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Maryland lawsuit charpes dental board. 
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The suit seeks to “allow” dentists to disclose the risks of mercury-based dental 
fillings and health warnings which manufacturers of dental amalgam include with their 
product. 
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FDA Pane 1 Cons ;i ders Safety of Dental Amalgams 

FDA’s Dental Devj ces Panel met today to discuss recent research and 

patient case reports related to the possible hazards associated with dental 

amalgam fjllinqs. The panel uas asked to address whether the mercury in 

amalgam fillings can pose a risk to patients and to advise the agency on the 

tmes of studies needeo to further assess the safety of these devices. 

The fo1louir.g my be used to respond to questSons. 

Several clinicfans, patients, researchers. manufacturers and 

otqanizati ens . including the hrican Dental Association and the National ; ( 
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needed to resolve una Ai. nswered questions .ahout.amalqam safety. 4n the months . . J 
to come, FDA will decide on the best means of assuring that this research is 

undertaken. 

,In the meantime, FDA does not advise that Individuals-ask dentists to 

remove their amalgams. FDA agrees with the advisory panel that there is no 

valid data to demonstrate clinical harm to patients from amalgams, or that 

having them removed will prevent adverse health effects or reverse the 

course of existing diseases. 

Dental amalgams. a mixture of silver and mercury, have been used for 

over 150 years, The mercury allous the awilga3a to flw s..thly into the 

dental cavity, This material is ideal for cavities because it adheres 

tightly to the cavity, sets up hard and resists abrasicm, 

. 
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mechanisms. “Improvement” after removal of dental amalgam 
may be coincidental. especially when the complete exposure 
situation has not been determined. 

Not all sources of mercury and their exposure durations that 
contribute to the total body burden are identified routinely. 
Mercury exposure from dental amalgam must be put into 
perspective with respect to total mercury intake from the diet, 
ambient air, water, cosmetics, and drug therapy. 

Other factors can influence the dose of amalgam constituents 
available to interact with the central nervous system (CNS) 
(e.g., alcohol consumption. use of tobacco. bruxism, oral vs. 
nasal breathing, gum chewing, iron-deficiency anemia and 
other dietary deficiencies, acatalasia, and drug therapies). 

Susceptibilty of the CNS can vary with critical periods of 
brain development. Experience with other agents damaging 
the nervous system (e.g., lead, radiation, alcohol, etc.) has 
demonstrated that we might expect a wide range of potential 
CNS dysfunction, depending on the stage of development at 
the time of exposure. 

Mercury can be neurotoxic to dental personnel ifit is repeatedly 
mishandled during trituration, placement, or removal of 
amalgams. The brain is considered the critical target organ. 
Chronic exposure to high levels of elemental mercury vapor 
(the form of mercury most likely encountered when dental 
restorative materials are being handled) can affect the nervous 
system, but the variety of symptoms induced by severe exposures 
can be prevented when even simple handling precautions are 
heeded. 

The kidney has also been identified as a major organ for 
sharing the body burden of ‘mercury. Studies of individuals 
with long-term low-level occupational exposure to mercury 
vapor have not demonstrated any significant renal functional 
abnormalities. At present, no scientific evidence exists that 
mercury from dental amalgam contributes to renal disease in 
dental workers or their patients. 

QUESTION 4. WHAT ARE THE BENEFIT/RISK 
RATIOS OF DIFFERENT TOOTH 

RESTORATIVE MATERL-lLS? 
Benefits include ease of placement of the material for both the 
patient and dental personnel involved, cost. longevity, ability 
to maintain and improve such functions as eating and speaking, 
freedom from pain, esthetics, and effect on tooth lifeexpectaxy. 
All these benefits should be assessed in light of their contribution 
to dental, oral, and general health and well-being. T&e J-%G 
.associated with these rnaterialsmaybe. aboe orlongterm~or, 
@calized or systemic and .I&. pertainto spec& popuIation 
groups such. as .prepnant,.7 w~rnen, young .&~ldren,~..dental 
personnel, or individuals with particular immunologic;d. 
~redi+positioos. 

Lack of reliable quantitative estimates d the risks and 
‘benefits of the various dental .materials discussed at this 
,yonference precludes. calculation of ben&/risk ratios. The 
paucity of data concerning predictable nsks associated with 

restorative dental materials was striking. As a result, benefits 
and risks can be compared in only qualitative rather than 
quantitative terms. 

Different clinical conditions require restorative materials 
with particular qualities and characteristics, including 
malleability, strength, and esthetics. Although for some 
restorative needs, more than one material fulfills the 
requirements, for others, only one is appropriate. However, the 
benefits of single tooth restorative materials are similar when 
the materials are selected properly. Composites, glass-ionomer 
cements, and ceramics provide excellent esthetics and, as 
technological developments progress, improved longevity. 
Amalgams, cast alloys, and ceramics, however, offer additional 
strength and durability. 

All materials introduced into the oral cavity may present 
some risk to the general population. Selected individuals and 
groups may experience greater risks because of heredity or 
unusual clinical characteristics. Taking all the evidence that is 
presently available, the benefits of existing dental restorative 
procedures far outweigh the currently documented risks. 

QUESTION 5. WHAT SHOULD BE THE 
FUTURE DIRECTIONS FOR RESEARCH ON 
MATERIALS FOR TOOTH RESTORATIONS? 

(1) Carry out long-term epidemiological and multidisciplinary 
studies to determine whether there is a link between 
restorative materials and the incidence of local and/or 
systemic effects and establish the benefit/risk ratios of 
these materials. 

(2) 

(3) 

(4) 

(5) 

Determine the long-term effects of dental restorative 
materials on the developing organism. 

Develop new methods and materials for restoring teeth, 
such as utilizing bonding agents with improvedcomposites, 
amalgams, and new biocompatible materials that minimize 
removal of healthy tooth structure, release cariostatic 
agents, and reduce the risk of side-effects. 

Determine the composition, degradation, release pattern, 
and pharrnacokinetics of all restorative materials and their 
components under a variety of conditions. The effects of 
such materials and their components on cells, tissues, and 
organs should be established. 
Investigate the cellular and molecular mechanisms by 
which mercury at different concentrations damages 
different types of cells (e.g., CNS, kidney, oral eptthelium, 
etc.). 

CONCLUSIONS AND RECOMMENDATIONS 

Conclusions 
Current dental restorative matenals can be used effectively for 
restoring teeth for functional or esthetic reasons. Virtually all 
restorative materials have components with potential health 
risks. However, there is no scientific evidence that currently 
used restorative materials cause significant side-effects. 
Available data do not justify discontinuing the use of any 
currently available dental restorative materials or 
recommendmg their replacement. 
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,+though mercury vapor-is released from dental amalgam, 
the quantities released are ve~sma&uxldo~t-Gause ver&aM~ 
adverse effects OR human beings. %We the current evidence 
supports the concept. that exkting dental xestorativ&matetia4s 

-are safe, it must be recognized that the supp0rtin.g data- are 
incomplete. 

Recommendations 
(1) Manufacturers of all restorative materials should provide 

an insert or “stickers” listing the constituents used to formulate 
each material. This information should be referenced in each 
patient’s chart. 

(2) Dentists should install devices to recover waste amalgam 
residues in their offices for recycling to reduce environmental 
contamination. 

(3) A specific Food and Drug Administration progrum 
should be established for reporting and investigating adverse 
reactions to dental restorative materials. 
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Tbg.;Bt= on Risk- 
hlariiig* (through an interagency 
R&c&&Work Gmup) was charged 
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r+scxuch on the health effects of dental 
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ctjnctusions: 
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exposure; on * absorption, 
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natiOn of this material; on pow 
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effect; on thC medical significance 
of-such marleES; and on the 
&dicancc of various blood, urine 
or tissue ievcis of mercury. 

0 Among$eissutshighonany 
dmtaiamagm recarch agenda 
would be the following: whether 
loiv-level mercury if&~ts are 
prtvaiqat in4hc general population, 
and whithtr these can be attributed 
to amalgam; which special popu- 
I?$.~pt~ if =Y kg., c~~~~ 
pfQ&uii womtn, or those with 
renal disasc), might be especially 
!xgsitiyc.to &xl- cfftcts; how 
f&&tudics could be designed to 

tqcsq * pceritial cffccts of dental 
aniiiigam; whether existing 
am+pq should be rcpiacaj and, if 
so, under what circumstancc~; how 
the, ~crcury in am&m might be 
s&bilizcd to rTLidm& ldtast into 
the body; and, how safe and cffec- 
tive aft the existing alternatives to 
amalgam. ., 

Dcntd Amaigam - Find Remm 
IC 



a 
1 
1 
4 
I 
I 
3 
I 
I 
I 
I 
I 
4 
1 
4 
4 
I 

Education 

Over the past decade, the use of 
amdgam has declined because of a 
demease in dental ties and 
improvement in alternative materials. 
Nevertheless, dental amaigam 
continues to play an important role in 
the dental restorative process. 
Recently, a number of public heaith 
con- regarding mercury in dental 
amalgam have been raised. Although 
no controlled clinicai studies have 
shown adverse human health 
coN#Iuences associated with chronic 
low-dose exposure to mercury, public 
concern has been seen For example, in 
a 1991 survey commissioned by the 
American Dental miation, 20 
percent of those responding had 
considered having their amalgam 
restorations removed or had actually 
had them removed because of concern 
over the potential h&h risks. The 
lack of a definitive educational 
initiative by Federai health agencies 
may be a contributory factor in the 
anxiety experienced by the public. 

The CCEHRP Subcommittee on 
Risk Management charged the 
Education Work Group to consider 
whether new consumer and 
prufessional educational efforts were 
needed. The Work Group reached the 
foilowing conclusions: 

009133 

view of the divcfsc nafurc of the 
intended audiences and their 
varying perceptions of risk 

l Dentists, physicians and other 
hudth pmfessionais need accurate 
information about the risks and 
benefits of all dental restorative 
materiais in order to provide 
patients with the information 
ncccSSary to make informed and 
inteifigent choices in regard to 
dental restorative material selection 
or removal. (At present, available 
scientific data do not support the 
need for removal of othetise 
sound dental amalgam rstorations.) 

l Third party payers should be 
educated on relevant topics of tooth 
conservation techniques and 
materials such as sealants and 
preventive resin and appropriate- 
ness of restoration repair in specific 
casts tq BssNfe reimbursement. 

.- 

iknhl Amalgam - Final Repoti. 



people may develop mild reactions such as irritation or redness 

near the restored tooth, but most patients are not at risk," said 

panel chairman Dr. William McHugh, director of the Eastman Dental 

Center at the University of Rochester. "In reviewing the 

available data, however, we found no evidence that dental 

restorations are related to the development of disease.OV 

While silver amalgam has received considerable attention 

because of its mercury content, its potential to cause side 

effects is no greater than that of any other restorative material, 

the panel concluded. 

In addition to silver amalgam, the panel reviewed data on 

other materials including metal alloys, ceramics, tooth-colored 

plastic composites, and glass ionomers. The group noted that 

selection of the most appropriate material depends on the type of 

restoration required, the condition of the mouth, the resulting 

aesthetics, and cost factors. 

The, &l-member panel call,ed . . for studies to,verify,the safety 

of restorative mater,iils and t,o detect any.,ad~erse egfects~, ,, . 
however minimal. Future research also should focus on developing 

new methods and materials for tooth restoration that would 

minimize the removal of healthy tooth structure and reduce the 

risk of potential side effects, the panel s&d. 

This 3-day technology assessment conference on the effects 

and side effects of dental restorative materials was sponsored by 

the National Institute of Dental Research and the NIH Office of 

Medical Applications of Research. 

# # x 
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Publications Today’s News 

Today’s News 
ADA, CDA to defend in court 

July 16, 2001 
Stories 

American he 

Departments 

News Briefs 

Contact ADA Publishing 

San Francisco - The American Dental Association and the 
California Dental Asso$&tion both view as without merit t!(40 
ta~~l%g??$%%%so%?ions deceive patients about the 
presence of mercury in dental amalgams. 

The twin suits filed in Los Angeles and then in San Francisco 
seek injunctive relief that would bar the ADA and CDA from 
disseminating “false, misleading and inaccurate” information 
on the existence and toxicity of mercury in amalgam. 

The suits also seek monetary restitution from the associations for making 
representations “deliberately intended to disguise mercury amalgam fillings as 
silver,” for conspiring to “assure that consumers . . . remain oblivious” to 
amalgam dangers, and for “continuous efforts to ‘gag’ any opposition” from 
dentists so the ADA could continue to “profit” from sales of pro-amalgam 
literature. 

“This litigation appears to be an effort to ‘gag’ scientific debate,” countered ADA 
president Dr. Robert M. Anderton. “This complaint is without merit, and the 
ADA and CDA will mount a vigorous defense.” 

The ADA does not conceal that dental amalgam contains mercury and has long 
held the view that dentists should offer treatment based on the best scientific 
evidence - including the scientific fact that mercury in dental amalgam binds _ 
with other components to form a hard, stable restorative material. 

“Based on studies to date, there is no sound scientific evidence supporting a 
link between amalgam fillings and systemic diseases or chronic illness,” says 
Peter Sfikas, ADA general counsel. “It simply has not been shown that dental 
amalgam causes systemic toxicity. This position is shared by all major U.S. 
public health agencies.” 

“If the plaintiffs are successful,” Dr. Anderton added, “it would establish the 
precedent that professional associations cannot form scientific opinions and 
communicate those opinions to the public and the profession without fear of 
being sued by those who do not share their views.” 

The plaintiffs in one of the twin lawsuits are Kids Against Pollution and other 
anti-amalgam groups; the other seeks class-action status. 

Other state legislative activity related to mercury in amalgam includes: 

California dental board disbanded? 

Sacramento, Calif. - Citing frustration with the state dental board’s 

http://www.ada.org/prof/pubs/daily/O107/0716news/0716amal.html 09/12/2001 
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a-,unresponsiveness in revising a fact sheet on dental materials, including 
mercury, state Sen. Liz Figueroa wants to pull the board’s funding. 

“The dental board has blatantly and continually failed to carry out its duties in 
an effective and efficient manner,” Sen. Figueroa (D-Fremont) testified June 26 
before the state senate, hoping to convince legislators to “transfer funds from 
the dental board to the [California] Dept. of Consumer Affairs, for the purpose 
of performing the board’s duties until a new dental board is created on Jan. 1, 
2002.” 

“We are very displeased,” added Lynn Morris, director of the state Dept. of 
Consumer Affairs. “The members of the board do not understand the gravity of 
this situation.” 

But according to Dr. Kit Neacy, director of the California dental board, “the very 
obvious issue is that special interests, namely anti-amalgam people, are in bed 
with the current administration and has its ear,” she counters. 

Earlier this year, the board contracted with a dental materials expert to revise 
the fact sheet, Dr. Neacy explains, but the board found this revision to be 
incomplete, and the anti-amalgam group Consumers for Dental Choice also 
had objections. 

The fact sheet was then further revised and the board planned to review this 
version June 14, but canceled the meeting due to lack of a quorum, says Dr. 
Neacy. This angered amalgam opponents and Sen. Figueroa, who introduced 
emergency legislation (SB 26) to stop funding and dissolve the board as soon 
as Gov. Gray Davis can sign it. 

“We have a meeting planned for July 19 and will review the fact sheet - if we 
[as a board] still exist,” says Dr. Neacy. 

The fact sheet, mandated by law for use by dentists in patient discussions, is 
“long overdue,” the California Dental Association stated in its response to SB 
26. 

“The CDA is sorry the board has come to this circumstance,” says Tim 
Comstock, executive director of the CDA. “We will work diligently with Sen. 
Figueroa to build a better dental board - one that will align more clearly the 
interests of consumers and providers of oral health care.” 

“it is incumbent upon ail communities of interest,” Mr. Cornstock added, “to help 
make the new dental board as responsive and as effective as it can be.” 

Maryland !awsuit Fharges dental board gy;,” .‘., 
AL 
Baltimore -Another lawsuit involving dental amalgam was filed May 9 against 

: the Maryland state board of dental examiners. 

According to the suit, the board is charged “individually and as a representative 
of a class of defendants which includes 46 of the 50 state boards of dental 
examiners” with violating dentists’ freedom of speech, civil rights, due process 
and equal protection. 

The suit seeks to “allow” dentists to disclose the “risks of mercury-based dental 
fillings” and “health warnings which manufacturers of dental amalgam include 

http://www.ada.org/prof/pubs/daily/O107/0716news/0716amal.html 09/12/2001 
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Today’s News: ADA, CDA to defend m court 

with their product,” the complaint reads. 

Due to the pending litigation, the board was not at liberty to comment, but has 
proposed a regulation that unprofessional conduct includes removing sound or 
serviceable mercury amalgam restorations without appropriate informed 
consent from the patient. 

Maine passes trio of mercury laws 
. 

Augusta, Maine - New laws restrict the sale of mercury-added products, 
require dentists to store and dispose of it properly and give wastewater 
treatment facilities authority to limit mercury discharge. 

Another law will require dentists who use amalgam to give each patient a 
brochure - designed by the state Bureau of Health - on the health and 
environmental advantages and disadvantages of mercury amalgam and its 
alternatives. 

The brochure “may also include other information that contributes to the 
patient’s ability to make an informed decision when choosing between the use 
of mercury amalgam or an alternative material,” the law reads. 

Dentists must also display a poster in the public waiting area indicating the 
brochure is available. “While we certainly hoped that nothing be passed and 
the bill defeated, this law is much more workable than the original, which was 
very onerous and which we fought vigorously,” says Frances Miliano, executive 
director of the Maine Dental Association. “We look forward to seeing what [kind 
of brochure] the Bureau of Health will develop over the next few months.” 

Document address: http:Nwww.ada.orgfprof/pubs/daily/Oi 07/0716amal.html 
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1390 Piccard Avenue 
Rockville, MD 20850 

Dear Dr. Duncanson: 

The National Multiple Sclerosis Society is pleased to have the 
opportunity to provide testimony to the Dental Products Panel of the 
Medical Devices Advisory Committee of the Food and Drug 
Administration, This testimony does not relate to the overall 
question of the safety of dental amalgam fillings, Rather, our .ab,? : ._ 
interest in this issue stems from the extraordinary attention drawn y-e 
to multiple sclerasis as a consequence of recent publicity in the 
popular nexs media concerning anecdotal reports that removal of 
amalgam fillings may have a therapeutic role in multiple sclerosis. 

The Medical Advisory Board of the National Multiple Sclerosis Society 
has followed the controversy about an alleged relationship between 
dental mercury amalgam fillings and multiple sclerosis for a number - or years. IQ groper clinical study has been done to .address the h- 

of whether _ _. 
: : re WrraI of denm am- benef&s 

ueQJ& W1-p mrlexf&& There are anecdotal case reports of 
people’whose cbnbitions have improved, remained the same, or vvrsened 
after the removal of dental amalgam fillings. 

Anecdotal reports do not address the real issue of natural variation 
in the disease process, It is well known that multiple sclerosis 
follows an unpredictable clinical course and that considerable 
improvement or remission of the disease can occur at times that are 
unpredictable. In addition, a significant placebo response by people 
with multiple sclerosis has been documented in numerous controlled 
clinical trials with a variety of therapeutic agents. Finally, in 
none of the anecdotal reports can the accuracy of the diagnosis of 
multiple sclerosis be determined with certainty. 
individually or together, 

These problems, 
could provide alternative explanations to 

the claims made fcr Improvement of multiple sclerosis after removal 
of anzlgam fillings, 
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