FDA MUST CLASSIFY DENTAL AMALGAM – NOT SAFE

After filing petitions, testifying at Congressional hearings, providing state fact sheet laws, testifying at Scientific Advisory Committee hearings, and writing hundreds of letters, the Consumers for Dental Choice (CDC) 
 eventually won their ten-year battle to get the Food and Drug Administration (FDA) to comply with the law and classify mercury amalgam. 

The FDA website
 now states:

“Dental amalgams contain mercury, which may have neurotoxic effects on the nervous systems of developing children and fetus
. ... Pregnant women and persons who may have a health condition that makes them more sensitive to mercury exposure, including individuals with existing high levels of mercury bio burden, should not avoid seeking dental care, but should discuss options with their health practitioner.”  

The problem here being that most medical doctors are not qualified to diagnose mercury toxicity, as training in heavy metal toxicity is done during specialised post-graduate training.

And once a patient has been diagnosed as being mercury toxic, very few dentists have the required training to remove the amalgams safely before chelation starts.

Although the ADA portrays the change as a bureaucratic reshuffling that might not matter at all to dentists, the amalgam opponents describe it as the beginning of the end for the 180-year old product.
The Background

Medical devices are classified under a three-tiered system.  Class I is the least complicated (e.g. bedpans and band-aids) and III being the most complicated (e.g., implantable defibrillators). Components of encapsulated amalgam currently are classified separately. Currently amalgams are classified as Class I.  

A joint meeting of the FDA’s Dental Products Panel and the Peripheral and Central Nervous System Drugs Advisory Committee was held in early September 2006 to review recent scientific literature as per the FDA’s White Paper on the potential neurological effects of mercury in dental amalgam. The advisory committee rejected (13 – 7) the FDA white paper that declared amalgam fillings to be safe. Although the panel did not pronounce them unsafe, it said the FDA’ s report did not objectively and clearly present the current state of knowledge about the fillings and that the conclusions were not reasonable given the current quantity and quality of information available.

One Panel member even went so far as to say this in his concluding remarks before the Panel:

“I think the major thread ... is that the Federal Government and the agencies need to force dentists to provide informed consent to the patient, and making sure that the patient is going to be well-informed, and making their appropriate decision toward the use of this material. Having said that, I don’t know what would be the mechanism, whether ADA has to step forward, or the federal agencies. I leave it as a question open at this point. But something has to be done.”

Another Panel member had this to say about the matter in her summary statement:

“I think it’s very important to have informed consent and I think there should be a change in the labelling of these amalgams to, if you will, ‘silver mercury,’ or ‘mercury silver amalgams,’ so people really understand what is being put in their mouths.”

A recurring theme heard from consumer presenters during the meeting was: “If I had known mercury was being put in my mouth, I would never have allowed it.”
The Lawsuit

This latest court case was set in motion after the 28 March 2007 meeting between senior FDA members and the Scientific Advisory Board (SAB) of the International Academy of Oral Medicine and Toxicology (IAOMT) (USA)
 at which research was presented to FDA that argued strongly against amalgam safety.  They could no longer claim that there was insufficient scientific information regarding the dangers of dental amalgam safety.

In spite of overwhelming scientific evidence, the FDA informed the IAOMT SAB that the FDA could not, and in fact would not, make changes in the FDA stand on amalgams unless (1) a law was passed by Congress ordering the FDA to do so or (2) the American Dental Association (ADA) agreed to it.  This was, at long last, confirmation that the FDA stand on amalgams is being controlled by a dental trade organization (the ADA), and not by scientists at the FDA. 

It was thus decide to take the matter to court.  On 30 May 2008 the FDA was ordered by court to finish classifying amalgam by 28 July 2009.  The FDA has also agreed to change its website on amalgam - dramatically. 
The FDA now officially recognizes the serious health concerns posed by amalgam, in particular for children and unborn children, for pregnant women, for those with mercury immune-sensitivity or high mercury body burdens. This is a 180-degree reversal from FDA’s 30-year policy of protecting mercury fillings.  

After years of asserting that mercury in fillings was safe, the FDA now says it may be harmful to pregnant women, children, foetuses, and people who are especially sensitive to mercury exposure.

The ADA

In previous years the ADA has managed to de-license various dentists who proclaimed amalgams to be dangerous, and strictly enforced the Gag Rule
.  In response, these dentists have taken the issue to court, protecting their right, among other, to Free Speech.  

One of these dentists, Dr. Mark Breiner, was even attacked by the Connecticut Dental Board for writing editorials against amalgam. The First Amendment expert with the Connecticut Civil Liberties Union, Professor Martin Margulies, said it’s hard to imagine a clearer case on the right of free speech. 

In another attempt to stop patients from learning about the dangers of amalgam, the Alabama Dental Board sued Huntsville dentist Dr. Ada Frazier simply for advertising that she is a mercury-free dentist. After incurring enormous legal fees to protect her rights, the dental board put the case on hold. Meanwhile, federal and state African-American lawmakers have raised concerns about this effort to single out Dr. Frazier and deprive her of her Constitutional right to advertise what kind of dentistry she does.  Now it is the Alabama Dental Board who will have to explain their actions.
As a result dental boards are backing off and are not bringing any more cases against these dentists. 
In May 2007 the CDC wrote a letter to James B. Bramson, Executive Director of the ADA, of which, in view of the latest amalgam lawsuit won, the warnings are even more applicable: 

“When your members realize you kept them on the sinking ship of mercury fillings, they will start exiting the ADA in droves.  The harm you have caused, and continue to cause, to the health of the dental workers and the colossal damage to the environment will be hard for you to explain as an unbiased policy choice … in light of your mercury amalgam patents, your pay-to-play Seal of Acceptance endorsement schemes, and your deceptive promotional materials that amalgam is a “silver” filling.  Thus, your rallying dentists around this lost cause, even after mercury fillings became interchangeable with resin, likely marks the end of the ADA as an organization composed of the majority of American dentists. The liability Sword of Damocles hangs now over every single American dentist still placing mercury fillings.  Unless you tell DDSs immediately to stop using mercury fillings, the ADA is liable too, as the working partner to this toxic tort.”    

In a July 2007 newsletter (ADA Update) to its members, the following warnings are given: 

“We expect the FDA will issue an advanced notice of proposed rulemaking (ANPR) this summer (July / August 2007)
, seeking input from interested parties. ... ... the FDA will likely issue a notice of proposed rulemaking, setting forth a specific proposal for public comment. Only after that would a new regulation be issued. At this point, we don’t know the direction the FDA will take. The agency could simply reclassify amalgam as a Class 2 material, adding special controls to its use, such as a mandatory brochure or even limited warnings, or classify it as a Class 3 material, which could result in a ban.”
In spite of the May 2008 developments in court, the ADA still proclaims that amalgam is "a safe, affordable and durable material that has been used in the teeth of more than 100 million Americans". But it seems that the ADA has already seen the writing on the wall.  At the latest 2007 ADA meeting in San Francisco, the buzz throughout the meeting was whether mercury fillings would be banned or phased out.  
Wall Street gives the thumbs down to amalgam 

Even the financial world has taken note of the mercury amalgam issue. A shift away from amalgam could affect the financial status of dental supply firms, health insurers, and uninsured dental patients.

In an October 2007 report by Bank of America Securities, Dentsply, the #2 manufacturer of amalgam, is advised that the dental products company realign its operations to sell only resin and other filling materials.   “A restriction or ban of amalgam in the U.S. could boost XRAY’s organic revenue growth by approximately 0.2% to 0.5% in year one. “
 

The report came after members attended the San Francisco ADA meeting.  This report is unlikely to be the last, as other securities analysts realize that companies who manufacturer mercury fillings are selling to a dwindling market and are putting their entire asset picture at legal risk.   The report also confirms that the sole remaining supporters of mercury fillings are (a) the dwindling remnant of pro-mercury dentists, (b) the dental trades groups such as the ADA and its followers, and (c) FDA’s out-of-touch Centre for Devices. Even the majority of USA dentists do not place amalgam anymore, as a survey by a dentist magazine showed that 52% of American dentists, including 54% of general dentists and 56% of women dentists – have stopped placing mercury fillings (for whatever reason).  

International Scene

Health Canada has admitted that dental amalgam is the single largest source of mercury exposure for average Canadians.  Canada
 has identified an obligation of informed consent and made a series of recommendations regarding in whom amalgam should NOT be used. The identified groups include pregnant women, children, and persons with kidney diseases, among others. It advises that non-mercury filling materials should be considered for restoring the primary teeth of children, that amalgam fillings should not be placed in or removed from the teeth of pregnant women, that amalgam should not be placed in patients with impaired kidney function, that dentists should advise individuals who may have allergic hypersensitivity to mercury to avoid the use of amalgam and to then use individually biocompatibility tested materials. 
Several other countries, including Sweden, Norway, Germany and Austria have taken or initiated steps to reduce or eliminate the use of amalgam as a dental restorative material. 

An extensive Swedish 2002 study by the Swedish Ministry of Health and Social Affairs concluded that: “The safety factor thought to exist with respect to mercury exposure from amalgam has been erased”; and “For medical reasons, amalgam should be eliminated in dental care as soon as possible.”
 In Sweden, with a national socialized dental health care program, the placement of amalgam fillings is no longer funded.
The Consequences 

The impact of the re-writing of the FDA’s position on amalgam can hardly be understated.  The FDA’s website can no longer be cited by the ADA in public hearings (as to the safety of amalgam).  As it prepares to classify amalgam, the FDA has moved to a position of neutrality.  Indeed, having repeatedly raised the question of amalgam’s risk to children, young women, and the immune-sensitive persons in its website, it is inconceivable that FDA will not, in some way, protect them in its upcoming rule.

It is not expected that dentists will be prohibited from using the material altogether.  What is expected is more warnings. These warnings can take various forms, the strongest of which is contraindication - a statement that a drug or device should not be used in certain patients. And the enforcement would happen in court. 

The CDC sees the FDA's new website statements as the beginning of a process that will eventually result in no one using dental amalgam.  They hope the final rules will include a warning against amalgam not just for pregnant and lactating women but for all women of childbearing age. Even if the FDA only issues a warning about pregnant women and, say, children younger than 6, Charlie Brown from the CDC reasons that parents will not want the material placed in their older children either. And if they don't want it placed in their children, they won't want it for themselves. He also focuses on the phrase "persons who may have a health condition that makes them more sensitive to mercury exposure." Dentists will bear the onus of identifying these individuals, he argued. "If dentists can figure those out, then that's beyond me," he said. So for the sake of avoiding malpractice suits, he predicts, dentists will have to stop using the material altogether.
In view of the latest developments, it is expected that those dentists still implanting mercury fillings, especially in children and women of child-bearing age, will be sued, unless they tell patients: (1) Amalgam is mainly mercury, not silver; (2) the mercury vapours go to the developing brain of the child or the developing body of the fetus and create a risk of birth defects or permanent brain damage; and (3) non-toxic alternative materials are available.  
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� www.toxicteeth.org


� www.fda.gov


� Mercury has been removed from thermometers and vaccines, controls have been tightened on mercury emissions from coal power plants, and pregnant women have been warned about consuming fish tainted by mercury.


� The IAOMT includes scientists and physicians as well as dentists.  Unlike the ADA, which focuses on lobbying and lucrative product promotion schemes, the IAOMT focuses on the science.   The IAOMT has a Scientific Advisory Board – scientists (Ph.D.’s not DDS’s) who have done actual research showing that mercury amalgam is a genuine health risk.  (www.iaomt.org)


� The Gag Rule is a pillar of the ADA’s agenda to block consumers from learning that the major component of amalgam is Mercury. The Gag Rule instructs dentists to abandon their allegiance to patient health care -- to remain silent or face disciplinary action.


� In May 2007 the CDC notified the FDA lawyers that, due to the agency’s decades of (illegal) intransigence in classifying mercury amalgam, they were preparing a complaint in the US District Court, pursuant to the guideposts from the US Court of Appeals ruling in Moms Against Mercury v. FDA.  FDA asked the CDC for a meeting instead.  At that meeting with top FDA officials they were told that FDA realized it needed to move forward; the CDC agreed to wait 30 days. 


At the end of that 30 days (in June 2007), the FDA Commissioner’s office phoned and said with enthusiasm, “You (the CDC) will like our plan,” promising details the next day.  The next day, FDA counsel phoned the CDC and said the FDA intended to begin the classifying process, by issuing an Advanced Notice of Proposed Rulemaking (ANPR).  The FDA was asked to put that promise in writing, which they did.  The CDC then immediately contacted two reporters (from FDA Week and the Bureau of Nat. Affairs Medical Devices Reporter), both of whom called FDA’s press office, which confirmed the agency would issue such an Advanced Notice of Proposed Rulemaking, by the end of the calendar year (2007) at the latest. 


Nothing happened.  In November, FDA witness Norris Alderson, the FDA’s lead scientist (his degree is in veterinary medicine), appeared before Congress and stonewalled, repeatedly misleading Congress and refusing even to commit to doing an Environmental Assessment (legally required).  Over the past 15 years, FDA repeatedly promises (to courts, to Congress, to petitioners) to classify mercury fillings -- then doesn’t.  


Accordingly, on the last workday of the calendar year (Fri. Dec. 28, 2007), the CDC sued the FDA. The detailed lawsuit can be viewed at www.toxicteeth.org/Complaint_Dec282007.pdf. Six individuals at the FDA were sued (not just the Commissioner), going five layers deep into the agency.  


� Dental Products Manufacturer Update:  Talking Amalgam.   October 16, 2007. Equity Research, Diagnostic & Research  Supplies.  Bank of America.


� www.mercurypoisoned.com/health_canada.html   


� Report of the Dental Material Commission - Care and Consideration, Kv. Spektern, SE-103 33, Stockholm, pp. 41-42 (November 2002) (emphasis added).  Full text, English version: 


www.social.regeringen.se/inenglish/publications/index.htm (Scroll down cover page to “health and medical care,” then open the first item, by Maths Berlin.)   





