June 2, 2003

Dockets Management Research 

(HFA-305)

Food and Drug Administration (FDA)

5630 Fishers Lane 

Room 1061

Rockville, MD    20852 

Dear Sir/Madam: 

The Wisconsin Dental Association (WDA) is pleased to submit our concerns to the Food and Drug Administration (FDA) regarding the FDA’s plan to establish a panel to perform a literature review on the health effects of dental amalgam on humans, 68 Fed. Reg. 25047-25048. The WDA represents approximately 82% of all licensed dentists in the state of Wisconsin.  We submit this letter to you on behalf of the 2,800 dentists who are WDA members.   

Our concerns include the following: 

· The FDA should not limit its literature research to those articles written from January 1, 1996 to June 1, 2003.  Due to the fact that there are numerous studies that have continued to stand the test of time that were written prior to 1996, the dental community in Wisconsin is worried that sound scientific studies on this issue may be excluded from the FDA review.  

· The FDA should publish the methodology it plans to use to conduct the review.  This will allow the scientific dental community to understand the review process and comment on it in an informed fashion. 

· The FDA should publish information on the qualifications of the reviewers and the selection process by which FDA appointed the reviewers.  The professional dental community is concerned that the FDA may choose to exclude individuals who are most knowledgeable on this issue simply because those individuals have been involved in prior literature reviews on dental amalgam.  The expertise and quality of the reviewers is a very important aspect of this process.    

· The FDA panel should include qualified experts from the professional dental community.

Thank you for your time and consideration in reviewing our concerns.  If you have any questions regarding these concerns, please feel free to contact Ms. Mara Brooks of the WDA office in Madison at 608-250-3442. Thank you. 

Sincerely, 

Michael Donohoo, DDS




Dennis McGuire

President






Executive Director

