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Sections: Introduction, Warnings, Contraindication, and Precautions 
 

Introduction 

The Food and Drug Administration (FDA) has developed this guidance as the special control to 

support the classification of dental amalgam into Class II (special controls), the reclassification of 

dental mercury
1
 from Class I to Class II, and the current classification of amalgam alloy in Class II. 

The three devices are now classified in a single regulation, Dental Amalgam, Mercury, and 

Amalgam Alloy, 21 CFR 872.3070.
2
  

 

C. Warnings  
 

FDA recommends that the labeling of your dental amalgam and mercury devices include  he 

following warnings for health professionals about potential exposure to mercury:  
 

• WARNING -- CONTAINS MERCURY  
 

• may be harmful if vapors are inhaled  
 

D. Contraindication 
 

FDA recommends that the labeling of your dental amalgam and mercury devices include the 

following contraindication: 
 

• do not use in persons with a known mercury allergy  
 

Although final labeling is not required for 510(k) clearance, final labeling must comply with the 

requirements of 21 CFR Part 801 before a medical device is introduced into interstate commerce. In 

addition, final labeling for prescription medical devices must comply with 21 CFR 801.109.  

Labeling recommendations in this guidance are consistent with the requirements of Part 801.  
 

E. Precautions 
 

FDA recommends that the labeling of your dental amalgam, mercury, and amalgam alloy devices 

include the following precautions regarding use of the devices:  
 

• do not place the device in direct contact with other types of metals  

• use with adequate ventilation  

• single-use only  

• store in a cool, well ventilated place 

 

 

 

                                                           
1
 FDA is no longer using the term “dental mercury,” but instead is using “mercury,” to more accurately reflect the fact that the 

mercury used in dental amalgam is elemental mercury.  
2
 The section continues, “…Dental amalgam consists of a combination of mercury and amalgam alloy, and is intended for the direct 

filling of carious lesions or structural defects in teeth... Designation of this document as a special control means that any firm 

currently marketing, or intending to market, dental amalgam, mercury, or amalgam alloy will need to address the issues covered in 

this special controls guidance...” 



For more information: Laura Henze Russell, laurarussell2@comcast.net, 781-784-1858, 339-364-0701. 

Governments, NGOs Taking Action to Restrict Mercury Amalgam in Dentistry 
 

States with Informed Consent Laws:  Connecticut, Maine, Vermont and California 

Cities with Informed Consent Laws: Philadelphia, PA 

Countries Banning Amalgam: Norway (2008), Denmark (2008), Sweden (2009) 

International Efforts for Phase Down: EEC, U.N. Environment Programme Treaty 

Organizations Working to Restrict Use of Mercury Amalgam in Dentistry:  

World Health Organization (W.H.O.), Federation of American Scientists for Experimental Biology, 

International Academy of Oral Medicine and Toxicology 

Cities with Resolutions on Amalgam: Costa Mesa, Santa Ana and Malibu, California 
 

For info, google Hidden River Cloud Network, IAOMT, Mercury Exposure, DAMS, Consumers for Dental Choice. 
 

International Academy of Oral Medicine & Toxicology (IAOMT)
3
 

Questions For Your Dentist 
http://iaomt.org/find-a-doctor/questions-for-your-dentist/ 

 

The IAOMT and its members are very concerned about excess exposure to mercury when old 

amalgam fillings are removed. The process of drilling out amalgam fillings liberates quantities of 

mercury vapor and fine particulates that can be inhaled and absorbed through the lungs. 
 

We have developed some simple methods for reducing this exposure, which all members of the 

IAOMT should be aware of. Accredited members, Fellows and Masters are all certified as being 

proficient in safe amalgam removal techniques. For more information, see the article, “Safe 

Removal of Amalgam Fillings” in the Featured Articles section of this website. 
 

If your dentist is not an Accredited IAOMT member, ask these questions: 

1. What is your position on the mercury issue? How much knowledge do you possess 

about mercury? 
If a dentist is knowledgeable about the mercury issue and understands mercury 

biochemistry, it is likely they will take the removal process seriously. Be concerned if you 

hear, “I don’t think the mercury in fillings is a big deal, but I’ll take it out if you like. This is 

probably a dentist that isn’t very concerned about removal protocols. 

2. Do you use a rubber dam when removing amalgam? 
The rubber sheet greatly reduces the amount of particulates that go down the throat. 

3. Is your suction system powerful and efficient? Do you use a special tip (such as “Clean 

Up,” available from IAOMT) or its equivalent? 
Utilizing an efficient suction system in the oral cavity with a specialized adaptor or its 

equivalent is necessary to contain the mercury vapor and amalgam particles. 

4. Do you apply copious amounts of water to the filling upon removal? 
Large amounts of water help contain the mercury vapor and fine particulate matter, as well 

as, cool the filling. 

5. Do you remove the mercury/amalgam filling in large sections? 
By using a very thin bur and reducing the amount of drilling, the amount of mercury and 

fine particulates is minimized. 

6. Do you utilize alternative air sources and/or equipment to reduce mercury inhalation? 
The dentist should employ one or more methods to prevent the patient from inhaling the 

mercury vapor and fine particulate. 
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 “The IAOMT is a trusted academy of allied professionals. We are dentists, physicians and research professionals 

dedicated to providing scientific resources to support new levels of integrity and safety in health care.” www.iaomt.org. 


