Testimony of Sandy Duffy to the FDA Advisory Panel on Mercury Dental Fillings

Our next speaker is Ms. Sandra Duffy.

MS. DUFFY: I'm president for Consumers for Dental Choice. I am a Government lawyer from Portland, Oregon, and I have no financial interest in this matter. 

The FDA is telling you that your job is to decide to agree with its white paper, or to tweak it in some minor way. FDA is apparently trying to resurrect its 2002 proposed rule. The draft rules proposed special controls, date from 1991, and therefore--and I'm not making this up--warn patients of amalgam’s zinc content, not its mercury content. That's shocking for a health agency, isn't it? 

But that 2002 proposal is dead, legally dead. It requires a legal panel recommendation before classifying and it has none. 

The one done in 1993, before all the bans and limitations on mercury products were done is obsolete and did not follow FDA rules when it was done. Repeat. Before FDA classifies, you must recommend. If FDA staff thinks otherwise, they need to get legal advice. 

If they had gotten legal advice before, we would not have needed to sue them earlier this year for failing to classify amalgams. We urge you to call a meeting promptly, to take up the classification issue, and the only one you can do, with the state of the science today, is a class three. Today, you can act on a narrower question. Ban mercury fillings for pregnant women. 

FDA's failing to act on this issue is scandalous. FDA refuses to classify. It has never classified encapsulated mercury amalgam. It has never done an environmental impact statement on this, the largest source of mercury in wastewater treatment plants.  

It refuses to require proof of safety by manufacturers, a step that one of them has admitted to shareholders it cannot meet. It adopts a sham substantial equivalence test and the Department of Justice has now admitted, in court, that FDA is applying a substantial equivalence test that it has never adopted. 

The Commissioner never made an order of substantial equivalence, says the Justice Department. The FDA is approving the product as if there were one. Why? Any one of these steps, environmental impact statement, classifying, group of safety, all leads directly to the end of amalgam. So FDA ignores its legal duty to do any of them. Small wonder that the FDA "jumped the gun" last week, rushing to press, the announcement mercury fillings are safe, even before you have met. 

Are they saying the fillings are safe for pregnant women who live near power plants or who are raised on tuna fish. 

Michael Creighton, the physician-turned novelist, said, quote: "The system works against problem solving because if you solve a problem your funding ends." End of quote. 

The ADA is using a product in the 21st Century that medicine abandoned in the 19th Century.

The Consumers for Dental Choice Council, Charlie Brown, proposed to ADA counsel, Peter Sfikas, last April, an exit route for amalgam. ADA would say, due to environmental reasons only, it would stop endorsing the product, after, say, January 1st of 2007. Brown offered a meeting and asked for no money at all. ADA refused. ADA remains the only health group in the nation endorsing mercury in a health product, and again, an unnecessary product.

If this panel review will be used by the FDA for a new proposed rule, FDA cannot limit your literature review to just the last ten years. 

All of the literature which receives a prior review, the FDA is trying to lock up. FDA is desperately trying to avoid having you consider the Vimmy studies of sheep and monkeys, showing radioactive mercury amalgam dispersed throughout the body within 30 days of implantation. 

The ADA says animal studies don't count. 

That is a scientific foolishness. As Dr. Feigel of the FDA stated in the testimony film clip you saw yesterday. He admits animal studies are used to set policy and safety levels. 

Certainly we aren't going to experiment on pregnant women to determine the percentage of mercury-damaged babies. 

In 28 years of trial work, my job was to marshal evidence, to show a fact had been proven or that it had not been proven. You heard evidence that mercury vapor is emitted from amalgams far in excess of Government safety levels. Dr. Haley testified about this. Studies show there is no safe level of mercury. For example, Kazanskis's work. FDA always cites the 1993 USPHS report on mercury to support its claim of amalgam safety, but even that report states that amalgam is one of the two largest sources of mercury. 

And the 1999 report, which they never mention, states that there is no scientific proof of safety for amalgam. You've heard evidence here, yesterday and today, that mercury is absorbed into the body, the Vimy studies show that, and that one out of eight women giving birth have so much mercury in their bodies, that their babies are at risk of brain damage. 

One-third of dentists are mercury-free, which is proof that amalgams are completely unnecessary. 

Consumers For Dental Choice conducted a survey about Medicaid payment. Every state responding said it would pay for alternative, but patients just aren't informed of this. 

I am going to be giving these four CDs to the person who takes the submissions, and I'm going to place them in the record. They are scientific study submissions from experts and the public in the 2002 proposed rule process, to make them of record. 

I specifically want to point out that since 1957, studies have shown amalgam causes—

DR. BURTON: One minute, please. 

MS. DUFFY: --periodontal disease. I'm just going to sum up, then, here, and say that the testimony of the last two days make clear that change is needed in government's untrammeled approval of mercury fillings. The only group still supporting it is pro-mercury dentists. Of course changing work habits isn't easy for any of us but mercury fillings simply aren't needed to fill cavities.

The starting point to phase out these products that pose a risk to human health, and ruinous to the environment, is to protect pregnant women now. 

Amalgam exposes pregnant women to mercury. On that, every federal agency, CDC, U.S. Public Health, even FDA, agree. The health of unborn children must come before dental economics. Please ban mercury fillings for pregnant women.

Thank you. 

Copied from FDA transcripts Thursday September 7, 2006 starting at page 63.

www.mercurypoisoned.com/FDA_hearings/advisory_panel_rejects_amalgam_safety.html


