
Suite 800 l 737 N. Michigan Avenue * Chicago, Illinois 6O”iI I-2690 

(3 12) 787-55 18 0 Fax (3 12) 787-3670 * www.perio.org 

July 31, 2002 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20057 

.,. 

Dear Sir or Madam: 

The American Academy of Periodontology is a not-for-profit organization with a mission to 
advance the periodontal health of the public and represent and serve member 
periodontists. 

The Academy applauds the Food and Drug Administration’s (FDA) Proposed Rule and 
Special Control Guidance on DentalAmalgam Products [docket no. OlN-00671. Years of 
analysis of the scientific literature by the FDA and the American Dental Association (ADA) 
has demonstrated dental amalgam’s safety and with the classification of encapsulated 
amalgam, amalgam alloy and dental mercury to uniform class II with special controls, 
ensures that dentists and the public will be able to make well-educated and informed 
decisions about dental restoration materials. 

The Academy concurs with the ADA that an FDA administrative hearing on this rule will not 
yield information that has not already been extensively evaluated by the FDA and may, indeed, 
delay the classification of these dental amalgam products. To ensure that the public derives the 
full benefit from the FDA’s proposed rule and guidance, the Academy urges the FDA to consider 
the ADA recommendation that the proposed rule preempt conflicting state laws and regulations 
regarding dental amalgam products. 

Thank you for the opportunity to provide comments. 

Sincerely, 

Board of Trustees 
Alice DeForest, Executive Director 
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