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 FDA’S Warnings on Mercury Fillings Insufficient to Protect Public
  - BAN DEMANDED -
Champions Gate, FL, December 22, 2010—At an unprecedented two-day public meeting last week in Gaithersburg, MD, a Dental Products Panel recommended that the United States Food and Drug Administration (FDA) issue public warnings about the health risks of mercury fillings. The conclusions refuted the FDA’s infamous “no risk” classification of amalgam in July 2009 and were similar to a 2006 Joint Panel rejection of the FDA’s White Paper, which had claimed that mercury fillings were safe. 

“Warnings are not enough,” said Matthew Young, President of the International Academy of Oral Medicine and Toxicology (IAOMT).  Referring to overwhelming scientific evidence of harm, Young stated with conviction, “Just as toxic mercury has been removed from thermometers, paint and other products, mercury doesn’t belong in the mouth.” 
In a demand letter sent this week to Dr. Jeffrey Shuren, Director of Devices at FDA, IAOMT provided additional scientific and legal evidence supporting the need for FDA to immediately reclassify mercury amalgam fillings as a Class III device.  Dr. Boyd Haley, chairman of the IAOMT Scientific Advisory Board declared that such an action would effectively be a ban, “Class III requires pre-market approval showing proof of safety, which the manufacturers of mercury fillings cannot accomplish.”

Commentary during the recent FDA hearings further indicated that several of the panelists were well-aware of the dangers of mercury in fillings.  Dr. Suresh Kotagal, a pediatric neurologist at the Mayo Clinic even cautioned, “There really is no place for mercury in children.” 
Following discussions about mercury exposure to children, the Panel indicated that mercury fillings should not be used in the vulnerable populations of children under 12, pregnant women and in an “unidentifiable sensitive subpopulation” of adults who are genetically unable to excrete mercury. 
The existence and significance of a sizable percentage of the population that is unable to tolerate mercury was of particular concern to the Panel.  Dr. Amid Ismail, Dean of the Kornberg School of Dentistry said, “We have to recognize that some patients should not have amalgam.”
Dr.  David Kennedy, a retired dentist who practiced mercury-free dentistry for more than thirty years explained the issue further: “As dentists, we are not trained in systemic health problems, and therefore, dentists generally are not aware of various confounding factors, such as genetic predisposition, that can complicate each individual’s reaction to the toxic mercury vapors coming off the fillings.”
-MORE-

The Panel also heard from approximately 50 injured consumers and dentists, including KaTina Minney, a registered nurse from Oklahoma and mother of six whose husband suffered from debilitating symptoms following the placement of amalgam fillings.  Minney was outraged that neither she nor her husband had been informed that mercury is the main ingredient in “silver,” or amalgam, fillings.  “I feel a moral and ethical obligation to do all I can to keep other people from going through what we have been through,” Minney said of her decision to speak publicly against mercury fillings.
Karen Palmer, a former dental assistant from Bethlehem, PA, has been on disability due to neurological damage caused by both the mercury fillings in her own mouth and workplace exposure.  Palmer, who had been very ill with a variety of serious symptoms until she understood what was causing them, told the Panel, “I realized that I was slowly poisoned over time from a profession that I gave the best years of my life.”
The Dental Products Panel advised the FDA to revisit the accepted reference exposure levels for mercury, a point that was well-argued at the hearings by both scientists and James Love, lead attorney for the Petition for Reconsideration to the FDA.
Members of the Panel also outlined suggestions for a new list of mercury filling labeling warnings and expressed support for more stringent rules regarding patient informed consent.  
Dr. Mark Richardson, co-author of a new risk assessment presented to the Panel, indicated that as many as 122.3 million Americans have an excessive body burden of mercury from their fillings.

Last Wednesday, the American Dental Association released a statement in support of the Panel’s recommendations to the FDA.  However, the press release actually referred to a 2009 FDA decision which disputed claims of mercury filling safety rather than the current 2010 decision.  In this regard, Jim Dickinson, editor of FDA Webview, wrote in 2009, “This is the most flawed example of FDA rulemaking I have witnessed in 33 years of reporting this once-great agency.”
Dangers associated with dental amalgam have been publicly proclaimed for over a decade by a grassroots campaign of concerned citizens.  Over the years, groups such as IAOMT, Dental Amalgam Mercury Solutions (DAMS), and Consumers for Dental Choice have allied dentists, scientists, lawyers and consumers with the common goal of raising awareness that mercury fillings are hazardous to human health. 
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