
Sharfstein’s amalgam rule led to dental association cruelty to children
As we predicted last summer, the FDA amalgam rule engineered by its new leaders -- the ethically-challenged Margaret Hamburg and the so-called child advocate Joshua Sharfstein -- has turned into a living nightmare for America’s children.


The American Dental Association’s sixth-largest chapter, Pennsylvania, is engaged in strong-arm tactics to force parents of disabled children to “consent” to amalgam.  Its written testimony to the Philadelphia board of health on 11 February 2010 endorsed denying all care -- no teeth cleanings, nothing -- to children with disabilities unless the parents “consent” to amalgam. 

 

What does this ADA chapter cite as the basis for this cruelty to disabled children? The FDA rule.

 

The U.S. Food and Drug Administration’s 2009 rule buried neurological warnings where no consumer could find them and where dentists could conveniently “overlook” them. As proved by the ignorant testimony of the dental associations that claimed FDA “definitively concluded” that there are no risks from amalgam, either 1) dentists are unable to locate the neurological warnings in FDA’s poorly-crafted rule or 2) the dental associations intentionally delivered false and misleading testimony to the Philadelphia health board. 

 

Contrary to the testimony of the Pennsylvania Dental Association and the Philadelphia County Dental Society, the FDA rule admits that scientists do not know if amalgam is safe or unsafe for children under six, for pregnant women’s unborn babies, or for lactating mothers’ nursing babies: “Very limited to no clinical information is available regarding long-term health outcomes in pregnant women and their developing fetuses, and children under the age of six, including infants who are breastfed.” In fact, FDA admits that amalgam could even cause severe harm: “The developing neurological systems in fetuses and young children may be more sensitive to the neurotoxic effects of mercury vapor.” Additionally, FDA adamantly refuses to examine whether amalgam is safe for people already exposed to mercury from other sources (such as tuna and vaccines): “This type of comprehensive analysis of exposure to multiple species of mercury from multiple sources was beyond the scope of the review.” In other words, FDA will not consider the reality that many people are already affected -- or even disabled -- by a high mercury bio burden from other sources, a condition that makes them even more susceptible to amalgam’s neurotoxic effects. 

 

Caving in to Henry Schein Inc. (FDA Commissioner Hamburg’s million-dollar corporate benefactor) and other amalgam sellers, FDA press releases deceptively proclaimed amalgam “safe” for everyone despite a complete lack of scientific evidence to support this claim and a mountain a evidence contradicting it. As disingenuous as a Toyota spokesman promoting the safety of its cars, FDA’s leading amalgam advocate, dentist Susan Runner, gave the green light to untrammelled sales with no warnings and no disclosures for consumers in her media briefing on 28 July 2009. 

 

Deputy Commissioner Sharfstein was supposedly a child advocate in Baltimore, claiming to lead the charge to protect children from lead and from unsafe cold medicines. Breathing the stale air at FDA, Sharfstein rubber-stamped the amalgam rule that now endangers our children’s health every day as Sharfstein permits dental associations to distort the risks of amalgam and grossly exaggerate claims of safety. With Philadelphia dental associations citing misleading statements in his scientifically-deficient amalgam rule to urge dentists to turn away disabled patients, Sharfstein’s callous and unscientific rule has succeeded in depriving children with disabilities of all dental care -- even tooth cleanings. 
 

Please write Deputy Commissioner Joshua Sharfstein, JMSharf1@fda.hhs.gov, or phone him, 301.796-5040. 

 

Ask Sharfstein these three questions:

 

1. If there is no scientific evidence that amalgam is safe (“Very limited to no clinical information is available regarding long-term health outcomes in pregnant women and their developing fetuses, and children under the age of six, including infants who are breastfed” according to FDA), then what makes you believe this product is safe for our children? 

2. Why are you failing to mandate consumer labeling warning parents of the neurotoxic risks of amalgam despite clear evidence that dental associations -- such as those in Philadelphia -- are attempting to impart false and misleading information to patients? 

3. Do you approve of dental associations who cite FDA in order to justify denying all dental care to children whose parents assert their right to refuse amalgam?      
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