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Dea r  M r. U p to n : 

T h a n k  y o u  fo r  th e  facs im i l e  o f Ju ly  2 ,2 0 0 3 , r e ga r d i n g  th e  c lass i f icat ion a n d  safety o f me rcu r y  
a m a l g a m  d e n ta l  f i l l ings. 

D e n ta l  a m a l g a m s , a  m ixture o f s i lver,  mercu ry ,  tin , a n d  c o ppe r , h a v e  b e e n  u s e d  i n  d e n tistry 
fo r  ove r  1 5 0  years .  C o n t roversy ove r  th e  h e a l th  e ffects f r om th e  u s e  o f th e s e  m a te r ia ls  i n  
d e n tistry h a s  pe rs i s ted  fo r  m a n y  years .  

In  J anua r y  1 9 9 3 , th e  Un i t ed  S ta te s  Pub l i c  Hea l t h  Se r v i ce  ( P H S )  p ub l i s h ed  a  c omp r e hens i v e  
scient i f ic repo r t  o n  th e  safety a n d  c l in ica l  u til ity o f d e n ta l  a m a l g a m  a n d  th e  resto ra t ive  
m a te r ia ls  c o m m o n l y  u s e d  i n  d e n tistry. T h e  repo r t  e n title d , “D e n ta l  A m a l g a m : A  Pub l i c  
Hea l t h  Se r v i ce  S t ra tegy fo r  Resea rch ,  E d u c a tio n  a n d  R e g u l a tio n ,” a c k n o w l e d g e d  th a t 
a m a l g a m  f i l l ings r e l e ase  sma l l  a m o u n ts o f me rcu r y  v apo r  th a t th e  b o d y  c a n  a b so r b  a n d  cou l d  
c a u se  a l l e rg ic  reac t i ons  i n  a  fe w  pe r s ons  b u t th a t “. . . th e r e  is scan t  e v i d e nce  th a t th e  h e a l th  o f 
th e  vast  ma jo r i ty  o f p e o p l e  w i th  a m a l g a m  is c o m p r o m i s e d .” T h e  P H S  pos i t i on  o n  d e n ta l  
a m a l g a m s  pub l i s h ed  i n  1 9 9 3  a n d  u p d a te d  i n  1 9 9 5  a n d  1 9 9 7  is th a t “th e r e  ex ist  n o  
sc ient i f ica l ly  c ompe l l i n g  r e asons  e i the r  to  d i scon t i nue  o r  to  cur ta i l  th e  c l in ica l  u s e  o f d e n ta l  
a m a l g a m  o r  to  r e c o m m e n d  r emova l  o f ex is t ing  a m a l g a m  f i l l ings a b s e n t c l ea r  e v i d e nce  o f 
a l l e rgy  o r  i n t o l e r ance  i n  i nd i v i dua l  p a tie n ts.” 

P H S  scient ists a n a l y z ed  a p p r o x ima te ly  6 0  pee r - r e v i ewed  s tud ies  s u bm i tte d  to  s u p po r t th r e e  
c i t izen p e titio n s  r ece i ved  b y  th e  F o o d  a n d  D r u g  A d m in is t ra t ion ( FDA  o r  th e  Agency )  a fte r  th e  
1 9 9 3  repor t .  T hey  fo u n d  th a t d a ta  i n  th e s e  s tud ies  d i d  n o t s u p po r t c l a ims  th a t i nd i v i dua l s  
w i th  d e n ta l  a m a l g a m  res to ra t ions  wi l l  e x pe r i e nce  a dve r s e  e ffects, e x c ep t fo r  r a r e  a l l e rg ic  o r  
hypersens i t iv i ty  react ions.  

T h e  N a tio n a l  Inst i tutes o f Hea l t h  (NM) ,  th e  C e n te rs  fo r  D i s ease  C o n trol  a n d  P reven t i on ,  a n d  
F D A  h a v e  c o n tin u e d  to  wo rk  o n  th e  issue.  N M ’s N a tio n a l  Inst i tute o f D e n ta l  Resea r c h  h a s  
fu n d e d  r esea r ch  re l a ted  to  imp r ov i n g  th e  k n o w l e d g e  o f d e n ta l  a m a l g a m  safety a n d  d e ve l o p i n g  
sa fe  n on -me r cu r y  a l te rnat ives.  Th is  i n c l udes  ep i d em i o l o g i c a l  r esea rch ,  a s  we l l  a s  c l in ica l  
t r ia ls o n  d e n ta l  a m a l g a m  u s e  i n  ch i l d ren .  T h e s e  tr ia ls a r e  o n g o i n g  a n d  a l l ow  a t least  s e v en  
yea rs  o f fo l l ow -up  i n  o r de r  to  d e tect  poss i b l e  s u b tle  a n d  l o n g - r a n ge  h e a l th  e ffects. 
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Dental amalgam also was the subject of a World Health Organization (WHO) Consultation in 
March 1997. The conclusion of the WHO Consultation was: “Dental amalgam restorations are 
considered safe, but components of amalgam and other dental restorative materials may, in rare 
instances, cause local side effects or allergic reactions. The small amount of mercury released 
from amalgam restorations, especially during placement and removal, has not been shown to cause 
any other adverse health effects.” This conclusion mirrors the conclusions of the risk assessments 
done to date by PHS, the European Union, the National Board of Health and Welfare in Sweden, 
the New Zealand Ministry of Health, and Canada and the province of Quebec. 

The use of dental amalgam in the U.S. is declining. Pediatric dentists in particular are tending to 
use resin (plastic), tooth-colored materials that are bonded to the tooth, may release fluoride, and 
are mercury free. There are other reasons for the decline as well, including the increasing use of 
sealant and community fluoridation, an expanding selection of fluoride-containing dental products, 
improved oral hygiene practices, and greater access to dental care. 

For the foreseeable future, however, the population with still functional dental amalgam 
restorations will continue to be large. PHS will continue its strategy to gather data about any 
possible risks in the use of dental amalgams and other restorative products and to pursue 
aggressively new methods of dental treatment and oral health strategies. For updates on the safety 
of dental amalgam, visit our website at: http://www.fda.nov/cdrWconsumer/amalaams. html . 

Dental amalgams are Class 11 medical devices subject to special controls under the Federal Food, 
Drug, and Cosmetic (FD&C) Act. Dental amalgams marketed prior to passage of the Medical 
Device Amendments to the FD&C Act in 1976, and dental amalgams marketed since then but 
determined to be substantially equivalent to a pre-amendments device, have been allowed to be 
marketed without pre-market clearance from FDA. New dental amalgams, determined to be not 
substantially equivalent to a pre-amendments device, first require pre-market clearance before they 
can be marketed. All dental amalgams, however, must comply with all other regulatory 
requirements applicable to any Class II device. 

In the Federal Register of February 20,2002, the Agency published a proposed rule that would 
uniformly regulate dental mercury, amalgam alloy, and pre-encapsulated dental amalgam in 
Class II. To reduce allergic reactions from restorative materials, the Agency has proposed in 
labeling guidance that the product’s labeling list ingredients in descending order of weight by 
percentage and include lot numbers, appropriate warnings and precautions, handling instructions, 
and expiration dating. 

On July 17,2002, FDA announced in the Federal Register the reopening of the comment period for 
the proposed rule for 60-days. The comment period closed on September 17,2002. Once we 
have reviewed and addressed comments to the proposed rules and guidance documents, FDA will 
issue final documents. We are forwarding this letter to FDA’s Dockets Management Branch to 
become part of the administrative record of the proposed rule. 
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T h a n k  y o u  a g a i n  fo r  c o n tac t i ng  u s  c once r n i n g  th is  m a tter.  If w e  m a y  b e  o f fu r the r  ass is tance,  
p l e a se  let u s  k n o w . 

S incere ly ,  

A m it K . S a c h d e v  
Assoc i a t e  

fo r  Leg i s l a t i on  

cc: Docke ts M a n a g e m e n t B r a nch  (HFA - 305 )  


