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DISCLAIMER
This study was commissioned by EUROMETAUX – the European non-ferrous metals industry
association aisbl. The study does not, however, express the views of EUROMETAUX or its members.
While the study has been conducted in collaboration with EUROMETAUX and the participants of its
Authorisation & Restriction Platform, the views expressed are exclusively those of the author and
thus represent an independent legal review with regard to the European Commission document
CA/98/2017 of 13 November 2017 for the 25th Meeting of Competent Authorities for REACH and CLP
(CARACAL) titled ”REACH Authorisation – Relevance of the 80/20% rule used in substance naming and
identification in determining authorisation obligations under REACH for recovered substances on their
own or in mixtures.”.
The study was prepared with view to the metals sector. It was carried out between June and
November 2018, including an industry workshop on 18 September 2018 in Brussels to discuss the
draft report and possible impacts on practical cases in the non-ferrous metals industry.
This study as well as any other results and rights obtained in performance of the ensuing contract,
including copyright and other intellectual or industrial property rights, shall be owned solely by
REACHLaw Ltd. EUROMETAUX may use, publish or transfer the study report as it sees fit, without
geographical or other limitation.
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EXECUTIVE SUMMARY
At the end of 2017 the Competent Authorities for REACH and CLP (CARACAL) adopted a paper (COM,
CA/98/2017; hereafter also “the CARACAL paper”) 1 describing a wide interpretation of the REACH
authorisation scope for materials that contain substances on Annex XIV:
•

If the substance, e.g. an impurity, is present in a “mixture”, authorisation shall generally apply,
thus leading to a regulation of any substance in a mixture (hereafter also “SiM” approach).

•

If it is part of another “substance”, authorisation does generally not apply. To address the
resulting “asymmetry”, two options for the wider drafting of Annex XIV entries are raised for
discussion, including a so-called "group entry" using the "substance in substance" approach
(hereafter also “SiS” approach).

•

The declaration as “impurity” using the “80/20” rule for recovered mono-constituent
substances 2 is called into question for the determination of authorisation obligations.

The paper raises a number of legal questions. It shows an exclusive focus on the ‘presence’ of the
impurity/constituent, neglecting the REACH “substance” definition and reference to “use for which
the substance is placed on the market” whereby both delimit the authorisation requirement. The
wider drafting of extended Annex XIV entries to address constituent-related concerns tests the legal
boundaries for doing so within REACH and with regard to general principles of EU law. The
implications of such a wide interpretation for Risk Management Option Analysis (RMOA) and ECHA
priority setting for Annex XIV to cover the whole authorisation scope also have to be considered.
The implementation of the CARACAL paper could have a huge impact on the metals/inorganics and
recycling industry. It could cause a long list of metal input materials and metal products potentially to
be subject to authorisation; probably multiple times over for the same use due to a series of
impurities or minor constituents subsequently listed on Annex XIV now and in the future.
Against this background, EUROMETAUX contracted REACHLaw Ltd on 7 June 2018 to conduct a study
to apply a critical legal review of the CARACAL paper as part of a legal investigation to clarify the
status of substances* in substances (“SiS”) or mixtures (“SiM”) from the perspective of authorisation
in case the substance* is listed on Annex XIV (i.e. the applicability of the authorisation requirement),
and to clarify whether the two options of wider Annex XIV entries raised are valid. 3 The study is
prepared with a view to the metals sector.
The study output shall provide input for the definition of a sector-level Risk Management Policy on
impurities and minor constituents in substances (esp. UVCBs) and for subsequent discussions with
authorities on the issue of impurities and minor constituents.
The key conclusions from this legal study are summarised below under I. – III.:

1 Paper title: ”REACH Authorisation – Relevance of the 80/20% rule used in substance naming and identification in

determining authorisation obligations under REACH for recovered substances on their own or in mixtures.”

2 The concept of ”impurity” does not apply to Substances of Unknown or Variable composition, Complex reaction

products or Biological materials (“UVCB”).
3 An additional legal question of major importance for the sector, i.e. when ”mixing” is a use relevant for authorisation –
independent of the production step – is addressed in a separate study.
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I. As regards the applicability of the authorisation requirement, Article 56(1)(a) sets out the general
legal boundaries by requiring authorisation for “the use of that [Annex XIV] substance on its own or in
a mixture or the incorporation of the substance into an article for which the substance is placed on the
market [...]. The required “use ... for which the substance is placed on the market” (“use” as defined
in Article 3(24)) excludes the prior manufacturing/recovery from waste of the Annex XIV substance as
well the subsequent presence in articles from the scope of authorisation. It also excludes the mere
presence of an impurity or other constituent part of a substance used. This is because “substance” in
terms of authorisation means a substance legally defined in Article 3(1), “including any impurity” or
other constituent as its integral legal part; it can be suitably called “parent substance”, as opposed to
its constituent ‘substances’. 4
The regulatory logic pursuant to the Parent Substance (“PaS”) concept is that hazardous constituents
of a substance are to be regulated via their parent substance. The PaS concept is generally embodied
in the REACH and CLP provisions, including but not limited to authorisation. This can be seen in
particular from the substance identification requirements (Section 2 of Annex VI of REACH). The
“SiM” approach as suggested in the CARACAL paper is not compatible with the “PaS” concept, as far
as it aims to trigger authorisation for impurities/other constituents of mixture components. It
conflicts with the aforementioned legal provisions (Articles 56(1)(a), 3(1), 3(24)) and would effectively
result in an authorisation requirement for mixtures / a product authorisation. An analogy with
restrictions (Annex XVII), which include a number of entries covering “constituents of other
substances”, is not valid as these are decisively different in their specific purpose (‘safety net’), scope
and structure. Hazardous constituents can be addressed in the restriction process in the “conditions
of restriction”, and in the authorisation process through the SVHC identification of the parent
substance based on the constituent. Also, the “SiM” approach would be contradictory to the ECHA
Guidance on Registration, which denies the registration requirement for impurities in mixtures (for
the example of alloys as “special mixtures”). Therefore, impurities have not even been considered in
the RMOA and ECHA priority setting when including the substance in Annex XIV.
The distinction between a “substance” (Article 3(1), including impurities/other constituents) and
“mixture” (Article 3(2), including those “substances” as its components) is paramount to delimit the
authorisation scope. To this end it is possible to look at the accepted interpretations of the legal
terms in Article 3(1)-(3) and the inherent importance of the manufacturer’s intention with regard to
the presence of the substance in the material to assume a mixture (intentional addition) or impurity
(unintended constituent) of a well-defined substance. However for UVCB substances, the
manufacturer’s intention is non-decisive, as its constituents (both functional and non-functional) are
legal part of the substance in all cases.
In order to ensure a level playing field, the aforementioned principles should apply in a similar way
to primary and recovered materials, based on the current law. However, the status determination
(substance or mixture) for recovered materials has to take into account the specific type of its
starting material (waste), as correctly pointed out in the CARACAL paper. It may also be challenging
to declare a given ‘substance’ occurring in higher concentrations as an impurity. However, numeric
concentration limits should not be decisive for the status determination, as those are not mentioned
in the legal text (see Article 3(1)).
4 Note that the ECHA Guidance for Intermediates (Version 2, December 2010, p. 48) uses the term “parent substance”

differently, there referring to a precursor substance (other than an intermediate) of its transformation product.
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Overall, the following questions have to be answered to determine whether authorisation applies:
1) What is the status of the material containing the Annex XIV substance?
It has to be a substance or mixture (vs. article or waste).
2) What is the role of the Annex XIV substance in the material?
It has to be a substance on its own or mixture component (vs. substance constituent).
3) What is the activity carried out with the Annex XIV substance?
It has to be its use (vs. its manufacturing/recovery).
4) Are the criteria for an exemption from authorisation fulfilled for the use?
If the answer is negative, authorisation applies to the use of the Annex XIV substance.
II. As regards the wider drafting of Annex XIV entries, the following conclusions have been made:
Option 1 (to include in Annex XIV both the substance and its constituent (e.g. “substance X
containing substance Y”) along with a separate entry for substance "Y" on its own) is considered
as generally valid from a legal perspective, subject to certain limitations:
The parent substance has to fulfil the SVHC criteria (Article 57). The latter may be based on the
classification of its impurities/other constituents above the relevant threshold (cf. CLP Article 10). The
chemical effects of the constituent’s presence must also be considered (cf. CJEU, T-689/13 (2015),
para. 29). Notwithstanding the general possibility of doing so, the listing of the parent substance
based on its constituent may not always be the preferred risk management option, which highlights
the importance of RMOA also for these cases.
Furthermore, from a REACH legal standpoint the Candidate List inclusion of the constituent
(“substance Y”) as a substance on its own does not appear to be a legal prerequisite for the
identification of the parent substance. Also, it should not be included ‘as a constituent’.
Option 2 (to include in Annex XIV an entry referring to "substance Y on its own or as a constituent
of other substances" covering in its scope a whole group of substances containing the SVHC
constituent (so called "group entry" using the "substance in substance" approach) does not appear
to be valid if it is to cover an indefinite number of “other substances”, given that it is for the “other
substances” containing the constituent to fulfil the listing requirements, not only the constituent.
Importantly, such an unspecific entry would not be compliant with the substance identification
requirement in Article 58(1)(a).
Option 2 would also collide with the legal certainty principle and the principle of foreseeability as its
integral part, as it seems difficult, if not impossible for SiS entries, to conceive a situation envisaged
by the Commission in the CARACAL paper where “operators and enforcement authorities can identify
ex ante whether the operators are concerned by that entry” for their related obligations, such as
Article 33 and authorisation. The Commission has also stressed the importance of precise substance
identification in the frame of its Circular Economy initiative: “Precise identification of substances of
concern, either in general or sectorial substance lists is important to provide certainty to operators
and to keep the tracking of substances manageable” (COM, SWD(2018) 20 final, p. 10).
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Furthermore, the principle of sound administration, which includes the duty to act diligently, sets
requirements for the ECHA priority setting (Article 58(3)) and RMOA. As confirmed by the Swedish
Chemicals Agency (KEMI), “[s]ubstances identified as SVHC using the SiS method can have widely
varying volumes and uses, which must be delineated [...]. The work load of the authorities will
therefore probably not be less overall”. Also, according to Recital (77) to REACH “only a limited
number of substances should be subjected to the authorisation procedure at the same time”. It is hard
to envisage how this could be ensured when using the SiS approach.
The principle of proportionality could also be affected within the limits of the judicial review, given
the unpredictability and exacerbation of the regulatory burden for the addressees affected.
On a separate note, the wording in Article 57(a)-(c) (reference to section [3.5/3.6/3.7] of Annex I of
CLP, not also to CLP Annex VI or the Article part of CLP) and Tables 3.5.2/3.6.2./3.7.2 in CLP Annex I
(“Generic concentration limits of ingredients of a mixture […]”, not mentioning also “substances”) is
very narrow. Therefore, a corrigendum of these provisions could be advised to clarify that SVHC
identification of a substance based on its CMR constituents is indeed viable.
III. The findings of the legal analysis confirm the need for a different kind of RMOA, where the
concern relates to impurities/minor constituents. The development of such a new approach also has
to be seen in the context of the general EU legal principles mentioned above (II). The RMOA should
cover all parent substances in scope, both primary and recycling materials, and be tailored to the
constituent of concern to be meaningful. Delineation of volumes and uses, as highlighted by KEMI,
should already start at the RMOA stage, prior to submission of an Annex XV SVHC dossier. The
recommendation by Germany to conduct a separate RMOA to identify the most efficient risk
management activity for PAH-containing UVCBs, either on an individual substance level or via a group
based approach, could be a good precedent case.5

5 BAuA, Risk Management Option Analysis Conclusion Document, June 2017.
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STUDY REPORT
1

BACKGROUND

At the end of 2017 the Competent Authorities for REACH 6 and CLP 7 (CARACAL) adopted a paper
(COM, CA/98/2017; hereafter also “the CARACAL paper”) 8 describing a wide interpretation of the
authorisation scope for materials that contain substances on Annex XIV:
•

If the substance, e.g. an impurity, is present in a “mixture”, authorisation shall generally
apply, thus leading to a regulation of any substance in a mixture (hereafter also “SiM”
approach).

•

If the substance is part of another “substance”, authorisation does generally not apply. To
address the resulting “asymmetry”, two options for the drafting of extended Annex XIV
entries are raised for discussion, including a so-called "group entry" using the "substance
in substance" approach (hereafter also “SiS” approach).

•

The declaration as “impurity” using the “80/20” rule for recovered mono-constituent
substances 9 is called into question for the purpose of determining authorisation
obligations.

The paper raises a number of legal questions. It shows an exclusive focus on the ‘presence’ of the
impurity/constituent, neglecting the REACH “substance” definition and reference to “use for which
the substance is placed on the market” whereby both delimit the authorisation requirement. The
wider drafting of extended Annex XIV entries to address constituent-related concerns tests the
legal boundaries for doing so within REACH and with regard to general principles of EU law. The
implications of such a wide interpretation for Risk Management Option Analysis (RMOA) and ECHA
priority setting for Annex XIV to cover the whole authorisation scope also have to be considered.
Metal ores and concentrates, as a primary source for the metals sector, contain natural impurities
some of them included as substances in the Candidate List, or even on Annex XIV. They may be
separated out through manufacturing as a substance on their own, or stay as a non-functional
impurity in the final product, or as a wanted functional minor constituent in a substance/mixture.
The implementation of the CARACAL paper could have a huge impact on the metals/inorganics
and recycling industry. It could cause a long list of metal input materials and metal products
potentially to be subject to authorisation; probably multiple times over for the same use due to a
series of impurities or minor constituents subsequently listed on Annex XIV now and in the future.
Against this background, EUROMETAUX contracted REACHLaw Ltd on 7 June 2018 to conduct a
study to apply a critical legal review of the CARACAL paper as part of a legal investigation to
clarify the status of substances* in substances (“SiS”) or mixtures (“SiM”) from the perspective of

6 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”).
7 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 (“CLP”).
8 Paper title: ”REACH Authorisation – Relevance of the 80/20% rule used in substance naming and identification in
determining authorisation obligations under REACH for recovered substances on their own or in mixtures.
9 The concept of ”impurity” does not apply to Substances of Unknown or Variable composition, Complex reaction
products or Biological materials (“UVCB”).
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authorisation in case the substance* is listed on Annex XIV. The study is prepared with a view to
the metals sector. 10
The study includes
A legal interpretation framework that allows assessing the authorisation status of Annex
XIV listed metallic/inorganic substances in substances/mixtures (Chapter 2);
• Legal clarifications on the validity of the two options of Annex XIV entries to resolve the
“asymmetry”, as suggested in the CARACAL paper (Chapter 3);
• A brief discussion of implications for RMOA pursuant to the CARACAL paper and the
present legal analysis (Chapter 4).
The study output shall provide input for the definition of a sector-level Risk Management Policy on
impurities and minor constituents in substances (esp. UVCBs) and for subsequent discussions with
authorities on the issue of impurities and minor constituents.
•

The additional legal question when ”mixing” is a use relevant for authorisation – independent of
the production step – is addressed in a separate study.

10 Where this Report refers to ”metal” or ”metallic substances”, this shall cover both metal and metal compounds,

unless stated otherwise.
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2

LEGAL INTERPRETATION FRAMEWORK TO ASSESS WHETHER AUTHORISATION APPLIES

The authorisation status of Annex XIV listed metallic/inorganic substances in substances/mixtures
is to be assessed according to Article 56 of the REACH Regulation (Section 2.1). 11 It contains the
general provisions concerning the authorisation requirement, which is delimited by the substance
included in Annex XIV (Section 2.2) and the use of that substance on its own or in a mixture
(Section 2.3). 12 Based on this analysis the important distinction between “substance” (Article 3(1))
and “mixture” (Article 3(2)) for primary and recovered materials will be discussed based on the
identified relevance of ‘intention’, resulting in a proposed approach to assess the authorisation
status for materials containing a substance included in Annex XIV (Section 2.4).
2.1

Authorisation scope and limitations / exemptions

Article 56(1) of the REACH Regulation sets out the general scope of authorisation:
“A manufacturer, importer or downstream user shall not place a substance on the market for a use
or use it himself if that substance is included in Annex XIV, unless:
(a) the use(s) of that substance on its own or in a mixture or the incorporation of the substance into
an article for which the substance is placed on the market or for which he uses the substance
himself has been authorised in accordance with Articles 60 to 64;” [...].
Pursuant to this general provision authorisation essentially relates to
1) A “substance” included in Annex XIV; and
2) The “use” 13 of “that” substance on its own or in a “mixture”.
A number of generic exemptions from the authorisation requirement are foreseen in Article 2 and
Article 56(3)-(6). 14 Furthermore, Article 56(1)(b) with Article 58(2) allows the inclusion of a usespecific exemption based on “existing specific Community legislation…”.
Four generic limitations of the authorisation scope that are of particular relevance for the metals
and recycling industry are “manufacturing”, use as “intermediate”, article service life (no
authorisation for substances present in articles, e.g. imported to EU) and “waste”.15
Manufacturing marks the beginning of a substance’s life-cycle; intermediate use (transformation
into another substance 16) and waste mark its end. Furthermore: “If waste ceases to be waste, a
new life-cycle of the substance starts. The recovery process focuses on recovery of the substance

11 Please note, that ”Article” in

this Report refers to a provision of the REACH Regulation, unless indicated otherwise.

12 Or the incorporation of the substance into an “article”. Questions related to substances in articles or their use for

article production are outside the scope of this study.

13 And related “placing on the market”.
14 See ECHA, AXIV Exemptions,

2015 for an overview of these clauses.

15 Waste and end-of-waste related questions are outside the scope of this study. It should however be noted that

REACH itself may have an influence on the end-of-waste status of recycled material in that such material has to
remain ‘waste’ until, among others, REACH requirements are met; see COM, Recycling and REACH, 2013, p. 5; Fischer,
Waste Legislation and REACH, 2014 (with further references).
16 According to Fischer, in: REACH + StoffR (2017), Chapter 50 ‘REACH Artikel 3 Nr. 15’, point 17 it shall not be
necessary for the ”intermediate” definition that the transformation into another substance is permanent.
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from that waste. Therefore, in any event and by definition, recovery cannot be a use.” 17 However,
authorisation generally applies to the use of a recovered substance, based on the current law. 18
It is very important to carefully draw the distinction between a “use” subject to authorisation and
the aforementioned limitations of scope or exemptions. To establish the latter, a case by case
assessment is required to verify that the legal conditions are met. This is discussed further for
“mixing” in a separate document part of this study; for manufacturing/recovery see Annex C.
Figure 1 below provides an illustration of the authorisation scope and limitations during the
schematic life-cycle of an Annex XIV substance, and highlights the scope of the CARACAL paper. 19

Figure 1 Authorisation scope and limitations / exemptions for a given Annex XIV substance

17 ECHA, WRS, 2010, Section 2.2.1, p. 5.

18 See e.g. ECHA Q&A ID 0566 of 04/06/2015, available at https://echa.europa.eu/support/qas-support/qas (last

viewed on 26.7.2018). Note that in the frame of its Circular Economy initiative COM currently considers derogations
from the rules on primary materials as a policy option, see COM, SWD(2018) 20 final, p. 10 (Option 3B).
19 Recovery is addressed in the CARACAL paper only insofar as it discusses the status of a recycled material as a
substance or mixture in terms of REACH and the implications this would have on the applicability of authorisation for
any substance present therein. It also raises the final question “whether, in this context, to revisit the conclusion that
recycling (when leading to a material that has ceased to be waste) is to be by default and in all cases considered as
“manufacturing” under REACH” (p. 9).
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2.2

“Substance” included in Annex XIV

Authorisation applies to the use of a “substance included in Annex XIV”. Pursuant to Article 1(2)1,
the meaning of “substance” (and “mixture”) is to be derived from Article 3.
Article 3(1) legally defines “substance” as “a chemical element and its compounds in the natural
state or obtained by any manufacturing process, including any additive necessary to preserve its
stability 20 and any impurity 21 deriving from the process used, but excluding any solvent which may
be separated without affecting the stability of the substance or changing its composition”.
Substances thus defined are also the building blocks of a “mixture”, which Article 3(2) legally
defines as “a mixture or solution composed of two or more substances”.
With Article 3(1) the REACH Regulation has adopted a regulatory substance definition. It confirms
that impurities (and stabilising additives) are “included”, i.e. they are regarded as integral parts of
the substance (hereafter also referred to as “parent substance”), rather than being substances on
their own. 22 In line with this interpretation the Court of Justice of the European Union (CJEU) has
already clarified the application of Article 3(1) for the authorisation process 23 and more generally
that “constituents of a substance are an integral part of that substance”. 24
With regard to the regulatory substance definition, the correct and unambiguous identification of
the parent substance as per Section 2 of Annex VI of REACH is essential and prescribed in
numerous REACH and CLP provisions, e.g. Article 58(1)(a) for Annex XIV inclusion.

Note: In line with the ECHA Guidance for identification and naming of substances under REACH and CLP
(ECHA, SID, 2017) this Report uses the term “impurity” only in relation to unintended constituents present
in well-defined substances, while (minor) “constituent” is used more generally for integral parts of a
substance, including but not limited to constituents of UVCB substances. “Component” substances in
terms of Article 3(1) are the building blocks for “mixtures” (Article 3(2)). The term “ingredient” is not used
in relation to the “substance” and “mixture” definition under REACH, but to describe the composition of a
substance or mixture in the safety data sheet (see Article 31(6) and Section 3 of Annex II). A
comprehensive Glossary of relevant REACH and CLP terms is included in Annex E.

Of course a substance present as an “impurity” or other “constituent” in a parent substance in one
case may also in another case be itself manufactured, placed on the market and used as a
“substance” in terms of Article 3(1). However, these cases have to be carefully distinguished.
The REACH “substance” definition has evolved through step-wise extension of its scope under the
pre-REACH legislation 25 and has been well-established in EU chemicals law for more than 20
years (COM, SWD(2013)25, p. 17). It was last modified through Directive 92/32/EEC (7th
amendment of Directive 67/548/EEC) i.a. to include impurities. Since other key pieces of EU
20 Stabilisers are not a relevant category for the metals industry.
21

The term ”impurity” is not further defined in the REACH Regulation. According to the ECHA Guidance for
identification and naming of substances under REACH and CLP (ECHA, SID, 2017) it means an unintended constituent
present in a well-defined substance; UVCBs do not have “impurities” (see Annex E for the full definition).
22 See also Fischer, SiS, 2013, p. 237, with further references.
23 See e.g. CJEU, T-95/10 (2013), para. 110; CJEU, C-289/13 P (2014), para. 39.
24 T-93/10 (2013), para. 83; T-95/10 (2013), para. 112; C-289/13 P (2014), para. 39; T-689/13 (2015), para. 29. All
these judgments concerned UVCB substances.
25 By contrast, the definition of “preparations” (now: called “mixtures”) under Directive 67/548/EEC has not changed.
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chemicals legislation also use the same definition (e.g. CLP 26) or refer to Article 3(1) (e.g. PIC27),
the regulatory substance definition can be regarded as generally harmonised. 28
Overall, the “substance” as defined in Article 3(1) is recognised as the primary object, 29 focus30
and basic link to the whole system 31 of the REACH Regulation, or – as put by the Commission –
“the cornerstone of REACH”. 32 Figure 2 below illustrates this “Parent Substance” (PaS) concept
according to REACH and CLP for the example of a mono-constituent substance. Indeed the
regulatory logic pursuant to the PaS concept is such that “REACH allows regulating a “substance”
in a manner that requirements are set for this substance with the aim to deal with the impurities
and additives of this substance.” (Fischer, SiS, 2013, p. 238).

Figure 2 Schematic representation of the PaS concept according to REACH and CLP

26 See Article 2(7); see also Recital (12) to CLP.

27 See Article 3(2) of 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, so-called Prior Informed Consent Regulation (“PIC”).

28 Raupach, in: REACH + StoffR (2017), Chapter 50 ‘REACH Artikel 3 Nr. 1’, point 6.

29 The ECHA Guidance (ECHA, SID, 2017) goes even further than this by stating that ”mixtures and articles as such are

not regulated by REACH” (see p. 10). However, there are certain exceptions to this rule, such as Article 31 (safety data
sheet for mixtures). They do however not question the primary focus of REACH and its various processes on the
regulation of substances as defined in Article 3(1).
30 ECHA, SID, 2017, p. 9.
31 So Fischer, SiS, 2013.
32 COM, SWD(2013)25, p. 17.
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2.3

“Use” of “that” substance “on its own” or “in a mixture”

Article 3(24) legally defines “use” as any processing, formulation, consumption, storage, keeping,
treatment, filling into containers, transfer from one container to another, mixing, production of an
article or any other utilisation”. According to the ECHA Guidance for downstream users 33 a “use”
is almost any activity carried out with a substance as such or in a mixture. [...] the term use can
be interpreted very broadly,” [...]. 34 The initial ECHA Guidance summarised: “In general, a ‘use’ is
any activity carried out with a substance as such or in a preparation, which could lead to an
exposure to that substance.” 35 Hence, the REACH use definition is very wide and exposure-related.
However, it is important to note that Article 56(1)(a) refers to the ”use” of ”that” Annex XIV
substance “on its own or in a mixture or the incorporation of the substance into an article for
which the substance is placed on the market or for which he uses the substance himself”. This
wording clearly refers to the parent substance according to Article 3(1) (see Section 2.2), which
also needs to be identified in the application for authorisation (AfA), Article 62(4)(a) with Section 2
of Annex VI. Consequently, ECHA has clarified that the authorisation requirement “usually does
not apply if the Annex XIV substance is only an impurity or additive or constituent of another
substance”. 36 Such integral parts of a “substance” are “present” in the parent substance, which is
used on its own or in a mixture, and they may even have a function for the substance, but they are
not “used” in terms of Article 3(24) or “placed on the market” in terms of Article 56. 37 It is not
enough that the non-listed parent substance is used, while constituents listed in Annex XIV are
“present”. However, the CARACAL paper challenges this understanding. Therefore, some further
discussion is necessary for the use of an Annex XIV substance “on its own” and “in a mixture”.
2.3.1 Use of the Annex XIV substance “on its own”
At first glance it appears undisputed that authorisation does not apply where a substance used
“on its own” is not listed in Annex XIV, even though it contains a constituent which is listed in that
Annex (see COM, CA/98/2017, p. 5; ECHA, ibid.). This interpretation is consistent with Article 56(1)
and Article 3(1) because the constituent is an integral part of the parent substance. It also
acknowledges that a regulation of “Substances in Substances” (“SiS” approach) is not enshrined
in Article 56 ‘General provisions’. In order for authorisation to apply, the parent substance itself
would need to be included in Annex XIV. The suggested two options for this, one of them being
the introduction of a “SiS approach” through extended Annex XIV entries, are discussed in Chapter
3 below. On the other hand, the reflections in point 5 of the CARACAL paper (p. 6 et seqq.) “What
happens if a recycled material meets the REACH definition of a substance” raise the question
whether a “SiS approach” could effectively be introduced by qualifying an impurity as a mixture

33 ECHA, DU, 2014, Section 1.3.2, p. 21; emphasis added.
34 Similar COM, SWD(2013)25,

p. 20: ”It is useful to recall that the definition of use (Article 3(24)) is broad, i.a.
including storage or keeping of a substance.”
35 ECHA, DU, 2008, p. 45; emphasis added.
36 ”unless this is specified in the Annex XIV entry (e.g. substance W and substances X, Y and Z containing substance W
in a concentration ≥ x %) or the other substance is also listed in Annex XIV”, see ECHA Q&A ID 0565 of 03/10/2018,
available at https://echa.europa.eu/support/qas-support/qas (last viewed on 19.11.2018). Regarding the latter
options raised by ECHA to cover impurities / other constituents of substances see Section 3.1.
37 Same conclusion: Fischer/Burckhart, in: REACH + StoffR (2017), Chapter 50 ‘Einführung zu REACH’, point 144, noting
that according to the regulatory concept of Article 56 et seqq. only a substance within the meaning of Article 3(1) may
be included in Annex XIV, but not an impurity, which is a dependent part of the substance.
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component (see Figure 3 in Section 2.4 below). However, it is premature to discuss this question
further because even the authorities’ considerations are not mature enough.
2.3.2 Use of the Annex XIV substance “in a mixture”
Importantly, the CARACAL paper 38 suggests that – even if the parent substance is not included in
Annex XIV – authorisation applies if an Annex XIV substance is “present” as an impurity39 or other
constituent of a component substance “in a mixture” above the concentration limits of Article
56(6), i.e. it “applies to all substances in mixtures”. The paper argues that “[s]cience supports this
regulatory approach since as soon as an Annex XIV substance is present in a mixture as one of its
components or as an impurity or constituent of a component, the correlation is lost between the
Annex XIV substance and the component (substance) to which it originally belonged to as a(n)
impurity/constituent. It results that the Annex XIV substance referenced in Article 56(6) of REACH,
which addresses the risk posed by Annex XIV substances present in a mixture by setting
concentration limits, does not only concern mixture’s components but also the impurities or any
other constituents that the components may bring into the mixture” (emphasis added).
We disagree with this far-reaching interpretation in the CARACAL paper, which equates to
acknowledging a direct regulation of all Substances in Mixtures (“SiM” approach), while the SiS
approach was correctly found not to apply directly. Our reasoning is set out below:
First, if the SiM approach would prevail, Article 56(1), 3(1) and (24) would no longer be relevant
to fulfil their order function to define the scope of the authorisation obligation.
Article 56(1) makes no difference as to whether a substance is used “on its own”, “in a mixture” or
for “the incorporation into an article”. Also, the argument in the CARACAL paper relies solely on
Article 56(6) to derive the authorisation requirement, while the authorisation scope is derived
from Article 56(1) as shown above. As an exemption clause, Article 56(6) provides merely, when
the “authorisation obligation is not applicable” (see CJEU, T-95/10 (2013), para. 126; see also
Recital (32) to REACH).
With regard to Article 3(1), which was found above (Section 2.2) to apply fully to the authorisation
process, the SiM argument undermines this definition of substance, which legally includes its
impurities/constituents as integral parts, while component substances thus defined are the
building blocks for mixtures (Article 3(2)). 40
Second, the comparison with other REACH/CLP processes is not convincing.
With regard to CLP classification and REACH Safety Data Sheet (SDS) provisions, it is not disputed
that hazardous impurities/minor constituents may contribute to the classification of other
substances and mixtures as hazardous (see already in Figure 2 above), and may, also, lead to the
identification of the parent substance as a substance of very high concern (SVHC, Article 57).41
Indeed the possible contribution to the classification of the parent substance or mixture appears
to be the main role of impurities/minor constituents and rationale for their consideration under
REACH and CLP, as evident e.g. from the provisions on specific and generic “concentration limits”
38 COM, CA/98/2017, p. 2, 3-4 and 8.

39 Eurometaux mentioned the possible example of Copper in

Steel.

40 See also Recital (32) to REACH regarding the rationale for Article 14(2) and 56(6): The reference to (solid) ”mixtures

of substances” makes clear that the REACH legislator had blends of substances in mind, not constituents.

41 So also Fischer, SiS, 2013, p. 241; see more in Section 3.1.
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(CLP Article 10) and “cut-off values” (CLP Article 11) (see also Info box 1 below). However, this
does not mean that they become subject to the regulation themselves. CLP obligations and REACH
SDS provisions still apply to the parent substance and mixture as placed on the market, not to its
constituents. 42
With regard to Article 14(2) on Chemical Safety Assessments (CSA) for registration purposes, the
CSA in Article 14(1) still applies to the parent “substance” subject to registration, with an
exemption in Article 14(2) if it is present in a mixture below the applicable limits. Article 14(2) does
not apply to impurities/minor constituents as the integral parts of the parent “substance”.

Constituents of a parent substance, such as impurities and individual constituents, are addressed
explicitly in various REACH and CLP provisions concerning (parent) substance identification (see
esp. Section 2.3. of Annex VI), CSA, information in the supply chain (disclosure requirements in
SDSs according to REACH Annex II), on labels (see Section 1.1.1.4 of CLP Annex VI) or on the ECHA
website (see e.g. Article 119(2)(a)). The main role of constituents and rationale for their
consideration under REACH and CLP is their possible contribution to the classification of the
parent substance or mixture as hazardous.
Info box 1 The REACH and CLP role of impurities and other constituents

With regard to restrictions, the reference to the existing entries covering “constituents of other
substances” and substances in mixtures 43 is not convincing. 44 These variable “conditions of
restriction” set out in Column 2 of Annex XVII pursuant to the wide and flexible legal definition of
“restriction” in Article 3(31) (“any condition for or prohibition of the manufacture, use or placing
on the market”) 45 correspond functionally to Article 56(1) for authorisation as a new process
under REACH, 46 which has a fixed scope to define the boundaries of the authorisation
requirement. The parent substance (Article 3(1)) to be regulated is to be identified in Column 1 of
Annex XVII for restrictions and Annex XIV for authorisation (Article 58(1)(a); “that substance” in
Article 56(1)). This conceptual difference is also explained by the fact that restrictions have a very
specific function in that they provide a ‘safety net’ for addressing unacceptable Union-wide risks
to human health or the environment from substances that have not been adequately addressed
by another part of the REACH system (see COM/2003/0644 and Recital (86) to REACH).
Restrictions may also cover other than SVHC substances (see Recital (75) to REACH “all substances
falling within the scope of REACH, with minor exceptions”). Therefore, these two processes are
decisively different in their specific purpose, scope and structure, and are therefore not

42 In line with this ECHA (Q&A ID 0213 of 05/01/2017) confirmed with regard to the substance definition that C&L

notifications are not required for a substance’s constituents, additives and impurities; see also ID 0846 of 04/06/2015
for imported mixtures; available at https://echa.europa.eu/support/qas-support/qas (last viewed on 22.7.2018).
43 See e.g. Annex XVII entries 5, 22, 28-30, 32-38, 45; see also the recent restrictions for decaBDE (entry 67) and PFOA
(entry 68) “shall not be used in the production of, or placed on the market in: (a) another substance, as a constituent;
(b) a mixture [...]“ and the restriction proposed in 2016 for diisocyanates (COM decision currently pending).
44 Critical with regard to the SiS concept for restrictions under REACH: Fischer, SiS, 2013, p. 240-241 and
Fischer/Burckhart, in: REACH + StoffR (2017), Chapter 50 ‘Einführung zu REACH’, point 166.
45 ECHA therefore demands “interpretation of each specific entry in Annex XVII to REACH for the substance concerned,
taking account of the wording, the context and the purpose of the restriction in question”, see ECHA Q&A ID 0828 of
02/06/2017, available at https://echa.europa.eu/support/qas-support/qas (last viewed on 22.7.2018).
46 Together with Registration and Evaluation.

Page 18 of 60

comparable. 47 Hazardous constituents can be addressed in the restriction process in the
“conditions of restriction”, and in the authorisation process through the SVHC identification of the
parent substance based on the constituent.
Third, the far-reaching consequences of such a SiM approach have to be considered.
The SiM approach would be contradictory to the ECHA Guidance on Registration, which denies the
registration requirement for impurities in mixtures (for the example of alloys as “special
mixtures”). 48 Therefore, the occurence of Annex XIV impurities/minor constituents in mixtures has
not been considered in the RMOA and ECHA priority setting for the Annex XIV substance, which
mainly relies on the information on volumes and “identified uses” (see legal definition in Annex E)
in the registration dossier for the parent substance. However, the registration dossier does not
record the occurence of this substance as impurities/minor constituents in mixtures. Hence, the
workload for ECHA, the Commission and the applicants, which Article 58(3) and Recital (77) to
REACH aim to control, would become completely unpredictable. Furthermore, in an application
for authorisation for an impurity in a mixture the applicant would have to document the identity
of the substance according to Section 2 of Annex VI (Article 62(4)(a)), i.e. the identity of the
impurity substance, composition of the impurity (impurities of impurities?) etc. The ‘use’ applied
for would need to relate to the use of the mixture (since the impurity is only an unintended
constituent, typically non-functional), effectively resulting in an authorisation requirement for
mixtures / product authorisation while the authorisation process relates to substances (as
defined in Article 3(1)).
Fourth, it cannot be assumed that the legislator intended to create such an “asymmetry”.
If the SiM approach for authorisation is derived from Article 56(6), the question is why no similar
provision has been made for SiS. The classification provisions (now in CLP Article 10(1)) show that
classified CMR substances in other substances and substances in mixtures are treated in the same
way for the purpose of classification of substances or mixtures containing them.49 This is not a
new principle. Similarly, restrictions (if they were comparable, which is not the case, see above)
covering “constituents of other substances” typically also apply to the substance in mixtures.50 It
cannot be assumed that the REACH legislator intended to create such an “asymmetry” by
subjecting all ‘substances’ in mixtures to authorisation.
To conclude, in case the parent substance is not included in Annex XIV, we are of the opinion that
authorisation does not apply; whether the Annex XIV impurity/minor constituent is present in
another (parent) substance on its own or, as legal part of this parent substance, in a mixture. This
is because Article 56(1) requires the “use” / “placing on the market” of the parent substance
according to Article 3(1). The ECHA Q&A ID 0565 of 04/06/2015 is in line with this interpretation.
There is no “asymmetry” as concluded in the CARACAL paper. The SiM approach suggested in the
CARACAL paper to subject all substances in mixtures to authorisation would be contrary to Article
56(1) and undermine the “substance” definition, which legally includes its impurities/constituents
as integral parts. The comparison with other REACH/CLP processes is not convincing. In particular,
47 So also Fischer, SiS, 2013, p. 243.
48 ECHA, Registration, 2017, p. 13.

49 See also ECHA, CLP, 2017, p. 49, 51 (Section 1.1.7.2.) and p. 367 (Section 3.5.2.5. ‘Classification of substances

containing CMR constituents, additives or impurities’) and CJEU, T-95/10 (2013), para. 117 and 127: “the classification
of a substance on the basis of the properties of its constituents appears comparable to the classification of a
preparation on the basis of its substances”.
50 See the Annex XVII entries listed in Footnote 43 above.
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REACH restrictions are decisively different from authorisation in their specific purpose (‘safety net’),
scope (wide and flexible vs. fixed) and structure (two columns in Annex XVII vs. substance focus in
authorisation. Hazardous constituents can be addressed in the restriction process in the
“conditions of restriction”, and in the authorisation process through the SVHC identification of the
parent substance based on the constituent. Moreover, since they were not to be registered,
impurities have not even been considered in the RMOA and ECHA priority setting when including
the substance in Annex XIV. The main role of constituents and rationale for their consideration
under REACH and CLP is rather their possible contribution to the classification of the parent
substance (including in the frame of Article 57) or mixture as hazardous.
2.4

The relevance of ‘intention’

Based on the discussion of the pre-requisites of the authorisation requirement and the SiM
approach suggested in the CARACAL paper (vs. the PaS concept according to this study), above, it
is clear that drawing the distinction between a “substance” (Article 3(1), including impurities etc.)
and “mixture” (Article 3(2) including those “substances” as its components) is paramount. Indeed
both terms need to be clearly distinguished and are “not interchangeable on a discretionary
basis.” 51
The question may be of particular relevance for recovered materials, but it also applies to primary
materials. For example, a given substance included in Annex XIV and present in a material may be
regarded as an impurity/minor constituent part of a parent substance not included in Annex XIV
on its own (UVCB or well-defined substance; authorisation does not apply), in a mixture above the
limits in Article 56(6) (authorisation applies according to the CARACAL paper, not according to this
study) or a component substance in a mixture (authorisation applies).

Note: Conceptually it is important to apply the definitions in Article 3 in the same way to primary and
recovered materials, based on the current law, 52 to ensure a “level playing field”. If specific challenges are
encountered regarding the application of REACH requirements to recovered materials, the solutions have
to be consistent with the general standards applied for primary materials.

The starting point should be the accepted interpretations of “mixture”/”component”, “impurity”
of a well-defined “substance” and “UVCB”: 53
•

“Mixtures” “are formed by intentional mixing or blending of at least two different
substances and, contrary to substances, are not the result of a chemical reaction”.54
Accordingly, “component” is a “substance intentionally added to form a mixture” 55 and
“mixtures, as defined in REACH and CLP, are intentional mixtures of substances [...]”.56

51 ECHA, WRS, 2010, Section 2.2.3.2., p. 7. With regard to the distinction between a mixture and a UVCB substance of

variable composition ECHA (ibid., p. 8) is then somewhat contradictory when it leaves it ”up to the recovery operator
to consider whether the material is a substance as such or contained in a mixture.”
52 For possible adaptation in the frame of the Commission’s Circular Economy initiative see Footnote 18 above.
53 See already Section 2.2 and the Glossary in Annex E.
54 COM, SWD(2013)25, p. 18; emphasis added. COM, ibid. also concluded that “the definition of mixture (Article 3(2))
[...] is equally well-established in EU law and does not appear to raise problems in practice”.
55 ECHA, SID, 2017, p. 14.
56 ECHA, ibid., p. 31.
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Alloys are considered to be (special) mixtures for the purposes of REACH and CLP
Regulations (see also Info box 2 below).
•

An “impurity” is understood as “an unintended constituent present in a substance as
manufactured. It may originate from the starting materials or be the result of secondary or
incomplete reactions during the manufacture process. While it is present in the final
substance it was not intentionally added” (ECHA, SID, 2017, p. 15). 57

•

UVCB substances (Substances of Unknown or Variable composition, Complex reaction
products or Biological materials) in the metals sector are complex materials that contain
varying concentrations of metals, metal compounds and/or minerals (often composed of
10 or more constituents). 58 The presence of UVCB constituents may be either intentional
(such as for ores and concentrates in most cases 59) or non-intentional (especially in case of
recycled materials).

The review of these interpretations shows the relevance of the intention of the operator
(manufacturer, formulator, etc.) with regard to the presence of the substance in the material. It
is decisive to assume a mixture (intention) and impurity (unintended constituent), but nondecisive in the case of UVCBs, as the constituent is legal part of the substance in all cases, and the
concept of impurity does not apply (see Section 2.2).
The intention typically corresponds to a function of this substance in the material, i.e. “the task or
job the substance performs”. 60& 61 Indeed, also for the definition of “article” (Article 3(3)) – in order
to draw the distinction to “substance” and “mixture” – the ECHA Guidance on requirements for
substances in articles points out that “[t]he term “function” in the article definition should be
interpreted as meaning the intended purpose for which an object is to be used”. 62
Typically, the intention is apparent from the addition of the substance to the material to form a
mixture. Furthermore, the intentional selection of a material for the presence of a certain
‘constituent’ given its specific function should be treated in the same way as intentional addition,
i.e. such ‘constituent’ should be regarded as a “component” substance in a mixture, provided that
the ‘constituent’ does not chemically react in the material (see Info box 2 below: Example of
metals and alloys recycling). This is recognised for recovered materials in the ECHA Guidance on
waste and recovered substances. 63 Intentional selection to form a mixture would need to be
equated to intentional addition in particular where an insufficient amount of the ‘constituent’ in
the material would be compensated by intentional addition to obtain the required concentration
of the ‘constituent’ in the material (mixture).

57 ECHA, SID, 2017, p. 15; emphasis added.

58 See e.g. Lacasse/Arijs, Experiences from the non-ferrous metal industry in establishing substances sameness,

Helsinki, 6-7 October 2014.

59 Such UVCB is designed within

boundaries and has to meet very controlled criteria.

60 Definition of ”function” according to ECHA, How to apply for authorisation, October 2017, p. 79.

61 Conversely, where the manufacturer intends to ‘dilute’ a constituent through addition of the purer metal, he has no

intention with regard to the presence of that constituent, nor does it have a function.
62 ECHA, SiA, 2017, p. 16 under 2.1; emphasis added.
63 ECHA, WRS, 2010, p. 8, Section 2.2.4.
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The basic difference for the recycling of (pure) metals and alloys is that metals are regarded as substances
(which may contain a certain amount of impurities), whereas alloys are considered as (special) mixtures.
Therefore, if an alloy (e.g. steel, mixed alloy metal scrap) is recovered (and not a pure metal), it is normally
regarded as a mixture. Therefore at least all those ingredients of the alloy that provide certain properties
to the recovered alloy will have to be seen as component substances.
(Based on BAuA, REACH and Recycling, 2011, p. 17; ECHA, WRS, 2010, p. 22-23, Section 1.3.)
Info box 2 Pure metals vs. alloys recycling

In case of recovery the relevant intention should be that of the recovery operator, because he is
to be seen as the “manufacturer” of the recovered substance on its own or in a mixture. However,
the distinct feature of recovery, which is dealing with materials previously manufactured, must be
taken into account: Therefore, the recovery process (considered as “manufacturing” under REACH
when the resulting material has reached end of waste) can indeed lead to a mixture due to the
specific type of its starting materials (waste). 64 In such a case the recovery operator has the
related REACH obligations for the (component) substances in the mixture. His intention with
regard to the presence of the substance in the material (mixture) sold is presumed, unless he can
show that the substance can be regarded as an impurity of another substance. 65
With increasing concentration of a given substance in a material it may be more challenging for
the manufacturer/recovery operator to prove the absence of an intention. However, this should
apply regardless of numeric concentration limits, as those are not mentioned in the legal text
(see Article 3(1)) as far as the distinction of “substance” and “mixture” is concerned. 66

The authorisation case for recycled soft PVC containing DEHP – considered by the applicants as a “largely
unwanted impurity” but still subject to authorisation – is a precedent case for the recycling industry on
authorisation. It has also been discussed extensively as part of the ongoing Commission work on the
implementation of the circular economy package (options to address the interface between chemical,
product and waste legislation). 67 The case shows – among other things – the extent to which REACH
authorisation may apply to recovered materials containing Annex XIV substances. This also highlights the
need for consideration of the impacts on recycling activities in the frame of RMOA (see Chapter 4).
Info box 3 DEHP in recycled soft PVC

On the other hand, an “impurity” may also be a ‘constituent’ which was originally added
intentionally to form a mixture or article, but its presence in the recovered material is unintended
(has no specific function). 68 In analogy to the EU waste definition, 69 such an impurity could be
64 COM, CA/98/2017, p. 3 point 2. ”The recycled material can be a mixture” and p. 8 under 6. (2).

65 See e.g. the case of DEHP in recycled soft PVC (Case study in Annex B.2 and COM, CA/98/2017, p. 6 under 4., which

even confirms an exploitation/function for a plasticiser in recovered plastic (mixture) which is ”advantageous for the
recycler” and also ”valued by the downstream users whom the recycler is supplying”).
66 Such concentration limits are discussed in the CARACAL paper as a potential criterion for determining whether a
substance is an impurity in a recovered well-defined substance, while the existing reference to the “80/20” rule in the
ECHA guidance (ibid.) is challenged; see COM, CA/98/2017, p. 6 et seqq. under 5.; see also BAuA, REACH and
Recycling, 2011, p. 15 (Figure).
67 See e.g. COM, SWD(2018) 20 final, p. 3.
68 ECHA, ibid.
69 ”‘Waste’ means any substance or object which the holder discards or intends or is required to discard”, Article 3(1)
of Directive 2008/98/EC on waste.
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presented as a discarded element. Therefore, if the operator can establish that a recovered welldefined substance (not included in Annex XIV) on its own or in a mixture contains such an
impurity (included as a substance in Annex XIV), authorisation would not apply according to this
study.70 Otherwise, the substance has to be regarded as a mixture component (Article 3(2)),
because there is no such concept in REACH as “impurity of a mixture”.71 Any other interpretation
could lead to unregulated “phantom” substances in a mixture, which cannot be accepted given the
high level protection objective of REACH.
Any “safety gaps” resulting from the fact that impurities/minor constituents with SVHC properties
(if not to be regarded as mixture “component”, see above) are legally included in the parent
substance according to Article 3(1), have to be addressed for the parent substance.
To conclude, it is possible to draw the distinction between a “substance” (Article 3(1), including
impurities etc.) and “mixture” (Article 3(2), including those “substances” as its components) on the
basis of the accepted interpretations of the legal terms in Article 3(1)-(3), and the inherent
importance of the manufacturer’s/recovery operator’s intention with regard to the presence of the
substance in the material to assume a mixture (intentional addition) or impurity (unintended
constituent). Contrary to this, the operator’s intention is non-decisive in the case of UVCBs, as its
constituents are legal part of the substance in all cases.
Typically, the intention is apparent from the addition of the substance to the material to form a
mixture. Furthermore, the intentional selection of a material for the presence of a certain
‘constituent’ given its specific function to form a mixture should be treated in the same way, and
lead to its treatment as a “component” substance, provided that it does not chemically react.
In case of recovery a “mixture” may be due to the specific type of its starting materials (waste). The
recovery operator’s “intention” is presumed, unless he can show that the substance can be
regarded as an impurity in another substance (discarded element). This proof may be more
challenging with increasing concentration of the substance, but numeric concentration limits are
not decisive for the status determination (substance or mixture), as those are not mentioned in the
legal text (see Article 3(1)). Any “safety gaps” for impurities/minor constituents are to be
addressed for the parent substance.
The flowcharts below provide a summary of this analysis when following the CARACAL paper
(Figure 3) vs. the opinion according to this study (Figure 4). They can be applied to both primary
and recovered materials, which should be treated in the same way based on the current
law. Figure 3 also shows the far-reaching consequences of the CARACAL paper, which suggests a
SiM and SiS approach to authorisation, while the further consequences for substances in
substances (namely the re-qualification of ‘impurities’ in recovered substances) are yet to be
determined.

70 So also: Fischer, Waste Legislation and REACH, 2014, p. 9.

71 As correctly pointed out in the CARACAL paper (p. 3). See also KEMI, REACH Action Plan, 2015, p. 84:

“If an impurity
cannot be considered to originate from or otherwise be related to the substance that is to be recycled, it will however
be considered as a substance in a mixture”; Fischer, ibid., adds: ”With regard to recycling processes and intentionally
produced recycled products, it is also always essential to consider, whether an impurity is to be assumed at all.”
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Figure 3 Assessing the authorisation status for an Annex XIV substance present in a material used (CA/98/2017)
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Figure 4 Assessing the authorisation status for an Annex XIV substance present in a material used (REACHLaw)
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3

VALIDITY OF WIDER ANNEX XIV ENTRIES TO RESOLVE “ASYMMETRY”

The aim of this Chapter is to provide legal clarifications on the possible wider drafting of Annex XIV
entries, and how to cover constituents of parent substances. For this it is possible to draw on the
analysis and conclusions in Chapter 2 above to a great extent, while a number of additions to the
legal analysis are required.
3.1

Option 1: Annex XIV inclusion with the parent substance

CARACAL Option 1: To include in Annex XIV both the substance and its constituent (e.g.
“substance X containing substance Y”) along with a separate entry for substance "Y" on its own.
Indeed, a substance fulfilling the SVHC criteria according to Article 57 may be included in Annex
XIV. Therefore, if the parent substance (here: “substance X”) is fulfilling the SVHC criteria (and only
then!), it may be included in Annex XIV, just like the constituent substance (here: “substance Y”)
when used on its own. However, the latter case is to be carefully distinguished from an inclusion
‘as a constituent’ of another (parent) substance, which would be contrary to the PaS concept
(see Section 2.2 above and Section 3.2 below).
Importantly, a given parent substance may fulfil SVHC criteria also based on the classification of
its constituents (see already Section 2.3.2). For CMR constituents (Article 57 (a)-(c)) this follows
from the CLP provisions, in particular CLP Article 10 on Specific Concentration Limits (SCL) and
Generic Concentration Limits (GCL), the tables setting out the GCLs in CLP Annex I and the entries
in CLP Annex VI with the corresponding Notes, as the case may be.

Note: The CLP provisions regarding cut-off values and concentration limits make no difference whether
the substance is present as an impurity or individual constituent.

With regard to CLP Article 10(1) the CJEU has already concluded fundamentally that “the
legislature recognised the principle that a substance with certain properties which is present in
another substance may lead to the classification of the latter as having those properties. [...]
However, it cannot be held that, merely because a constituent of a substance has a certain number
of properties, the substance itself also has them, but, rather, the proportion in which that
constituent is present and the chemical effects of such presence must be considered”. 72
It would not be valid to argue that the SVHC classification of a parent substance based on its
constituent is not an “intrinsic property” of the parent substance as per Article 58(1)(b), as long as
the SVHC classification of the parent substance is connected to the presence of the classified
constituent above the applicable concentration limit. In such case, any composition below the
concentration limit is not covered by the entry. The hazard of a substance depends on the intrinsic
properties of the substance (ECHA, CLP, 2015, Section 1.4, p. 15). “Intrinsic property” is
understood to refer to a characteristic of the chemical substance that can be used to determine its
fate or to identify potential hazards.73 The relevant presence of a classified substance regarded as
an integral part of the parent substance under Article 3(1) can be seen as such a characteristic.
72 CJEU, T-689/13 (2015), para. 29 with further references; CJEU, T-95/10 (2013), para. 112,

confirming that this principle is applicable to the SVHC identification procedure.
73 https://echa-term.echa.europa.eu; last viewed: 16.7.2018.

116 and 117, specifically
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A number of practical examples where this approach of SVHC identification based on classified
constituents has been used are already available. They are summarised (not necessarily
exhaustive) in Annex A of this Report. In some cases the parent substance identified has itself a
harmonised classification in CLP Annex VI (e.g. anthracene oil) whereas in other cases it has been
self-classified as an SVHC based on its CMR constituents (e.g. the four identified parent substances
containing Michler’s Ketone (MK) and Michler’s Base (MB) pursuant to CLP Article 10(1) and Annex
I, Part 3, Table 3.6.2). In all cases of existing candidate list entries analysed, the CMR constituent
(B[a]p, Pb metal, MB, MK, dihexyl phthalate) has a harmonised SVHC classification in CLP Annex
VI and is by now itself listed on the Candidate List. 74
From a REACH legal standpoint however, the prior Candidate List inclusion of the CMR
constituent does not appear to be a legal prerequisite for the identification of the parent
substance according to Article 57(a)-(c) in connection with CLP Annex I. As evident from Article
59(1)-(3) it is rather sufficient that the substance to be included in the Candidate List is “meeting
the criteria referred to in Article 57”, i.e. in case of Article 57(a)-(c) the classification as a CMR Cat.
1A or 1B in accordance with the CLP Regulation. Therefore, it is not clear why the constituent
substance should also need to be included in the Candidate List, if it is not for reasons of
confirming its SVHC status, triggering information obligations (e.g. Article 33) and/or requiring
authorisation for its use as a “substance” (not as a constituent 75). Otherwise it would be sufficient
to list the parent substance (containing the constituent above the relevant concentration limit).
Notwithstanding the possibility of including a substance in the Candidate List and Annex XIV based
on the properties of its constituents, this may not always be the preferred risk management
option. This highlights the importance of RMOA also for these cases (see Chapter 4).

Note: The wording in Article 57(a)-(c) (“substances meeting the criteria for classification in the hazard class
[C/M/R] category 1A or 1B in accordance with section [3.6/3.5/3.7] of Annex I to Regulation (EC) No
1272/2008”) and the Tables 3.5.2/3.6.2./3.7.2 in CLP Annex I (“Generic concentration limits of ingredients
of a mixture […] that trigger classification of the mixture”) is very narrow. Taking a strictly literal
interpretation it could be argued that Article 57(a)-(c) does not refer to CLP Annex VI or the Article part
of CLP (in particular Article 10 concerning concentration limits), and that the tables do not apply to the
classification of a “substance” to be identified as SVHC, but only to “mixtures”. With regard to the
previous reference to the entire Directive 67/548/EEC it appears that this narrow reference in Article 57
was not intended by the CLP legislator. With regard to the tables in CLP Annex I it has already been
mentioned that the classification criteria for substances containing additives and impurities are similar to
those criteria for mixtures, at least with regard to CMR constituents (see Section 2.3.2). Therefore, a
corrigendum of REACH Article 57(a)-(c) and CLP Annex I (Tables 3.5.2/3.6.2./3.7.2) could be advised to
clarify that SVHC identification of a substance, based on its CMR constituents, is viable in that the tables
also apply to the classification of “substances” and the reference in Article 57(a)-(c) applies to all
substances meeting the criteria for classification as C/M/R Cat. 1A/B “in accordance with Regulation (EC)
No 1272/2008”. Overall, however, the approach of identifying and listing parent substances as SVHCs in
the Candidate List and Annex XIV based on their CMR constituents appears legally valid.

74 B[a]p and Pb metal were only

listed after their parent substance(s), which are themselves in CLP Annex VI.

75 Reminder: According to the CARACAL paper a constituent (including an impurity) present in a mixture above the

concentration limits of Article 56(6) is subject to authorisation, if it is included as a substance in Annex XIV. As shown
above, this is not agreed according to this study (see Section 2.3).
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To conclude on Option 1: “To include in Annex XIV both the substance and its constituent (e.g.
“substance X containing substance Y”) along with a separate entry for substance "Y" on its
own”, is considered as generally valid from a legal perspective, subject to certain limitations:
The parent substance (“substance X”) has to fulfil the SVHC criteria (Article 57), which may be
based on the classification of its impurities/other constituents above the relevant threshold. For
CMR constituents, this follows from the CLP provisions, in particular CLP Article 10. A number of
entries on the Candidate List have already used the approach of SVHC identification based on
constituents. The chemical effects of the constituent’s presence must also be considered (cf. CJEU,
T-689/13 (2015), para. 29). Notwithstanding the possibility of including a parent substance in the
Candidate List and Annex XIV based on the properties of its constituents, this may not always be
the preferred risk management option. This highlights the importance of RMOA also for these
cases.
Furthermore, from a REACH legal standpoint the Candidate List inclusion of the constituent
(“substance Y”) as a substance on its own does not appear to be a legal prerequisite for the
identification of the parent substance. Also, it should not be included ‘as a constituent’.
On a separate note, the wording in Article 57(a)-(c) (reference to section [3.5/3.6/3.7] of Annex I of
CLP, not also to CLP Annex VI or the Article part of CLP) and Tables 3.5.2/3.6.2./3.7.2 in CLP Annex I
(“Generic concentration limits of ingredients of a mixture […]”, not mentioning also “substances”)
is very narrow. Therefore, a corrigendum of these provisions could be advised to clarify that SVHC
identification of a substance based on its CMR constituents is indeed viable.
3.2

Option 2: “Group entry” using the “substance in substance” approach

CARACAL Option 2: To include in Annex XIV an entry referring to "substance Y on its own or as a
constituent of other substances" covering in its scope a whole group of substances containing the
SVHC constituent (so called "group entry" using the "substance in substance" approach).
The “substance in substance” (SiS) approach (see Figure 5 below) has not yet been used to date
for Annex XIV or prior inclusion in the Candidate List. However, in 2011 Germany has submitted an
intention to identify B[a]p "and all substances that contain benzo[a]pyrene at a concentration
equal to or greater than 0.01 % by weight” as SVHC(s). However, this intention has not been
taken forward. 76 Instead, only B[a]p has been included in the Candidate List in 2016 on a later
initiative of Germany; the same is being pursued for a number of other PAH-containing
constituents (see also Annex A and brief Case study in Annex B.1).

Figure 5 Discussed SiS approach for REACH authorisation (KEMI, Grouping, 2018, p. 34)
76 Still favourable to such SiS approach: BAuA, Sander, 2018.
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This SiS approach would essentially complement the SiM approach suggested in the CARACAL
paper.77 Therefore, the reasons brought forward against the SiM approach (see above Section
2.3.2) apply mutatis mutandis to the SiS approach, the main difference being that the legal
discussion is not around Article 56 (authorisation requirement), but Article 57-59 regarding
Candidate List inclusion and Annex XIV. The important conclusion pursuant to the PaS concept is
that it is for the “other substances" containing the constituent to fulfil the SVHC definition and
other listing requirements, e.g. based on the exceedance of concentration limits that would
inevitably lead to the SVHC classification of the parent substance(s) (Section 3.1).
PARENT SUBSTANCE IDENTIFICATION REQUIREMENT (ARTICLE 58(1)(a))
Article 58(1)(a) contains the legal requirement that the Commission decision to include in Annex
XIV substances referred to in Article 57 (SVHCs) “shall specify for each substance: (a) the identity
of the substance as specified in Section 2 of Annex VI”. The same applies to the ECHA Annex XIV
recommendation (REACH Article 58(3)1). This includes (extract from Section 2.3. of Annex VI):
“2.3. Composition of each substance
2.3.1. Degree of purity (%)
2.3.2. Nature of impurities, including isomers and by-products
2.3.3. Percentage of (significant) main impurities
[...].”
Hence, Section 2.3 of Annex VI refers to the content of the parent substance as defined in Article
3(1), rather than having a constituent of the parent substance as the point of reference. Therefore
the wording in Option 2 “as a constituent of other substances" would not be compliant with these
provisions. It would also be unspecific and therefore not compliant with the substance
identification requirement in Article 58(1)(a).
The process of identification of SVHCs is always directed at one specific substance. 78 This may
also include a clearly described group of specific or structurally similar substances.79 & 80 However,
it cannot be assumed, or inferred from the provisions or examples in other processes with a
different scope and function, that such an undefined, wide group entry would be valid for
authorisation. With regard to restrictions in particular, 81 it should be recalled that the substance
entry in Annex XIV rather corresponds to Column 1 of Annex XVII where no “SiS” entries have
been applied either.
Hence, any such grouping would have to respect Article 58(1)(a) and the division of tasks between
authorities and industry for authorisation, which foresees the identification of substances subject
77 See COM, CA/98/2017, p. 4 (last par.) and p. 8-9 under (b).
78 Fischer, SiS, 2013, p. 242; Fischer/Burckhart, in: REACH

+ StoffR (2017), Chapter 50 ‘Einführung zu REACH’, point
144.
79 E.g. with regard to Section 1.5 of Annex XI which is referred in Article 62(3)1 for applications for authorisation; a
possible example could be defined groups, where the substances and their uses are equivalent to each other.
80 See e.g. KEMI, Grouping, 2018, p. 32-34 with Table 3 ‘Examples of group entries on the Candidate List’ and p. 38;
the KEMI report contains an overarching analysis of the options for grouping of chemical substances in the REACH and
CLP regulations.
81 See already Section 2.3.2 regarding the important differences between restriction and authorisation.
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to the authorisation process as a responsibility for the Member States, ECHA and the
Commission. 82 This applies even where the substance is complex (e.g. UVCB) or a constituent is
present in numerous other substances. Improper substance identification by registrants can be
addressed in the technical completeness check, the evaluation process and through consideration
of other risk management options than authorisation (see also Chapter 4).
An undefined group entry would also have consequences for any subsequent restrictions.
According to Article 58(5) “after inclusion of a substance in Annex XIV, this substance shall not be
subjected to new restrictions [...]”. Thus, an undefined group entry following the SiS approach
would lead to an unlimited blockage of future restrictions for the “other substances”. 83 Claiming
this provision would only apply to the listed constituent while the “other substances” are not
“included in Annex XIV”, would be contrary to the PaS concept which is enshrined in the REACH
requirements as explained above.
Principle of legal certainty
Indeed, the principle of legal certainty, which is a general principle of EU law, requires,
particularly, that rules of law be clear, precise and foreseeable in their effects, in particular where
they may have adverse effects on individuals and undertakings. The principle of foreseeability is an
integral part of the principle of legal certainty (CJEU, T-115/15 (2017), para. 135).
Possible adverse effects of non-compliance by operators can be seen from the sanctions for
violations of communication 84 and authorisation obligations, the latter being typically amongst the
most severe (including criminal rather than only administrative sanctions85) and for which
enforcement is prioritised (see e.g. Milieu, REACH Penalties, 2010, p. 23, 58-59).
According to the Commission in the CARACAL paper “group/generic entries might be possible in
the Candidate List and Annex XIV as long as operators and enforcement authorities can identify ex
ante whether the substances operators use 86 are concerned by that entry.” On the other hand, the
Commission, in the frame of its Circular Economy initiative, has identified insufficient information
about substances of concern in products and waste as a major obstacle, noting that: “Precise
identification of substances of concern, either in general or sectorial substance lists is important to
provide certainty to operators and to keep the tracking of substances manageable.” 87
Taking the view of a company producing, importing or supplying articles and required to comply
with Article 33 (and 7(2)), it seems difficult, 88 if not impossible, to conceive a situation where the
company can identify “ex ante” whether it is concerned by a Candidate List entry for “other
substances” containing a certain constituent. Typically, this identification is very time- and
resource-consuming, while the compliance obligation in case of Article 33 is immediate. In
82 So also Fischer, SiS, 2013, p. 243.

83 Other than in articles, see Article 58(6).

84 See e.g. the overview of penalties for breaches of Article 33(1) in ASD, SiA, 2017, p. 6.
85 E.g. for Germany Section 27b

(1) No. 4 and (4) of the Chemicals Code (Chemikaliengesetz) foresees imprisonment of
up to one year or a financial penalty for placing on the market or own use of an Annex XIV substance in breach of
REACH Article 56(1), where the perpetrator acts only negligently.
86 This is understood to be an editorial error in the text of the CARACAL paper.
87 See COM, SWD(2018) 20 final, p. 10; the tracking of substances of concern (not limited to SVHC) has been identified
as one of the key challenges to be tackled for the implementation of the Commission’s Circular Economy action plan.
88 So also KEMI, Grouping, 2018, p. 34 for an undefined wide group entry on the Candidate List.
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an ideal case the initial article producer would receive the safety data sheet (SDS) for the parent
substance, 89 which links the SVHC classification of the parent substance to its constituent. The
company may use this information to determine whether the 0.1% w/w threshold is exceeded
(which may happen sooner for the parent substance than for the constituent), and if so,
communicate this information (the name of the substance as a minimum) to the recipient. It may
take a long time until the information has travelled successfully through several layers in complex
and often global supply chains. In the real world, substance-level information for articles does not
travel easily, and the challenges associated with intellectual property rights, confidentiality etc. are
well-known by now. 90 Alternatively, the company may engage in extensive testing to determine
whether the article contains the constituent and parent substances with it above the threshold,
requiring sophisticated materials expertise, if possible at all. Conservative assumptions will often
be the only way. Therefore, while some operators, like producers of simple articles, may be able to
identify ex ante whether they are concerned by a SiS entry, this often won’t be the case for many
others. Therefore, undefined wide group entries on the Candidate List are likely to conflict with
the legal certainty principle and the principle of foreseeability as its integral part.91 Apart from
that, they would also appear contrary to the Commission’s political goal to ensure the tracking of
substances of concern through the precise identification of substances of concern.
As regards the authorisation obligation (Article 56), manufacturers, importers and downstream
users (DU) would have to do their self-classification of the parent substance or mixture based on
the CMR constituent and make the link to the Annex XIV entry. While classification of substances
and mixtures is a legal obligation (CLP Article 4(1)), it is still doubtful whether such an entry could
be regarded as sufficiently clear, precise and foreseeable in its effects and thus be in conformity
with the principle of legal certainty.
It should also be noted that participation in the public consultations during the Annex XIV listing
process may be jeopardised if operators are unaware that they might be concerned by it.
Principle of sound administration: RMOA and ECHA priority setting for Annex XIV
The principle of sound administration includes the duty to act diligently, which applies generally
to the actions of the EU administration. In particular, where a party claims that the institution
competent in the matter has committed a manifest error of assessment, the EU judicature must
verify whether that institution has examined, carefully and impartially, all the relevant facts of
the individual case on which that assessment was based (CJEU, C-691/15 P (2017), para. 35 with
further references; see also CJEU, T-689/13 (2015), para. 23 and 24). This also applies where there
is principally a wide discretion for the Commission and Member States, which is the case for Annex
XV SVHC dossiers according to Article 59(2) and (3).
The major implication of this principle is presently seen with regard to the ECHA priority setting for
Annex XIV and the RMOA. The duty to act diligently would presently include taking into account
the whole (wide) scope of the envisaged SiS entry.

89 For mixture SDSs received it is not clear how this link can be made between the constituent and the component

substance.
90 See e.g. for very complex article producers in the aerospace and defence sector: ASD, SiA, 2017; and COM, ibid.
91 So also Fischer, SiS, 2013, p. 243 and 244.
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ECHA’s priority setting approach for Annex XIV (ECHA, Priority Setting Approach, 2014) is not
adapted to such undefined group entries today (see Info box 4 below). 92 According to Article 58(3)
and Recital (77) to REACH priority setting for Annex XIV shall take into account (among others)
wide dispersive use, high volumes, ECHA’s and COM’s capacity to handle applications in the time
provided for as well as workability and practicality for applicants preparing their AfA.

Info box 4 Substance-specific priority setting (ECHA, Priority Setting Approach, 2014)

The Swedish Chemicals Agency (KEMI, Grouping, 2018, p. 34) pointed out that “[s]ubstances
identified as SVHC using the SiS method can have widely varying volumes and uses, which must
be delineated in the prioritisation rather than in connection with RMOA and SVHC identification.
The work load of the authorities will therefore probably not be less overall” (emphasis added).
Indeed ECHA would need reliable information about the wide dispersiveness of the uses and
volumes in the scope of authorisation including for the “other substances” containing the
constituent. The information from registration dossiers of known other substances is unlikely to
be sufficient; many relevant “other substances” manufactured or imported below 1 tonne per
year may not have been registered, others may be unknown. Therefore, ECHA would need to carry
out additional investigations and assessments.
Already today ECHA acknowledges that “[t]he prediction of the workload resulting from inclusion
of different substances in Annex XIV is highly uncertain” (ECHA, AXIV Entries Approach, 2015, p. 6).
This situation would be further exacerbated if “other substances” were also included. It should be
recalled that according to Recital (77) to REACH “only a limited number of substances should be
subjected to the authorisation procedure at the same time”; Recital (77) has also been cited by
the CJEU in past judgments on inclusions in the Candidate List (see e.g. CJEU, T-95/10 (2013), point
99 and 145). It is hard to envisage how this could be ensured when listing an indefinite number of
substances containing the constituent.
As regards RMOA prior to SVHC identification, there are similar concerns. The further discussion
of the implications for RMOA can be found in Chapter 4.
Principle of proportionality
The principle of proportionality, which is one of the general principles of EU law, requires that
measures adopted by EU institutions do not exceed the limits of what is appropriate and
necessary in order to attain the objectives legitimately pursued by the legislation in question.
When there is a choice between several appropriate measures recourse must be had to the least
onerous, and the disadvantages caused must not be disproportionate to the aims pursued. Given
the authorities’ broad discretion with regard to the choice of substances for Annex XV SVHC
proposals (see above) the judicial review is limited to the extent that the legality of a measure
92 Agreed by KEMI, Grouping, 2018, p. 34, noting that the implementation of the SiS approach “would require a

different working method than that currently used, in particular for prioritisation of substances for Annex XIV.”
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adopted in that sphere can be affected only if the measure is manifestly inappropriate having
regard to the objective which the legislature is seeking to pursue. 93
According to this study the principle of proportionality could be affected with regard to:
•

The unpredictable regulatory burden from Candidate List and Annex XIV inclusion, if
operators are not able to know if they are covered by a group entry or not.

•

The exacerbation of the administrative burden. As pointed out by KEMI, 94 “undefined, wide
group entries on the Candidate List would potentially result in (many) more substances
being subject to the information requirements for articles and, after inclusion in Annex XIV
in REACH that more substances are subject to authorisation.” The burden for article
suppliers is already very high, especially for assemblers of complex articles, and was further
exacerbated through the judgment of the CJEU in Case C-106/14 in September 2015 and
the new notification requirement for article suppliers subject to Article 33 according to
Article 9(1)(i) of Directive (EU) 2018/851 amending Directive 2008/98/EC on waste. COM’s
initiative to tackle the tracking of substances in products (and waste) could add another
layer of legal obligations.

•

The Annex XIV inclusion of “other substances” with regard to the SiM approach, because it
would create a double authorisation requirement for substances in mixtures (which
according to the CARACAL paper already applies with inclusion of the constituent).

•

Candidate List and Annex XIV inclusion of “other substances”, in case they would not
themselves fulfil SVHC criteria as per Article 57. 95

•

The choice of the authorisation process to regulate the constituent-related concern.

To conclude on Option 2 “to include in Annex XIV an entry referring to "substance Y on its own or
as a constituent of other substances" covering in its scope a whole group of substances
containing the SVHC constituent (so called "group entry" using the "substance in substance"
approach” does not appear to be valid if it is to cover an indefinite number of “other substances”,
given that it is for the “other substances” containing the constituent to fulfil the listing
requirements, not only the constituent.
Firstly, such an unspecific entry would not be compliant with the substance identification
requirement in Article 58(1)(a) with Section 2 of Annex VI and would also lead to an unlimited
blockage of future restrictions for the parent substances (Article 58(5)). By contrast, a clearly
described group of specific or structurally similar substances could be valid.
Secondly, the Commission acknowledges in the frame of its Circular Economy initiative, which
identifies the tracking of substances of concern in products as one of the key challenges: “Precise
identification of substances of concern, either in general or sectorial substance lists is important to
provide certainty to operators and to keep the tracking of substances manageable.” (COM,
SWD(2018) 20 final, p. 10). However, it seems difficult, if not impossible for SiS entries, to conceive
a situation envisaged by the Commission where “operators and enforcement authorities can
identify ex ante whether the operators are concerned by that entry.” This applies in particular with
93 CJEU, T-95/10 (2013), para. 139 and 140.
94 KEMI, Grouping, 2018, p. 34.

95 See also Fischer, SiS, 2013, p. 244.
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regard to Article 33, where the compliance obligation is immediate with Candidate List inclusion,
but also to Article 56, where a self-classification is necessary to make the link between the
constituent and the parent substance covered by the Annex XIV entry. Participation in the public
consultation during the Annex XIV listing process could also be jeopardised. Therefore, such a
group entry is likely to conflict with the legal certainty principle and the principle of foreseeability
as its integral part.
Thirdly, the principle of sound administration, which includes the duty to act diligently, set
requirements for the ECHA priority setting (Article 58(3)) and RMOA, which are not adapted to a
SiS approach. As confirmed by the Swedish Chemicals Agency, “[s]ubstances identified as SVHC
using the SiS method can have widely varying volumes and uses, which must be delineated [...] The
work load of the authorities will therefore probably not be less overall” (KEMI, Grouping 2018, p.
34). Already today ECHA acknowledges that “[t]he prediction of the workload resulting from
inclusion of different substances in Annex XIV is highly uncertain” (ECHA, AXIV Entries Approach,
2015, p. 6). This situation would be further exacerbated if “other substances” were also included.
This is also to be seen in context with Recital (77) to REACH, according to which “only a limited
number of substances should be subjected to the authorisation procedure at the same time”. It is
hard to envisage how this could be ensured when using the SiS approach.
Furthermore, the principle of proportionality could be affected within the limits of the judicial
review, given the unpredictable regulatory burden for the addressees affected, while duplicating
the authorisation requirement for substances present in mixtures, if the SiM approach is followed.
Finally, the reasons brought forward against the SiM approach apply mutatis mutandis to the SiS
approach, especially regarding the non-analogy with the restriction process.
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4

IMPLICATIONS FOR RMOA

The findings of this legal analysis confirm the need for a different kind of RMOA. In particular, the
SiS approach was found not to be valid for authorisation, thus limiting the usefulness of this
process. The development of such a new approach also has to be seen in the context of the EU
general legal principles addressed in this study and already applied by the CJEU in the context of
REACH: Legal certainty; sound administration/duty to act diligently; proportionality. 96
The RMOA should cover all parent substances in scope and be tailored to the constituent of
concern to be meaningful. Conducting RMOAs for a group of parent substances containing the
constituent (or groups of constituents) of concern could be a possible approach, provided that the
assessment is really done for the different scenarios covered by the group and not merely
extrapolated from an RMOA on the impurity/minor constituent. However, a particular challenge
remains the scarce information in the registration dossiers on substances / uses that are or could
be impacted by regulatory action (if a registration dossier is available at all). Therefore
contribution of industry stakeholders to the RMOA is critical.
Indeed, such an RMOA may show that authorisation is not the right tool to deal with constituents
frequently occurring in other substances. Restrictions have to be duly justified for their area of
application, i.e. in case of a ban suitable alternatives for critical applications must be available and
the socio-economic benefit of the restriction has to outweigh the costs.
ECHA and some Member States have already taken up the issue of how to approach potential
SVHCs due to their impurities and which elements to consider when assessing the most
appropriate RMO for substances containing impurities of very high concern. 97 Recently Germany
concluded in a RMOA for seven identified Polycyclic Aromatic Hydrocarbons (PAH) 98 that a
separate RMOA should be conducted to identify the most efficient risk management activity for
PAH-containing UVCBs, either on an individual substance level or via a group based approach; it
also noted that “[a] subsequent authorisation process for the seven PAHs is meaningless to date”.
According to the Swedish Chemicals Agency 99 “[s]ubstances identified as SVHC using the SiS
method can have widely varying volumes and uses, which must be delineated in the prioritisation
rather than in connection with RMOA and SVHC identification. The work load of the authorities will
therefore probably not be less overall.” In our opinion, such delineation (which would also be
required for risk management activities covering a sufficiently defined group of parent substances,
other than the SiS approach) should not be delayed to the prioritisation stage after Candidate List
inclusion (in which case it would be the sole task for ECHA!). Rather it should start at the RMOA
stage, prior to submission of an Annex XV SVHC dossier. This would enable ECHA and Member
States to use their discretion properly, to forecast the consequences of Candidate List inclusion
and assess the appropriateness of authorisation, since the magnitude of the regulatory impact
should be known to the dossier submitter to a sufficient extent.
Finally, the impact of regulatory measures such as authorisation on the recycling industry needs
to be taken into account.100
96 See Section 3.2.

97 ECHA, SVHC Roadmap Annual Report, 2017, p. 27.

98 BAuA, Risk Management Option Analysis Conclusion Document, June 2017; see also Case study in Annex B.1.
99 KEMI, Grouping, 2018, p. 34; see already Section 3.2 above.

100 It is understood that this is also planned to be tackled in the frame of the Commission’s circular economy initiative,
see COM(2018) 32 final, p. 4.
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5

SUMMARY

According to this study the wide interpretation of the authorisation scope to cover all ‘substances’
in mixtures (“SiM” approach) and the wide drafting of an Annex XIV entry through a so-called
"group entry" using the "substance in substance" “SiS” approach according to the CARACAL paper
(COM, CA/98/2017) do not appear to be valid if it is to cover an indefinite number of “other
substances”. The approach followed is rather the regulation of the “parent substance” as defined
in Article 3(1) and to be identified - including its composition - when deciding to include it in
Annex XIV and applying for authorisation (“PaS” concept). The REACH substance definition has
been well-established in EU chemicals law for more than 20 years and can be considered as
generally harmonised. The regulatory logic pursuant to the PaS concept is that hazardous
constituents of a substance are to be regulated via their parent substance.
Application of the authorisation requirement
In case the parent substance is not included in Annex XIV, authorisation does not apply; whether
the Annex XIV impurity/minor constituent is present in another (parent) substance on its own or,
as legal part of this parent substance, in a mixture. This is because Article 56(1) requires the “use”
/ “placing on the market” of the parent substance. The ECHA Q&A ID 0565 of 04/06/2015 is in line
with this interpretation. Therefore, there is no “asymmetry”. The SiM approach suggested in the
CARACAL paper to subject all substances in mixtures to authorisation would be contrary to Article
56(1) and undermine the regulatory “substance” definition, which legally includes its
impurities/constituents as integral parts. The comparison with other REACH/CLP processes is not
convincing, as they also follow the PaS concept. In particular, REACH restrictions are decisively
different from authorisation in their specific purpose (‘safety net’), scope (wide and flexible
restrictions vs. fixed authorisation scope) and structure (two columns in Annex XVII vs. substance
focus in authorisation). Hazardous constituents can be addressed in the restriction process in the
“conditions of restriction”, and in the authorisation process through the SVHC identification of the
parent substance based on the constituent. Also, the SiM approach would be contradictory to the
ECHA Guidance on Registration, which denies the registration requirement for impurities in
mixtures (for the example of alloys as “special mixtures”). Therefore, impurities have not even
been considered in the RMOA and ECHA priority setting when including the substance in Annex
XIV. The main role of constituents and rationale for their consideration under REACH and CLP is
rather their possible contribution to the classification of the parent substance (including in the
frame of Article 57) or mixture as hazardous,.
The distinction between a “substance” (Article 3(1), including impurities etc.) and “mixture”
(Article 3(2) including those “substances” as its components) is paramount. It is important to
apply the definitions in the same way to primary and recovered materials based on the current
law, to ensure a “level playing field”; at the same time the distinct feature of recovery, which is
dealing with materials previously manufactured, should be taken into account. It is possible to
distinguish on the basis of the accepted interpretations of the legal terms in Article 3(1)-(3) and
the inherent importance of the manufacturer’s/recovery operator’s intention with regard to the
presence of the substance in the material to assume a mixture (intentional addition) or impurity
(unintended constituent). Contrary to this, the operator’s intention is non-decisive in the case of
UVCBs, as its constituents are legal part of the substance in all cases.
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Typically, the intention is apparent from the addition of the substance to the material to form a
mixture. Furthermore, the intentional selection of a material for the presence of a certain
‘constituent’ given its specific function to form a mixture should be treated in the same way, and
lead to its treatment as a “component” substance, provided that it does not chemically react. In
case of recovery a “mixture” may be due to the specific type of its starting materials (waste). The
recovery operator’s intention is presumed, unless he can show that the substance can be regarded
as an impurity in another substance (discarded element). This proof may be more challenging with
increasing concentration of the substance, but numeric concentration limits are not decisive for
the status determination (substance or mixture), as those are not mentioned in the legal text (see
Article 3(1)).
Overall, the following questions have to be answered to determine whether authorisation applies:
1) What is the status of the material containing the Annex XIV substance?
It has to be a substance or mixture (vs. article or waste).
2) What is the role of the Annex XIV substance in the material?
It has to be a substance on its own or mixture component (vs. substance constituent).
3) What is the activity carried out with the Annex XIV substance?
It has to be its use (vs. its manufacturing/recovery).
4) Are the criteria for an exemption from authorisation fulfilled for the use?
If the answer is negative, authorisation applies to the use of the Annex XIV substance.
Validity of the wider drafting of Annex XIV entries
Regarding the drafting of Annex XIV entries, Option 1 (to include in Annex XIV both the substance
and its constituent (e.g. “substance X containing substance Y”) along with a separate entry for
substance "Y" on its own) is considered as generally valid from a legal perspective, subject to
certain limitations:
The parent substance (“substance X”) has to fulfil the SVHC criteria (Article 57), which may be
based on the classification of its impurities/other constituents above the relevant threshold. For
CMR constituents, this follows from the CLP provisions, in particular CLP Article 10. A number of
entries on the Candidate List have already used the approach of SVHC identification based on
constituents. The chemical effects of the constituent’s presence must also be considered (cf. CJEU,
T-689/13 (2015), para. 29). Notwithstanding the possibility of including a substance in the
Candidate List and Annex XIV based on the properties of its constituents and exceedance of the
relevant thresholds, this may not always be the preferred risk management option, which
highlights the importance of RMOA also for these cases.
Furthermore, from a REACH legal standpoint the Candidate List inclusion of the constituent
(“substance Y”) as a substance on its own does not appear to be a legal prerequisite for the
identification of the parent substance. Also, it should not be included ‘as a constituent’.
Option 2 (to include in Annex XIV an entry referring to "substance Y on its own or as a
constituent of other substances" covering in its scope a whole group of substances containing
the SVHC constituent (so called "group entry" using the "substance in substance" approach) does
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not appear to be valid if it is to cover an indefinite number of “other substances”, given that it is
for the “other substances” containing the constituent to fulfil the listing requirements, not only
the constituent.
Firstly, such an unspecific entry would not be compliant with the substance identification
requirement in Article 58(1)(a) with Section 2 of Annex VI and would also lead to an unlimited
blockage of future restrictions for the parent substances (Article 58(5)). By contrast, a clearly
described group of specific or structurally similar substances could be valid.
Secondly, the Commission acknowledges in the frame of its Circular Economy initiative, which
identifies the tracking of substances of concern in products as one of the key challenges: “Precise
identification of substances of concern, either in general or sectorial substance lists is important to
provide certainty to operators and to keep the tracking of substances manageable.” (COM,
SWD(2018) 20 final, p. 10). However, it seems difficult, if not impossible for SiS entries, to conceive
a situation envisaged by the Commission where “operators and enforcement authorities can
identify ex ante whether the operators are concerned by that entry.” This applies in particular with
regard to Article 33, where the compliance obligation is immediate with Candidate List inclusion,
but also to Article 56, where a self-classification is necessary to make the link between the
constituent and the parent substance covered by the Annex XIV entry. Participation in the public
consultation during the Annex XIV listing process could also be jeopardised. Therefore, such a
group entry is likely to conflict with the legal certainty principle and the principle of foreseeability
as its integral part.
Thirdly, the principle of sound administration, which includes the duty to act diligently, sets
requirements for the ECHA priority setting (Article 58(3)) and RMOA, which are not adapted to a
SiS approach. As confirmed by KEMI, “[s]ubstances identified as SVHC using the SiS method can
have widely varying volumes and uses, which must be delineated [...]. The work load of the
authorities will therefore probably not be less overall”. Already today ECHA acknowledges that
“[t]he prediction of the workload resulting from inclusion of different substances in Annex XIV is
highly uncertain”. This situation would be further exacerbated if “other substances” were also
included. This is also to be seen in context with Recital (77) to REACH, according to which “only a
limited number of substances should be subjected to the authorisation procedure at the same
time”. It is hard to envisage how this could be ensured when using the SiS approach.
Furthermore, the principle of proportionality could be affected within the limits of the judicial
review, given the unpredictability and exacerbation of the regulatory burden for the addressees
affected, while duplicating the authorisation requirement for substances present in mixtures, if
the SiM approach is followed.
Finally, the reasons brought forward against the legality of the SiM approach apply mutatis
mutandis to the SiS approach, especially regarding the non-analogy with the restriction process.
Possible corrigendum in REACH Article 57 and Tables 3.5.2/3.6.2./3.7.2 in CLP Annex I
On a separate note, the wording in Article 57(a)-(c) (reference to section [3.5/3.6/3.7] of Annex I
of CLP, not also to CLP Annex VI or the Article part of CLP) and Tables 3.5.2/3.6.2./3.7.2 in CLP
Annex I (“Generic concentration limits of ingredients of a mixture […]”, not mentioning also
“substances”) is very narrow. Therefore, a corrigendum of these provisions could be advised to
clarify that SVHC identification of a substance based on its CMR constituents is indeed viable.

Page 38 of 60

Implications for RMOA
The findings of the legal analysis confirm the need for a different kind of RMOA, where the
concern relates to impurities/minor constituents. The development of such a new approach also
has to be seen in the context of the general EU legal principles mentioned above (II). The RMOA
should cover all parent substances in scope, both primary and recycling materials, and be tailored
to the constituent of concern to be meaningful. Delineation of volumes and uses, as highlighted by
KEMI, should already start at the RMOA stage, prior to submission of an Annex XV SVHC dossier.
The recommendation by Germany to conduct a separate RMOA to identify the most efficient risk
management activity for PAH-containing UVCBs, either on an individual substance level or via a
group based approach, could be a good precedent case. 101

101 BAuA, Risk Management Option Analysis Conclusion Document, June 2017.
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ANNEXES
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A. CANDIDATE LIST ENTRIES ADDRESSING IMPURITIES/MINOR CONSTITUENTS

(Brief) substance name

EC no.

Reason for CL inclusion (Art. 57)

CL inclusion date

Proposed by

(CAS no.)
Anthracene oil

292-602-7

(a) Carcinogenic 1B

(90640-80-5)

CLP Annex VI: Index No. 648-079-00-6

13/01/2010

Germany

Registration

Annex XIV

status*

status

Registered
(2010-)

Included through Commission
Regulation (EU) 2017/999 of 13
June 2017

Note M: The classification as a carcinogen need not
apply if it can be shown that the substance contains
less than 0,005 % w/w benzo[a]-pyrene (EINECS No
200-028-5). This note applies only to certain complex
coal-derived substances in Part 3.

LAD: 4 April 2019
SSD: 4 October 2020
Note: Does not meet the criteria
for identification as a carcinogen if
it contains < 0.005 % (w/w)
benzo[a]pyrene (EINECS No 200028-5)

(d) PBT
(e) vPvB
Michler’s ketone (MK)

Michler’s base (MB)

4,4'-bis(dimethylamino)-4''(methylamino)trityl alcohol
with ≥ 0.1% of Michler's ketone
(EC No. 202-027-5) or Michler's
base (EC No. 202-959-2)

202-027-5

(a) Carcinogenic 1B

(90-94-8)

CLP Annex VI: Index no. 606-073-00-0

202-959-2

(a) Carcinogenic 1B

(101-61-1)

CLP Annex VI: Index no. 612-201-00-6

209-218-2

(a) Carcinogenic 1B

(561-41-1)

CLP Annex VI:** * MK and MB (see above)

18/06/2012

ECHA

Not registered

Latest priority score: ** -

18/06/2012

ECHA

Not registered

Latest priority score: ** -

18/06/2012

ECHA

Registered
(2012-)

Latest priority score: ** 19

unlike at the
time of Annex
XV dossier

+ CLP Art. 10(1) GCL for SiS. No SCL in Annex VI
+ Table 3.6.2 in Part 3 of CLP Annex I: GCL = ≥ 0.1%

C.I. Basic Blue 26

219-943-6

(a) Carcinogenic 1B

with ≥ 0.1% of Michler's ketone
(EC No. 202-027-5) or Michler's
base (EC No. 202-959-2)

(2580-56-5)

CLP Annex VI:** * MK and MB (see above)
+ CLP Art. 10(1) GCL for SiS. No SCL in Annex VI

18/06/2012

ECHA

Registered
(2018-)

The substance is on ECHA’s 9th
Draft Recommendation for Annex
XIV (5 September 2018)

Latest priority score: ** -
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+ Table 3.6.2 in Part 3 of CLP Annex I: GCL = ≥ 0.1%
C.I. Solvent Blue 4

229-851-8

(a) Carcinogenic 1B

with ≥ 0.1% of Michler's ketone
(EC No. 202-027-5) or Michler's
base (EC No. 202-959-2)

(6786-83-0)

CLP Annex VI:** * MK and MB (see above)

18/06/2012

ECHA

Registered
(2015-)

Latest priority score: ** -

18/06/2012

ECHA

Registered
(2018-)

Latest priority score: ** 15

+ CLP Art. 10(1) GCL for SiS. No SCL in Annex VI
+ Table 3.6.2 in Part 3 of CLP Annex I: GCL = ≥ 0.1%

C.I. Basic Violet 3

208-953-6

(a) Carcinogenic 1B

with ≥ 0.1% of Michler's ketone
(EC No. 202-027-5) or Michler's
base (EC No. 202-959-2)

(548-62-9)

Rationale:

already at the
time of Annex
XV dossier

- for MK: Index no. 612-205-00-8 in CLP Annex VI
- for MB: CLP Annex VI:** * + CLP Art. 10(1) GCL for
SiS. No SCL in Annex VI + Table 3.6.2 in Part 3 of CLP
Annex I: GCL = ≥ 0.1%

Silicic acid (H2Si2O5), barium salt
(1:1), lead-doped
with lead (Pb) content above the
applicable generic concentration
limit for ’toxicity for reproduction’
Repr. 1A (CLP) or category 1
(DSD), the substance is a member
of the group entry of lead
compounds, with index number
082-001-00-6 in Regulation (EC)
No 1272/2008
1,2-benzenedicarboxylic acid, diC6-10-alkyl esters or mixed decyl
and hexyl and octyl diesters
with ≥ 0.3% of dihexyl phthalate
(EC No. 201-559-5)

272-271-5

(c) Toxic for reproduction Cat. 1A

(68784-75-8)

CLP Annex VI: Index No. 082-001-00-6 ‘lead
compounds with the exception of those specified
elsewhere in this Annex’.

ECHA: the presence of Michler’s
ketone (MK) or Michler’s base (MB)
in concentrations ≥ 0.1% is the
precondition for the identification
of the 4 substances as SVHC.
Preceding comment by DE: An
entry of the pure substance’s name
in the Candidate List would
unjustifiably and wrongly cause the
impression of the substance itself
being an SVHC substance.

19/12/2012

ECHA

Registered
(2010-)

Latest priority score: ** 12

Registered for
EC No. 271-0940 (inactive)

8th Annex XIV Recommendation of
5 February 2018

Pb was also identified as SVHC on
27/06/2018.

Note 1: The concentration stated or, in the absence
of such concentrations, the generic concentrations
[CLP Art. 10(1)] set out in this Regulation are the
percentages by weight of the metallic element
calculated with reference to the total weight of the
mixture.
271-094-0,
272-013-1
(68515-51-5,
68648-93-1)

(c) Toxic for reproduction Cat. 1B
CLP Annex VI:** * Dihexyl phthalate Index No. 607702-00-1
+ CLP Art. 10(1) GCL for SiS. No SCL in Annex VI
+ Table 3.7.2 in Part 3 of CLP Annex I: GCL = ≥ 0.3%
Dihexyl phthalate is inevitably formed during

15/06/2015

Sweden

Not registered
for EC No. 272013-1

No comments were received in the
public consultation.
Grouping with other phthalates
already recommended/included in
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synthesis (SE, RCOM, 2015)

Annex XIV
Dihexyl phthalate was also
identified as SVHC on 16/12/2013,
but does not appear in ECHA’s
latest priority assessment.

Benzo[def]chrysene

200-028-5

(a) Carcinogenic

(Benzo[a]pyrene, B[a]p)

(50-32-8,
63466-71-7)

(b) Mutagenic

20/06/2016

(c) Toxic for reproduction

(d) PBT
(e) vPvB
[referring to MSC conclusion for CTPHT, 2009]

The RMOA
entry covers
seven
EC
numbers.

CMR, PBT

Not registered

“The current proposal is
intended to cover the
substance as such (EC
200-028-5; CAS 50-32-8)
and does not propose to
cover other substances
that contain B[a]P as an
impurity or constituent.”
(DE, SVHC RCOM B[a]p,
available
on
2016,
the ECHA website)

CLP Annex VI: Index no. 601-032-00-3 (CMR Cat. 1B)

Polycyclic Aromatic Hydrocarbons
(PAH)

Germany

Ongoing

Latest priority score:** Not yet
assessed in 2017
According to the dossier submitter
B[a]P is almost never produced
intentionally but rather occurs
ubiquitously as a by-product or an
impurity in other substances.

Germany and others

Not yet assessed

RMOA
conclusions of
June 2017:
Identification as
SVHC (inclusion
into Candidate
List)

https://echa.europa.eu/pact//substancerev/15550/del/200/col/staticField_
-104/type/asc/pre/2/view
RMOA conclusions:
https://echa.europa.eu/documents
/10162/aa0fd19f-a262-db1c-deceada1a5361214
RMOAs for UVCBs containing PAHs
as constituents: 2017 ff. “It seems
reasonable to identify the most
efficient risk management activity
in a separate RMO analysis for PAHcontaining UVCBs.”

Octamethylcyclotetrasiloxane, D4

209-136-7

(d) PBT

(556-67-2)

(e) vPvB

27/06/2018

Germany

Registered
(2013-)

Not yet assessed
According to the Annex XV report
(p. 32) D4 is a substance with PBT
or vPvB properties, wide dispersive
use and high volumes (Article 58(3).
“Authorisation does, however, not
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address the main use of D4 and D5
as a chemical intermediate, which
may lead to significant impurities of
D4 and D5 in silicone polymers.
Other uses in the scope of
authorisation are expected to cease
if the follow-up restriction on
D4/D5 in other
consumer/professional products
under development by ECHA would
be adopted. Once D4 and D5 are
included in Annex XIV, they could
no longer be subject to targeted
restrictions, except for restrictions
relating to imported articles.
Therefore, the dossier submitter
recommends not to include these
substances in Annex XIV
immediately after their
identification as a SVHC.”
Decamethylcyclopentasiloxane
(D5)

208-764-9

(d) PBT

(541-02-6)

when it contains ≥ 0.1 % w/w D4

27/06/2018

Germany

Registered
(2010-)

(e) vPvB
Dodecamethylcyclohexasiloxane
(D6)

208-762-8
(540-97-6)

(d) PBT
when with ≥ 0.1% D4 as impurity
(e) vPvB
both on its intrinsic properties and when with ≥ 0.1%
D4 or D5 as impurities

Table 1 Candidate List entries addressing impurities/minor constituents (selection)
*According to ECHA dissemination website (last viewed: 9.7.2018)
**ECHA, AXIV Prioritisation assessment, 2017.
***Substance is not itself listed in CLP Annex VI.

27/06/2018

ECHA

Registered
(2010-)

Not yet assessed
See reasoning of
submitter for D4.
Not yet assessed

the dossier
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(Brief) substance name

EC no.

Scope (Art. 57)

Status

Submitter

Further information

Germany

The substance on its own has been included in the
Candidate List on 20/06/2016.

(CAS no.)
Benzo[def]chrysene

200-028-5

(a) Carcinogenic

16/11/2011:

(Benzo[a]pyrene, B[a]p)

(50-32-8,
63466-71-7)

(b) Mutagenic

Intention to identify as SVHC

(c) Toxic for reproduction
(d) PBT

Remarks:
[Benzo[a]pyrene
and
all
substances that contain benzo[a]pyrene at
a concentration equal to or greater than
0.01 % by weight.]

215-271-2

CMR

08/10/2015:

(1317-40-4)

Concern related to impurity (according
to registration data), if present
at/above GCL. In addition, the
substance is registered for uses within
the scope of authorisation

No need to initiate further regulatory risk
management action at this time: update of
registration after PACT listing indicated that
the suspected impurity is not present.

Tricobalt tetraoxide (TT)

215-157-2

(a) Carcinogenic Cat. 1A

13/12/2017:

with ≥ 0.1% w/w nickel oxides:
nickel monoxide (EC No. 215215-7); nickel oxide (EC No.
234-323-5)

(1308-06-1)

CLP Annex VI:* Nickel Oxide Index No.
028-003-00-2

Annex XV dossier withdrawn from the MSC
agreement seeking process after discussion
at MSC-57. Several members expressed a
preference to have a more in-depth
discussion at the MSCA level on the way to
identify SVHCs on the basis of the hazardous
properties of impurities (ECHA, MSCA-57,
2017)

Copper sulphide

+ CLP Art. 10(1) GCL for SiS. No SCL in
Annex VI
+ Table 3.6.2 in Part 3 of CLP Annex I:
GCL = ≥ 0.1%
*Substance is not itself listed in CLP
Annex VI.

Table 2 Previous SVHC intentions addressing CMR impurities/minor constituents (selection)

Therefore it is understood that the present intention is
now obsolete. Yet, it still appears on the ECHA
website:
https://echa.europa.eu/registry-of-svhcintentions/-/dislist/details/0b0236e180e47fc4
ECHA

RMOA conclusions:
https://echa.europa.eu/documents/10162/99b44caefeeb-4582-8ef3-7e480c34835f

Netherlands

Registered (2013-) with different profiles
Profiles/grades of TT containing impurities above the
SCL/GCL are exclusively used as intermediate in the
production of pigments and for decolourising glass
In August 2017 NL was informed by the registrant that
the marketing of TT profiles containing nickel oxides
≥0.1 % w/w has been abandoned as of July-August
2017
Ongoing process of setting a binding OEL for nickel
compounds (as recommended by FR RMOA)
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Further analysis of examples in Table 1 and Table 2
One type of substances is represented by Anthracene Oil. It has been identified as an SVHC (among
others) due to its harmonised classification as Carc. 1B in CLP Annex VI. The entry in Annex VI also
contains a Note M, which states: “The classification as a carcinogen need not apply if it can be shown
that the substance contains less than 0,005 % w/w benzo[a]-pyrene (EINECS No 200-028-5).”
Correspondingly, the REACH Annex XIV entry for Anthracene Oil contains the following note: “Does
not meet the criteria for identification as a carcinogen if it contains < 0.005 % (w/w) benzo[a]pyrene
(EINECS No 200-028-5).” The constituent Benzo[a]-pyrene (B[a]p) was included as a substance in the
Candidate List only recently. Its priority score for Annex XIV was not yet assessed in 2017. According
to Germany as the Annex XV SVHC dossier submitter for B[a]p, it is almost never produced
intentionally but rather occurs ubiquitously as a by-product or an impurity in other substances.
•

A similar case is the Candidate List entry for Silicic acid (H2Si2O5), barium salt (1:1), leaddoped. It has a harmonised classification as Repr. 1A, with a Note 1 referring to the GCL for Pb
metal. The latter was now also identified as SVHC on 27.6.2018.

•

Hence in both cases the parent substance was listed first, the constituent only later.

The Candidate List entries for Michler’s Ketone (MK) and Michler’s Base (MB) on their own, and four
identified parent substances containing MK or MB above the applicable GCLs represent the first case,
where parent substances without a harmonised classification according to CLP Annex VI were
identified as SVHCs by means of self-classification based on their CMR constituents (i.e. MK and/or
MB) pursuant to CLP Article 10(1) and Annex I (Part 3, Table 3.6.2). No Annex XIV priority scores have
been assigned to the constituents MK and MB (as substance) and they have not been registered, but
two parent substances (4,4'-bis(dimethylamino)-4''-(methylamino)trityl alcohol and C.I. Basic Violet 3)
have relatively high scores that could soon lead to an Annex XIV recommendation by ECHA.
•

A similar case is the Candidate List entry for 1,2-benzenedicarboxylic acid, di-C6-10-alkyl
esters or mixed decyl and hexyl and octyl diesters. This parent substance has no harmonised
classification in CLP Annex VI, but was identified as SVHC by means of self-classification based
on the presence of dihexyl phthalate (EC No. 201-559-5) pursuant to CLP Article 10(1) and
Annex I (Part 3, Table 3.7.2). The phthalate is also on the Candidate List. According to Sweden
as the Annex XV SVHC dossier submitter dihexyl phthalate is inevitably formed during
synthesis. The parent substance has been recommended for authorisation as part of ECHA’s
8th Annex XIV Recommendation of 5 February 2018.

•

Hence in these cases the constituent was listed earlier or at the same time as the parent
substance(s).

In all cases discussed above the CMR constituent (B[a]p, Pb metal, MB, MK, dihexyl phthalate) 102 is
by now itself listed on the Candidate List and has a harmonised classification in CLP Annex VI. In
2017 the Netherlands submitted an Annex XV SVHC dossier for Tricobalt tetrachloride with ≥ 0.1 %
w/w nickel oxides: nickel monoxide (EC No. 215-215-7); nickel oxide (EC No. 234-323-5). Also here the
latter constituents are included in Annex VI, unlike their parent substance; however, they are not in
the Candidate List today. The Dutch proposal was withdrawn at the end of 2017, as several Member
State Committee (MSC) Members asked to have a more in-depth discussion on the way to identify
SVHCs on the basis of the hazardous properties of impurities (ECHA, MSCA-57, 2017).
102 B[a]p and Pb metal were only

listed after their parent substance(s).
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B. CASE STUDIES
B.1 B[a]p/PAH-containing UVCBs
In 2011 Germany has submitted an intention to identify B[a]p "and all substances that contain
benzo[a]pyrene at a concentration equal to or greater than 0.01 % by weight” as SVHC(s). To
date this intention has not been taken forward. Instead, only B[a]p has been included in the
Candidate List in 2016 on a later initiative of Germany. Therefore it is understood that the
intention is now obsolete (see also Table 2 above). Germany made clear during the public
consultation that it does not propose to cover other substances that contain B[a]p as an impurity
or constituent, even though B[a]p is almost never produced intentionally but rather occurs
ubiquitously as a by-product or an impurity in other substances (see candidate-list related
documents for B[a]p). In a RMOA for seven identified Polycyclic Aromatic Hydrocarbons (PAH)
Germany concluded that these should be included in the Candidate List to confirm their SVHC
status, but a separate RMOA should be conducted to identify the most efficient risk management
activity for PAH-containing UVCBs.
B.2 DEHP in recycled soft PVC
Introduction to the case:
The recycling companies Vinyloop Ferrara S.p.A.; Stena Recycling AB; Plastic Planet srl initially
applied jointly (“Soft PVC Recyclate Authorization Consortium” (in short: SPAC)) for authorisation
for the formulation of recycled soft PVC containing DEHP in compounds and dry-blends (ECHA ID
0008-01). The broad information on use applied for (conditions of use and function) states: “Key
elements on the conditions of uses and functional requirements: […] - The solid recyclates contain
typically less than 10 % of DEHP with maximum concentrations below 20 %. - Technical function:
DEHP does not play any specific functional role for the applicants: it is merely present as a (largely
unwanted) impurity in the waste that is collected, sorted, processed and then placed on the
market in the form of recyclate. Nevertheless, the limited presence of DEHP in the recyclate may
facilitate its processing into new PVC articles by reducing the amount of pure (or ‘virgin’) DEHP
or other plasticizers that can be added to the compounds before new flexible PVC articles are
produced.” With decision C(2016) 3549 of 16 June 2016 the European Commission has granted
the authorisation for this formulation use (and a separate industrial use) with a review period of 4
years (expiry: 21 February 2019).
In the meantime, Vinyloop Ferrara S.p.A. (0122-01) and Plastic Planet srl (0123-01) have submitted
a review report (RAC/SEAC opinion development ongoing). The broad information on use applied
for (conditions of use and function) states in both cases: “DEHP has no independent function at
the formulation stage. DEHP is not added by the authorisation holder, a waste recycling company,
but is already present in the post-consumer flexible PVC waste (and possibly also in post-industrial
waste) received. The authorisation holder processes the waste into flexible PVC recyclate. The
presence of DEHP in the flexible PVC recyclate may be of benefit to the users of the recyclate, as
DEHP contributes, together with other plasticisers, to the flexibility of the recyclate placed on the
market by the authorisation holder. The DEHP-concentration in the recyclate is below 5 % w/w.”
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Comments:
The AfA approach taken is in line with the conclusions made in the Study Report. Even if seen by
the recycling company as a “largely unwanted impurity”, the PVC recyclate is considered as a
mixture due to the specific type of its starting materials (waste). As concluded in Section 2.4 of the
Study Report, the recovery operator has the related REACH obligations for the (component)
substances in the mixture. His intention with regard to the presence of the substance in the
material (mixture) sold is to be presumed, unless he can show that the substance can be regarded
as an impurity of another substance. The latter was presently not possible given the relatively
high concentration of DEHP “with maximum concentrations below 20 %” and the remaining
benefits of the presence of DEHP, as confirmed also in the CARACAL paper (COM, CA/98/2017, p.
6 under 4. “Plasticiser in recovered plastic (mixture) has a function”: The plasticiser is
”advantageous for the recycler” and also ”valued by the downstream users whom the recycler is
supplying”). Even if it was seen as an ‘impurity’ from the recycling company’s point of view, the
PVC recyclate is neither a UVCB nor a well-defined substance, of which the DEHP forms part.
Therefore it has to be seen as a “mixture” (the PVC recyclate), which contains DEHP as a
component substance, and the formulation of the recyclate by the applicants’ customers
(“mixing”) constitutes a “use” in terms of Article 3(24) requiring authorisation, even if DEHP does
not have an independent function at the formulation stage.
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C. MANUFACTURING/RECOVERY OF THE ANNEX XIV SUBSTANCE IS NOT ITS USE
“Manufacturing” is legally defined in Article 3(8) as “production or extraction of substances in the
natural state”. Similar to the definition of “use” (see above Section 2.3) this definition of
manufacturing is also very broad. It may cover both chemical synthesis and mechanical
processing.103 “Recovery” is interpreted as a special case of “manufacturing”: “For the sake of
consistency and enforceability of the approach, all forms of recovery, including mechanical
processing, are considered as a manufacturing process whenever, after having undergone one or
several recovery steps, they result in the generation of one or several substances as such or in a
mixture or in an article that have ceased to be waste” (ECHA, WRS, 2010, p. 5).
If mixing involving a ‘substance’ included in Annex XIV is part of a manufacturing/recovery process,
it is first important to note that manufacture of a substance included in Annex XIV and its
recovery from waste are outside the scope of authorisation for this substance. They logically
precede the use of the manufactured substance which is generally in scope. This implies that the
same process cannot be considered at the same time as “manufacturing” and “use” of the same
substance. 104 This is also confirmed for recovery in the ECHA Guidance (ibid.): “Therefore in any
event and by definition, recovery cannot be a use.”
In accordance with the ECHA Guidance “it is a case by case decision to establish to what extent the
different steps while producing the substance are covered by the definition ‘manufacturing’ (e.g.
different purification or distillation steps)”. 105 The same applies to recovery. This is to make a clear
distinction of process steps already and still being part of the “substance” “manufacture” and
subsequent steps qualifying as a “use” of the (“manufactured”) “substance”.
In this context the CARACAL paper (COM, CA/98/2017, p. 3) states that “[t]he fact that material
recovery is considered manufacturing does not preclude that intentional mixing of different
substances takes place by means and as part of the recovery operation, resulting in a mixture”.
A few comments on this statement should be made:
•

We understand that “intentional mixing” during the recovery process is not seen in the
CARACAL paper as a prerequisite to consider the recovered material as a mixture, as the
mixture can also be “due to the specific type of starting materials of the recovery process
(waste).” (COM, ibid.). Therefore the rationale for this statement is not clear to us.

•

In our opinion there is a need to distinguish carefully which substance is ‘used’, keeping in
mind that recovery from waste (i.e. manufacture) cannot be a “use”.
o Thus, if another substance (primary material) is used (e.g. mixed in) during the
manufacturing/recovery process, the authorisation requirement may apply to the
“use” of such a “substance”, if that substance is included in Annex XIV and no
exemption (e.g. intermediate use) applies. 106
o On the other hand, as long as the ‘substance’ which is ‘mixed’ is still regarded as
part of the “waste” material during the recovery process, it cannot yet be regarded

103 See also the legal definition of ”substances which occur in

nature” in Article 3(39), which includes such mechanical
processes - see Glossary in Annex E.
104 See also REACH legal definition of ”downstream user” in Article 3(13): ”other than the manufacturer …”. This issue
would only be relevant for the own use of the manufacturer/recovery operator.
105 ECHA, SID, 2017, p. 33 and 58; emphasis added.
106 This can be exemplified probably with the case of Pb/PbO in precious metals refining.
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as a “recovered”/”manufactured” “substance”. Therefore, such mixing steps would
be outside the scope of authorisation, based on the current recovery definition. 107

107 Note that the CARACAL paper (p. 9 under (d)) raises the question whether the current wide interpretation of

recycling (recovery) as “manufacturing” should be reconsidered. Such revision could have an impact on the
authorisation status for recovered materials.
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E.

GLOSSARY OF REACH AND CLP TERMS

Definitions from the legal text are marked with an asterisk (*)

Alloy*

A metallic material, homogeneous on a macroscopic scale, consisting of two or
more elements so combined that they cannot be readily separated by mechanical
means; alloys are considered to be mixtures for the purposes of this Regulation
(CLP Article 2(27); see also REACH Article 3(41) and Section 0.11. of Annex I and
Recital (31)).
The UN GHS (Rev.7) (2017) Chapter 1.2 includes an identical definition of alloy,
noting that “alloys are considered to be mixtures for the purpose of classification
under the GHS”.

Article*

An object which during production is given a special shape, surface or design
which determines its function to a greater degree than does its chemical
composition (Article 3(3)).

Component

Substance intentionally added to form a mixture (ECHA, SID, 2017, p. 14).

Concentration
limit*

A threshold of any classified impurity, additive or individual constituent in a
substance or in a mixture that may trigger classification of the substance or the
mixture, respectively (CLP Article 2(32)).

Constituent

Any single species present in a substance that can be characterised by its unique
chemical identity (ECHA, SID, 2017, p. 14).

Cut-off value*

A threshold of any classified impurity, additive or individual constituent in a
substance or in a mixture, above which threshold these shall be taken into account
for determining if the substance or the mixture, respectively, shall be classified
(CLP Article 2(31)).

Downstream user*

Any natural or legal person established within the Community, other than the
manufacturer or the importer, who uses a substance, either on its own or in a
mixture, in the course of his industrial or professional activities. A distributor or a
consumer is not a downstream user. A re-importer exempted pursuant to Article
2(7)(c) is regarded as a downstream user (Article 3(13)).

Identified use*

Use of a substance on its own or in a mixture, or a use of a mixture, that is
intended by an actor in the supply chain, including his own use, or that is made
known to him in writing by an immediate downstream user (Article 3(26)).

Impurity

An unintended constituent present in a substance as manufactured. It may
originate from the starting materials or be the result of secondary or incomplete
reactions during the manufacture process. While it is present in the final substance
it was not intentionally added (ECHA, SID, 2017, p. 15).
In well-defined substances all constituents (except additives) which are not the
main constituent(s) are considered to be impurities (ECHA, SID, 2017, p. 30).
Regarding UVCB substances the concept of impurities does not apply, due to the
lack of differentiation between constituents and impurities (ECHA, SID, 2017, p. 38;
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ECHA, WRS, 2010, p. 9).
Ingredient

Term not defined in REACH or CLP. Annex I of CLP ‘Classification and labelling
requirements for hazardous substances and mixtures’ makes reference to
“ingredients” of mixtures. Annex II of REACH on safety data sheets makes
reference in Section 3 ‘Composition/information on ingredients’ to both
ingredients of a substance or mixture.

Intermediate*

A substance that is manufactured for and consumed in or used for chemical
processing in order to be transformed into another substance (hereinafter referred
to as synthesis) (Article 3(15)).

Intrinsic property

A characteristic of the chemical substance which can be used to determine its fate
or to identify potential hazards. In order to register a substance under REACH, the
registrant must submit specific information about the intrinsic properties of the
substance in each of the following areas: Physical/chemical properties; human
toxicological information; ecotoxicological information. Data on the intrinsic
properties of a substance are categorised into endpoints. For instance,
‘carcinogenicity’ is a human toxicological endpoint
(https://echa-term.echa.europa.eu; last viewed 26.7.2018).

Manufacturing*

Production or extraction of substances in the natural state (Article 3(8)).

Mixture

*A mixture or solution composed of two or more substances (Article 3(2)).
Previously known as “preparation”.
The UN GHS (Rev.7) (2017) Chapter 1.2 includes the phrase “in which they do not
react” at the end of an otherwise identical definition like in Article 3(2).
Mixtures are formed by intentional mixing or blending of at least two different
substances and, contrary to substances, are not the result of a chemical reaction
(COM, SWD(2013)25, p. 18). Alloys (see definition above) are considered to be
mixtures for the purposes of REACH and CLP Regulations.

Mono-constituent
substance

As a general rule, a substance, defined by its composition, in which one main
constituent is present to at least 80% (w/w) (ECHA, SID, 2017, p. 16).

Multi-constituent
substance

As a general rule, a substance, defined by its composition, in which more than one
main constituent is present in a concentration ≥ 10 % (w/w) and < 80 % (w/w)
(ECHA, SID, 2017, p. 16).

Parent Substance –
“PaS”

A term proposed in this Report to describe the concept of regulating a substance
as defined in Article 3(1) of REACH, including with view to its integral constituents
such as impurities in well-defined substances and constituents in UVCB substances.
Note that the ECHA Guidance for Intermediates (Version 2, December 2010, p. 48)
uses the term “parent substance” differently, there referring to a precursor
substance (other than an intermediate) of its transformation product.
See also related terms: Substance in Substance – “SiS” and Substance in Mixture –
“SiM”. SiS and SiM approaches are contrary to the PaS concept, as they extend to
the direct regulation of a parent substance’s integral constituents.

Page 57 of 60

Restriction*

Any condition for or prohibition of the manufacture, use or placing on the market
(Article 3(31)).

Substance*

A chemical element 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, but excluding any solvent which
may be separated without affecting the stability of the substance or changing its
composition (Article 3(1)).
The UN GHS (Rev.7) (2017) Chapter 1.2 includes a similar definition.
The term ‘substance’ includes reaction mass resulting from a chemical reaction
(ECHA, WRS, 2010, p. 7).

Substance in
Mixture – “SiM”

Approach of regulating substances present in mixtures, and more specifically with
regard to authorisation, the interpretation that authorisation applies to all
substances (component, impurity, constituent, etc.) present in a mixture above the
concentration limits of Article 56(6) (COM, CA/98/2017, p. 3 et seqq. under 3.).
See also related terms: Substance in Substance – “SiS” and Parent Substance –
“PaS”.

Substance in
Substance – “SiS”

Approach of regulating substances which are part of other substances (Fischer, SiS,
2013, p. 236).
More specifically, the term has been used to refer to the potential approach of
identifying SVHC substances through non-specific groupings on the Candidate List
and/or Annex XIV (see COM, CA/98/2017, p. 5; KEMI, Grouping, 2018, p. 9 and 34).
See also related terms: Substance in Mixture – “SiM” and Parent Substance –
“PaS”.

Substances which
occur in nature*

A naturally occurring substance as such, unprocessed or processed only by
manual, mechanical or gravitational means, by dissolution in water, by flotation,
by extraction with water, by steam distillation or by heating solely to remove
water, or which is extracted from air by any means (Article 3(39)).

Use*

Any processing, formulation, consumption, storage, keeping, treatment, filling into
containers, transfer from one container to another, mixing, production of an
article or any other utilisation (Article 3(24)).

UVCB substances

Multiple constituent substances, that is to say substances which contain several
different constituents (CJEU, T-95/10 (2013), para. 114).
UVCB substances in the metals sector are complex materials that contain varying
concentrations of metals, metal compounds and/or minerals (often composed of
10 or more constituents). The presence of UVCB constituents may be either
intentional (such as for ores and concentrates in most cases) or non-intentional
(especially in case of recycled materials).
UVCB substances may be registered as a single substance under this Regulation,
despite their variable composition, provided that the hazardous properties do not
differ significantly and warrant the same classification (Recital (45) to REACH).
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F.

LIST OF KEY ACRONYMS

AfA

Application for Authorisation

B[a]p

Benzo[a]pyrene (EC No: 200-028-5)

CARACAL

Competent Authorities for REACH and CLP (since March 2009)

CJEU

Court of Justice of the European Union

CL

Candidate List

CLP

Classification, Labelling and Packaging of substances and mixtures according to
Regulation (EC) 1272/2008

CMR

Carcinogenic, Mutagenic or toxic for Reproduction

COM

European Commission

CSR

Chemical Safety Report

CTPHT

Pitch, coal tar, high temp. (EC No: 266-028-2)

C&L

Classification and labelling

DEHP

Bis(2-ethylhexyl) phthalate (EC No: 204-211-0)

DSD

Dangerous Substances Directive (Directive 67/548/EEC)

DU

Downstream User

ECHA

European Chemicals Agency

EP

European Parliament

EU

European Union

GCL

Generic Concentration Limit

KEMI

The Swedish Chemicals Agency

LAD

Latest Application Date (given for a substance in Annex XIV of REACH)

MB

Michler’s Base (EC No: 202-959-2)

MK

Michler’s Ketone (EC No: 202-027-5)

MSC

Member State Committee (at ECHA)

OEL

Occupational Exposure Limit

OJEU

Official Journal of the European Union

PAH

Polycyclic Aromatic Hydrocarbons

PaS

Parent Substance

PIC

Prior Informed Consent

RAC

Committee for Risk Assessment (at ECHA)

REACH

Registration, Evaluation, Authorisation and Restriction of Chemicals according to
Regulation (EC) No 1907/2006

RMO

Risk Management Option
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RMOA

Risk Management Option Analysis

SCL

Specific Concentration Limit

SDS

Safety Data Sheet

SEAC

Committee for Socio-Economic Analysis (at ECHA)

SiM

Substances in Mixtures

SiS

Substances in Substances

SSD

Sunset Date (given for a substance in Annex XIV of REACH)

SVHC

Substance of Very High Concern referred to in REACH Article 57

UN GHS

United Nations Globally Harmonised System of Classification and Labelling of Chemicals

UVCB

Substances of Unknown or Variable composition, Complex reaction products or
Biological materials

vPvB

very Persistent and very Bioaccumulative (Annex XIII of REACH)

w/w

weight by weight
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