tuna can cause severe health risks. One such critic, the mother of an autistic child, wonders "why everyone gets up in arms over ingesting small amounts of mercury from fish or from breaking a thermometer but finds it acceptable to inject an even more toxic form of mercury directly into the bloodstream of infants. The evidence is overwhelming that hundreds of thousands of children were damaged by gross overexposure to mercury through vaccines [containing thimerosal] and millions more were and continue to be put at risk, yet network news has not addressed this in any significant way. The public needs and deserves to know the truth - not only about the biggest medical bungling in our history, but also about the extraordinary efforts of both the pharmaceutical industry and government agencies to cover it up."  
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A pharmaceutical and government cover-up? It is a familiar enough accusation, and this time the fuse was lit by yet another study from the federal Centers for Disease Control and Prevention (CDC), this one titled Safety of Thimerosal-Containing Vaccines: A Two-Phased Study of Computerized Health Maintenance Organization Databases. The report concluded that "no consistent significant associations were found between TCVs [thimerosal-containing vaccines] and neurodevelopment outcomes." Critics scoff at such a conclusion. "Sure," laughs one, "they say you can't eat tuna because the level of mercury you ingest isn't good for you, but there's no health risk associated with injecting high levels of mercury directly into a newborn baby?"  

The CDC study, released in the November 2003 issue of Pediatrics, seemed to puzzle news media, with most who took note of it making at least a mention of the fact that the lead author, Thomas Verstraeten, was an employee of GlaxoSmithKline, the pharmaceutical giant and vaccine manufacturer, when he submitted the study for publication.  

The first part of the two-phase study to determine whether there is a connection between thimerosal-containing vaccines and neurodevelopment disorders began in 1999 and involved the review of data from Seattle's Group Health Cooperative and Northern California Kaiser, both large health-maintenance organizations (HMOs). The data used in this first phase actually revealed a significant association between TCVs administered to infants and later developmental abnormalities such as speech and language delays and neurodevelopment problems in general, such as tics and the alleged hyperactivity symptoms of attention-deficit disorder and attention-deficit/hyperactivity disorder.  

However, this conclusion was not included in the final draft; it was only made public afterward when Verstraeten's notes were revealed in another forum, according to specialists. The notes, not published with the CDC study, showed that the "relative risk" for autism was 2.48 times higher for children who received 62.5 micrograms or more of mercury from TCVs by 3 months of age.  

The second phase of the study in June 2000, however, involved the Harvard Pilgrim HMO in Massachusetts - an unlikely choice, critics say. Among the problems with using Harvard Pilgrim's database was that the HMO was in bankruptcy and had been taken over by the commonwealth of Massachusetts. The medical records not only were incomplete, but the data were stored with a diagnostic coding system completely unlike that used in the first phase of the study using data from the two West Coast HMOs. Furthermore, the Harvard Pilgrim data, say the expert analysts, had incomplete data on autism and did not even address the issue. 

Thus medical reviewers of the CDC study charge that it is rife with data manipulation. Since it relied on incompatible diagnostic coding to validate whether there were adverse effects from exposure to TCVs, the effect was to sabotage the result. So, they say, it was not surprising that the CDC study's analysis of the Harvard Pilgrim data found no consistent association between vaccines containing thimerosal and the mercury-related neurological disorders found previously in the first phase based on the two West Coast HMOs. 

One of the few physicians in Congress, Rep. Dave Weldon (R-Fla.), immediately saw the problems associated with the CDC study and notified CDC Director Julie Gerberding. Weldon wrote, "I have serious reservations about the four-year evolution and conclusions of this study. A review of these documents leaves me very concerned that rather than seeking to understand whether or not some children were exposed to harmful levels of mercury in childhood vaccines in the 1990s, there may have been a selective use of the data to make the associations in the earliest study disappear." 

Weldon's letter to Gerberding goes on to observe that "the first version of the study, produced in February 2000, found a significant association between exposure to thimerosal-containing vaccines and autism and neurological developmental delays. A June 2000 version of the study applied various data manipulations to reduce the autism association to 1.69, and the authors went outside the VSD [Vaccine Safety Datalink] database to secure data from a Massachusetts HMO [Harvard Pilgrim] in order to counter the association found between TCVs and speech delays." Clear enough. 

The Florida lawmaker, who is a staunch supporter of immunization, tells Insight, "I don't know what's going on. It's a pretty lame study to begin with. The way they've done it is they got some findings and started adding more numbers to the denominator - it's kind of a strange protocol they followed. Then there are all these quotes from the researchers from other documents about how you can add numbers and stratify things and get any outcome you want. Then you consider that the lead author is working for a drug company, didn't disclose this fact and also that it is one of the drug companies being sued over this mercury issue. I'm just very concerned that we're not going to get answers as long as there are careers at stake. You know there are people at the CDC who have been involved in the vaccine program who didn't recognize the amount of mercury they were giving kids, and now they're in the process of investigating themselves. Meanwhile a lot of these investigators bounce to and from the drug companies. I think it all is very, very murky and very suspicious." 

Weldon summarizes: "The CDC produced an article by Dr. Verstraeten, published on Nov. 3 in Pediatrics. Dr. Verstraeten is a former CDC employee. Since 2001 he has worked for GlaxoSmithKline - a vaccine manufacturer. While working for the CDC in 2000, the first version of Dr. Verstraeten's unpublished study found an association between higher thimerosal exposures and neurodevelopment disorders, including autism. Between 2000 and 2003, Dr. Verstraeten and coauthors manipulated and stratified the data so much that each of these associations magically disappeared. I don't know if it was deliberate, but that is nonetheless what happened. This study has done nothing in my mind to put these concerns to rest, but only serves to raise suspicions."  

This veteran member of Congress puts it plainly: "We're not going to get answers to these questions until Congress or some outside group starts poring through this information. But it's very coincidental that they added the hepatitis vaccine, the HiB vaccine and the chicken-pox vaccine - they added all these additional childhood vaccines around the time when the autism rate started to skyrocket. Then when you actually sit down and do the calculations, according to the Environmental Protection Agency [EPA], they were giving these kids very toxic levels of mercury. I mean as a 150- to 200-pound adult the EPA says you're not supposed to take in more than one microgram per day. They were taking little seven- and 10-pound babies and pumping 50 and 75 micrograms of mercury into them in one shot. That's like giving an adult 1,000 micrograms. And, on top of that, the World Health Organization says mercury is 10 times more toxic in children than it is in adults. It's horrifying." 

While Weldon and others cite huge and undeniable flaws, a spokesman for the CDC, Von Roebuck, tells Insight that "the CDC stands by the study." As he explains it, "We pretty much looked into that [manipulation of data] in the sense of how the information was presented, and we do stand behind it. The CDC knew that Dr. Verstraeten worked for GlaxoSmithKline, and the one thing that we would want to happen differently is that would have been known before, but the work that Dr. Verstraeten did was for the CDC at the time the work was produced - the work that he did for the study was done when he worked for the CDC."  

Mark Geier, M.D., Ph.D., is president of the Genetic Centers of America. He and his son, David Geier, president of Medcon Inc., are consultants on vaccine cases. David Geier tells Insight, "What happened here is Dr. Verstraeten goes to the Institute of Medicine [IOM] and says that he looked at it in one California HMO and it was statistical and he saw the effect, and then he did it in another California HMO and it was statistical and he saw the effect, then he went to Harvard Pilgrim HMO and he didn't see the effect. The IOM said it's biologically plausible, but the epidemiology is mixed and therefore we're not sure." 

"In my opinion," explains Mark Geier, "if they had seen clear epidemiology they would have recommended the immediate removal of thimerosal and hundreds of children would have been saved. But Verstraeten went to the one state in the country where the percentage of autism was the lowest. According to the U.S. Department of Education the average increase in autism was 400 percent, and every state in the union had at least a 100 percent increase. But Harvard Pilgrim had just a 10 percent increase." 

"We went to Atlanta," he continues, "to the CDC, and looked at the VSD data. There is thimerosal-containing DTaP [diphtheria, tetanus and pertussis vaccine] and thimerosal-free DTaP, so we asked a question: Among children that got a minimum of either three consecutive thimerosal-containing DTaPs or three consecutive thimerosal-free DTaPs, was there a difference in the number of autism cases in the two groups? We found mega differences. More than 20 times higher. The rate of autism in the children that got more than three doses of thimerosal-containing DTaP vaccines was much, much higher. Almost all the children that have autism in that group were the ones that got the thimerosal-containing DTaP vaccine. The more thimerosal the greater the cases of autism." 

Mark Geier says, "Believe us, there is no scientific issue here. This is fraud. The CDC and the FDA [Food and Drug Administration] know what is happening. They just can't admit it because it is one of the worst things ever to have happened to this United States. If a terrorist had done this, we wouldn't attack them, we'd nuke them. We're talking about one in eight children in the U.S. that currently are in special education, and that number is going to change to about one in five. What percentage of our young population can we destroy before we realize how serious this is?" 

Lyn Redwood, a registered nurse, mother of an autistic child and president and cofounder of www.SafeMinds.org (Sensible Action for Ending Mercury-Induced Neurological Disorders), a nonprofit organization dedicated to ending devastation caused by the needless use of mercury in medicines, tells Insight that "there are so many problems with the study, but over time you can see how all the manipulations of the data slowly bring down the signals for neurological disorders. I think they were trying to get lower numbers. It must be very hard to admit that a program that was designed to eradicate infectious disease has resulted in an epidemic of a whole new kind of disease. But to think that we weren't given a choice when the regulators and manufacturers knew these products contained mercury is inconceivable." 

Redwood says with a sigh, "On a scale of one to 10, I give the CDC study a big fat zero. I think it started out good, but when they saw the early numbers it scared the hell out of them. I don't have any faith in the CDC doing a decent study of this matter. It's like having the tobacco industry monitor cigarettes for safety. From a parent's perspective and from a health-care professional's perspective it's maddening that we can't get products that are safe, and yet we're forced by law to use them. They need to just get the thimerosal out. It's barbaric."  

Kelly Patricia O'Meara is an investigative reporter for Insight. 
 

3) NIH: Influence of pharmaceutical industries. 

http://LATimes.com 

The Los Angeles Times continues to watchdog this issue after a major expose in 2003. Other reports: 

Ethics Policy Announced for NIH Officials  
March 2, 2004 

NIH Directors No Longer Drug Firm Consultants  
January 23, 2004 

U.S. Scientists' Deals With Drug Firms Under Review  
December 29, 2003 

Stealth Merger: Drug Companies and Government Medical Research  
December 7, 2003 

Here is their latest report (April 9, 2004). 

THE NATION 

Curbs on Outside Deals at NIH Urged 

A draft report by a blue ribbon committee calls for limits and public disclosure on consulting work, but stops short of suggesting a ban. 

    By David Willman, Times Staff Writer 

WASHINGTON - The National Institutes of Health should publicly disclose all drug company payments to its scientists, and should bar employees from accepting stock or stock options from industry, according to a draft report from a panel examining conflict of interest at the agency. 

The report stops short of calling for a ban on company consulting deals with NIH scientists, but it recommends that the agency block top officials from participating in such arrangements. A copy of the report was obtained by the Los Angeles Times. 

The federal panel, called the NIH Blue Ribbon Committee on Conflict of Interest Policies, recommends that paid consulting not exceed 500 hours a year and that "special scrutiny be applied" if outside compensation exceeds half of an employee's yearly salary at NIH.  

The committee compiled the recommendations in recent weeks as it prepared to present its final report to NIH Director Elias A. Zerhouni in early May.  

If implemented by Zerhouni, the recommendations would reverse many actions taken by the agency in 1995 that loosened conflict-of-interest standards, including allowing NIH scientists to spend unlimited time consulting for outside employers, with no ceiling on the resulting income. 

Zerhouni appointed the 10-member committee after The Times reported in December that NIH employees had accepted hundreds of payments of company fees and stock options, totaling millions of dollars.  

Directors of two of the NIH's research institutes - whose government salaries are $200,000 and $225,200 - received company fees or stock options worth hundreds of thousands of dollars. More than 94% of the top-paid NIH employees were not filing public income-disclosure reports. 

At a congressional hearing Jan. 22, Sen. Arlen Specter (R-Pa.), who chairs the subcommittee that approved NIH's $27.9-billion budget, warned Zerhouni to make major changes. 

In the House, Rep. James C. Greenwood (R-Pa.), chairman of the Oversight and Investigations subcommittee, said NIH policies had led to, not a revolving door, but a "swivel chair" in which agency employees were paid simultaneously by the public and by industry. 
Related inquiries have been opened by the inspector general of the Department of Health and Human Services and by the General Accounting Office, the investigative arm of Congress. 
Meanwhile, the work of the blue ribbon committee is being watched closely by officials at NIH, by congressional leaders and by industry. 

The blue ribbon committee's co-chairmen, Bruce Alberts, president of the National Academy of Sciences, and Norman D. Augustine, retired chairman of Lockheed Martin Corp., said this week that they would not discuss the committee's conclusions until a final report was submitted to Zerhouni. 

Zerhouni was traveling Thursday and not available for comment, an NIH spokesman said. The spokesman said members of the committee were continuing to discuss the recommendations they would make. 

Near the outset of their work, Alberts and Augustine met privately with Specter and the senior Democrat on the Appropriations subcommittee, Sen. Tom Harkin (D-Iowa).  

According to an aide to Harkin, the senator emphasized his desire for drastically increased public disclosure of outside payments received by NIH employees.  

Harkin also voiced strong opposition to the payments of company stock or stock options to NIH employees and warned that, if he regained chairmanship of the subcommittee, he would demand changes. 

"He's interested, he has a lot of concern and he wants to see the report before he comes to any final conclusions," said Harkin's aide. 

Much of the committee's work has been closed to the public. 

From March 1 through Tuesday, the committee had met during parts of four days in public and at least that many times in private. Although its members have spoken by phone or in person with all 27 directors of NIH research institutes or centers, only two have appeared in public sessions. The committee members have not discussed in a public session whether it is appropriate for the directors to accept consulting payments from a drug company. 

Three of the NIH directors who have met privately with the committee told The Times this week in e-mails that they regarded the payments as inappropriate. 

"I do not believe that institute or center directors at NIH should accept compensation from pharmaceutical or biotechnology companies in the future," said Dr. Anthony Fauci, director of the National Institute of Allergy and Infectious Diseases. "Receiving compensation from one or more of these for-profit organizations creates a precarious situation for a director that in my mind is best avoided." 

Dr. Stephen E. Straus, director of the National Institute of Complementary and Alternative Medicine, said: "Institute or center directors should not consult for money with drug or biotech companies to avoid any real or perceived conflicts of interest in the decisions they are entrusted to make." 

Dr. Francis Collins, director of the National Human Genome Research Institute, said: "The credibility and integrity of the NIH are critically important. Therefore I believe that, in the future, institute and center directors should forgo arrangements involving financial compensation from pharmaceutical or biotechnology companies." 

Zerhouni, a radiologist who was appointed NIH director two years ago by President Bush, has said that he will make necessary policy changes. In addition to forming the committee,  

Zerhouni in recent weeks forced up to 93 top-level NIH decision makers to begin filing yearly income-disclosure reports that would be open to public inspection. 

Zerhouni also announced that, as of late January, none of the directors of the NIH's research institutes or centers were still accepting compensation from drug companies. 
Nonetheless, Zerhouni has said that he prefers case-by-case decisions over outright prohibitions against company consulting fees for most NIH scientists. 

"You can have a policy that says, 'All right, all prohibited,' " Zerhouni told reporters last month. "But how does that help the public in terms of translating the discoveries in our laboratories into real things?" 

Yet NIH has a separate and tightly controlled way to translate its discoveries into marketable remedies: cooperative research and development agreements. Staff scientists throughout NIH have entered into at least 1,300 such agreements with biomedical companies since Congress passed legislation in the 1980s authorizing the pacts, according to agency officials. Controls surrounding the pacts discourage conflicts of interest by barring NIH employees who are involved with the agreements, and for a year or more afterward, from accepting any payment from a participating company. 

"[The agreements] are designed to encourage government scientists to work with private sector scientists in order to speed the translation of research findings to the marketplace," Barbara M. McGarey, an NIH lawyer, told the committee last month. "The result is that government research doesn't sit around and never get developed into products, she added. 
When McGarey described the cooperative agreements last month to the committee, she elicited surprised reactions. 

"This is a very vigorous program," said Alberts, the committee's co-chairman. "I didn't realize this was so big." 

Yet in its draft recommendations, the committee says paid consulting deals, apart from the formal agreements, are "essential to accomplishing the goal of technology transfer."  

In a statement filed with the committee on April 1, the Biotechnology Industry Organization said that paid consultations with NIH employees "are of significant benefit to biotechnology companies in focusing their research and development activities." 

Dr. Drummond Rennie, a professor of medicine at UC San Francisco and a critic of corporate influence in medical research, said the NIH committee had a crucial opportunity to help restore integrity. Any compensation paid by industry to NIH scientists, he said, undermines the agency's research agenda and results. 

"Research is going down the toilet if nobody can believe it, or if it has been distorted," said Rennie, who also is a deputy editor for the Journal of the American Medical Assn. "The obvious answer is a very simple one: You pay these folk enough to make them competitive. And then you say, 'That's it. You take nothing else.' " 

Based on figures presented to the blue ribbon committee by NIH staff, salaries for most of the agency's scientists are on a par with researchers in academia. The NIH is less competitive at the highest ranges of pay, above roughly $150,000, because the government generally caps salaries at $200,000 a year, according to the staff presentations. 

Times staff writer Jon Marino in Washington and researcher Janet Lundblad in Los Angeles contributed to this report.
