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EXECUTIVE SUMMARY

Chemicals are the building blocks of life. They are present in us, around us and in the
products we buy. They are used in almost all industries and play an important role in
virtually all economic sectors. The EU chemicals sector represents 1.1 % of EU gross
domestic product and accounts for about 1.2 million jobs. Chemicals enable us to live
more comfortable lives. However, they may also have adverse effects on the
environment and human health.

The cornerstone of EU chemicals legislation is the 2006 Regulation on the registration,
evaluation, authorisation and restriction of chemicals (widely known as REACH). It aims
to 'ensure a high level of protection of human health and the environment, including the
promotion of alternative methods for assessment of hazards of substances, as well as
the free circulation of substances on the internal market while enhancing
competitiveness and innovation'.

REACH contains four regulatory regimes: registration (requiring manufacturers and
importers of chemicals to analyse and submit information on substances); evaluation
(checking the quality of registration dossiers and whether a given substance constitutes
a risk to human health or the environment); authorisation (classifying certain substances
as hazardous, possibly banning them with a view to encouraging their substitution for
safer ones, and authorising certain uses of banned substances); and restriction
(restricting the manufacture, placing on the market and/or use of certain chemicals).

Other major legislative acts relate to the classification, labelling and packaging of
chemicals in order to ensure that hazards are clearly communicated to consumers and
workers; the export and import of hazardous chemicals and the control of persistent
organic pollutants, partly implementing international agreements; the prevention of
major accidents involving dangerous chemicals; and the management of pesticides.

For the period between 2004 and 2014, EU chemicals legislation has cost the chemicals
sector an estimated €2.75 billion per year, equivalent to 3.5 % of value added. REACH
compliance is estimated to account for about a third of that cost. Benefits of EU
chemicals legislation include further integration of the internal market, raised awareness
about risks posed by chemicals, and the phasing out of certain hazardous substances.

EU chemicals legislation delivers a number of opportunities to protect human health and
the environment, make use of the information available on substances, reduce animal
testing, promote innovation, maintain trade, and position the EU as a global leader.
However, this legislation is also associated with a number of challenges, for instance as
regards maintaining competitiveness, managing the 2018 REACH registration deadline,
improving the quality of information provided through registration, finding substitutes
for hazardous substances, and dealing with emerging risks, such as nanomaterials and
the combination effects of different chemicals (also known as the 'cocktail effect').
Stakeholders have expressed diverging views on how to improve the functioning of EU
chemicals legislation.

The European Commission is currently carrying out fitness checks on chemicals
legislation. The exercise is expected to deliver a report on REACH in 2017, as well as
actions aiming to simplify the procedure for applying for authorisation. Other expected
actions by the Commission relate to nanomaterials, a strategy for a non-toxic
environment, registration requirements for low volume substances, and polymers.
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Definitions
Article (under REACH): an object which is characterised by its shape, surface or design to a
greater degree than by its chemical composition; this covers virtually all products (such as
textiles, furniture or electronics), other than bulk chemicals.

Authorisation (under REACH): individual permission granted to a manufacturer, importer or
downstream user for a specific use of a banned substance.

Authorisation list: a list of substances of very high concern, which are banned under REACH,
unless specific uses have been authorised for specific companies. The list is in Annex XIV to
the REACH Regulation.

Candidate list: a list of substances identified as 'substances of very high concern' under the
REACH authorisation procedure.

Chemical safety report (CSR): a report documenting the chemical safety assessment
performed as part of the REACH registration process.

CLP (Regulation): Regulation (EC) No 1272/2008 on classification, labelling and packaging of
substances and mixtures.

CMR substances: substances classified as carcinogenic, mutagenic and/or toxic to the
reproductive system under the CLP Regulation.

Cocktail effect: effects on human health and the environment arising from exposure to a
variety of chemicals. Also referred to as 'combination effects' or 'mixture effects'.

Committee for risk assessment (RAC): an ECHA body evaluating the risks to human health
and the environment arising from the use of a substance under the REACH authorisation and
restriction regimes. It also assesses proposals for harmonised classification and labelling
under the CLP Regulation.

Committee for socio-economic analysis (SEAC): an ECHA body assessing the socio-economic
factors and the availability, suitability and technical feasibility of alternatives to the use of a
substance under the REACH authorisation and restriction regimes.

Community rolling action plan (CoRAP): a list of substances prioritised for evaluation under
REACH.

Downstream user: under REACH and CLP, companies or individual workers who use
chemicals.

ECHA: the European Chemicals Agency.

Exposure scenario (under REACH): information on human and environmental exposure to a
substance during its entire life cycle and on how to control such exposure.

Harmonised classification and labelling (CLH): under the CLP Regulation, harmonising (and
making obligatory across the EU) the classification and labelling of a substance.

Hazard: the capacity of a substance, by reason of its intrinsic properties, to cause adverse
effects to humans or the environment.

Intermediate (under REACH): a substance that is used for manufacturing another substance,
without respect to its chemical composition.

Member State Committee (MSC): an ECHA body participating in several REACH processes,
such as evaluation and authorisation.

Mixture (under REACH): a solution composed of two or more substances that are mixed
without reacting.

Nanomaterial: a material having a size in the nanoscale (in the range of 1 nm – 100 nm), or
containing particles in the nanoscale; nanomaterials generally have novel characteristics
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compared to the same material at another scale.

PBT substances: substances that are persistent, bio-accumulative and toxic.

Persistent organic pollutants (POPs): chemical substances which persist in the environment,
bioaccumulate through the food web, and pose a risk of causing adverse effects to human
health and the environment.

PPORD: product- and process-oriented research and development. Under REACH,
substances used for PPORD may be subject to a conditional and time-limited exemption.

Public activities coordination tool (PACT): a list of substances undergoing or having
undergone a risk management option analysis or an informal hazard assessment to identify
PBT/vPvB properties or endocrine-disruptor properties.

REACH (Regulation): Regulation (EC) No 1907/2006 on the registration, evaluation,
authorisation and restriction of chemicals.

Registry of intentions: a list of substances accessible on the ECHA website, for which a
regulatory procedure is initiated with respect to 1) identification of substances of very high
concern; 2) restrictions; or 3) harmonised classification and labelling.

Restriction (under REACH): conditions or prohibitions on the manufacture, use or placing on
the market of substances.

Risk management option analysis (RMOA): under REACH, a voluntary and informal process
which aims to help decide whether a substance requires further regulatory action and to
identify the most appropriate instrument for addressing a concern.

Risk: the likelihood of adverse effects occurring when humans or the environment are
exposed to a hazard. In other words, 'risk = hazard x exposure'.

Safety data sheet (SDS): a document including information about the properties of a
substance or mixture; its hazards and instructions for handling, disposal and transport; and
first-aid, fire-fighting and exposure-control measures.

SME: a small or medium-sized enterprise.

Specific target organ toxicity (STOT) substances: substances which are toxic to a specific
organ (such as the kidneys) or system (such as the immune or the nervous system) in the
human body.

Substance (under REACH): a chemical and its compounds in the natural state or obtained by
any manufacturing process, including any additive necessary to preserve its stability and any
impurity deriving from the process used.

Substance information exchange forum (SIEF): a group of companies using or importing a
pre-registered substance, whose members share data and costs and jointly file the common
parts of their registration dossiers.

Substances of equivalent concern: substances giving rise to a level of concern equivalent to
that for carcinogenic, mutagenic and/or reprotoxic substances; these include endocrine
disruptors, respiratory sensitisers and STOT substances.

Substance of very high concern (SVHC): substances that may have serious and often
irreversible effects on human health and the environment, including CMR, PBT and vPvB
substances, as well as substances of equivalent concern.

Sunset date: under the REACH authorisation regime, the date from which the placing on the
market and the use of a substance are banned unless an authorisation has been granted or
an authorisation, for which an application has been submitted by a set deadline, is pending.

vPvB substances: substances that are very persistent and very bio-accumulative.
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1. Background
Chemicals are the building blocks of life. They are present in us, around us and in the
products we buy. By ensuring the provision of many essential goods and services, such
as heating and electricity, clothing, cleaning products and modern telecommunications,
they enable us to lead more comfortable lives and to be more productive at work.

The chemical industry converts raw materials, such as air, water, fossil fuels, metals and
minerals into thousands of different products. There are over 140 000 different
chemicals on the EU market, with new chemicals being introduced each year. Chemicals
are used in almost all industries and play an important role in virtually all economic
sectors. In the EU, the industrial sectors using the most chemicals are rubber and plastics,
construction, pulp and paper, and the automotive industry. All industrial sectors
combined account for 64 % of chemicals used, while other sectors (including health and
social work, and agriculture) account for 36 % of chemicals used (see Figure 1). EU
chemical industry figures indicate that the EU chemicals sector represents 1.1 % of EU
gross domestic product (GDP) and accounts for about 1.2 million jobs, and up to three
times as many indirect jobs.

Figure 1 – Customer sectors of the EU chemical industry

Data source: CEFIC, 2016.

Eurostat data indicate that out of 322 million tonnes of chemicals produced in the EU in
2013, 202 million tonnes (or 63 %) were 'toxic' to varying degrees. These may have
adverse effects on the environment: the atmosphere may be harmed by substances such
as pollutants, greenhouse gases or ozone depleters; soil may be polluted, for instance,
via atmospheric deposition, waste, industrial and mining activities, contaminated water
or pesticides; water resources may be contaminated, for instance, by direct discharges
to water bodies or via deposition of air contaminants to water and soil. In turn, polluted
air, soil and water may cause adverse effects on ecosystems, wildlife and human health.
Exposure to chemicals may have detrimental effects on human health; a range of such
effects is outlined in Table 1 below.1 Because of these impacts, industry may face higher
insurance costs, loss of productivity or reputational impacts, while economies may face
costs related to premature deaths and health conditions. In order to avoid risks to human

1 For more information on the effects of chemicals on the environment and human health, see, for
instance, the United Nations Environment Programme, Global Chemicals Outlook, 2013, p. 45-64.

http://www.cefic.org/Facts-and-Figures/
http://www.unep.org/chemicalsandwaste/UNEPsWork/Mainstreaming/GlobalChemicalsOutlook/tabid/56356/Default.aspx
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health and the environment, sound management of chemicals throughout their lifecycle
is essential.

Table 1 – Some types of chemicals of concern
Types of chemicals2 Features or potential effects Example

carcinogenic,
mutagenic

and/or
reprotoxic

(CMR)3

carcinogens inducing cancer or increasing
its incidence asbestos (used for instance in

construction products)

certain phthalates (used as
plasticisers in a range of
products, including flooring,
roofing, cables, hoses and
coated fabrics)

mutagens increasing the occurrence of
mutations

reproductive
toxicants

effects on sexual function and
fertility in males and females,
developmental toxicity in the
offspring, effects through or
via lactation

persistent,
bio-

accumulative
and toxic

(PBT)

persistent resisting environmental
decomposition (for instance,
through exposure to sunlight,
other substances or bacteria) certain brominated flame

retardants (used in plastics,
textiles and electrical/electronic
equipment)

certain perfluorinated
compounds (used, for instance,
in weather-resistant clothing,
cookware and water-repellent
products)

bio-accumulative accumulating in living
organisms (often in their fat
tissues); concentrations tend
to increase in organisms that
are at a higher level in the
food chain

toxic inducing adverse effects, for
instance, on the DNA, the
neurological system, the
reproductive system or the
immune system

very persistent and very
bio-accumulative (vPvB)

resisting environmental
decomposition and
accumulating in living
organisms to a high degree

musk xylene (used, for instance,
in some cosmetics and
fragrances)

chemicals
whose level
of concern is
equivalent to

CMR
substances

endocrine
disruptors

altering the functions of the
hormonal system

4-tert-octylphenol ethoxylates
(used, for instance, in paints
and medical products or
devices)

respiratory
sensitisers

inducing allergic respiratory
diseases

ADCA (used mainly as a blowing
agent in the plastics and rubber
industry)

specific target
organ toxicity

being toxic to a specific organ
or system in the human body

cadmium – toxic to the kidneys
(used, for instance, in certain
pigments for plastics)

Source: Elaboration on information from the European Chemicals Agency.

2 Because the classification of these types of chemicals is based on different criteria, there is
considerable overlap between them. A substance may belong to more than one type. For instance,
benzo[a]pyrene, a substance mainly released in the environment from vehicle exhausts, domestic
wood- and coal fire, is considered carcinogenic, mutagenic, reprotoxic, PBT and vPvB.

3 Carcinogenic, mutagenic and/or reprotoxic substances are classified as such under the CLP Regulation.

http://echa.europa.eu/chemicals-in-our-life/which-chemicals-are-of-concern/svhc
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Chemicals are considered hazardous if exposure to them may cause different types of
harm to human health (ranging from mild skin irritation to cancer) or the environment.
Among these, some chemicals are considered to be substances of concern, which may
be grouped in broad overlapping types based on varying criteria.

2. EU policy
The overarching goal of EU environmental policy, as stated in Article 191 of the Treaty
on the functioning of the European Union,4 is to establish a 'high level of protection'. In
addition, the Treaty establishes four principles underpinning EU environmental policy
(the precautionary principle,5 the principle that preventive action should be taken, the
principle that environmental damage should as a priority be rectified at source, and the
polluter-pays principle), which are all particularly relevant as regards chemicals policy.

EU legislation before REACH and the CLP Regulation

Before 2008, EU chemicals legislation was mainly based on four legislative acts: the 1967
Dangerous Substances Directive,6 the 1976 Marketing and Use Directive,7 the 1988 Dangerous
Preparations Directive,8 and the 1993 Existing Substances Regulation.9 In its evaluation of the
legislation published in 1998, the Commission noted inter alia that regulatory processes were
too lengthy and resource-intensive, that legislation was not properly enforced, and that essential
knowledge was lacking regarding the inherent properties of existing chemicals. It also highlighted
that the differentiated treatment of existing and new chemicals (whereby new chemicals were
subject to notification requirements and existing ones were not) was hampering innovation.10

In the 6th Environmental action programme adopted in 2002,11 the European Union
committed to ensure, by 2020, that 'chemicals are only produced and used in ways that
do not lead to a significant negative impact on health and the environment', while
'recognising that the present gaps of knowledge on the properties, use, disposal and
exposure of chemicals need to be overcome'. In the 7th Environmental action

4 Consolidated versions of the Treaty on European Union and the Treaty on the Functioning of the
European Union, OJ C 202, 7.6.2016, p. 1–388.

5 For more details, see Bourguignon, D., The precautionary principle: Definitions, applications and
governance, EPRS, European Parliament, 2015.

6 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and
administrative provisions relating to the classification, packaging and labelling of dangerous
substances, OJ 196, 16.8.1967, p. 1–98.

7 Council Directive 76/769/EEC of 27 July 1976 on the approximation of the laws, regulations and
administrative provisions of the Member States relating to restrictions on the marketing and use of
certain dangerous substances and preparations, OJ L 262, 27.9.1976, p. 201–203. See also the
consolidated version.

8 Council Directive 88/379/EEC of 7 June 1988 on the approximation of the laws, regulations and
administrative provisions of the Member States relating to the classification, packaging and labelling
of dangerous preparations, OJ L 187, 16.7.1988, p. 14–30.

9 Council Regulation (EEC) No 793/93 of 23 March 1993 on the evaluation and control of the risks of
existing substances, OJ L 84, 5.4.1993, p. 1–75. See also consolidated version.

10 Commission Working Document SEC(1998) 1986, 18.11.1998.
11 Decision No 1600/2002/EC of the European Parliament and of the Council of 22 July 2002 laying down

the Sixth Community Environment Action Programme, OJ L 242, 10.9.2002, p. 1–15.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.C_.2016.202.01.0001.01.ENG&toc=OJ:C:2016:202:TOC
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2015)573876
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2015)573876
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1476080468410&uri=CELEX:31967L0548
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1476080609063&uri=CELEX:31976L0769
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1476080609063&uri=CELEX:01976L0769-20090601
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1476081068675&uri=CELEX:31988L0379
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1476080682064&uri=CELEX:31993R0793
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1476080682064&uri=CELEX:01993R0793-20080601
http://aei.pitt.edu/3331/1/3331.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1466151133766&uri=CELEX:32002D1600
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programme, adopted in 2013,12 the European Union recognised the role played by EU
legislation passed in the preceding decade and pledged to 'further develop and
implement approaches to address combination effects of chemicals and safety concerns
related to endocrine disruptors in all relevant Union legislation'. To this end, the action
programme notes that the EU should develop, by 2018, a strategy for a non-toxic
environment that is conducive to innovation and the development of sustainable
substitutes including non-chemical solutions.

3. EU legislation
3.1. REACH Regulation
The Regulation on the registration, evaluation, authorisation and restriction of
chemicals (widely known as the REACH Regulation) aims to 'ensure a high level of
protection of human health and the environment, including the promotion of alternative
methods for assessment of hazards of substances, as well as the free circulation of
substances on the internal market while enhancing competitiveness and innovation'.13

To meet this goal, it requires companies to make more data available on chemicals and
publish the resulting information online. Furthermore, it protects animal welfare and
makes industry responsible, to varying degrees, for demonstrating safe use of chemicals,
in a change often referred to as 'reversal of the burden of proof'. It uses both hazard-
based standards (based only on the intrinsic properties of a substance) and risk-based
standards (based on the potential for exposure of humans and the environment to a
substance).

European Chemicals Agency

Established by the REACH Regulation, the European Chemicals Agency (ECHA), was founded in
2007 and is based in Helsinki. It employs over 500 staff and has various roles under different
pieces of EU legislation.14 It is financed partly by fees paid by companies, for instance when
registering a substance or applying for an authorisation. Regarding REACH, ECHA manages its
implementation, issues guidance and has some regulatory powers. Member States are
represented in the Member State Committee (which is involved primarily in the evaluation and
authorisation processes), as well as in the Enforcement Forum intended to strengthen REACH
enforcement. ECHA also includes two advisory scientific committees – the Committee for risk
assessment (RAC) and the Committee for socio-economic analysis (SEAC) – meant to make use
of the broadest possible expertise available. ECHA is governed by a management board of one
representative from each Member State appointed by the Council, six representatives appointed
by the Commission and two independent persons appointed by the European Parliament. A 2012
report on ECHA15 by the consultancy PwC noted that ECHA had performed well in most of its
work areas but could have done more to ensure its perceived independence.

12 Decision No 1386/2013/EU of the European Parliament and of the Council of 20 November 2013 on a
General Union Environment Action Programme to 2020 'Living well, within the limits of our planet', OJ
L 354, 28.12.2013, p. 171–200.

13 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, OJ L 396, 30.12.2006. See also the consolidated version.

14 The REACH Regulation, the Classification, Labelling and Packaging Regulation, the Biocidal Products
Regulation, and the Prior Informed Consent Regulation. However, ECHA does not have any powers in
relation to the Plant Protection Products Regulation, which falls under the mandate of the European
Food Safety Agency (EFSA).

15 PwC, Final report on the review of the European Chemicals Agency, 2012.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32013D1386
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32006R1907
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1462967719547&uri=CELEX:02006R1907-20160401
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1462967719547&uri=CELEX:02006R1907-20160401
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1467209438824&uri=CELEX:02008R1272-20160401
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1441117933171&uri=CELEX:02012R0528-20140425
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1467358055946&uri=CELEX:02012R0649-20160201
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1441117869940&uri=CELEX:02009R1107-20140630
http://ec.europa.eu/environment/chemicals/reach/pdf/studies_review2012/report_study2.pdf
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REACH is the cornerstone of EU legislation regulating chemicals. It applies in principle to
all uses of all substances throughout their whole life cycle (from manufacturing to
disposal) and imposes obligations on all actors in the supply chain. However, REACH
provides for a series of partial or complete exemptions, based on various rationales, such
as minimum risk, lack of necessity, avoidance of overlap with other EU legislation (for
instance on pesticides), or reduction of burdens on research and development. REACH is
applicable in all EU Member States as well as in countries belonging to the European
Economic Area.16

REACH contains four regulatory regimes (registration, evaluation, authorisation and
restriction) outlined in Figure 2.

Figure 2 – The four regulatory regimes under REACH

Source: European Parliamentary Research Service.

16 Iceland, Liechtenstein and Norway. REACH does not apply in Switzerland, which has its own chemical
laws partly aligned with REACH.



EU policy and legislation on chemicals Page 10 of 34

Although largely independent, the four regulatory regimes under REACH and the
harmonised classification and labelling under the CLP Regulation are interlinked.
Companies are required to make data available on substances they manufacture, import
or use under the registration regime. If vertebrate animal tests are needed to generate
data for registration, ECHA will consider a testing proposal under the evaluation regime;
ECHA and Member States may also subject a registered substance to a compliance check
or a substance evaluation. In turn, these two mechanisms may bring up concerns about
a substance. A risk management options analysis may be carried out to identify the best
regulatory options and may result in subjecting a substance to harmonised classification
and labelling, to a restriction or to being identified as a substance of very high concern
(inclusion on candidate list) under the authorisation regime. Once a substance is on the
candidate list, the European Commission may ban it (this is referred to as 'inclusion in
the authorisation list'). Once a substance is on the authorisation list, companies may
apply for a time-limited authorisation. The different regulatory regimes are outlined in
greater detail below.

Figure 3 – Main links between the regulatory regimes under REACH and the CLP

Source: European Parliamentary Research Service.

3.1.1. Registration
A registration requirement, based on the 'no data, no market' principle, applies to EU
manufacturers or importers of substances and mixtures. Companies are required to
assess the hazards and risks of substances before manufacturing or importing them, and
to determine potential risks posed by the use of a substance. Requirements vary
according to the production or import volume based on thresholds (1, 10, 100, 1 000
tonnes per year).17 For instance, quantities over 10 tonnes per year require the
submission of a 'chemical safety report' (CSR) documenting the safety assessment of the
substance and the identification of 'exposure scenarios' (that is, conditions under which
risks arising from manufacture and use are considered under control).18 Uses not

17 Differentiated information requirements are set in Annex VII (> 1 t/y), Annex VIII (> 10 t/y), Annex IX
(> 100 t/y) and Annex X (> 1 000 t/y) of the REACH Regulation.

18 Exposure scenarios are attached to a substance's 'safety data sheet' (SDS), in what is known as an
'extended safety data sheet' (eSDS). For an example, see an illustrative exposure scenario published by
ECHA.

https://echa.europa.eu/documents/10162/13632/illustrative_example_es_part2_example_en.pdf
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identified in exposure scenarios are prohibited.19 In case of changes (for instance,
regarding the tonnage band or the risks), the registrant is required to update his
registration.

The following substances are exempted from registration requirements: substances
used in amounts below one tonne per year; substances presenting minimum risk (such
as water or glucose);20 substances for which registration is deemed inappropriate or
unnecessary (such as minerals and ores);21 re-imported substances and recovered
substances which have already been registered; and polymers. Chemicals used during
the manufacturing process ('intermediates') may benefit from reduced requirements,
provided that downstream users of a chemical confirm the substance is used as an
intermediate under strictly controlled conditions. In addition, substances used for
'product and process oriented research and development' (PPORD) may be subject to a
conditional and time-limited exemption.22

Data-sharing under REACH

Based on the 'one substance, one registration' principle, all potential registrants of the same
substance are expected to submit a common registration dossier. This requirement is intended
among other things to reduce tests on vertebrate animals. If an animal-testing study needed to
generate data for registration has not yet been carried out, a registrant must submit a testing
proposal to ECHA for approval, under the 'dossier evaluation' procedure (see below for details).

To facilitate the data-sharing process, REACH provides for mechanisms such as 'substance
information exchange forums' (SIEFs).23 However, discussions in SIEFs have proved very difficult
in a number of instances. In particular, sharing the costs arising from the use of existing data, the
generation of new data and the related administrative work among applicants has been
problematic. In practice, registrants often establish 'REACH consortia' in order to meet data-
sharing and joint-submission requirements.

To address this issue, in particular ahead of the 2018 registration deadline (see below), in January
2016 the Commission adopted the REACH Data-Sharing Regulation, which further specifies the
principles and mechanisms applicable to data-sharing in SIEFs.24

The registration requirement came into force on 1 June 2008. Most existing substances
(called 'phase-in substances') benefited from delayed registration deadlines, if they had
been pre-registered between 1 June and 1 December 2008 or later under certain

19 If a downstream user intends to use a substance in conditions not covered in exposure scenarios, he is
required to prove safe use through a CSR and to notify ECHA. However, downstream users have the
possibility to make their uses known to their supplier, so that the supplier can include them in his CSR.

20 These substances are listed in Annex IV of the REACH Regulation.
21 These substances are listed in Annex V of the REACH Regulation.
22 A 'PPORD notification' must be submitted to ECHA, which will then assess it and may impose conditions

on the exemption. The exemption is valid for a period of five years, which may be extended.
23 Two mechanisms are provided for: 1) for existing substances that have been pre-registered: 'substance

information exchange forums' (SIEFs), whose members share data and costs and jointly file the
common parts of their registration dossiers; and 2) for new substances that have not been pre-
registered: the 'inquiry' mechanism, whereby a company planning to register a substance is required
to inquire with ECHA whether a registration has already been submitted for that substance.

24 Commission Implementing Regulation (EU) 2016/9 of 5 January 2016 on joint submission of data and
data-sharing in accordance with Regulation (EC) No 1907/2006, OJ L 3, 6.1.2016, p. 41–45.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32016R0009
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conditions.25 Three delayed registration deadlines were set, based on tonnage and level
of concern. For low volume substances (1-100 tonnes/year), the delayed registration
deadline is 31 May 2018.

Figure 4 – Delayed registration deadlines

Source: Article 23, REACH Regulation.

Figure 5 – Registrations by deadline

Source: European Chemicals Agency. Number of registrations and unique substances include intermediates. 2016 data
reflect situation on 23 September 2016 (number of deadline-relevant registrations) and 13 May 2016 (total number
of registrations and registered substances).

Registrants send the necessary information to ECHA through an electronic registration
dossier. If a substance has been pre-registered, a lead registrant submits a joint
registration dossier on behalf of all manufacturers and importers. In practice, identifying
a substance and in particular determining that substances are identical, can be a
challenge.26 To ensure that dossiers are consistent and complete, ECHA carries out both
an automatic and a manual check.27 ECHA subsequently issues an invoice to the
registrant, who is required to pay a fee for registration, certain types of updates and
requests for confidential treatment.28 A substance may be manufactured or imported

25 First-time EU manufacturers, importers or users of quantities over 1 tonne per year. Late pre-
registration must be made within six month of first manufacturing, importing or use, and no later than
one year before the registration deadline (see Figure 4).

26 For more details, see VUOS and TECHEM CZ, Substance identity in REACH, European Commission, 2016.
27 The manual check was introduced in 2016 to address concerns that some registrants were inserting

irrelevant text in their dossier to bypass an information requirement.
28 Fees are set in Commission Regulation (EC) No 340/2008. They vary according to the tonnage band

(from €1 739 for registering a substance in the 1-10 tonnage band, to €33 699 for registering a
substance in the tonnage band above 1 000 tonnes). Fees for confidential treatment vary from €1 631
to €4 892. Reduced fees apply to joint submissions, SMEs and registration updates.
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http://echa.europa.eu/regulations/reach/registration/registration-statistics
http://ec.europa.eu/DocsRoom/documents/17805/attachments/1/translations/en/renditions/native
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468568416605&uri=CELEX:02008R0340-20150625
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from three weeks after the submission date, provided there is no objection from ECHA.
ECHA publishes information from registration dossiers on its website.29

3.1.2. Evaluation
Evaluation covers different processes whereby ECHA examines the quality of registration
dossiers and testing proposals, and Member State authorities check whether a given
substance constitutes a risk to human health or the environment.

Figure 6 – Overview of evaluation processes under REACH

Source: adapted from European Chemicals Agency.

Evaluation under REACH can be divided into three processes:

Dossier evaluation: compliance check

Although limited checks are carried out on all registration dossiers, ECHA does not check
their content at registration. However, the REACH evaluation regime requires ECHA to
check the compliance of at least 5 % of registration dossiers in each tonnage band.30

Dossiers are selected both randomly and on the basis of concerns (for instance,
substances listed on the 'community rolling action plan'). To make the prioritisation of
checks more transparent, ECHA has developed a strategy and regularly publishes a list of
substances potentially subject to compliance checks.31

Once it has launched the compliance check, ECHA has 12 months to take a decision.
ECHA's draft decision is submitted to the registrant for comments, then sent to the
Member States, which can propose amendments to it. If there are amendments, the file
is referred to the Member State Committee, which takes a decision unanimously. In case
Member States cannot agree, the file is referred to the European Commission for a
decision. Possible outcomes of the compliance check evaluation are a decision to request
additional information from the registrant; a 'quality observation letter' (a non-binding
request to address shortcomings in a dossier); or no action.

29 This information includes results of studies on the intrinsic properties and hazard profiles of a
substance, the levels at which it is expected to have no adverse effects on human health or the
environment, its classification and labelling, as well as guidance on its safe use. If the registrant has not
opposed publication for confidentiality reasons, the information may also include aspects such as the
total tonnage band, information in the safety data sheet and trade name.

30 REACH does not set a timeframe for ECHA to carry out these mandatory compliance checks.
31 An overview of how dossiers are selected for compliance checks is presented in European Chemicals

Agency, Evaluation under REACH: Progress report 2015, 2016, p. 11.

http://echa.europa.eu/regulations/reach/evaluation/evaluation-procedure
http://echa.europa.eu/documents/10162/13628/evaluation_report_2015_en.pdf


EU policy and legislation on chemicals Page 14 of 34

Non-compliance of registration dossiers appears to be widespread.32 In 2015, out of 183
compliance check evaluations completed by ECHA, 33 (18 %) concluded no further action
was needed and 150 (82 %) led to a draft decision.33 However, this general picture hides
differences between minor and major grounds of non-compliances in dossiers. In 2015,
the most common cases of non-compliance related to substance identification and
composition, the chemical safety report, pre-natal developmental toxicity and effects on
terrestrial organisms.

Dossier evaluation: examination of testing proposals

REACH strives to reduce testing on vertebrate animals needed to meet information
requirements, to a minimum. Tests on vertebrate animals must be approved by ECHA in
advance. From receipt of a testing proposal, ECHA has 180 days to prepare a draft
decision. The examination procedure starts with a 45-day public consultation enabling
third parties to submit relevant scientific information or studies. ECHA then submits its
draft decision to the registrant and the Member States for comments, in a procedure
identical to the compliance check procedure described above. The final decision may
accept the proposal as it is; accept it with modifications; or reject it. If the proposal is
accepted, testing results must be submitted to ECHA by a date set in the decision. In
2015, ECHA concluded 184 examinations and took 194 decisions regarding testing
proposals.

Substance evaluation

Member State authorities may evaluate certain substances to clarify whether their use
poses a risk to human health or the environment. ECHA and the Member States list
substances to be evaluated in the 'Community rolling action plan' (CoRAP), mainly on the
basis of risk.34 Covering a period of three years, the CoRAP identifies the Member State
in charge of evaluating each substance, as well as the year of evaluation.35

Once a Member State has completed its evaluation, its conclusions are published.
Decisions may be adopted following the procedure on compliance checks outlined
above. Possible measures include a decision requiring registrants to submit additional
information; EU-wide risk-management measures; identification as a substance of very
high concern; harmonised classification and labelling; or other actions outside REACH.

Out of 50 substances evaluated during 2014, the evaluating Member States concluded
that 39 required further information to clarify suspected concerns. In July 2016, 319
unique substances were listed for evaluation on the CoRAP.

32 See for instance European Chemicals Agency, Workshop on compliance check 2014-2018 – contributing
to high quality information for the safe manufacture and use of chemicals: Proceedings, 2014.

33 Evaluation under REACH: Progress report 2015, op. cit., p. 5.
34 Any substance, for which there are 'grounds for considering' that it 'constitutes a risk to human health

or the environment', may be included. ECHA adopts the CoRAP after the Member State Committee has
reviewed it and given its opinion on it.

35 CoRAP list, European Chemicals Agency.

https://echa.europa.eu/documents/10162/13628/cch_workshop_en.pdf
https://echa.europa.eu/documents/10162/13628/cch_workshop_en.pdf
http://echa.europa.eu/documents/10162/13628/evaluation_report_2015_en.pdf
http://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-plan/corap-table
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Figure 7 – Status of substance evaluation files (July 2016)

Data source: European Chemicals Agency, 2016.

3.1.3. Authorisation
The authorisation regime aims to make sure that risks from substances of very high
concern (SVHCs) are adequately controlled and that these substances are eventually
replaced by appropriate alternatives, while ensuring the functioning of the internal
market. It involves three steps described in more detail below: 1) listing a substance on
the so-called 'candidate list' (that is, identifying it as a substance of very high concern);
2) listing a candidate substance on the so-called 'authorisation list' (that is, banning its
sale or use by a certain date); and 3) authorising specific uses of banned substances for
specific companies. Certain substances and uses may benefit from generic exemptions
to the authorisation regime.36 There are no tonnage bands or thresholds in the
authorisation regime.

Candidate list: identifying substances of very high concern

The main purpose of the candidate list is to identify substances of very high concern on
the basis of hazard criteria. The following types of substances may be included in the
candidate list: carcinogenic, mutagenic or reprotoxic substances;37 persistent,
bioaccumulative and toxic substances; very persistent and very bioaccumulative
substances;38 or substances identified as causing an 'equivalent level of concern' to CMR
substances (for instance, endocrine disruptors, respiratory sensitisers or STOT
substances). The candidate list is widely seen as an important driver for substituting
hazardous chemicals.39

To include a substance in the candidate list, a Member State or ECHA (at the request of
the European Commission) can initiate the procedure, which runs as follows. First, the
intention to propose a substance for inclusion in the candidate list is made public in a
registry of intentions.40 Second, the initiator prepares a dossier providing the justification
for identifying the substance as an SVHC, as well as information on volumes, uses,
exposure and possible alternatives. Third, ECHA forwards the dossier to all Member

36 Exemptions include uses covered by other EU legislation, substances used in 'process-oriented research
and development', or 'intermediates'. See ECHA documentation for details.

37 According to the criteria set for inclusion in category 1 under the CLP Regulation.
38 According to the criteria set in Annex XIII of the REACH Regulation.
39 See, for instance, Centre for strategy and evaluation services, Interim Evaluation: Impact of the REACH

Regulation on the innovativeness of the EU chemical industry, 2012, p. 96.
40 Registry of SVHC intentions, European Chemicals Agency.
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http://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-plan/corap-table
http://echa.europa.eu/documents/10162/13640/generic_exemptions_authorisation_en.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/studies_review2012/report_study5.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/studies_review2012/report_study5.pdf
http://echa.europa.eu/web/guest/registry-of-current-svhc-intentions
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States and launches a public consultation. Fourth, a decision is taken: if Member States
or stakeholders do not comment on the dossier, ECHA adds the substance on the list; if
there are comments, the dossier is forwarded to the Member State Committee for a
unanimous agreement on listing the substance before ECHA takes a formal decision.41

Including a substance in the candidate list creates obligations for the companies that
manufacture, import or use it. These involve, in particular: providing a 'safety data sheet'
for the substance or mixtures containing it; informing downstream users; and notifying
ECHA if the substance is used in products ('articles') in a concentration over 0.1 % and in
a quantity totalling over one tonne per year. Following a commitment by the European
Commission to accelerate the inclusion of new substances in the candidate list, 138
SVHCs were included in the candidate list by 2012.

SVHC roadmap to 2020

A 2013 Commission roadmap for the identification of substances of very high concern (known as
the 'SVHC roadmap') set outs the policy goal to include all relevant, currently known substances
of very high concern in the candidate list by 2020. It also establishes a methodology to prioritise
the assessment of substances of potential concern with a view to improving the consistency
between Member States' approaches and predictability for businesses.42

The process starts with a screening of REACH registration dossiers. If further information on a
substance is needed, it may be generated through a compliance check, substance evaluation or
informal hazard assessment. If there appears to be a concern about risks, a risk management
option analysis (RMOA) is carried out to identify the best regulatory options for managing risks
(such options involve, among others, inclusion in the candidate list, restriction, harmonised
classification and labelling, or action under other EU legislation).43

In April 2016, ECHA indicated that data is being generated through the evaluation and
assessment of 266 substances (59 completed and 196 still ongoing), as well as through
compliance checks (107 addressing potential substances of concern completed in 2015). Since
the launch of the SVHC roadmap, 50 RMOAs have been completed and 89 are ongoing. Half of
the RMOAs completed so far have recommended the substance be included in the candidate list,
while the other half have either identified no need for action, or have pointed to the need for
other regulatory measures such as restriction, harmonised classification and labelling, or other
action.44

By June 2016, 196 substances of very high concern had been included in the candidate
list. Reasons for inclusion vary. In about a quarter of the cases, multiple reasons were
given for including a substance. In July 2016, 15 substances were listed in the register of
intentions.

41 Most of the time, the Member State Committee reaches a unanimous agreement; should it fail to do
so, the matter is referred to the European Commission for a decision.

42 European Commission, Roadmap for SVHCs identification and implementation of REACH risk
management measures from now to 2020, 2013.

43 Substances for which an informal assessment or a risk management option analysis is being developed,
is ongoing or has been completed, are listed in the public activities coordination tool (PACT), accessible
on ECHA's website. More information on the process is summarised in this graph.

44 European Chemicals Agency, Roadmap for SVHCs identification and implementation of REACH risk
management measures: annual report, 2016, p. 7-8.

http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%205867%202013%20INIT
http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%205867%202013%20INIT
https://echa.europa.eu/addressing-chemicals-of-concern/substances-of-potential-concern/pact
https://echa.europa.eu/addressing-chemicals-of-concern/substances-of-potential-concern
http://echa.europa.eu/documents/10162/19126370/svhc_roadmap_2016_en.pdf
http://echa.europa.eu/documents/10162/19126370/svhc_roadmap_2016_en.pdf
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Figure 8 – Number of substances and reasons for inclusion in the candidate list (June 2016)

Data source: European Chemicals Agency, 2016.

Authorisation list: banning certain substances of very high concern

Once a substance of very high concern has been included in the candidate list, the
European Commission may add it to the authorisation list (Annex XIV of REACH) with the
effect of banning its use or sale as of a 'sunset date' unless an authorisation has been
granted to a specific company for a specific use.

The procedure for including a substance in the authorisation list consists of two steps.
First, ECHA recommends a candidate substance for inclusion in the authorisation list,
'normally' giving priority to 'substances with PBT or vPvB properties, wide dispersive use
or high volumes'. ECHA's draft recommendation45 is released for a three-month public
consultation and is then submitted to the Member State Committee for its opinion.
Second, on the basis of ECHA's recommendation, the European Commission may decide
to add the substance to the authorisation list by adopting an implementing regulation.46

The Commission may exempt certain uses or categories of uses, provided that risks are
already adequately controlled under other EU legislation.

By July 2016, the European Commission had included 31 substances in the authorisation
list, ECHA had recommended 27 other substances for inclusion in the list and was
preparing recommendations on another eight substances (see Figure 9 for more details).
Out of the 31 substances listed, 29 have CMR properties, one is persistent,
bioaccumulative and toxic, and one is very persistent and very bioaccumulative. Use-
specific exemptions have been issued, relating, for instance, to the use of three
phthalates in the immediate packaging of medicinal products.

In its 2014 communication on the regulatory fitness and performance programme
(REFIT), the Commission indicated that it was considering a series of measures aiming to
make the authorisation regime more predictable for businesses, including by reducing

45 ECHA's draft recommendation includes the proposed 'sunset date' (from which the placing on the
market and the use of a substance is banned), the application deadline for authorisation, and uses
exempted from the authorisation requirement, if any.

46 The Commission implementing regulation is adopted under the 'regulatory procedure with scrutiny'
giving the European Parliament and the Council the right to block adoption by the Commission.
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the frequency of amendments to the authorisation list.47 In practice, the Commission has
not added any new substance to the authorisation list between 2014 and the autumn of
2016. However, in December 2016, the Commission put forward to the REACH
Committee a draft regulation adding 12 new substances to the authorisation list; the
draft is expected to be submitted to Parliament and Council for scrutiny in early 2017.48

Figure 9 – Status of substances proposed by ECHA for inclusion in the authorisation list and
evolution of the number of substances subject to authorisation (July 2016)

Data source: Authorisation list and recommendations submitted by ECHA, European Chemicals Agency, 2016.

Application for authorisation: permitting specific uses by individual companies

Once a substance has been added to the authorisation list (that is, banned as of the
sunset date), manufacturers, importers or downstream users may apply for
authorisation regarding a specific use of a substance.49 Authorisations are granted on
two possible grounds: 1) if an applicant demonstrates that risks are 'adequately
controlled' (the 'adequate control route'); or 2) if an applicant demonstrates that 'socio-
economic benefits outweigh the risk to human health or the environment ... and if there
are no suitable alternative substances or technologies' (the 'socio-economic route').50

The procedure for authorising a specific use can be set out as follows. The applicant or
applicants51 submit a dossier including inter alia a chemical safety report, an analysis of
alternative substances and technologies, and a substitution plan. The dossier may also
include a socio-economic analysis, which is essential under the socio-economic route.

47 Communication from the Commission: Regulatory fitness and performance programme (REFIT): State
of play and outlook, COM(2014) 368, 18.6.2014.

48 Draft Commission Regulation amending Annex XIV to Regulation (EC) No 1907/2006.
49 Substances may be placed on the market or used if an application has been submitted before the latest

application date (set at least 18 months before the sunset date) and is still pending.
50 The socio-economic route is the sole possible option for CMR substances for which there is no safe

level of exposure; PBT or vPvB substances; or a substance of equivalent concern meeting these criteria.
As a result, the reason for which a substance has been included in the candidate list can have major
implications when a company applies for an authorisation.

51 It is common for several companies to submit a joint application, enabling them to share costs and
knowledge.
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Upon payment of the applicable fee,52 ECHA launches a public consultation on the
application and two bodies within ECHA draft an opinion on the application:

 The Committee for risk assessment evaluates risks to human health and the
environment stemming from the proposed use, the appropriateness and
effectiveness of proposed risk management measures and possible alternatives.

 The Committee for socio-economic analysis assesses the socio-economic factors and
the availability, suitability and technical feasibility of the alternatives proposed, as
well as any information on alternatives submitted by third parties.

The two draft opinions are sent to the applicant for comments before the committees
adopt their final opinions, which are then sent to the Commission, Member States and
the applicant. On the basis of these two opinions, the European Commission decides
whether to grant the authorisation and under which conditions.53 Each authorisation
decision defines a 'time-limited review period', although the Commission may review the
authorisation at any time based on circumstances.

Case law

In a number of rulings, the Court of Justice of the European Union interpreted provisions laid
down in the REACH Regulation. Highlights among these include: on the identification of
substances of very high concern (candidate list), the Court found that an analysis of alternatives
prior to including a substance on the candidate list is not required and that a substance may be
considered as PBT based on the properties of its constituents present in a concentration of 0.1 %
or more.54 The Court also confirmed that respiratory sensitisers may be classified as SVHC.55 On
the inclusion of substances on the authorisation list, the Court ruled that an exemption may be
granted only if specific EU legislation imposes minimum requirements relating to the protection
of human health or the environment for the relevant use of the substance.56 On substances of
very high concern in complex articles, the Court found that when an 'article' is composed of
several elements which themselves meet the definition of an 'article' (for instance, a coat with
buttons), the notification and information requirements apply when a substance of very high
concern is present in a concentration above 0.1 % in one of the components.57

By September 2016, applications for authorisation covering 155 uses of 26 substances
had been submitted to ECHA. Out of these, the European Commission had authorised 59
uses of 10 substances for specific companies.58 So far, the Commission has generally
followed the opinions issued by the two ECHA committees.

52 Fees are set in Commission Regulation (EC) No 340/2008. They vary according to the number and size
of the companies applying, as well as the number of substances and uses concerned. The base fee is
€53 300, with each additional substance and use costing €10 660. Reduced rates apply to medium-
sized, small and micro-enterprises.

53 The Commission adopts its decision under the 'regulatory procedure', with the involvement of the
REACH Committee (composed of Member State representatives and voting by qualified majority).
Parliament is not directly involved in the procedure, although it may adopt a non-binding resolution, if
it finds that the Commission has gone beyond its powers.

54 Judgment of 7 March 2013 in Case T-94/10 (Rütgers v. ECHA, paragraphs 77 and 108), upheld in Order
of the Court of 4 September 2014 in Case C 288/13 P.

55 Judgment of 30 April 2015 in Case T-134/13 (Polynt and Sitre v. ECHA, paragraphs 43-50). The judgment
is currently under appeal in Case C-323/15 P.

56 Judgment of 25 September 2015 in Case T-360/13 (VECCO v. Commission, paragraphs 64-66). The
judgment is currently under appeal in Case C-651/15 P.

57 Judgment of 10 September 2015 in Case C-106/14 (FCD and DMB v. Ministère de l'écologie, paragraph 83).
58 Authorisation decisions list, European Commission.

http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1468568416605&uri=CELEX:02008R0340-20150625
http://curia.europa.eu/juris/document/document.jsf?text=&docid=134562&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=439139
http://curia.europa.eu/juris/document/document.jsf?text=&docid=157536&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=439664
http://curia.europa.eu/juris/document/document.jsf?text=&docid=164047&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=439139
http://curia.europa.eu/juris/document/document.jsf?text=&docid=168623&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=439139
http://curia.europa.eu/juris/document/document.jsf?text=&docid=167286&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=445842
http://ec.europa.eu/DocsRoom/documents/19119/attachments/1/translations/
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Figure 10 – Status of applications for authorisation per year (September 2016)

Data source: Statistics on received applications, European Chemicals Agency, 2016.

ECHA estimates, on the basis of data provided by applicants, that the average cost of an
application for authorisation was almost €250 000 per applicant and per use in 2013,
down to €120 000 in 2015. It notes that fees account for 15-20 % of application costs.
ECHA also highlights that if authorisation is ultimately granted, application costs
represent about 0.2 % of the benefits of the application as estimated by the applicants.

3.1.4. Restriction
The restriction regime, which already existed in EU legislation before REACH, aims to
address 'unacceptable risks to human health or the environment' requiring action at EU
level. Table 2 provides an overview of the main differences between the two regimes.

Table 2 – Comparing selected features of the authorisation and restriction regimes
Authorisation Restriction

Basis  hazard-based  risk-based

Scope  applies to registered substances
identified as SVHC

 does not apply to substances present
in articles

 applies to any substance (or group of
substances)59

 applies to substances present in articles

Effect  prohibits placing on the market or use
except as authorised

 imposes conditions or prohibitions on the
manufacture, use or placing on the
market

Burden of
proof

 Inclusion in the authorisation list:
Member States and ECHA

 Application for authorisation:
companies

 Member States and ECHA

Procedure  Inclusion in the authorisation list:
regulatory procedure with scrutiny
(Parliament directly involved)

 Application for authorisation:
regulatory procedure (Parliament not
directly involved)

 Regulatory procedure with scrutiny
(Parliament directly involved)

Source: European Parliamentary Research Service.

The authorisation and the restriction regimes are considered complementary, the latter
having a broader scope and acting as a kind of 'safety net'. Where a specific risk in a
specific product (such as lead in jewellery) has been identified, restriction appears more

59 With the exception of cosmetics, which are regulated under Directive 76/768/EEC.
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appropriate; where the intention is to phase out and substitute a specific substance,
authorisation appears more appropriate.

A Member State or ECHA (at the request of the European Commission) can initiate the
procedure, which may be set out as follows. First, the intention to propose a restriction
is made public in a registry of intentions.60 Second, the initiator prepares a dossier
providing the justification (in particular information on identified risks, alternatives,
environmental and human-health benefits resulting from the restriction). Third, in
parallel with a public consultation, ECHA's Committee for risk assessment issues an
opinion on the appropriateness of the proposed restriction, while the Committee for
socio-economic analysis prepares an opinion about the socio-economic impacts of the
suggested restriction. Fourth, based on these two opinions, the Commission decides
whether to impose restrictions by adopting an implementing regulation.61 A fast-track
procedure limited to the fourth step may be used regarding CMR substances in consumer
products or uses. Restrictions are listed in Annex XVII of the REACH Regulation.

As of September 2016, 67 substances (or groups of substances) were subject to
restrictions, most of them adopted before REACH. Since the entry into force of REACH,
the Commission has adopted 13 decisions introducing or modifying restrictions.

REACH-up

In October 2014, a coalition of countries (Austria, Belgium, Denmark, France, Germany,
Netherlands, Norway and Sweden) launched the 'REACH-up' initiative calling inter alia for better
and more effective implementation of REACH, reduced exposure to endocrine disruptors and
adequate consideration of nanomaterials in order to meet the commitments laid out in the 7th
Environmental action programme. Luxembourg and Finland joined the initiative in 2015.62

3.2. Other legislation
3.2.1. Classification, labelling and packaging
The 2008 Classification, Labelling and Packaging Regulation (the CLP Regulation)63 aims
to ensure that hazards from chemicals are clearly communicated to consumers and
workers. It applies to most substances subject to REACH, as well as to biocides and plant
protection products. It is broadly based on the United Nations' Globally Harmonised
System of classification and labelling of chemicals (UNGHS).

After a transition period involving several steps runs out on 1 June 2017, the CLP
Regulation, which came into force in 2009, will fully replace two pieces of legislation: the
1967 Dangerous Substances Directive and the 1988 Dangerous Preparations Directive.

The CLP Regulation sets requirements in three broad areas:

 Classification: a company placing a substance or a mixture on the market must
identify the hazards posed by the chemical, if any, and classify it according to rules

60 Registry of Restriction intentions, European Chemicals Agency.
61 The Commission implementing regulation is adopted under the 'regulatory procedure with scrutiny',

giving the European Parliament and Council the right to block adoption by the Commission.
62 Key issues in chemicals policy on the road to a non-toxic environment, Information note to delegations,

16361/14, 5.12.2014; The REACH-up initiative – challenges and options for improving legislation on
chemical products, Information note to delegations, 14952/15, 9.12.2015.

63 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on
classification, labelling and packaging of substances and mixtures, OJ L 353, 31.12.2008. See also the
consolidated version.

https://echa.europa.eu/registry-of-current-restriction-proposal-intentions
http://data.consilium.europa.eu/doc/document/ST-16361-2014-INIT/en/pdf
http://data.consilium.europa.eu/doc/document/ST-14952-2015-INIT/en/pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008R1272
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1467209438824&uri=CELEX:02008R1272-20160401
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detailed in the CLP Regulation. This step is sometimes referred to as 'self-
classification'.

 Labelling: hazardous chemicals have to be labelled according to a standardised
system of statements and pictograms.

 Packaging: chemicals have to be packaged to prevent unintended leakage and
misleading consumers.

Table 3 – Selection of hazard labels and their meaning under the CLP Regulation
Hazard Pictogram What does it mean?
Explosive Unstable explosive. Mass explosion hazard.

Flammable Highly or extremely flammable gas, aerosol, liquid and
vapour.

Corrosive May corrode metals, cause severe skin burns and eye
damage.

Acute toxicity Can harm or kill if swallowed, inhaled or in contact with
skin.

Serious health hazard May damage fertility or the unborn child, cause cancer,
allergies or asthma symptoms, damage organs.

Health hazard/
Hazardous to the
ozone layer

May cause allergic skin reaction or serious eye irritation;
harm if swallowed or inhaled; harm to the environment.

Hazardous to the
environment

Toxic to aquatic life with long-lasting effects.

Source: European Chemicals Agency.

Self-classification may lead to a single substance being classified in different ways. To
address this, the CLP Regulation requires companies to notify the classification and
labelling of any substance they put on the market to ECHA, which makes this information
available in an inventory.64 The CLP Regulation requires companies to 'make every effort
to come to an agreed entry' and subsequent notifiers of a substance to justify any change
from the first notifier's classification and labelling.

Some substances65 may be subject to harmonised classification and labelling (CLH) at
EU level to ensure adequate risk management. Member States and suppliers can propose
the classification and labelling of a substance to be harmonised across the EU, using the
following procedure. First, the intention to prepare a harmonised classification and

64 C&L inventory, European Chemicals Agency.
65 Substances which may be subject to harmonised classification and labelling fall in three categories: 1)

CMR substances or respiratory sensitisers; 2) active substances in biocides or plant protection
products; 3) other substances for which EU level classification is justified. Substances subject to
harmonised classification and labelling are listed in Annex VI of the CLP Regulation.

https://echa.europa.eu/chemicals-in-our-life/clp-pictograms
https://echa.europa.eu/information-on-chemicals/cl-inventory-database
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labelling proposal is made public in a registry of intentions.66 Second, the initiator
prepares a dossier containing information on the manufacture, uses and hazards of the
substance, and justifying the need for action at EU level. Third, ECHA's Risk Assessment
Committee adopts an opinion on the proposal. Fourth, based on this opinion, the
Commission decides whether to impose harmonised classification and labelling by
adopting an implementing regulation.67 As of September 2016, out of 123 431
substances listed in the C&L inventory, 4 225 substances or groups of substances were
subject to harmonised classification and labelling.

The CLP and REACH regulations are interlinked in a number of ways. In particular, the
CLP classification is used to determine whether a substance is CMR, and therefore
potentially subject to authorisation.

Pesticides

In the EU context, pesticides are generally divided into 'plant protection products' (for
agricultural and horticultural uses) and 'biocides' (for other uses).

Plant protection products are regulated by two main legal acts adopted in 2009: a Directive on
the sustainable use of pesticides68 aimed at reducing environmental and health risks while
maintaining crop productivity and improving controls on the use and distribution of pesticides;
and a Regulation69 specifying the dual authorisation process applicable to plant protection
products (active substances are authorised at EU level, and plant protection products are
subsequently authorised at national level). Risk assessments in the EU authorisation process are
carried out by the European Food Safety Agency.

A 2012 regulation70 lays down the dual authorisation process applicable to biocides (active
substances are authorised at EU level, and biocidal products are subsequently authorised at EU
or national level). Risk assessments in the EU authorisation processes are carried out by the
European Chemicals Agency.

3.2.2. Trade of hazardous chemicals
The Rotterdam Convention on the prior informed consent procedure for certain
hazardous chemicals and pesticides in international trade (the Rotterdam
Convention),71 which was adopted in 1998 and entered into force in 2004, aims to
protect human health and the environment from risks posed by trade in hazardous
chemicals and to contribute to their environmentally sound use. It provides that the
export of certain pesticides and industrial chemicals listed in annex to the Convention
can only take place with the prior informed consent of the importing party. A chemical
may be added to the list of substances subject to prior informed consent if it has been

66 Registry of CLH intentions, European Chemicals Agency.
67 The Commission implementing regulation is adopted under the 'regulatory procedure with scrutiny'

giving the European Parliament and Council the right to block adoption by the Commission.
68 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing

a framework for Community action to achieve the sustainable use of pesticides, OJ L 309, 24.11.2009.
See also consolidated version.

69 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market, OJ L 309, 24.11.2009. See also
consolidated version.

70 Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning
the making available on the market and use of biocidal products, OJ L 167, 27.6.2012. See also
consolidated version.

71 The Rotterdam Convention has been ratified by 155 parties worldwide, including the European Union
and all EU Member States. More information on the convention is available online.

https://echa.europa.eu/registry-current-classification-and-labelling-intentions
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475488951874&uri=CELEX:32009L0128
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475488951874&uri=CELEX:02009L0128-20140630
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32009R1107
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1433766605942&uri=CELEX:02009R1107-20140630
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475489534259&uri=CELEX:32012R0528
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475489534259&uri=CELEX:02012R0528-20140425
http://www.pic.int/
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banned or severely restricted by at least two parties belonging to different geographic
regions. Some 47 chemicals are currently subject to the prior informed consent
procedure under the Convention.72

The 2012 Regulation on export and import of hazardous chemicals (also called the Prior
Informed Consent Regulation),73 which came into force in 2014, implements the
Rotterdam Convention in the EU. It regulates the import and export of certain hazardous
chemicals, biocides and plant protection products. In particular, it places obligations on
companies wishing to export these chemicals to non-EU countries.74 In addition, all
exported chemicals have to comply with the CLP Regulation. Exemptions apply to
substances covered by other EU legislation (for instance, pharmaceuticals or radioactive
materials), and to substances exported or imported for research or analysis below a
certain threshold.

3.2.3. Persistent organic pollutants
Persistent organic pollutants (POPs) are chemicals which persist in the environment,
bioaccumulate through the food web, and pose a risk of causing adverse effects to
human health and the environment.75 Because they can travel over long distances, these
pollutants pose a global threat.

Two international agreements are of relevance: the Aarhus Protocol to the UNECE
Convention on long-range transboundary air pollution (CLRTAP),76 adopted in 1998 and
having entered into force in 2003, and the Stockholm Convention on persistent organic
pollutants,77 adopted in 2001 and having entered into force in 2004. Both agreements
establish control measures regarding substances identified as POPs.78 These measures
include: prohibition or severe restriction of the production and use of intentionally
produced POPs; restrictions on the export and import of intentionally produced POPs
(Stockholm Convention); and provisions on the environmentally sound disposal of waste
containing POPs.

The 2004 Regulation on persistent organic pollutants79 implements these international
agreements within the EU. It contains provisions regarding production, placing on the
market and use of chemicals, management of stockpiles and waste, and measures to
reduce unintentional releases of POPs. The Regulation on export and import of

72 Out of the 47 substances, 33 are pesticides and 14 are industrial chemicals. The full list is accessible
online.

73 Regulation (EU) No 649/2012 of the European Parliament and of the Council of 4 July 2012 concerning
the export and import of hazardous chemicals, OJ L 201, 27.7.2012. See also consolidated version.

74 186 substances are subject to an export notification procedure, while 130 are subject to the explicit
consent requirement.

75 These chemicals include pesticides (such as DDT), industrial chemicals (such as polychlorinated
biphenyls – PCBs) and unintentional by-products of industrial processes (such as dioxins and furans).

76 The Aarhus Protocol on persistent organic pollutants has been ratified by 33 parties in Europe and
North America, including the European Union and 22 EU Member States. More information on the
protocol is available online.

77 The Stockholm Convention has been ratified by 180 parties worldwide, including the European Union
and 27 EU Member States. More information on the convention is available online.

78 The Aarhus Protocol initially identified 16 substances as POPs and added 7 new substances in 2009
(ratification still pending). To its list of 12 initial POPs, the Stockholm Convention added 14 new
substances over the years (ratification still pending for three of them).

79 Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29 April 2004 on
persistent organic pollutants, OJ L 158, 30.4.2004. See also consolidated version.

http://www.pic.int/TheConvention/Chemicals/AnnexIIIChemicals/tabid/1132/language/en-US/Default.aspx
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32012R0649
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1467358055946&uri=CELEX:02012R0649-20160201
http://www.unece.org/env/lrtap/pops_h1.html
http://chm.pops.int/Home/tabid/2121/Default.aspx
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32004R0850
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004R0850-20160322
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hazardous chemicals (see above) bans the export of 21 POPs, including the ones covered
by the Stockholm Convention.

3.2.4. Major accidents involving dangerous chemicals
The so-called Seveso Directive, adopted in 1982 following an industrial accident at a
chemical manufacturing plant in the Italian town of Seveso in 1976, aims to minimise
risks associated with the use of large amounts of chemicals in some sectors. After a major
update in 1996, the current Seveso-III Directive80 was adopted in 2012, reflecting recent
changes in the classification of chemicals and granting citizens increased rights for access
to information and justice. The directive applies to over 10 000 industrial establishments
in the EU where dangerous substances are used or stored in large quantities, mainly in
the chemical, petrochemical, logistics and metal refining sectors. It sets requirements for
operators and Member States (such as notifying establishments to the authorities,
drawing up emergency plans and providing information in case of an accident).

3.2.5. Specific substances and articles
Some substances and articles are subject to specific EU legislation. These include:

 Asbestos: A 1987 directive sets out controls over the pollution of air, water and land
by asbestos.81 Another directive updated in 2009 addresses the exposition of workers
to asbestos.82

 Mercury: A 2008 regulation bans exports of mercury from the EU since 2011.83 In
2016, the Commission proposed new legislation aiming to implement the Minamata
Convention on Mercury.84

 Detergents: A 2004 regulation sets requirements on the biodegradability of
surfactants, restrictions on some substances (such as phosphates in laundry
detergents), as well as rules on information and labelling.85

4. Assessment
In its 2013 report on REACH and CLP, published as mandated under the two regulations,
the European Commission concluded that 'REACH functions well and delivers on all
objectives that at present can be assessed.'86 On internal market and competitiveness,
the Commission underlined that market concentration and prices may have increased as
a result of companies being deterred from a market due to the cost of registration, and

80 Directive 2012/18/EU of the European Parliament and of the Council of 4 July 2012 on the control of
major-accident hazards involving dangerous substances, OJ L 197, 24.7.2012.

81 Council Directive 87/217/EEC of 19 March 1987 on the prevention and reduction of environmental
pollution by asbestos, OJ L 85, 28.3.1987. See also consolidated version.

82 Directive 2009/148/EC of the European Parliament and of the Council of 30 November 2009 on the
protection of workers from the risks related to exposure to asbestos at work, OJ L 330, 16.12.2009.

83 Regulation (EC) No 1102/2008 of the European Parliament and of the Council of 22 October 2008 on
the banning of exports of metallic mercury and certain mercury compounds and mixtures and the safe
storage of metallic mercury, OJ L 304, 14.11.2008.

84 The Minamata Convention on Mercury has not yet entered into force. For information on the context
and the ongoing legislative procedure, see Bourguignon, D., Mercury: Aligning EU legislation with
Minamata, EPRS, European Parliament, 2016.

85 Regulation (EC) No 648/2004 of the European Parliament and of the Council of 31 March 2004 on
detergents, OJ L 104, 8.4.2004. See also consolidated version.

86 Report from the Commission in accordance with Article 117(4) of REACH and Article 46(2) of CLP,
COM(2013) 49, 5.2.2013.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012L0018
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475481187957&uri=CELEX:31987L0217
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:01987L0217-20030605&qid=1475481187957&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32009L0148
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008R1102
http://www.mercuryconvention.org/
https://epthinktank.eu/2016/10/26/mercury-aligning-eu-legislation-with-minamata-eu-legislation-in-progress/
https://epthinktank.eu/2016/10/26/mercury-aligning-eu-legislation-with-minamata-eu-legislation-in-progress/
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475486825200&uri=CELEX:32004R0648
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1475486825200&uri=CELEX:02004R0648-20150601
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52013DC0049
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highlighted the need to reduce the impact of REACH on SMEs. On innovation, it noted
the positive impact on research in new substances, due to the generally equal treatment
of new and phase-in substances. On health and environmental benefits, the Commission
noted that it is still too early to quantify them, while indicating that 'progress
is ... materialising'. It indicated, however, that there are many other opportunities for
improvement by optimising implementation at all levels.

4.1. Costs and benefits
According to a 2016 study for the European Commission, over the period 2004-2014 EU
chemicals legislation has cost the chemicals sector87 an estimated €2.75 billion per year,
equivalent to 3.5 % of value added.88 Administrative burden and monetary obligations
together account for over half of the regulatory costs incurred by the chemicals sector
as a result of EU chemicals legislation. The study estimates that over the period 2008-
2014, the annual cost of REACH for the chemicals sector, including registration fees
(monetary obligations) and cost of preparation of dossiers (administrative burden) was
about 0.8 % of companies' added value and under 0.2 % of their turnover.

Studies carried out for the European Commission estimate the costs of REACH
registration for all companies as follows:

 for the period 2008-2011 (2010 registration deadline): between €1.1 billion and
€4.1 billion;89

 for the 2013 registration deadline: about €459 million;90

 for the 2018 registration deadline: €228 million for substances in the 1-10 tonnage
band and €1.14 billion for substances in the 10-100 tonnage band.91

REACH registration costs are expected to decrease to a very low level after 2018, unlike
costs related to authorisation and restriction.

EU chemicals legislation also brings a series of benefits. REACH has made a substantial
contribution to the harmonisation of EU chemicals legislation and the further integration
of the single market. It has raised public awareness of potential environmental and
health issues posed by chemicals and prompted companies to upgrade their risk
management measures. REACH has also enabled the generation of a considerable
amount of data on the intrinsic properties of a large number of substances.92 ECHA also

87 EU chemicals legislation as understood here comprises the REACH Regulation, the CLP Regulation, the
Plant Protection Products Regulation and the Biocides Regulation.

88 Maroulis, N. et al., Cumulative Cost Assessment for the EU Chemical Industry, European Commission,
2016, p. 8-11. EU chemicals legislation is estimated to represent 29 % of total regulatory costs for the
chemicals sector (amounting to €9.5 billion per year, equivalent to 12 % of value added).

89 Centre for strategy and evaluation services, Interim Evaluation: Functioning of the European chemical
market after the introduction of REACH, 2012, p. iii-iv. The authors point out that this estimate is about
two times higher than what was expected in the impact assessment carried out in the development of
the REACH Regulation.

90 Centre for strategy and evaluation services et al., Monitoring the Impacts of REACH on innovation,
competitiveness and SMEs, European Commission, 2015, p. ii. The authors point out that this figure is
within the range predicted by the extended impact assessment.

91 Ibid, p. iv. The authors point out that although the 1-10 t estimate is consistent with the impact
assessment, the 10-100 t estimate is about two times higher than expected in the extended impact
assessment.

92 Bergkamp, L. (ed.), The European Union REACH Regulation for Chemicals: Law and Practice, Oxford
University Press, Oxford, 2013, p. 380.

http://ec.europa.eu/DocsRoom/documents/17784/attachments/1/translations/
http://ec.europa.eu/environment/chemicals/reach/pdf/studies_review2012/report_study7.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/studies_review2012/report_study7.pdf
http://ec.europa.eu/DocsRoom/documents/14581/attachments/1/translations
http://ec.europa.eu/DocsRoom/documents/14581/attachments/1/translations
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notes, based on the low number of applications for authorisation, that substances of very
high concern are 'clearly being phased out and replaced by safer alternatives'.93

Experts offer a mixed picture on the cost-benefit ratio of REACH. Some conclude that
costs have delivered little in terms of enhanced competitiveness and innovation and that
benefits of implementation, inasmuch as they exist, need to be sought in the wider
health, safety and environmental benefits of the legislation.94 Others estimate that in
spite of high costs, benefits remain higher than costs 'by a factor of 10'.95 ECHA points
out that, even after eight years of operation, the ultimate impact of EU chemicals
legislation on human health and the environment will only emerge over time.96

4.2. Opportunities and challenges
4.2.1. Opportunities
Opportunities associated with EU chemicals legislation may be highlighted in the
following areas:

 Protection of human health and environment: EU chemicals legislation can increase
the level of protection of human health and the environment.

 Information on substances: The quality and quantity of data available for the
assessment of registered substances has increased significantly,97 enabling better
control of the risks posed by chemicals to humans and the environment and
supporting the initial identification of potential alternatives. The data generated
under REACH and the CLP Regulation could also be used to provide more clarity to
consumers and to reduce burdens on businesses resulting from requirements to
comply with other pieces of EU chemicals legislation.

 Evaluation and animal testing: chemicals legislation has promoted the development
and use of modern test methodologies. ECHA notes that new alternative test methods
and integrated testing strategies could be used to further reduce animal testing.98

 Innovation: REACH provides incentives for research with a view to developing safer
chemicals. ECHA reports that 1 500 new substances have been created since REACH
entered into force, with an increasing annual trend.99

 Trade: Opportunities relating to trade appear largely unaffected by EU chemicals
legislation. A 2015 study for the European Commission focusing on the impacts of
REACH on competitiveness indicates that 80 % of respondents in a survey reported no
changes as regards imports or exports as a result of the implementation of REACH.100

 EU as a global leader: Since its adoption, REACH has influenced regulatory regimes in
other parts of the world (for instance, South Korea, the United States, Japan and
China).101

93 European Chemicals Agency, Report on the operation of REACH and CLP 2016, 2016, p. 11. See also
Tickner, J. and Jacobs, M., Improving the identification, evaluation, adoption and development of safer
alternatives: needs and opportunities to enhance substitution efforts within the context of REACH,
2016.

94 See, for instance, Centre for strategy and evaluation services et al., 2015, op. cit., p. v.
95 See, for instance, Bergkamp, L., op. cit., p. 387-388.
96 Report on the operation of REACH and CLP 2016, op. cit., p. 10.
97 Eurostat, The REACH baseline study – 5 years update, 2012.
98 Report on the operation of REACH and CLP 2016, op. cit., p. 12-15.
99 Ibid., p. 11-12.
100 Centre for strategy and evaluation services et al., 2015, op. cit., p. ii.
101 For more information, see Bergkamp, L., op. cit., p. 336-370.

https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf
https://echa.europa.eu/documents/10162/13630/substitution_capacity_lcsp_en.pdf/2b7489e1-6d96-4f65-8467-72974b032d7b
https://echa.europa.eu/documents/10162/13630/substitution_capacity_lcsp_en.pdf/2b7489e1-6d96-4f65-8467-72974b032d7b
https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf
http://ec.europa.eu/eurostat/web/products-statistical-working-papers/-/KS-RA-12-024
https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf
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4.2.2. Challenges
Challenges associated with EU chemicals legislation may be highlighted in the following
areas:

Competitiveness

 Maintaining competitiveness, in particular for SMEs: Although REACH appears to
have had very limited impacts on international competitiveness for a majority of
companies, SMEs are expected to be more affected by compliance costs and to have
limited immediate benefits. In particular, there are concerns that the price of
accessing the data required for registration (in the form of 'letters of access') could be
substantial for SMEs, with potential impacts on their competitiveness.102

 Fostering innovation: The 'product and process oriented research and development'
exemption under REACH is being increasingly used, mainly by large companies.
However, companies appear to channel their research and development (R&D)
resources towards compliance at the expense of their planned innovation activities.103

The long-term consequences of these trends for innovation and competitiveness
remain unknown.

REACH registration and evaluation

 Improving the quality of information provided through registration: ECHA notes
that, because 'a significant proportion of REACH registration dossiers are still not of
sufficient quality', the usefulness of the data remains limited. In particular, many
companies do not update their registration dossiers consistently to reflect changes or
new information that has become available, and only a small proportion of safety data
sheets contain adequate exposure scenarios for all uses of a substance, which is
detrimental to adequate risk management.104 The European Commission notes that
companies, and particularly SMEs from non-industrial sectors, need guidance on how
to draw up practical exposure scenarios on the basis of scientific risk assessment
information.105

 Managing the 2018 registration deadline: ECHA expects the 31 May 2018 registration
deadline to be more challenging than the previous ones for a number of reasons: the
high number of expected registrations (up to 70 000, or three times more than at the
time of either of the previous deadlines); the nature of registrants (mainly SMEs
outside the chemicals sector which have limited experience of REACH and are often
ill-equipped to deal with data-sharing requirements through SIEFs); and the limited
amount of information available on substances requiring registrants to generate new
data.106 ECHA noted in May 2016 that many companies seem to be unaware of their
legal obligations and of the practical effort needed to prepare a dossier. ECHA,
Member States and stakeholders' associations are raising companies' awareness on

102 Centre for strategy and evaluation services et al., 2015, op. cit., p. ii-vii. Two thirds of survey
respondents identified no impacts as regards international competitiveness. Among those that
experienced an impact, manufacturers and importers tended to report negative impacts, while product
('article') suppliers identified impacts as more positive.

103 Ibid., p. iii. The report notes that PPORDs are mainly used by companies based in Germany (39 %) and
increasingly by large companies (over 80 %).

104 Report on the operation of REACH and CLP 2016, op. cit., p. 9-14. The point related to exposure
scenarios is also highlighted by Eurostat (Eurostat, 2012, op. cit.).

105 Centre for strategy and evaluation services et al., 2015, op. cit., p. vii.
106 European Chemicals Agency, ECHA's REACH 2018 Roadmap, 2015, p. 5.

https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf
https://echa.europa.eu/documents/10162/13552/reach_roadmap_2018_web_final_en.pdf


EU policy and legislation on chemicals Page 29 of 34

the matter.107

REACH authorisation

 Managing exposure to substances of very high concern in products: The European
Commission notes that in 2015, chemicals were the largest single source of 'unsafe
product alerts' (25 %) through the Rapid alert system (RAPEX).108 Although companies
are required to notify ECHA about substances of very high concern in products
('articles') they put on the market, it appears this is not being done systematically,
especially as regards imported products. ECHA indicates that the number of these
notifications remains 'worryingly low'.109

 Including substances on the authorisation list: Although ECHA reports a halving of
the average costs of applying for authorisation between 2013 and 2015 (based on
data provided by applicants),110 these costs remain significant for SMEs. A balance
needs to be found between the need to protect human health and the environment,
on one hand, and to avoid undue administrative burden for companies applying for
authorisation, on the other.

 Finding substitutes to hazardous substances: Anecdotal evidence shows that
companies have found substitutes for hazardous chemicals in recent years. However,
identifying suitable alternatives can be a challenge, in particular because of resistance
to change, a lack of guidance on how to assess alternatives, as well as technical,
administrative and financial constraints.111 Although legislation promotes
substitution, other measures (such as capacity-building, guidance, collaboration with
academia, exchange of best practices) would be needed to significantly increase
substitution.112

Implementation

 Improving communication in the value chain: Exposure scenarios drawn up by
manufacturers of substances may not always be implemented by downstream users
in the value chain. To ensure that risks posed by substances are adequately controlled,
communication between manufacturers and downstream users is essential. In this
context, in 2013 ECHA published a roadmap on chemical safety reports and exposure
scenarios.113 It is now drawing up 'sector use maps' detailing the various ways a
chemical can be used.114

 Improving the consistency between the REACH regulatory regimes: Substances
selected for evaluation may not always be the most relevant for regulatory risk
management and safe use. Conversely, the results of compliance checks and new
information received are not seamlessly fed into other information-gathering

107 For instance, ECHA has set up a specific online portal for the 2018 registration deadline.
108 European Commission, Rapid Alert System 2015 results: full report, 2016.
109 Report on the operation of REACH and CLP 2016, op. cit., p. 11.
110 Ibid., p. 95.
111 Organisation for Economic Co-operation and Development, Synthesis report from the OECD workshop

on alternatives assessment and substitution of harmful chemicals, 2016, p. 17-23.
112 Tickner, J. and Jacobs, M., 2016, op. cit., p. ii-vi.
113 European Chemicals Agency, The CSR/ES Roadmap. A cross-stakeholder plan of actions to 2018.

Towards good quality information on the safe use of chemicals in the REACH chemical safety report
and the extended safety data sheet, 2013.

114 Use maps, European Chemicals Agency. ECHA has also joined up with manufacturers and downstream
users to encourage the production and use of these maps (see joint statement).

https://echa.europa.eu/reach-2018
http://ec.europa.eu/consumers/consumers_safety/safety_products/rapex/reports/docs/rapex_annual_report_2015_en.pdf
https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf
http://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/jm/mono(2015)53&doclanguage=en
http://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/jm/mono(2015)53&doclanguage=en
https://echa.europa.eu/documents/10162/15669641/csr_es_roadmap_en.pdf
https://echa.europa.eu/documents/10162/15669641/csr_es_roadmap_en.pdf
https://echa.europa.eu/documents/10162/15669641/csr_es_roadmap_en.pdf
https://echa.europa.eu/csr-es-roadmap/use-maps/concept
http://www.cefic.org/Documents/Other/Joint-Statement-SectorGroup-Improving-safe-use-of-chemicals-in-Europe.pdf
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processes under REACH and the CLP Regulation.115

 Ensuring effective enforcement: Although ECHA has limited enforcement powers
under the evaluation regime, EU chemicals legislation is mainly enforced by the
Member States (in most of them, enforcement is shared among various authorities).
Sanctions for non-compliance are set by the Member States and vary significantly
among them. A 2010 study for the European Commission indicates that administrative
sanctions are the most widely used form of sanction for REACH-related violations,
being imposed by 90 % of Member States, while criminal sanctions are imposed by
59 % of them. It also notes that in most Member States, for the tonnage band above
1 000 tonnes, the level of the fine is lower than the cost of compliance.116 Market
mechanisms (branding) and 'name-and-shame' initiatives may also be incentives
towards compliance.117

Emerging risks

 Combination effects of chemicals (also known as 'cocktail effect'): Chemicals
legislation is built on assessments carried out on individual substances, although some
mixtures (such as pesticides or cosmetics) are assessed as well. In a 2012
communication on the topic drawn up at the request of the Council of Environment
Ministers,118 the Commission noted that there is no mechanism in EU legislation for a
'systematic, comprehensive and integrated assessment of mixture effects taking into
account different routes of exposure and different product types' and pledged to
address the issue.119 The Commission's Joint Research Centre issued a review of
regulatory requirements and guidance in 2014.120 Although the Commission indicated
it would promote the assessment of 'priority mixtures' and publish a report on the
assessment of chemical mixtures by June 2015, no action appears to have been taken.

 Nanomaterials: Nanomaterials are designed to have novel characteristics compared
to the same material at another scale.121 They are used in a wide range of applications,
which is growing rapidly. Under REACH and CLP, nanomaterials are not subject to
specific requirements (such as separate registration), although there is a need to
adequately assess and manage the potential risks of these new forms of materials.
ECHA calls for clarifying information requirements so as to 'ensure that sufficient
clarity is given to registrants for their registrations of substances with nanoforms and
so that their safety can be better assessed'.122 The European Chemical Industry
Council highlights the role of nanomaterials as key enabling technologies for further

115 European Chemicals Agency, 2014, op. cit., p. 8.
116 Milieu, Report on penalties applicable for infringement of the provisions of the REACH Regulation in

the Member States, 2010, p. i-vii.
117 See, for instance, European Environmental Bureau, The fight to know: substances of very high concern

& the citizens' right to know under REACH, 2010.
118 Combination effects of chemicals, Council conclusions, 17820/09, 22.12.2009.
119 Communication from the Commission to the Council: The combination effects of chemicals,

COM(2012) 252, 31.5.2012.
120 Kienzler A. et al., Assessment of mixtures – Review of regulatory requirements and guidance, Joint

Research Centre, European Commission, 2014.
121 In 2011, the European Commission adopted a recommendation on the definition of a nanomaterial

(2011/696/EU), which is currently under review.
122 Report on the operation of REACH and CLP 2016, op. cit., p. 14.

http://ec.europa.eu/environment/chemicals/reach/pdf/report_reach_penalties.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/report_reach_penalties.pdf
http://www.eeb.org/EEB/?LinkServID=8BBC1DF8-C9C7-8B93-CA5F42033F11A3AD
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http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%2017820%202009%20INIT
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52012DC0252
https://eurl-ecvam.jrc.ec.europa.eu/news/assessment-mixures-report
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32011H0696
https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf
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innovation and calls for a 'risk-driven integrated approach'.123 In December 2016, the
European Commission tasked ECHA to set up an observatory for nanomaterials, with
a view to providing 'objective and reliable information on markets and safety aspects
of nanomaterials in the EU market'.124 Non-governmental organisations have called
for registration and evaluation of nanomaterials.125

5. Stakeholders' views
Representing most chemical manufacturers, the European Chemical Industry Council
(Cefic) advocates three key measures for better regulation: setting tangible burden-
reduction targets; improving the assessment of impacts on innovation; and extending
best practices beyond traditional law-making. On enforcement, Cefic calls for uniform,
consistent, transparent and equal enforcement of REACH across the EU, and for
sanctions to distinguish between deliberate and accidental breach of its provisions.126

The European Federation of Pharmaceutical Industries and Associations (EFPIA) warns
that uncertainty linked to authorisation reduces European companies' competitiveness
and may have an impact on the supply of medicines. It calls for a 'sector-wide exemption'
for controlled uses of substances used in pharmaceutical manufacturing.127

Downstream users, represented by the Downstream Users of Chemicals Coordination
group (DUCC), draw attention to the format and content of exposure scenarios annexed
to safety data sheets; to standard mechanisms and IT-tools for communicating essential
safe use information in the supply chain; and to the updating of mixture-related
information in SDS.128 The Association of European Airlines (AEA) indicates that
authorisation in its existing form imposes an unacceptable burden on the aviation
industry and jeopardises European competitiveness.129 The European Association of
Craft, Small and Medium-Sized Enterprises (UEAPME) indicates that the requirement to
provide information on SVHCs present in articles is disproportionate, in particular for
SMEs, and urges the Commission to review the obligation.130

The European Environmental Bureau (EEB), a non-governmental organisation (NGO),
notes that authorisation is encouraging companies to replace SVHCs with safer
alternatives. However, it warns that authorisation is being undermined by the fact that
it is being granted to all applicants 'by default', even when alternatives exist, and
indicates that this creates an economic disadvantage for companies investing in safer

123 European Chemical Industry Council, Cefic proposed approach for the adaptation of the REACH
Annexes for nanomaterials, 2014.

124 European Commission, Delegation agreement - European Union observatory for nanomaterials and the
European Union chemical legislation finder, 2016.

125 Center for International Environmental Law et al., Position paper, 2016. See also European
Environmental Bureau at al., European NGOs position paper on the Regulation of nanomaterials.

126 European Chemical Industry Council, EU chemical industry spells out proposals for enhancing EU policy
and Harmonising enforcement throughout Europe is no easy task.

127 European Federation of Pharmaceutical Industries and Associations, EFPIA Position Paper on REACH,
2015.

128 Downstream Users of Chemicals Coordination group, DU views on the REACH Review, 2013.
129 Association of European Airlines, Enhancing health and safety in the hangar, 2014.
130 European Association of Craft, Small and Medium-Sized Enterprises, Letter to the European

Commission, 2016.
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http://www.ducc.eu/documents/DUCC statement REACH review 5 Feb 2013.pdf
http://www.aea.be/component/attachments/attachments.html?id=91&task=view
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alternatives.131 In response to a perceived inadequacy of substances classified as SVHCs,
some NGOs have drawn up their own priority list.132

6. European Parliament position
During the adoption of the REACH Regulation, Parliament advocated, as regards
registration, targeted data requirements for phase-in substances produced at lower
tonnages (1-10 tonnes); the 'one substance, one registration' principle intended to
minimise costs; and a requirement for companies to share data from tests conducted on
animals. On authorisation, Parliament sought to favour both innovation and certainty for
businesses.

In its resolution of 12 April 2016 on the Regulatory fitness and performance programme
(REFIT), Parliament voiced its support for the continued commitment shown by the
Commission to the better law-making agenda. Parliament underlined that the work
foreseen in the REFIT Communication should be seen as an ongoing process, ensuring
that the legislation in force at European level is fit for purpose, achieves the shared
objective of the legislators and meets the expectations of citizens, in particular
employees, businesses, and other stakeholders. It also welcomed the confirmation given
by the Commission that its better-regulation strategy is not aimed at deregulating
particular policy areas or calling into question values such as social protection,
environmental protection and fundamental rights, including the right to health.133

In its resolution of 25 November 2015 on a draft Commission implementing regulation
granting three companies authorisation to recycle plastics containing the banned
softener diethylhexyl phthalate (DHEP),134 Parliament urged the Commission to
withdraw the draft on the basis of the findings made by ECHA's RAC and SEAC in their
opinions. Parliament stressed that 'recycling should not justify the perpetuation of the
use of hazardous legacy substances', such as DEHP, and called for a swift end to the use
of DEHP in all applications, based on the wide availability of safer alternatives to soft PVC
and to DEHP.'135

131 European Environmental Bureau, A roadmap to revitalise REACH, 2015.
132 See, for instance, the Trade Union Priority list by the European Trade Union Confederation, or the SIN

List (Substitute it Now! List) by the International Chemical Secretariat.
133 Resolution on regulatory fitness and performance programme (REFIT): state of play and outlook,

European Parliament, 2014/2150(INI).
134 DEHP is classified as toxic to reproduction under the CLP Regulation and was identified as a SVHC with

endocrine disrupting properties in the environment. It is used among other things to produce soft PVC
items such as footwear and floor coverings.

135 European Parliament, Resolution on draft Commission implementing decision granting an
authorisation for uses of bis(2-ethylhexhyl) phthalate (DEHP) under Regulation (EC) No 1907/2006,
2015/2962(RSP).
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http://chemsec.org/business-tool/sin-list/
http://chemsec.org/business-tool/sin-list/
http://www.europarl.europa.eu/sides/getDoc.do?type=TA&language=EN&reference=P8-TA-2016-0104
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-%2f%2fEP%2f%2fTEXT%2bTA%2bP8-TA-2015-0409%2b0%2bDOC%2bXML%2bV0%2f%2fEN&language=EN
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7. Outlook
The European Commission is currently carrying out two evaluations (fitness checks) of
EU chemicals legislation: one on REACH (to be completed by mid-2017),136 and the other
on the most relevant chemicals legislation excluding REACH (to be completed by the end
of 2017).137 The exercise is expected to deliver several elements, including:

 a report on REACH in 2017: this five-yearly report mandated under REACH is expected
among other things to assess its benefits and to map out its enforcement, based on a
set of proposed indicators;138

 implementing acts aiming to simplify the procedure for applying for authorisation, in
particular with a view to reducing the burden related to substances used in very low
quantities as well as to legacy spare parts;139

 assessment of interactions between waste, products and chemicals legislation, as
announced in the Circular economy action plan.140

Other expected actions by the Commission include: adopting a Commission regulation
clarifying the requirements related to nanomaterials under REACH;141 publishing a
strategy for a non-toxic environment, as required in the 7th Environmental action
programme, based inter alia on the results of the 2017 report on REACH; and, as
mandated under REACH, considering by June 2019 whether to strengthen the
registration requirements for substances in the 1-10 tonnage band (in particular, through
the addition of a chemical safety report), and whether to extend the scope of REACH to
polymers.

REACH has introduced major changes in EU chemicals policy, with implications for
manufacturers, importers and users of chemicals, manufacturers of products, and
authorities at Member State and EU level. Eight years after its entry into force, it remains
in its initial implementation phase, which will come to an end with the May 2018
registration deadline for chemicals used in the lower tonnage bands. At this stage,
drawing conclusions about the impacts of EU chemicals legislation on competitiveness,
innovation, environment and health seems premature, although addressing a number of
key challenges could improve its implementation.

136 European Commission, Evaluation and fitness check roadmap: REFIT evaluation on REACH, 2016.
137 European Commission, Evaluation and fitness check roadmap: Fitness check on the most relevant

chemicals legislation (excluding REACH), 2016.
138 Camboni, M. at al., Study on the calculation of the benefits of chemicals legislation on human health

and the environment: Development of a system of indicators, European Commission, 2016, and
Warmenhoven, B. et al., Study on the Development of enforcement indicators for REACH and CLP,
European Commission, 2015.

139 The Commission is also expected to publish a practical guide on how to apply for authorisation in order
to help businesses further reduce costs associated with the procedure.

140 Communication from the Commission: Closing the loop – An EU action plan for the circular economy,
COM(2015) 614, 2.12.2015.

141 European Commission, Inception impact assessment: Possible amendments of Annexes to REACH for
registration of nanomaterials, 2016.
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Chemicals are the building blocks of life. They are
present in us, around us and in the products we buy.
They are used in almost all industries and play an
important role in virtually all economic sectors. The EU
chemicals sector represents 1.1 % of EU gross domestic
product and accounts for about 1.2 million jobs.
Chemicals enable us to live more comfortable lives, yet
they may also have adverse effects on the environment
and human health.

The cornerstone of EU chemicals legislation is the 2006
Regulation on the registration, evaluation, authorisation
and restriction of chemicals (widely known as REACH).
Other major legislative acts relate to the classification,
labelling and packaging of chemicals, in order to ensure
that hazards are clearly communicated to consumers
and workers; the export and import of hazardous
chemicals and the control of persistent organic
pollutants, partly implementing international
agreements; the prevention of major accidents involving
dangerous chemicals; and the management of
pesticides.

The European Commission is currently carrying out
fitness checks on the chemicals legislation. Actions in the
coming years are expected to relate to a range of topics,
such as the process of application for authorisation,
nanomaterials, a strategy for a non-toxic environment,
registration requirements for low volume substances,
and polymers.
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