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Impact Assessment (SWD (2016) 17, SWD (2016) 14 (summary)), accompanying a Commission proposal for a Regulation 
of the European Parliament and of the Council on mercury, and repealing Regulation (EC) 1102/2008 (COM (2016) 39 
final). 
 

Background 
This note provides an initial analysis of the strengths and weaknesses of the European Commission's Impact Assessment 
(IA) accompanying the above proposal which was adopted on 2 February 2016 and has been referred to Parliament's 
Committee on Environment, Public Health and Food Safety.  
 
The proposed regulation should repeal and replace Regulation (EC) 1102/2008 - the only dedicated Union legal act on 
mercury to date - while taking over its substantive obligations, whenever needed. In the interest of legal clarity, the new 
regulation would transpose into EU law the obligations resulting from the Minamata Convention on Mercury (hereafter 
the MC), signed in October 2013 by the European Union (and 26 of its Member States)1 and a number of governments 
across the globe2, in view of its ratification and full implementation.  
 
As mercury is recognised to be a global threat to human health and the environment3, and there is international 
consensus on the need to phase it out, the EU has made considerable progress over the years in addressing the 
challenges it poses. The launch of the EU Mercury Strategy in 20054, which sets out a 20 measure plan with the aim of 
curbing mercury emissions, cutting mercury supply and demand, as well as protecting individuals against exposure, 
constituted a considerable first step in this direction5. The EU mercury strategy was backed by Council Conclusions in 
June 2005 and a European Parliament resolution in March 2006. Amongst the measures for the effective implementation 
of the EU mercury strategy was the adoption of the Mercury Export Ban Regulation (Regulation (EC) 1102/2008 that is to 
be repealed) that came into effect on 15 March 2011. On the basis of the results of the evaluation of the mercury 
strategy6, the Commission further adopted a Communication on the review of the Community Strategy concerning 
mercury in December 2010, in which two main sets of conclusions were advanced. On the one hand there was the need 
to improve certain areas covered by the strategy - i.e. industrial emissions of mercury, dental amalgam use, and waste 
management; on the other hand there was recognition of the need to add an international dimension to the overall issue 
in view of adopting an internationally binding instrument on mercury.  
 

                                                           
1 Portugal and Estonia did not sign the Minamata Convention. 
2 To date, the Convention counts 128 signatories, and has been ratified by 19 parties. It will enter into force once it is ratified by at 
least 50 parties.  
3 Annex 4 of the Commission's impact assessment provides a general description of the mercury issue and its global dimension.  
4 The strategy was accompanied by an impact assessment which addressed the mercury issue and the areas for possible EU action.  
5 For a more extended analysis of the 'mercury problem', see the EPRS Legislative Briefing: Mercury. Aligning EU legislation with 
Minamata (D. Bourguignon, March 2016), available at: 
http://www.europarl.europa.eu/RegData/etudes/BRIE/2016/579103/EPRS_BRI%282016%29579103_EN.pdf  
6 BioIntelligence Service, Review of the Community Strategy concerning Mercury - Final report, 4-10-2010. 

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52016SC0017&rid=1
http://www.mercuryconvention.org/Home/tabid/3360/Default.aspx
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52005DC0020
http://data.consilium.europa.eu/doc/document/ST-9470-2005-INIT/en/pdf
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2006-0078+0+DOC+XML+V0//EN
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32008R1102
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52010DC0723
http://ec.europa.eu/environment/chemicals/mercury/pdf/extended_impact_assessment.pdf
http://www.europarl.europa.eu/RegData/etudes/BRIE/2016/579103/EPRS_BRI%282016%29579103_EN.pdf
http://ec.europa.eu/environment/chemicals/mercury/pdf/review_mercury_strategy2010.pdf
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The Minamata Convention on Mercury, adopted in October 2013, and negotiated under the auspices of The United 
Nations Environment Programme (UNEP), establishes a legally binding framework providing for trade-related measures 
falling under the exclusive competence of the EU in accordance with Art. 3(1)(e) TFEU, and under shared competence 
between the EU and the Member States (MS) for environmental protection (Art.4(2)(e) TFEU). With regard to this aspect, 
the MC is an agreement to which both the EU and the MS are signatories and which can be ratified by both the EU and its 
Member States. In particular, the EU's legal right to act in the context of the MC is based on the external competences of 
the EU - as defined in Art.216 TFEU, on the basis of which the EU may conclude international agreements.  
 
On 2 February 2016, the European Commission presented a Minamata ratification package containing two proposals: a 
proposal for a Council decision ratifying the Convention on behalf of the EU, and a legislative proposal for a new 
regulation on mercury. The impact assessment report analysed in this appraisal is based on previous work7 and focuses 
on the measures needed to adapt the EU mercury legislation so as to comply with the Convention and enable the EU to 
ratify it. In particular, the IA provides an analysis of the alternatives to address a number of issues where regulatory 
action is considered necessary for EU ratification of the MC.  
 

Problem definition 
The IA offers an extended presentation and analysis of the 'problem' requiring EU action. In particular, the IA report first 
examines the regulatory gaps justifying the proposed legislative modifications to be undertaken in view of the ratification 
of the MC and for its ensuing implementation (Annex 7 of the IA considers in detail each of the six aspects (indicated 
below) for which amendments and modifications have been proposed for the repeal of Regulation 1102/2008). Following 
that, the IA makes a rather detailed presentation of the underlining causes of the 'mercury problem', underlining the 
global nature of the issue and the major mercury pathways (Annexes 4a/b, pp.86-92). Additional sections investigate the 
possible evolution of the problem and the way in which different sets of actors (i.e. citizens, economic operators, 
Member States and third countries) are and will be affected by the mercury issue.  
 
The overall problem justifying EU action in this field is the established evidence that high levels of mercury can cause 
damage to the brain, kidneys and immune system. This is especially the case in the event of extended human exposure 
to contaminated fish due to increased levels of mercury in the environment (particularly in the sea). The underlying 
causes of EU citizens' exposure to mercury is linked to the transboundary nature of mercury pollution and the 
unbalanced international regulatory framework in place, where only a limited group of countries have introduced 
advanced policies addressing mercury emissions and use. In this regard, as mentioned above, the EU supported the 
international negotiations for a global treaty on mercury and signed the Minamata Convention on mercury in 2013. 
 
The Minamata Convention addresses the entire life-cycle of mercury, from primary mercury mining to the management 
of mercury waste, with the objective of protecting human health and the environment from anthropogenic emissions of 
mercury and mercury compounds to air, water and land. Although the EU already has an advanced legislative framework 
regarding mercury, additional measures and amendments to the existing legislation are required in order to ensure full 
compliance with the provisions of the Convention, in view of a timely ratification of the international agreement.  
 
Concerning specifically EU action in this field, the study8 previously commissioned to assess the mercury export-ban 
regulation already in place ((EC) 1102/2008) pointed out the effectiveness of the existing export provisions in reducing 
global mercury supply and the partially effective results achieved regarding the safe storage of mercury as waste. As to 
the issue of efficiency, the study highlighted how health benefits should outweigh the costs associated with the export 
ban. Therefore, in view of the ratification of the MC, regulatory action within the limited number of areas mentioned 
above was considered necessary (IA, pp. 19-43).  
 

Objectives of the legislative proposal 
The section devoted to the definition of the objectives is rather limited, although both specific and operational objectives 
are stated. Following the 2010 review of the EU Strategy concerning mercury, the general objective of the newly 
proposed regulation is to 'enable a significant reduction of global mercury pollution by international action 

                                                           
7 The Impact Assessment accompanying the proposal for a Regulation on mercury draws mainly on the Complementary assessment of 
the mercury export ban produced by COWI and BiPro Consulting for the European Commission (DG Environment) in June 2015.  
8 See footnote 6 above. 

http://ec.europa.eu/environment/chemicals/mercury/pdf/20150609ExpBanComplAssess.pdf
http://ec.europa.eu/environment/chemicals/mercury/pdf/20150609ExpBanComplAssess.pdf
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complementing EU efforts'. Drawing on this overall intention, the specific objective identified in the IA is 'an early 
ratification of the MC by the EU and its MS, its early entry into force and implementation on the global scale' (IA, p. 11). 
The operational objectives - corresponding to the six issues of proposed regulatory modifications - are to 'adapt the EU 
acquis to the points required by the MC and not yet reflected in the EU acquis' in the areas of: import of mercury, export 
of certain mercury-added products, mercury use in new products and processes, use of mercury in certain manufacturing 
processes, mercury use in artisanal and small-scale gold mining (ASGM) and the use of dental amalgam (IA, P. 11). 
 

Range of options considered 
The IA report considers two main sets of options. Nonetheless, under the baseline 'No EU Action' option, Member States 
would not be able to ratify the Minamata Convention, as a number of provisions in the MC fall under exclusive EU 
competence and would have an impact on the EU acquis. This 'option' is de facto ruled out from the outset. Therefore, 
the analysis offered in the report presents a series of alternatives within the six areas where regulatory intervention was 
deemed necessary in view of the MC ratification.  
 
Since the majority of the provisions in the MC are binding, the IA considers only legally binding (regulatory) options 
based on: 

- the minimum actions required to fulfil the obligations set-out in the MC; 
- more stringent measures in the cases that have been suggested by stakeholders and which would allow to 

further tackle the mercury problem. These options go beyond what is strictly required by the MC, and represent 
another way to address the operational objectives. 

 
Thus, the analysis presents a rather detailed and balanced range of alternatives regarding the import of mercury (P1), the 
export of certain mercury-added products (P2), the mercury use in new products/processes (P3), the use of mercury in 
certain manufacturing processes (P4), the use of mercury in artisanal and small-scale gold mining (P5) as well as the use 
of dental amalgam (P6). 
 

Table 1. Range of policy options considered 
Provision Option Description 

P1 
P101 Import restrictions at EU level for metallic mercury from non-parties 

P102 General EU import prohibition of metallic mercury 

P2 
P201 Export prohibition of the mercury-added products listed in MC Annex A 

P202 Export prohibition of all mercury-added products currently not allowed in the EU market 

P3 
P301 Notification of mercury use in new products and processes 

P302 Prohibition of mercury use in new products and processes 

P4 
P401 Restriction of mercury use in certain processes listed in MC Annex B 

P402 Prohibition of mercury use in the processes listed in MC Annex B 

P5 
P501 Controls on mercury use in ASGM 

P502 Prohibition of mercury use in ASGM 

P6 

P601a Restrict the use of dental amalgam to its encapsulated form 

P601b Impose the use of separators in dental practices 

P602 Phase out of dental amalgam use 
   Source: IA, p.17 

 
Despite the fact that the alternative options for each of the 'regulatory gaps' to be fulfilled are limited to either 
respecting the MC's minimum requirements on the one hand or more fully-fledged options - usually aimed at 
progressively limiting or prohibiting the export, import and use of mercury - on the other, the presentation of each of the 
six groups of alternatives is well complemented by additional explanation provided in the Annexes. In the Annexes, 
reference is often made to the study previously carried out for the Commission supporting the 'mercury export ban' 
revision9. 

Scope of the Impact Assessment 

                                                           
9 see footnote 6 above.  
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The IA analyses the impacts of the options against the baseline scenario - 'No EU Action' - by considering first the possible 
effects stemming from the non-ratification of the Minamata Convention and then the relative impact of each of the 
alternatives for the six areas proposed for the revision of the existing regulatory framework on mercury. 
 
In connection with the possibility of 'non-ratification', the estimated impacts mainly concern the EU's reputation and 
credibility on the international scene; little is said about the possible quantification of costs deriving from non-ratification 
of the MC. The IA highlights the difficulties in estimating either the costs of inaction or the benefits of ratification by the 
EU, as these depend on actions undertaken by the other parties involved.  Some details are offered to demonstrate the 
impact of non-ratification of the MC on the competitiveness of European businesses. Thus, the competitiveness of EU 
businesses would be mainly affected when it comes to the production of mercury-added products, the provisions 
regarding processes using mercury as well as the issue of industrial emissions of mercury (IA, pp. 24-18).  
 
Under the hypothesis of 'ratification', the IA considers the economic, environmental and social impacts of each of the two 
alternatives within the six areas of proposed modification.  Table 2 below, summarises the analysis offered in the IA on 
this point: 
 

Table 2. Estimated impacts of the alternatives for each of the areas of proposed regulatory modification* 

Provision Option Economic Impact Environmental impact Social Impact 

Import of mercury 

P101 Less than Option 1 
Reduced releases from 
primary mercury mining 

l b ll  

Minimal 

P102 €0-20 million Uncertain and potentially 
negative Minimal 

Export of certain 
mercury-added 
products 

P201 Limited Limited/no impact Not significant 

P202 €240-360 million of lost 
export revenues 

Negative global 
environmental impacts Limited  

Use of mercury in 
certain manufacturing 
processes 

P301 Limited Limited Not significant 

P302 Limited Positive Not significant 

New mercury uses in 
products and 
manufacturing 
processes 

P401 Moderate to substantial 
(costs) Limited positive Limited job losses 

P402 Significant (costs) Significantly positive 80-200 job losses 

Mercury use in ASGM 
P501 Not assessed Not assessed Not assessed 

P502 Not assessed Not assessed Not assessed 

Mercury use in dental 
amalgam 

P601a Lower annual costs Positive effects Positive benefits 

P601b Medium annual costs Strong positive effects Positive benefits 

P602 High annual costs/positive 
effects in the long term Strong positive effects High positive benefits 

      Source: own elaboration from IA.         
     * The preferred options are in bold-italics 

 
The impact of the preferred options is further assessed based on three distinct scenarios: 

- Scenario 1: combination of all '01' options assessed. It follows a 'simple transposition' approach, meaning 
that EU law would be amended only insofar as necessary to comply with the provisions of the MC; 

- Scenario 2: combines all preferred options (as in bold-italics in table 2); 
- Scenario 3: represent a more stringent implementation approach going beyond the provisions foreseen in 

the MC. 
In turn, the impacts of each option scenario are presented in terms of direct impacts - caused by measures taken within 
the EU - and indirect impacts - resulting from ratification by third countries.  
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As to the possible indirect impacts, the IA mainly points to the repercussions on competitiveness resulting from the 
ratification of the MC by all of the EU's major trading partners. These are deemed as overall positive, in particular due to 
the positive impact deriving from the restrictions envisaged on mercury use in products, the Convention's provisions on 
mercury emissions from certain industrial activities, and, finally, on companies' capitalisation on existing patent 
portfolios relating to non-mercury products.  
 
The direct impacts of the three scenarios presented can be summarised as follows: as far as the economic impacts are 
concerned- expressed here exclusively in terms of cost - the alternatives under scenario 1 would add up to between €3 
million to €77 million per year, as opposed to the higher costs potentially implied by scenario 2 (€13 to 135 million per 
year) and scenario 3 (€71 to €135 million per year) respectively.  
 
Environmental impacts are considered positive for the three scenarios. The direct environmental benefits resulting from 
the reduced use and emissions of mercury would be further enhanced by the indirect environmental effects that will be 
obtained from the entry into force of the Convention and its application by third countries. However, scenario 2 and 3 
would yield higher environmental benefits than scenario 1, especially due to the provision of measures to end the 
extensive release of mercury in water within the EU.  
 
Concerning the envisaged direct social impacts, scenario 1 would entail a net job loss, although positive benefits would 
derive from the reduced health and safety risks triggered by the restriction on the use of dental amalgam. Scenario 2 
would additionally imply the possibility of net job creation in the sector involved in manufacturing of amalgam 
separators. Scenario 3 is considered to imply the possibility of net job losses. Overall, the Commission’s analysis 
considers Scenario 2 as the preferred one.  
 

Table 3. 'Scenario 2'. Preferred options 

Option Description 

P1O1  import restrictions at EU level for metallic mercury from non-Parties  

P2O1  export prohibition of certain mercury-added products listed in MC Annex A  

P3O2  prohibition of mercury use in new products and processes  

P4O1  restriction of mercury use in certain processes listed in MC Annex B  

P5O1  controls on mercury use in ASGM  

P6O1a  restrict the use of dental amalgam to its encapsulated form  

P6O1b  impose the use of separators in dental practices  
Source: IA, p. 42 

 
Further analysis of impacts is carried out in the Annexes, where a rather detailed assessment is conducted on a series of 
mercury-added products (Annex 9A), on processes employing mercury (Annex 9B), on the use of dental amalgam (Annex 
10A) and on the emissions from dental amalgam (Annex 10B).  
 

SME test / Competitiveness 
Although a specific SME test is not carried out in the IA, the analysis (as summarised in the previous section) - particularly 
relating to the potential economic impacts of the proposed measures - makes constant reference to the effects of the 
proposed measures on enterprises and their competitiveness (IA, pp. 41-43). This is especially true for the two issues of 
import of mercury and the export of certain mercury-added products, where the IA refers to the overall costs which 
importers and competent authorities would incur under the different regulatory alternatives, including their extra 
administrative costs. The impact analysis of every option includes a reference to administrative burdens on businesses 
and competent authorities, although this does not include quantification of possible administrative costs. In connection 
to this, the most significant economic impacts are expected in the chemical sectors, where a mercury process is currently 
applied only in two German plants for the production of alcoholates used for various catalytic processes. The possible 
impacts on microenterprises (i.e. dentists) are mentioned under the analysis of the 'dental amalgam use'; in this case the 
IA states that the proposed measures would not disproportionally affect operators in the sector. Such a conclusion is 
further supported by additional analysis presented in the Annex section (IA, pp. 143-153). 
 

Subsidiarity / proportionality 
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The IA report does not feature a specific section on subsidiarity and proportionality. The need for EU action is explained 
and justified on the basis of the exclusive competence of the EU to act on matters involving trade-related measures. In 
particular, as mentioned above, the EU's right to act in the context of the MC stems from the provisions of Art. 3(1)(e) 
TFEU for trade-related measures and from Art. 4(2)(e) TFEU for environmental protection measures, where the 
competence is shared between the EU and the Member States. Overall, the EU's legal right to act regarding the 
Minamata Convention is based on the external competence of the EU (Art. 216 TFEU), according to which the EU may 
conclude international agreements where this is necessary to achieve one of its objectives – as is the case, for instance, 
in the establishment of a common commercial policy and the protection of the environment. In this respect, the 
subsidiarity principle applies insofar as the proposal does not entirely fall under the exclusive competence of the Union. 
Environmental protection measures are in fact a shared competence between Member States and the EU. 
 
In this specific case, EU action is deemed necessary in view of the trans-boundary nature of the 'mercury problem', which 
requires action at EU level. Additionally, in the specific case of the MC, Member States would not be entitled to ratify the 
Convention in the absence of EU transposing legislation. Since trade-related measures are to be addressed within the 
context of the establishment of an EU common commercial policy, only the EU is competent to establish trade 
restrictions on mercury and mercury-added products. Therefore, the ratification of the MC and its implementation within 
the EU requires previous enactment of EU transposing legislation.  
 
Options' packages are compared from the point of view of their economic, environmental and social impacts, as well as 
their effectiveness, efficiency and coherence, although in a very succinct way (IA, p. 45). However, the report does not 
refer explicitly to the issue of proportionality. 
 

Budgetary or public finance implications 
The implications for the EU budget are not analysed in the IA itself, but the explanatory memorandum of the proposal 
states briefly that it will not have any budgetary implications. The analysis does not present an overall quantified 
breakdown of the budgetary implications of the three 'options scenarios' for different Member States. 
 

Simplification and other regulatory implications 
The new proposal will repeal and replace the existing Mercury Export Ban Regulation EC) 1102/2008, while generally 
incorporating its provisions and introducing new ones to address the regulatory gaps that have been identified between 
EU legislation and the MC, the purpose being to ensure the full alignment of Union legislation with the MC, with a view 
to its ratification. 
 

Relations with third countries 
Relations with third countries are relevant insofar as the policy problem at stake is of trans-boundary nature, therefore 
requiring action - and coordination - at international level to ensure the efficiency of the measures to be implemented. In 
connection to this, the IA underlines how the current lack of strict regulatory frameworks in certain third countries 
(South America, Africa and south east Asia in particular)  renders the population at high risk of exposure to mercury (IA, 
p.7); some 10 to 15 million people would be directly affected by dangerous levels of exposure from elementary mercury. 
Nonetheless, the IA does not discuss how coordination with third countries will be achieved.  
 

Quality of data, research and analysis 
Overall, the analysis carried out by the Commission (Directorate General for Environment) in the context of this impact 
assessment appears to be based on rather solid information which is further evidenced by two studies previously 
conducted by the Commission via recourse to external expertise10. Although it is difficult to judge the quality of the data 
used for the assessment - the actual calculations are not presented in the report, which provides only estimates of costs, 
consumption levels and market trends - the analysis is developed in a rather coherent way, as are the different areas of 
proposed regulatory action and the different options put forward. These are further analysed in the Annexes of the IA. 

                                                           
10 ICF, COWI, BiPRO, Garrigues (2015), Study on the Implementation of the Minamata Convention on mercury (March 2015). COWI, 
BiPRO (2015), Ratification of the Minamata Convention by the EU - Complementary Assessment of the Mercury Export Ban (July 2015). 
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The IA draws on a number of different sources11 to present a series of data that is generally up to date; also the 
estimated costs of the assessed options appear to have been based on reliable sources and sound methodology.  
 

Monitoring and evaluation  
Arrangements for the monitoring and evaluation of the proposed regulatory modifications, and of the implementation of 
the Minamata Convention in general, are presented in a dedicated section (IA, p. 46). The MC already includes provisions 
on monitoring and reporting concerning trade, processes, emissions and release of mercury. As specified in the 
'Monitoring and Evaluation' section of the IA, since one of the main objectives of the proposed actions is the early entry 
into force of the Minamata Convention, 'a key progress indicator is the number of ratifications of the MC...' (IA, p.46). 
The IA underlines that the achievement of the objectives will be ultimately judged by assessing the reductions in the 
concentration of methymercury in fish and seafood products intended for human consumption, since this is the main 
source of human exposure to mercury.  
 
Progress on the European scale will continue to be monitored thanks to existing monitoring mechanisms enacted by 
projects funded, inter alia, by the European Commission12. Concerning the arrangements for evaluation, the MC (Art. 22) 
foresees an effectiveness evaluation no later than six years after the entry into force of the Convention, whereas at EU 
level, a review and evaluation will be undertaken at the same time. Assuming that the Convention will enter into force in 
2017, an evaluation would take place by 2023; at this stage the EU would undertake a full evaluation of mercury policy 
and legislation.  
 

Stakeholder consultation 
The IA reports extensively on the views and positions of Member States and stakeholders, both in terms of their specific 
opinions on each of the six areas of proposed regulatory modification and more generally concerning the overall issue of 
'mercury regulation'. 
 
Stakeholders and Member States were consulted for the two studies13 conducted by the Commission prior to the 
drafting of its IA report as well as during a workshop held in Brussels in July 201414. An on-line public consultation - in the 
form of a questionnaire - was also organised between August and November 2014 with the aim of gathering the views of 
the public, stakeholders and Member States concerning the ratification of the MC and its transposition and 
implementation in relation to the issues where regulatory action has been proposed with a view to align the Union 
legislation with the provisions of the Convention15. The on-line consultation gathered 3 702 responses (3 621 individuals 
and 81 organisations) from different target groups, including inter alia citizens, public authorities, research organisations, 
academia, non-profit/non-governmental organisations, consultancies and private companies (Appendix B, IA, p. 55-80).  
 
As reported in the IA, the large majority of respondents expressed their concern about the effects of mercury on the 
environment and health, urging a strict and coherent approach. They generally pointed to the need for progressive 
phasing out of the use of mercury and to the need for the EU to ratify the Minamata Convention. Concerning the position 
of stakeholders on the specific issues of proposed intervention, although 50 per cent of the respondents did not express 
their opinion on the import of mercury compounds issue, the majority was in favour of banning import from all non-EU 
countries. The preferred option, on the other hand, as highlighted in the IA, foresees the import ban covering only the 
non-Parties to the MC. Also for the issue of mercury export, just 10 per cent of the respondents expressed being in 
favour of a full alignment with the MC provisions (an option favoured in the IA) while 39 per cent would have preferred a 
more stringent approach. On the issue of mercury use in new products, the position of the majority of stakeholders is 
aligned with the preferred option as set out in the IA (i.e. 'prohibition of mercury use in new products and processes'); 
yet concerning the restrictions on the use of mercury in the manufacturing process and the mercury use in artisanal and 
small-scale gold mining, the position of stakeholders differs from the IA's preferred option and from the measures 
proposed by the Commission. The same divergence is present for the issue of dental amalgam use, where the large 

                                                           
11 A full list of sources and evidence is available in Annex 1 (IA, pp.48-49). 
12 i.e. Mediterranean Atmospheric Mercury Cycle System, Integrated Approach to Assess the Mercury Cycling in the Mediterranean 
Basin, Global Mercury Observation System. This latter project has been completed by the end of 2015.  
13 ibid. footnote 10. 
14 An extensive account of the main elements of the workshop can be found in Appendix A of the IA (pp. 52-55).  
15 All written contributions received are publicly available at: 
http://ec.europa.eu/environment/chemicals/mercury/ratification_en.htm 

http://cordis.europa.eu/project/rcn/40091_en.html
http://www.gmos.eu/
http://ec.europa.eu/environment/chemicals/mercury/ratification_en.htm
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majority of respondents (85 per cent) were in favour of a full prohibition of dental amalgam, while the preferred option 
is a combination between restriction and alternative process techniques.   
 
The IA reports extensively on the results of the public consultation and the outcomes of the workshops organised in 
preparation of the new proposal; similarly, the range of stakeholders involved in the process seems to be representative 
and complete. Nonetheless, several of the options preferred in the IA (and then featured in the proposed regulation) do 
not represent the opinion expressed by the relative majority of stakeholders who responded to the public consultation. 
This may be due to the structure of the questions included in the questionnaire used (where the alternatives 
corresponded to the options developed in the IA). It could also be a result of the way the impact of the different options 
was assessed and subsequently ranked - i.e. mainly in terms of estimated monetary costs.  
 

Commission Regulatory Scrutiny Board 
The IA briefly reports on the opinion of the Regulatory Scrutiny Board and on the way that the initial draft IA report was 
modified so as to respond to the Board's comments (IA, p. 47). The final version of the analysis seems to have partially 
addressed the comments made by the RSB in its positive opinion of 28 October 2015. The RSB noted that the following 
areas of the draft IA needed further improvement: the likelihood that the most important mercury emitters amongst 
third countries will ratify the Convention, the assessment of the Convention's impact on the competitive position of EU 
companies vis-a-vis third country companies, and the explanation of the reasons for discarding a ban on dental amalgam. 
Although the draft versions of the IA report are not publicly available, and thus cannot be compared, the analysis in its 
final form seems to sufficiently address the issue of dental amalgam use and the reasons that led to discarding the 
'dental amalgam ban option' (IA, pp. 34-40). Nonetheless, the issues of EU companies' competitiveness and 'major' third 
countries’ ratification and implementation remain only partially developed in the analysis.  
 

Coherence between the Commission's legislative proposal and the IA  
The legislative proposal of the Commission reflects the elements that have been assessed in the IA report and seems to 
be in line with the preferred options identified there. 
 

Conclusions 
The IA clearly identifies and defines the problems, demonstrating that EU action is necessary to address them, within the 
existing regulatory framework. The analysis emphasises that in this case EU action is further justified by the external 
competence of the EU and its legal right to act in the context of an international agreement. The analysis of options 
mainly focuses on the alternatives within the 'ratification' scenario, whereas less prominence is given to the assessment 
of impacts under the hypothesis of 'non EU action', which is an option clearly ruled out from the outset. Stakeholders 
have been consulted on two main occasions (workshop and public consultation) and the IA reports extensively on the 
results of that consultation process. However, most of the preferred options identified in the IA – and which feature in 
the Commission's legislative proposal - differ from the opinion expressed by the relative majority of stakeholders who 
responded to the questionnaire used for the public consultation.  

 
 
 
 
This note, prepared by the Ex-Ante Impact Assessment Unit for the European Parliament's Committee on Environment, Public 
Health and Food Safety (ENVI), analyses whether the principal criteria laid down in the Commission’s own Impact Assessment 
Guidelines, as well as additional factors identified by the Parliament in its Impact Assessment Handbook, appear to be met by the 
IA. It does not attempt to deal with the substance of the proposal. It is drafted for informational and background purposes to assist 
the relevant parliamentary committee(s) and Members more widely in their work. 
To contact the Ex-Ante Impact Assessment Unit, please e-mail:  EPRS-ExAnteImpactAssessment@ep.europa.eu  
Manuscript completed in April 2016. Brussels © European Union, 2016. 
The opinions expressed in this document are the sole responsibility of the author(s) and do not represent an official position of 
the European Parliament. Reproduction and translation of this document for non-commercial purposes are authorized, provided 
the source is acknowledged and the publisher is given prior notice and sent a copy.  
www.europarl.europa.eu/thinktank (Internet) − www.epthinktank.eu (blog) − www.eprs.sso.ep.parl.union.eu (Intranet) 

 

mailto:EPRS-ExAnteImpactAssessment@ep.europa.eu
http://www.europarl.europa.eu/thinktank
http://www.epthinktank.eu/
http://www.eprs.sso.ep.parl.union.eu/


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


