
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MD 20857 

July 9, 2002 
. 

Charles G. Brown 
Consumers for Dental Choice, Inc. 
1400 Sixteenth St., N-W., Suite 330 
Washington, DC 2003622 15 

Dear Mr. Brown: 

Thank you for your letter of June 27, 2002, petitioning me “regarding a proposed rule 
that would protect dentists’ use of mercury fillings”. 

I notice that the letter referenced Docket #OlN-0067 which is a Proposed Rule regarding 
Dental Devices: Classification of Encapsulated Amalgam Alloy and Dental Mercury and 
Reclassification of Dental Mercury; Issuance of Special Controls for Amalgam Alloy, 
which was published in the Federal Register on February 20,2002. Your letter will be 
considered as a comment on the Proposed Rule and will be reviewed along with other 
comments before issuance of a Final Rule on this subject. 

Ombudsman 
Center for Devices 

And Radiological Health 

Cc: Dockets Management Branch 



OR behalf of Consumeis for Dental Choice, Xnc., we petition the Ombudsman 
regarding a proposed rule that; would protect dentists”’ use of ‘m&zury filCings on the 
grounds thal it: 1. 8 

2. Conflicts with the QiM’s cmn pokks about the risks of mercury toxicity, 
including the recent fish warnitigs and the directive to cease using mercury preservatives 
in childhood vaccines; / 
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6, Is acting in the abser&e of a Commissioner on an issue where only the ADA 
wants ,urgency, an additianat sign that sufficient agency oversight is nut being made on 
the dentat materials section oft$e FDA. 

7, Egnored ~lr jn~ention~1~~ misstated studies and developmerits contrary to the 
positim of the American Dental Association -- such as Health Canada reports, 
manufacturer contraindication warnings, peer reviewed studies, and th& reason amalgam 
use ended in Sweden; 

9. May ~t~a~th~iy be: att&q&ng, via choosing ambiguous language, to preempt or 
otherwise nullify state dental ptactice statutes requiring dentists tn give warnings about 
mercury filtings, a radical and ullprecedented usurpation of the tzadition uf states 
regulating the professions; i 

10. Utilized secretive pr&cedures leading up to the proposal intentionally excluded 
consumer orgkzatkxs dedicat$d to consumer choice in fillings mat&& scientivts who 
have determined that merctrry dental fillings are a health risk; and the views of the ~tne- 
quarter of American dentists WHO no longer use mercury fillin@ 

11. Denies the public th$ right to a hearing;; 

2. _FDA wlicies 
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The FDA has spoken hoidly and courageou$Iy to end m$rcury in chifdhood 
vaccines, and to warn pregnank v~men about mercury in fish. But when fking the 

powerful American Dental Ass@iation, this courftge ceases, and t& agency proposes al ,- 
regutatirm to altow dentists to c$hwe to put toxic material into childr&“s mouths. 

3. Federal agencies i 

The EPA has a ~Q~~st~~d~~g policy of reducing mercury at the source, and of 
treating dental fillings as hatasd+us waste. 

4, Obsolete Adviso,rv Co’mmittee : 

The decision to use an Advisory Committee who la& met seven years ago -- an 
em in terms of scientific rmeakh -- altows the FDA to igmre th&e very deveIopments 
that w~uid lead an objective akency tn class@ mercury fillings a+ a Class III material. 
Fur example: 
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A bill by Congresswamqn Watson (D-Cabf.) hnd Congr&m& Burton (IbInd.), 
since joined by Congresswoman Carson (D-lnd.), Congressman H&hey (D-N.Y.), 
Congressmrtn Ford (DTenn.), Congresswoman Davis CR-Va.), Congresswoman 
M~~i~n~~er-~cbuna~d (D-Galif.), itnd CoAgressman Conyers (D-@ich.), would 
immcdiateIy stop the LISA of m&wry fillings for children, prem& vwrnen, and nursing 
mothers, would give he&h w&-nings to all, and would prohMt tfre use of mercury in 
dentistry starting in XXI?. This rqularion tried to jump-starr the forces opposed to the 
bill, a meddling in Congression$ prerogatives that is not appropriate, 

6. I% Commissioner ; 
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Health Canada recommended back in 1996 that children, pregnant women, and 
people with kidney problems, braces, or mercury hypersensitivity nut receive mercury 
fillings. In 1997, a major manufacturer, Dentsply, issued con~a~n~i~ation warnines for 
children, r~eenant women, and people with kidney problems. braces. or mercury 
hvptrsensitivity. In 1999 dnd 2000, respectiireiy, the American Public Health 
Association and the California Medical Association passed resolutions calling for a 
phase-uut of alt health products contatining mercury. Att of these; &veIopments WCR 
plainly known to the FDA, or with any reasonable effort could have been. 

The FDA fals4y su&,sts that Sweden ended am&&am use for ~n~~ro~~n~a~ 
reasons. As a ietter tu the agency explains, the decision was made for health as well as 
environmental reasons. Rathe!’ than learn the facts, the FDA chose to rely on ADA 
folklore. 

8, State statutes 

It strains credibility to suggest that the frruners of this proposed rule either did not 
know &out the state statutes or thought them h&want. That the regulation calls t’or 
“uniform” disclosures suggests that they indeed do know about the laws and ~26 trying, 
sub silenlio, to rsvertuxn theah : In f3etF a veritable revuIution against am&qam use has 
begun in the states. Faur states have passed laws: Arizona* Cdiifornia, Maine, and New 
Hampshire, Bills were proposed this year in Alabama, Georgia, Illi@s, and Ohio to &op 
dentists from using mercury fillfngs,in children and pregnant women. 

The Naristnaf Hack Caucus of State Legislators passed a resolution. The N.4ACP 
of Los Angelas, the Childr&s: Advocq Institute, and the h4ercut-y Policy Project have 
atI called for an end TO the use csf mercury in f%ings. Health Care Without Harm, the 
American Public Health Asm$ation, and the Cstifornia Medical Association have all 
called for a phase-out of ALL mercury products in halth care, and did not exclude 
mercmy fillings. 

, 

9, The preemptian questjon 

Before proposing such l\n important rule for puhIic comment, the FDA needs to 
unamhigucw,: Does the mopGsed.reaul&on ur+emut state laws? , Pretending no such 
laws exist cmly begs the questi+. Members of Congress from states s%ere such iaw,u RR 
gassed. and who likeiy suppoit their home states’ tight to kgisla?tte, tineed to know Q-h 
before the rule is finalized. Thib is yet another reaaon tu withdraw and rewrite the ruie. 

ff preemption is atternpred, ii would mark a radical, unprecedented, and perhaps 

unconstitutionat step by the FI)A to preempt the states’ traditionA role in regulating the 
practice of heafth professionals~ 
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10. Secretive moczduresi 

hasn’t convened for seven yea&, without any recent public hearings, sent a shock wave 
through the grcwing public moyement tcr aboiis’n mercury deni;ii fitlings. The regulation 
was timed to pre-empt actions in CZongress and the states, and contains no consumer 
protection at all, Consumer domment, overwheh~fnl$fy against the rule, is C~ORIIUUS, 
leading to an agency agreement fo afbw more time for public comment. 

1 One trade group, and c&y mx, is delighted with the FDA a&an:. the American 
Dental Association. The FDA has given CW@ M~nclae to dentisti ICI make crucial 
decisions about dental Issue, r&enforcing organized dentistry”s position @at it is entirely 
appropriate for dentists to profit by putting grams of mercury inti the bodies crf 
unsuspecting children and pregnant women, even hiding the presence of mercury by 
calling it “silver,” Ignored by the FDA is that the ADA’s conttol ovw dentistry is itself 
disintegrating: fulfy 27% of ail, &marican dentists are ww mercury fr&. 

The reguMon allowed, neither for pubEc hearings nor HOP a ,right of reply. Jt 
would allow the ADA, with its pseudo=scientific system rrf product endonernenrs fed hy 
money from product manufacturers, &I go unchallenged in its commenti. 

On an issue of this magn’itudc, a public hearing and the right ofgeply are essential. 

A “mistak&’ bchecked f’czr ten years deserves an explanation. None is given. 
That is no surprise; it was n& mistake, 1x1 the early I99Os, the FDA relegated the 
amalgam decision to the ones .“‘mixing” the mat&a& the dentists. Now, with dentis%s 
being sued fbr puttixlg merclrr) in thr: mouth without warning, the: FDA is eying ta 
protect them by saying thz decision was inadvertent. It was not. If we are wrong, then 
We call on thr: agency t0 t3xpiai( its silence. 

13. Refusal to create new Advisory Committee 



I 

h~stead, the FDA those to ~WXX~ the ADA viewpoint only, then ratify it into a 
regutation. 8 / 

Remedy requested ; 
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