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D e a r  S ir/M a d a m : 

T h e  Ame r i c a n  D e n ta l  Assoc ia t i on  ( A D A  o r  Assoc ia t i on )  is p l e a s e d  to  p r ov i d e  th e  F o o d  a n d  D r u g  
A d m in ist rat ion ( FDA )  wi th th e  a tta c h e d  b i b l i o g r aphy  o f p e e r  r e v i ewed  j o u r na l  a r t icles p ub l i s h ed  
f r om 1 9 9 6  to  2 0 0 2  th a t a dd r e ss  th e  h e a l th  e ffects o f d e n ta l  a m a l g a m  in  h u m a n s . T h e  A D A  
r e p r e s e n ts ove r  1 4 7 ,0 0 0  d e n tists i n  th e  Un i t - ed  S ta tes, o r  o ve r  7 0 %  o f a l l  p rac t ic ing  d e n tists 
n a tio n w i d e . T h e  Assoc ia t i on  seeks  to  a d v a n c e  t he  a r t a n d  sc ience  o f d e n tistry, p r o m o tin g  h i g h  
qua l i ty  d e n ta l  ca re ,  a n d  th e  o r a l  h e a l th  o f th e  Ame r i c a n  pub l ic .  

T h e  a tta c h e d  b i b l i o g r aphy  was  comp i l e d  by  c ross sea r ch i n g  two sta n d a r d  b ib l i omet r ic  d a ta b a ses , 
M e d l i ne  a n d  T o x n e t, fo r  a r t icles p ub l i s h ed  d u r i n g  th e  re l evan t  p e r i o d . T h e  in i t ia l  s ea r ch  
p r o d u c e d  ove r  fo u r  h u n d r e d  stud i e s  invest iga t ing  b o th  th e  phys ica l  a n d  b i o l og i ca l  p r o p e r tie s  o f 
d e n ta l  a m a l g a m . T h e  sea r ch  p a r a m e te rs  w e r e  th e n  r e fin e d  to  focus  o n  stud i e s  th a t s h e d  l ight  o n  
th e  p o te n tia l  “h e a l th  e ffects o f d e n ta l  a m a l g a m  in  h u m a n s ,” i n  k e e p i n g  wi th th e  s cope  o f th e  
p l a n n e d  rev iew.  T h e  resu l ts o f th a t sea r ch  a r e  a tta c h e d . 

A lth o u g h  th e  Assoc ia t i on  c o n fin e d  its sea r ch  to  th e  p e r i o d  r e q u e s te d  by  th e  F D A  ( Janua r y  1 , 1 9 9 6  
to  J u n e  1 , 2 0 0 3 ) , w e  w ish  to  emphas i z e  th e  impo r ta n c e  o f v i ew ing  th e  cu r ren t  lite r a tu r e  i n  th e  
c o n text o f th e  c o n tin u u m  o f p e e r  r e v i ewed  stud i e s  a n d  k n o w l e d g e  th a t ex tends  back  ove r  m a n y  
years.  N u m e r o u s  p e e r  r e v i ewed  stud i e s  th a t c o n tin u e  to  sta n d  th e  test o f tim e  w e r e  th e  sub jec t  o f 
p r i o r  fe d e r a l  a g e n cy  rev iews i n  1 9 9 3  a n d  1 9 9 7  a n d  pa ra l l e l  i n te rna t i ona l  r ev iews i n  1 9 9 4  
( S w e d e n ) , 1 9 9 5  ( C a n a d a ) , 1 9 9 6  W o r l d  Hea l th  O rgan i za t i on )  a n d  1 9 9 7  ( C a n a d a  a n d  W o r l d  Hea l th  
O rgan iza t i on ) .  W h i le w e  u n d e r s ta n d  a n d  s u p p o r t th e  focus  o n  cu r ren t  r esea rch ,  it is i m p e r a tive  
th a t a r t icles i n  th e  p e e r - r e v i ewed  lite r a tu r e  f r om Janua r y  1 , 1 9 9 6  to  J u n e  1 , 2 0 0 3  b e  c ons i d e r e d  i n  
c o n text. S o u n d  scientif ic stud i e s  s hou l d  n o t b e  e xc l u ded  so le ly  b e c a u s e  th e y  w e r e  p ub l i s h ed  
b e fo r e  a  spec i f i ed  tim e  f rame.  

T h e  Assoc ia t i on’s sea r ch  o f th e  p e e r - r e v i ewed  lite r a tu r e  p r o d u c e d  a r t icles o f va ry i ng  scient if ic 
qual i ty.  T h e  i nc lus ion  o f a n y  g i v en  a r t icle i n  th is  subm iss i on  s hou l d  n o t b e  ta k e n  as  a n  
e n d o r s e m e n t by  th e  A D A  o f th a t a r ticle, its m e th o d o l o g y  o r  fin d i n g s . In  fact, th e  Assoc ia t i on  is 



2 

on record as challenging a number of the studies included in our submission on scientific 
grounds. Although the Association, in the spirit of scientific neutrality, did not screen the results 
of its search by the quality of the evidence produced, it is critical to the integrity of the planned 
FDA review that it include appropriate screening criteria. 

The Association recommends that the FDA publish the scientific methodology or protocol in 
order to give the scientific community an opportunity to comment. We would expect the protocol 
for this kind of review to include the following elements: background, objective(s), inclusion 
criteria, search strategy, quality assessment criteria, data extraction and analysis. 

The notice in the Federal Register states that an “independent group will conduct the review,” but 
provides no other information about the qualifications and selection of the reviewers or how the 
review will be conducted. The Association applauds the FDA’s intent to select reviewers who 
have no potential bias or conflict of interest. However, to exclude individuals solely because they 
have been involved in prior reviews could unnecessarily deny the agency the expertise of those 
who are most qualified to contribute. Care must be taken to ensure that the reviewers are 
sufficiently familiar with dental amalgam and its use in clinical dentistry to understand and 
interpret the research findings. For this reason, the Association believes that it is important to 
include qualified dental experts on the review panel. 

The ADA appreciates the FDA’s consideration of our information and suggestions. 
Should you have any questions, please contact Jonathan B. McLeod, Manager, 
Legislative and Regulatory Policy at (202) 789-5 176. 

T. Howard Jones, D.M.D. James B. Bramson, D.D.S. 
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