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PUBLISHED REPLACEMENT EU ACT
INITIAL ASSESSMENT OF IMPACT

DSC REF: DSC 12/2024
Published Replacement EU Regulation

Regulation (EU) 2024/1849 of the European Parliament and of the Council of 13

June 2024 amending Regulation (EU) 2017/852 on mercury as regards dental

amalgam and other mercury-added products subject to export, import and

manufacturing restrictions. OJ L, 2024/1849, 10.7.2024
https://eur-lex.europa.eu/legal-

content/EN/TXT/PDF/?uri=0J:L 202401849&qid=1720710868785

This Regulation replaces Regulation (EU) 2017/852 on mercury.
https://www.leqgislation.gov.uk/eur/2017/852/contents

Referenced in the Windsor Framework at Annex 2, Section 23 Chemicals and
related; and Section 26 Environment, energy efficiency.

Summary of the EU Regulation

EU Regulation 2017/852 on mercury aims to protect human health and the
environment from anthropogenic emissions and releases of mercury and in doing
so, addresses the entire life cycle of mercury from primary mercury mining to final
disposal of mercury waste. The Regulation implements the requirements of the
Minimata Convention on mercury. This is an international convention to which the
EU and the UK are signatories.

The existing EU Mercury Regulation is listed in the Windsor Framework and
applies directly in NI. DAERA is the overall policy lead on this Regulation,
however the NI Department of Health has an interest in and takes the lead on
any health-related provisions. An amended version of the regulation applies in
GB as retained EU law.

On 30th May, the Council of the EU adopted a regulation, amending the 2017
regulation. There are two key areas impacted by the new regulation: the use,
manufacture, import and export of dental amalgam and the addition of six
mercury containing lamps to Annex Il of the regulation which lists prohibited
mercury added products and the date of their prohibition. Five of these lamps are
now prohibited under the Minimata Convention, following a decision of the
Conference of the Parties in November 2023. This will therefore be a UK-wide
prohibition, with no NI/GB divergence. The sixth lamp — high pressure vapour
lamps - are not prohibited under Minimata, only under the EU replacement act.


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401849&qid=1720710868785
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401849&qid=1720710868785
https://www.legislation.gov.uk/eur/2017/852/contents
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There is therefore potential for NI/GB divergence. This is expected to have
minimal impact. GB and NI are aligned in terms of the Restriction of the Use of
Certain Hazardous Substances in Electrical and Electronic Equipment
Regulations 2012 (RoHS) regimes, these six MAPs are already prohibited from
being imported or placed on the market in both GB and NI.

Additionally, the new regulation addresses the release of mercury into the
atmosphere by crematoria. By 31 December 2029, the Commission will carry out
a review of the implementation and impact of non-statutory guidelines in member
states on how to abate emissions from crematoria.

Department(s) Responsible

Department of Agriculture, Environment and Rural Affairs (DAERA).
Minister: Andrew Muir (Mercury added products and crematoria).

Department of Health (DoH)
Minister: Mike Nesbitt (Dental amalgam)

Initial Assessment of Impact

Does it appear likely that the application of the replacement EU act would
have a significant impact specific to everyday life of communities in
Northern Ireland in a way that is liable to persist?

It is not anticipated that the replacement Act will have a significant and persistent
impact specific to everyday life of communities in Northern Ireland, in relation to
those matters which fall under the remit of DAERA.

Mercury added products

e The mercury containing lamps have been subject to restrictions under The
Restriction of the Use of Certain Hazardous Substances in Electrical and
Electronic Equipment Regulations 2012 (RoHS). The amendment to the
mercury regulation is bringing the regulation into alignment with RoHS.

e There is no manufacturing base for these type of products in the British
Isles.

e LED (light emitting diode) lamps are now economically competitive and
widely available.

Crematoria

e The guidance to be issued by the EU in relation to crematoria is not
mandatory.

¢ Crematoria are already regulated in NI by District Councils, under the
Pollution Prevention and Control (Northern Ireland) Regulations 2013 as
amended.
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e There are only three crematoria in NI currently.

¢ New UK-wide statutory guidance on crematoria is expected to be
published in 2024. This will include up to date recommendations on
mercury abatement as well as the management of other pollutants such as
particulate matter and nitrogen oxides.

Does it appear likely that not applying the replacement EU act would have a
significant impact specific to everyday life of communities in Northern
Ireland in a way that is liable to persist?

Not applying the replacement EU Act could have the following impacts:

e NI fails to meet its obligations under the Minimata Convention
e NI could incur infraction notices from the EU for failing to comply with the
full regulation.

UK Government Explanatory Memorandum

In a 2010 Mercury Strategy, the EU stated:

‘Mercury-added products, where viable alternatives exist, should be phased out
as rapidly and as completely as possible, with the ultimate goal that all mercury-
added products should be phased-out, taking into due account technical and
economic circumstances and the needs for scientific research and development.’
The ultimate aim of the EU is to be mercury free and the replacement act further
extends prohibitions on the use, manufacture, import and export of mercury
added products, including dental amalgam and mercury containing lamps. It also
considers mercury emissions from crematoria and requires the EU to assess
compliance across member states with non-mandatory EU guidance by 2029.

The act falls within a broader policy context by contributing to meeting the
objectives of the European Green Deal, the EU Chemicals Strategy for
Sustainability and the Zero Pollution Action Plan adopted under it. In particular it
aims to fulfil the Union’s commitment to lead by example and ensure that
hazardous chemicals banned in the Union are not produced for export.

https://assets.publishing.service.gov.uk/media/6543a0ad1f1a60000d360ca8/EM
COM 23 395 C 23 4683 - Mercury Requlation amendment.pdf

Analysis by the European Commission on its Impact Assessment

EXECUTIVE SUMMARY OF THE IMPACT ASSESSMENT REPORT


https://assets.publishing.service.gov.uk/media/6543a0ad1f1a60000d360ca8/EM_COM_23_395_C_23_4683_-_Mercury_Regulation_amendment.pdf
https://assets.publishing.service.gov.uk/media/6543a0ad1f1a60000d360ca8/EM_COM_23_395_C_23_4683_-_Mercury_Regulation_amendment.pdf
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Policy context

Mercury is a hazardous substance which poses a threat to the environment and
to human health. Following signature of the Minamata Convention on Mercury in
2013, the EU established Regulation (EU) 2017/852 on Mercury, setting limits on
the use of mercury in a range of products and prohibiting the export of metallic
mercury from the EU. Article 19(1) of the Regulation required the Commission to
report on the outcome of its review for three focal areas:

e Feasibility of a phase out of the use of dental amalgam, preferably by
2030;

e Emissions of mercury and mercury compounds from crematoria; and

e Environmental benefits and feasibility of a further alignment of Annex Il
with relevant Union legislation regulating the placing on the market of
mercury-added products (MAPS).

This report concluded that the phase out of dental amalgam is technically and
economically feasible before 2030 and that the evidence base for mercury
emissions from crematoria is highly uncertain, requiring further work. It also
called for further work to assess the need to prohibit the placing on the market,
manufacture, and export of certain MAPs.

This study will support the Commission in further assessment of these problem
areas, with the aim of supporting a revision of the Regulation. This work and any
subsequent legislative proposal will contribute to the zero pollution ambition for a
toxic-free environment announced in the European Green Deal (EGD), the Zero
Pollution Action Plan (ZPAP) and the Chemicals Strategy for Sustainability
(CSsS).

Aims and objectives of the study

The overall aim of this study was to investigate the three Article 19(1) problem
areas in further detail to support a revision of Regulation (EU) 2017/852 on
Mercury. This will close remaining gaps in EU legislation, to contribute to the
objectives of the Minimata Convention and the EGD. The specific policy
objectives for each of the three problem areas are:

Problem 1 — To assess if and when a dental amalgam phase-out could be
achieved (earlier than 2030), building on the commitment made in Article 10 of
the Regulation (EU) 2017/852 on Mercury to phasing down dental amalgam use.

Problem 2 — To reduce emissions from crematoria to levels not considered
significant to human health and the environment, in line with ambition to create a
toxic-free environment as set in the ZPAP.
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Problem 3 — To reduce entry into circulation of mercury in society by cutting
supply and demand of mercury in products for all supply chains originating in the
EU. This is in line with the ZPAP and CSS commitment to reduce the EU’s
external pollution footprint and restricting exports of products not allowed in the
EU market.

Approach

In order to further assess these three areas, the problem was defined (including
key drivers and impacts), data sources were identified, and the policy objectives
were defined for each problem area. A baseline was then developed for each
problem area, forming the benchmark by which the policy options will be
compared against and outlining what would happen under a ‘no change’
scenario. A long list of policy measures was identified based on the Article
19(1) Review Report and input from Member States and stakeholders. These
measures were then screened, with selected measures retained and the
economic, social and environmental impacts assessed in comparison to the
baseline, in line with the Better Regulation Guidelines. Six policy options were
retained (with sub-options) which were then compared, and a preferred policy
package was identified. An overarching component of the study was an in-depth
programme of stakeholder consultation. The consultation strategy included an
open public consultation, a targeted consultation survey, targeted interviews, a
focus group and two consultation workshops.

Problem definition

Problem 1 — Dental Amalgam:

Dental amalgam is used as a filling material to restore tooth surfaces and is the
largest remaining intentional use of mercury in the EU. Use of dental amalgam
can result in emissions of mercury, during placement/removal by dental
practitioners, via excretion or through cremation or burial of people with dental
amalgam restorations. These emissions in turn lead to adverse human health
effects. Limited exposure may also occur during the lifetime of a restoration. Use
of dental amalgam varies considerably across Members States, for example
Sweden has completely phased out dental amalgam use, but eight Member
States used dental amalgam for over 50% of restorations in 2019. Its continued
use can be motivated by a lack of communication/awareness of mercury-free
alternatives, lack of training of practitioners to use such alternatives and in some
cases higher costs for reimbursement of mercury-free alternatives.

Problem 2 — Mercury emissions from crematoria:

Crematoria continue to be an important source of mercury emissions in the EU,
originating from mercury amalgam fillings in human remains. The number and
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size of crematoria in the EU vary significantly by Member State, for example
Spain has the highest number of crematoria in the EU but most carry out less
than 350 cremations a year, whereas in Croatia the average crematorium carries
out 5000 cremations a year. A 38% increase in annual cremation numbers were
experienced in the EU between 2010 and 2019, and cremation is estimated to
continue to increase across the EU up to 2030. Emissions of mercury from
crematoria can be avoided through the use of abatement techniques. There are
currently no EU-wide regulations on the use of such techniques, although use is
expected to increase, and abatement techniques are recommended by the
OSPAR Commission and Helsinki Commission (HELCOM). As dental amalgam
fillings last on average 15-20 years, emissions from crematoria will still continue
even after a phase out of dental amalgam.

Problem 3 — Manufacture of mercury-added products for export to third countries

Various laws are in place to prohibit the placing on the market and import into the
EU of MAPs. However, there are MAPs which continue to be manufactured in the
EU and exported to third countries despite being prohibited for placing on the EU
market. This is a significant cause of mercury pollution in third countries, where
EU-made products add to the national burden of hazardous products. In many
cases, MAPs can end up in landfill or are incinerated in some cases. This
weakens the position of the EU as a global leader and threatens its ability to meet
its objectives of reducing the EU’s external pollution footprint. The relevant MAPs
considered in this study include dental amalgam and various types of lamps,
which are either currently or soon to be banned on the internal market but
continue to be manufactured and exported.

Policy options

A longlist of potential measures was identified based on the Commission Article
19(1) Review Report and input from Member States and stakeholders. These
measures were then screened, in line with Better Regulation Tool #16, to identify
those which should be analysed further, and the remaining thirteen measures
were then retained for further analysis (three for dental amalgam, six for
crematoria, four for MAPS). These measures were assessed for their impacts,
and six policy options were retained. The retained policy options for each
problem are laid out below:

The table below lists the shortlisted policy options.
Policy Option:
PO1 — Dental health communication campaigns

PO2 - Establish a legally binding end date for the use of dental amalgam in the
EU
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PO3 — Publication of EU guidance on emissions abatement in crematoria

PO4 — Mandatory application of emissions abatement in crematoria

POS5 - Global agreement to ban the manufacture and trade of mercury-containing
lamps

PO6 — EU ban on the manufacture and export of MAPs

Comparison of options

Problem 1 - Dental Amalgam:

While the costs of PO1 are likely to be limited, it will likely also yield minimal
social and environmental benefits and robust quantification of impacts is not
possible due to uncertainties surrounding the campaign type and implementation.
Several Member States also already organise such campaigns so additional
campaigns may not have much impact. In comparison, PO2 will realise significant
social and environmental benefits but also would incur more costs. An EU wide
phase-out of the use of dental amalgam would ensure a uniform phase-out
across all Member States. The extent of which these costs and benefits are
incurred depends on the date by which phase-out comes into force (phase-out by
2025 leading to the greatest benefits). For this reason, PO2 is the preferred
option.

Problem 2 — Emissions from crematoria:

The phase-out date selected under PO2 subsequently effects the extent to which
emissions from crematoria are reduced and will decrease the effectiveness and
cost-benefit ratio of PO3 and PO4 (as less mercury to abate). PO3 (EU guidance
on abatement use) will be much lower cost than PO4 but with corresponding
smaller environmental and human health benefits. For PO4 (mandatory uptake of
abatement technology for all crematoria), the costs are high in comparison to the
benefits, in particular for SMEs. If dental amalgam is phased out by 2025

(as in preferred option PO2), emissions will be lower by 2030 so the cost
effectiveness of this option decreases. However, under PO4 (large crematoria
only) the cost benefit ratio becomes positive.

Problem 3 — Mercury-added products:

PO5 is considered to be the preferable option to achieve the maximum reduction
of product related mercury use but is associated with a high level of uncertainty
as Parties to the Minamata Convention may fail to reach an agreement at COP5
or subsequent COPs. PO6 would allow the EU to take immediate action on this
issue, lowering its external footprint and setting a political signal in the
international domain. The risk of net negative impacts decreases if more time is
planned between the adoption of the initiative and entry into force of a ban and
no negative impacts would be expected if this is followed by a global ban.
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Therefore, a ban by 2025 for dental amalgam, and 2026/28 for relevant lamps
are preferred under POG6, but both PO5 and POG6 are retained as preferred
options.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52023SC0396

Departmental Engagement

DAERA officials have regular engagement with UKG and other devolved
governments via the UK Chemicals and Pesticides Common Framework.

The UK Chemicals Governance Group is attended by Directors from the four
administrations. Northern Ireland is represented on this group by officials from
DAERA and the Department for Economy (DfE).

DAERA officials have been liaising with colleagues in DoH. A working group
comprising of representatives from both departments, and including officials from
the Northern Ireland Environment Agency (NIEA) has been established to work
through the issues presented by the amendments to the regulation.


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52023SC0396

