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DENTAL AMALGAM AND ALTERNATIVE FILLING MATERIALS

The Community Strategy Concerning Mercury issued by the European Commission aims at reducing as far as possible the emissions of mercury in the environment. For this reason, it contains proposals for actions to be taken in order to evaluate the possibility to ban the use of mercury in an increasing number of products.

MDEG was involved by Action 6
 of the Community Strategy Concerning Mercury with regard to the use of mercury in dental amalgam.

During the MDEG meeting on March 28th, 2006, Commission asked FIDE to contribute on the matter by giving more information on the alternative filling materials, in order to re-examine the scope for substitution and evaluate the adoption of legal provisions to restrict or even ban the use of dental amalgam. As a matter of fact, the coverage of dental amalgam under the Directive 93/42/EEC (MDD) seems to limit the scope for restrictive national measures. Therefore, Commission submitted the issue of dental amalgam and alternatives to the DG SANCO Scientific Committee.

In September 2006 FIDE sent a position paper to the Commission, containing, in addition to other considerations, the results of a survey aimed at collecting data from FIDE manufacturers of filling materials, concerning the market trend related to the sales of dental amalgam. The survey clearly showed -  and confirmed CED (Council of European Dentists) statement -  that market trends move towards a decrease in the use of amalgam, as more and more people are willing to use  alternative materials which are more aesthetic, even if they are more expensive. 

This trend is expected to continue throughout Europe, meaning that even if restricting dental amalgam were desirable, legislation would be unnecessary to achieve this. 

During the last MDEG meeting in Brussels on 13 December 2006, Commission seemed to have adopted a different approach putting forward new implications, related to: 

1. safety of users

2. safety of patients

3. environment

 FIDE would like to remind and underline that the main concern is related to environmental risks.  As we wrote in our former position, the environmental problems can easily be resolved by better application of community requirements regarding treatment of dental waste.

Particularly, FIDE is very concerned with the Commission’s approach to alternative dental filling materials. 

SAFETY OF USERS

As far as safety of users of alternative filling materials is concerned, there is literature confirming there have been adverse effects on dental offices’ personnel. However, literature also confirms that “…, other common dental chemicals cause allergic reactions and irritation and often are handled with insufficient precautions” and again “………. educating personnel about proper skin care are essential to reversing this trend”.

We think it might be a better approach to find ways to reduce the problem of the potential adverse effects of the acrylic content of dental composites, by better advising professional users through, for example, more specific IFU or even the joint drafting (CEC/industry/CED) of guidelines for dental offices.

SAFETY OF PATIENTS

There has been very little research into the safety and allergenicity of alternative materials. Up to now, there is no literature proving that composites and other new alternative dental fillings may cause adverse health effects on patients.

Some patients might undoubtedly be allergic to them. However, the same patients might well tolerate the use of dental amalgam. 

In any case, the only main disadvantages of alternative dental fillings (e.g. composite, ceramic, gold fillings etc.) are nowadays connected to durability, increased difficulty of use and expensiveness: 

· Dental amalgam is very durable. Less frequent replacements of fillings, which potentially weaken the tooth structure and can cause further problems.

· Dental amalgam is easier to use and can be moulded into the tooth cavity, which reduces the amount of natural tooth that has to be removed. 

· Dental amalgam is cheaper than alternatives. An imposed restriction on amalgam fillings would cause a heavy burden on public dental services and in any case would mean imposed higher costs for patients.

ENVIRONMENT (dental amalgam)

As underlined in the Community Strategy Concerning Mercury - dental amalgam can cause environmental problems if amalgam waste is not properly disposed of from dental offices or if mercury vapour escapes during cremation. A CED (Council of European Dentists) survey last year showed that in 19 out of 23 Member Countries of the EU, there is a legal obligation to install an amalgam separator in dental offices. 

In our opinion, environmental concerns can be resolved by better application of community requirements regarding treatment of dental waste.

FIDE is in favour of continuing to monitor the safety of dental amalgam and supports the Commission with regard to continued research into alternatives which may prove to be better than dental amalgam.  

However, FIDE does not agree with Commission’s approach, especially considering the young life of alternatives. We agree with the necessity for filling materials manufacturers to contribute to generally preventing risks, by giving sufficient information to professional users  

As for dental amalgam, FIDE still thinks that it is mainly an environmental concern. Therefore, FIDE fully supports a better application of existing waste laws (e.g. mandatory use of amalgam separators throughout the E.U.). 

� Action 6 In the short term the Commission will ask the Medical Devices Expert Group to consider the use of mercury in dental amalgam, and will seek an opinion from the Scientific Committee on Health and Environmental Risks, with a view to considering whether additional regulatory measures are appropriate.
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