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FOREWORD
The Health and Safety Authority has prepared this Regulatory Impact Analysis (RIA) on the potential impact of the draft European Communities (Dangerous Substances and Preparations) (Marketing and Use) (Amendment) Regulations 2008 which are designed to transpose into Irish law Directive 2007/51/EC amending Council Directive 76/769/EEC
 (hereafter referred to as the Marketing and Use Directive) relating to the restrictions on the marketing of certain measuring devices containing mercury. The measures strengthen the application of the Marketing and Use Directive throughout the EU in order to contribute to a high level of protection of the environment and human health by preventing considerable amounts of mercury entering the waste stream.
This RIA can be considered a Screening RIA under the terms of the RIA Guidelines “How to Conduct a Regulatory Impact Analysis” (Department of the Taoiseach, 2005).
1. POLICY CONTEXT, BACKGROUND AND OPTIONS
1.1 Background and Context

Mercury is highly toxic to humans, ecosystems and wildlife. Although its use has greatly declined, it still has some applications, including in measuring and control equipment.
Although some mercury is released by natural sources, additional releases from anthropogenic sources like coal burning and its use in products have led to significant increase of concentrations in the environment. It is therefore important to reduce anthropogenic mercury releases to the environment either through measures relating to the control of emissions or through measures at earlier stages of the mercury cycle such as supply and use.

It is estimated that 80-90% of all mercury used in measuring and control devices in the EU is used in medical (fever) thermometers and other thermometers for household use. The quantities of mercury involved remain significant, some 33 tons per year in the EU with around 25-30 tons entering the mercury cycle via thermometers alone. Emissions have reduced as more of this equipment is collected and the mercury recovered, but they may still be significant. A study by RPA consultants Ltd in 2002
 estimated emission to air to be about 8 tons from 33 tons of mercury per year in new measuring and control equipment, plus 27 tons entering the waste stream from old equipment. Many domestic products will end up in landfill with the potential for slow, but long term, leaching; they may also be subject to spillages following breakage, with ensuing potential for exposure, especially in the home.

While electrical and electronic control equipment for household use, such as thermostats, falls in general under the scope of Directive 2002/95/EC
 (RoHS Directive), devices utilising mercury do not rely on electricity supply and are therefore outside of the scope of the RoHS Directive. Therefore, a Community Strategy Concerning Mercury (EU Communication CPM (2005) 20) contains a commitment to restrict the marketing for consumer use and health care of non-electrical or electronic measuring and control equipment containing mercury.  The Strategy is intended to protect human health and the environment from all releases of mercury and was endorsed by the Council in June 2005.

However, it is recognised that professional uses of such equipment are highly specialised and, while the mercury content per item can be fairly high, the numbers in use are quite limited and they are typically used with well-established procedures for safety and waste management. This is not the case for private household use where, in addition, substitutes (for example aneroid barometers) are available at similar prices and the substitution process is already fairly well advanced. For clinical (fever) thermometers, electronic alternatives already contribute a major percentage of total use. Available studies and contributions to the Commission’s consultation process from industry show that for specialised, professional instruments adequate alternatives are either not available or have considerably higher costs.

1.2 Objectives

The key long term aim of the draft Regulations and Directive 2007/51/EC is to reduce levels of mercury in the environment to a level such that there is no longer any need for concern over methylmercury in fish. The Community has already taken much action to reduce mercury emissions and uses, although some such measures have not yet taken full effect. Policies assessed concluded that additional action on the use of mercury in measuring and control equipment is an appropriate component of a larger strategy to reduce mercury emissions.
The provisions provide a high level of protection of the environment and human health, whilst preserving the internal market, as required by Article 95 of the Treaty. Harmonised provisions are introduced with regard to mercury to restrict its use in measuring devices, and thereby preventing significant amounts of mercury entering the waste stream.

At present, throughout the Community mercury barometers are manufactured by only a few small specialist enterprises and are sold to the general public mainly as decorative items. Directive 2007/51/EC was developed on the basis that an additional phasing-out period should be provided for the placing on the market of such barometers so as to allow the manufacturers to adapt their business in line with the restrictions and move over to the production of mercury-free barometers.

In accordance with Directive 2007/51/EC only the placing on the market of new measuring devices should be restricted. This restriction should therefore not apply to devices that are already in use or sold second hand.

1.3 Options

Option 1: Do Nothing

This is not an option. Ireland is required to transpose this Directive into national law as part of the existing package of marketing and use legislation and to prepare to give full effect to Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, etc.
Option 2: Advocacy – Failure to implement the Directive would leave Ireland in breach of its European obligations. There are no benefits attached to this approach which is in breach of EU law.
Option 3: Self-Regulation – This may be described as ‘the control of activities by the private parties concerned without the direct intervention of the public authorities’. Self-regulation as a stand-alone is unlikely to be effective and in any case would leave Ireland in breach of its European obligations.
Option 4: Co-Regulation – That is to say ‘the control of activities by a combination of private parties and public authorities’. This option would leave Ireland in breach of its European obligations. In practice there are many stakeholders, national and international, to whom these Regulations will apply. The various stakeholders operate to different agendas which could be difficult to harmonise.
Option 5: Regulation – The transposition of Directive 2007/51/EC is mandatory. The Directive provides harmony within the EU with regard to the marketing of domestic and some health care products containing mercury.
2. COSTS, BENEFITS AND IMPACTS

Any negative impact on producers as a result of the draft Regulations and Directive 2007/51/EC is balanced against the avoided costs of removing mercury in waste management and of dealing with the impacts of emissions. For measuring devices used by private households, substitutes are available at similar prices. According to available information, the number of remaining producers in the EU is limited to a small number of enterprises.
Since adequate, non-mercury substitutes are available, no environmental costs are expected from the Directive.
2.1 General Costs

Overall there are expected to be few cost implications over and above what is required by the existing law.

2.2 Direct Compliance Costs

The economic impact of the draft Regulations and Directive 2007/51/EC is small. The number of remaining producers in the EU is limited to a small number of enterprises. The negative impact on the producers has to be balanced against the avoided costs of removing mercury in waste management and of dealing with the impacts of emissions. 
2.3 Enforcement Costs

The Health and Safety Authority will be responsible for enforcing the provisions as part of its overall enforcement programme. The proposed Regulations are expected to have no significant implications in relation to enforcement as the proposed Regulations are temporary in nature, applying only for the months of April and May 2009, when they will be replaced by the provisions of the EU REACH Regulation.
2.4 Identify the Costs of each option 

Options 1 and 2 involve no extra costs over and above those already prevailing but would eventually incur costs associated with legal proceedings which would inevitably be taken against Ireland by the European Commission.
Options 3 and 4 would potentially reduce inspection costs but would eventually attract legal proceedings as above.
Option 5 would attract no significant additional costs in relation to enforcement as the proposed Regulations are temporary in nature, applying only for the months of April and May 2009, when they will be replaced by the provisions of the EU REACH Regulation.
Any negative impact on producers as a result of the Directive is balanced against the avoided costs of removing mercury in waste management and of dealing with the impacts of emissions.  For measuring devices used by private households, substitutes are available at similar prices.  According to available information, the number of remaining producers in the EU is limited to a small number of enterprises.  

Since adequate, non-mercury substitutes are available, no environmental costs are expected from the Directive.
2.5 Benefits

Options 1, 2, 3 and 4
There are no benefits associated with Options 1 to 4.
Option 5: Transposition of Directive 2007/51/EC
Reduced use of mercury containing measuring devices in households will, in addition, avoid mercury spills in dwellings. Although such spills rarely have a direct effect on human health they are a source of exposure and of emissions which should be minimised.

The main benefit of a restriction on the marketing of certain measuring devices would be a reduction of mercury in the municipal waste stream. There would also be benefits to the healthcare waste stream. The overall result would be to have more effective waste management and a reduction of emissions from landfill and incineration.  The key long term benefit of reducing mercury emissions will be decreased levels of mercury in the environment. This, in turn, will lead to lower levels of human exposure to mercury including methylmercury in fish with resultant health benefits. The measure will also reduce the impacts of mercury in soils and on biodiversity.
2.6 Impacts

(a) Impacts on National Competitiveness

The economic impact of the draft Regulations and Directive 2007/51/EC is small. The number of remaining producers in the EU is limited to a small number of enterprises. The negative impact on the producers has to be balanced against the avoided costs of removing mercury in waste management and of dealing with the impacts of emissions.
Having consulted with relevant national stakeholders on the then draft Directive during its development, the Health and Safety Authority was not made aware of any producers in Ireland.
No negative impact upon national competitiveness is foreseen as similar provisions will apply throughout EU.

(b) Impacts on Socially Excluded or Vulnerable Groups

The expected social impact of the draft Regulations and Directive 2007/51/EC is largely limited to potential job losses with the producers that cannot switch to the production of substitutes. The comments received in the Commissions consultation process indicate that the negative effects on employment would be very limited.

There will be no negative impact upon vulnerable groups. On the contrary as consumers they may benefit from improved protection.
(c) Human Health and Environmental Issues

These proposals do not have a negative impact on human health and environmental issues. In some cases improved provisions can have positive effects on environment performance.

(d) Impacts upon Consumers and Competition

The proposed regulations aim to benefit consumers by facilitating equal competition.
(e) Impacts on the Rights of Citizens

No impact is foreseen upon the rights of citizens. 

(f) Compliance Burdens

Any negative impact on producers as a result of the draft Regulations and Directive 2007/51/EC  is balanced against the avoided costs of removing mercury in waste management and of dealing with the impacts of emissions. For measuring devices used by private households, substitutes are available at similar prices.
2.7 Conclusion and Preferred Option

Option 5, the implementation of the development of the proposed draft Regulation, provides full compliance with Directive 2007/51/EC and is the only realistic and acceptable option available.
3. CONSULATION
The Commission consulted interested parties through a very wide-ranging process in the course of preparing the Community Strategy on mercury; this process included organised meetings with Member States and stakeholders and an open public consultation on the web, which addressed the specific issue of whether the EU should take additional action to limit the marketing of measuring and control equipment.
The Health and Safety Authority consulted with relevant national stakeholders on the then draft Directive during its development.
The Authority undertook Web-based consultation on the proposals for Regulations in accordance with its standard public consultation processes and procedures in the period 13 May 2008 to 6 June 2008. Although the statutory Technical and Scientific Advisory Committee (TSAC) was not scheduled to meet during the consultation period, the proposals were brought to the attention of its members during the consultation process.
No submissions were received in the consultation process.

4. ENFORCEMENT AND COMPLIANCE
The proposed Regulations are expected to have no significant implications in relation to enforcement as the proposed Regulations are temporary in nature, applying only for the months of April and May 2009, when they will be replaced by the provisions of the EU REACH Regulation.
� Council Directive 76/769/EEC of 27 Jul y1976 on the approximation on the laws, regulations and administrative provisions of the Member States relating to restrictions on the marketing and use of certain dangerous substances and preparations.


� Risk to health and the environment related to the use of mercury products.  Report by Risk and Policy Analysis Ltd for DG Enterprise of the European Commission (2002).


� Directive 2002/95/EC of 27 January 2003 on the restriction of the use of certain hazard substances in electrical and electronic equipment, OJ L37, 13.2.2003
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