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concerning the Registration, Evaluation,
Authorisation and Restriction of Chemicals)

Fields marked with * are mandatory.

Introduction

REACH (Regulation (EC) No 1907/2006) aims to improve the protection of human health and the
environment through the better and earlier identification of the intrinsic properties of chemical substances.
This is done by the four processes of REACH, namely the registration, evaluation, authorisation and
restriction of chemicals. REACH also aims to enhance innovation and competitiveness of the EU chemicals
industry.

The REACH Regulation places responsibility on industry to manage the risks from chemicals and to
provide safety information on the substances. Manufacturers and importers are required to gather
information on the properties of their chemical substances, which will allow their safe handling, and to
register the information in a central database in the European Chemicals Agency (ECHA) in Helsinki. The
Regulation also calls for the progressive substitution of the most dangerous chemicals (referred to as
"substances of very high concern") when suitable alternatives have been identified.

The Chemicals Strategy for Sustainability recognises the need for a targeted revision of REACH to achieve
its objectives by addressing a number of problems that have been identified. To address the problems
identified, a range of possible measures are being considered:

® Revision of the registration requirements, including increased information requirements to enable
effective identification of all carcinogenic substances and substances with critical hazard* properties
(including effects on the nervous and the immune systems), registration of certain polymers of
concern, and information on the overall environmental footprint of chemicals.

Introduction of (a) Mixtures Assessment Factor(s) (MAF).

Simplifying communication in the supply chains.

Revision of the provisions for dossier and substance evaluation.

Reforming the authorisation process.

Reforming the restriction process.

Revision of provisions for control and enforcement.

The overall objective of the initiative is to ensure that the provisions of the REACH Regulation reflect the


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02006R1907-20211001
https://ec.europa.eu/environment/pdf/chemicals/2020/10/Strategy.pdf

ambitions of the Commission on innovation for safe and sustainable chemicals and a high level of
protection of health and the environment, while preserving the internal market, as provided for in the
Chemicals Strategy for Sustainability.

Under Article 11 of the Treaty on European Union (TEU), the Commission has a duty to carry out broad
consultations with interested parties in order to ensure that EU action is coherent and transparent. This
public consultation therefore represents an important means of collecting evidence to support our
policymaking. The aims are to take account of stakeholders’ views and practical experience and gather
data to improve our understanding of the issues at stake, which will lead to better quality and credibility of
this policy initiative.

In this questionnaire, general questions are provided to which all respondents are kindly invited to provide
feedback. Additional "expert" questions are included to cover more technical points of the REACH
Regulation that require prior knowledge and expertise. Based on your answer to question 0, the relevant
questions will be presented. Expert questions are presented in red text.

A number of separate ‘targeted’ stakeholder consultations will run in parallel with this public consultation, to
seek more detailed, technical information on the possible changes to REACH.

‘Note: a ‘hazard”is something that has the potential fto harm you and ‘risk” encompasses the likelihood of a
hazard causing harm.




Question 0 - What is your level of knowledge of the following?
For this consultation, there are a set of ‘general’ questions for respondents with no
or little knowledge of REACH, and an additional set of ‘expert’ questions for
respondents with good or excellent knowledge of REACH. 'Expert' questions are
presented in red text.
General
® General + Expert

SECTION | REGISTRATION

Increased information on critical hazard's

To better protect human health and the environment, the Chemical Strategy for Sustainability has
committed to increase the information requirements under REACH for all chemicals, especially for so-called
critical hazards such as carcinogenicity, mutagenicity and reproductive toxicity, endocrine disruption. This
may imply the need for companies (registrants of substances, i.e. manufacturers and importers of
substances) to test more chemicals for more hazardous properties.

Question 1. To what extent do you agree with the following statements?

Neither Don't
Strongl agree Strongl know /
i Agree g Disagree ) gy
agree nor disagree no
disagree opinion

Registrants should provide

more information on critical

hazard properties of L
substances than is required

today under REACH

I am willing to accept a higher
level of uncertainty about the
critical hazard properties of a
substance, if in return some
animal testing could be avoided
(through use of non-animal
methods)

In order to facilitate and speed-
up their use, non-animal test
methods should be adopted in
the EU as quickly as possible,
even to the detriment of
international harmonisation



In order to facilitate and speed-

up their use, non-animal test

methods should be adopted in

the EU as quickly as possible, @
even if this might harm the

competitiveness of EU

producers

To make Europe’s Beating

Cancer Plan a success, more

information on carcinogenicity @
for all substances registered

under REACH is important

Information on substances marketed at the lowest fonnage leve/

The REACH regulation seeks to address information deficits on chemicals by
requiring manufacturers and importers to provide toxicological and
ecotoxicological information on substances placed on the market in quantities of
more than 1 tonne per year. In order to keep the economic and business
impacts of the regulation proportional to the likely risks of chemicals,
requirements under REACH were tailored according to different tonnages (by
means of tonnage bands) at which substances are produced/imported in the EU.
To further reduce the burden on (particularly SME) manufacturers and importers
of lower volume (1-10 tonnes) substances, the requirements to provide
toxicological and ecotoxicological information are quite limited. In addition, all 1-
10 tonnes substances were excluded from the requirement to undertake a
Chemical Safety Assessment (CSA), provide a Chemical Safety Report (CSR)
and supply the extended version of Safety Data Sheets (eSDS) to downstream
users. Article 138 of REACH requires the Commission to undertake reviews of
the requirements for 1-10 tonnes substances and the Chemicals Strategy for
Sustainability notes that information required for substances in the low and
medium tonnages under REACH does not fully allow substances with critical
hazard properties to be identified and their risks managed.

Question 2. To what extent do you agree that there is sufficient concern
regarding the risks from (certain) low tonnage substances (1-10 tonnes) to
introduce additional information requirements into REACH, including a
requirement for a chemical safety assessment?


https://ec.europa.eu/commission/presscorner/detail/en/ip_21_342
https://ec.europa.eu/commission/presscorner/detail/en/ip_21_342

¢ Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know / no opinion

Question 3. To what extent do you agree or disagree that increasing the
information requirements for low tonnage substances (1-10 tonnes) under
REACH would lead to:

Neither Don't
|
Strongly ) Strongly know /
agree Agree agree nor Disagree disagree o
9 disagree 9 opinion

Environmental
benefits

Health benefits _

Socio-economic
benefits

Economic benefits
for industry

Question 4. To what extent do you agree that when updating the information
requirements for low tonnage substances (1-10 tonnes), new approach
methodologies not relying on animal testing should be the default
requirements, even if this means that we might obtain less complete
information on critical hazards than for higher tonnage substances?

Strongly agree

Agree

Neither agree nor disagree

® Disagree
Strongly disagree
Don’t know / no opinion

Information requirements fo provide information on endocrine disruption



Endocrine Disruptors (EDs) are chemical substances that can alter the functioning of the endocrine
(hormonal) system and negatively affect the health of humans or animals (e.g. obesity, infertility). They may
either be of synthetic or natural origin. Exposure to endocrine disruptors can occur from different sources,
such as residues of pesticides or consumer products used or present in our daily life (COM(2018)734).

Past evaluations of EU legislation [1] have shown that there is a need to update data requirements in the
different legislative frameworks, including REACH. Building on this, the Chemicals Strategy for Sustainability
seeks to “ensure that sufficient and appropriate information is made available to authorities [on the intrinsic
properties of a substance] to allow the identification of endocrine disruptors [which may cause adverse
effects on human health and the environment] by reviewing and strengthening the information requirements
across legislation”. To do this, the European Commission shall “update information requirements to allow
the identification of endocrine disruptors in relevant legislation, particularly under REACH”.

As part of the impact assessment on the revision of the REACH Regulation, the Commission is assessing
options for introducing standard information requirements at each tonnage level that will allow EDs to be
identified.

[1] Out of REACH, PPPR and BPR

Question 5. To what extent do you agree that, in order to allow the
identification of endocrine disruptors, registrants should be required to
provide to authorities sufficient and appropriate standard information
requirements on the intrinsic properties of a substance?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion

Question 5a. To what extent do you agree that modifying the standard
information requirements annexes under REACH (Annex I, VII-X) is the most
suitable approach to obtaining information that will allow the identification of
substances with endocrine-disrupting properties?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion


https://ec.europa.eu/transparency/documents-register/detail?ref=COM(2018)734&lang=en
https://ec.europa.eu/environment/pdf/chemicals/2020/10/Strategy.pdf

Question 5b. Testing for endocrine disruption currently relies mainly on
animal testing (mammals, fish, etc.) due to current knowledge and available
test methods for endocrine activity. To what extent do you agree with the
following statements?

Neither Don't
Strongly , Strongly know /
Agree agree nor Disagree )
agree : disagree no
disagree opinion

In the absence of
suitable non-animal
testing methods,
EU legislation
should prioritise the
protection of 2
human health from
endocrine
disruptors over the
protection of
laboratory animals.

In the absence of
suitable non-animal
testing methods,
EU legislation
should prioritise the
protection of the 2
environment from
endocrine
disruptors over the
protection of
laboratory animals.

Question 5c. How would you expect additional standard information
requirements for endocrine disruption testing to affect the following in the
EU?

Requirements for endocrine disruptors will have a [...] on the elements on the left

below.
Ver No or Ver Don't
”y Positive . Negative y know /
positive , limited , negative
i impact ) impact ) no
impact impact impact .
opinion

Compliance and
administration costs for the



chemicals industry (including @
testing costs, registration
costs, etc...)

Research and Development /
innovation for the chemicals 2
industry

Competitiveness of the EU
chemicals sector and wider @
industry in the global market

Laboratory capacity and
associated costs

Employment levels 2

Public Authorities’ resources,
including administrative 2
burden and enforcement costs

Public health and health

@
system
Environmental protection -
Laboratory animals @

Information requirements for polymers

Polymers, which are the fundamental building blocks of plastics, are exempted from the provisions on
registration (under Title Il of REACH Article 2(9)). However, Article 138(2) of the REACH regulation
indicates that the Commission may present legislative proposals for a practicable and cost-efficient way of
selecting polymers for registrations on the basis of sound technical and valid scientific criteria and after a
further review of the risks posed by polymers in comparison with other substances.

Comprehensive information on the hazardous properties of polymers is generally not readily available in
the public domain. A study carried out in 2020 indicated that, although the overall risk of polymers in
general is expected to be lower than that of non-polymer substances, a prioritised sub-set of polymers
(“polymers requiring registration”, PRR) may present similar hazards as other chemicals, although there are
large uncertainties associated with the available data.

Polymer types for which a requirement for registration is likely to have most merit have been identified.
Proposals to extend the duty of registration under REACH to certain polymers deal with polymeric
substances in a way which is consistent with the non-polymeric substances, but which is proportionate to
the relative level of concern for polymers. The proposals aim at better understanding and managing
polymers in a cost-effective way that limits the burden on industry, but which provides a higher level of
protection for human health and the environment than occurs today.


https://op.europa.eu/en/publication-detail/-/publication/1cc811ff-d5fc-11ea-adf7-01aa75ed71a1

Question 6. To what extent do you agree that certain polymers should be
registered under REACH to provide information and data on their hazards
and risks as is already done for other chemicals?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion

Question 7. To what extent do you agree that registering certain polymers
under REACH would lead to:

Neither Don't
|
Strongly ) Strongly know /
agree Agree agree nor Disagree disagree o
g disagree g opinion

Environmental
benefits

Health benefits o

Socio-economic
benefits

Economic benefits
for industry

Question 7a. To what extent do you agree that future requirements on
polymer registration under REACH should be aligned with similar
international polymer registration schemes (e.g. US, Canada, Australia) as
much as possible?

Strongly agree

Agree

Neither agree nor disagree

® Disagree
Strongly disagree
Don’t know / no opinion



Question 7b. If registration requirements were introduced into REACH for
certain polymers, do you think these should apply to

(Multiple answers possible)

/I Cationic polymers or polymers that can be reasonably expected to become

cationic in a natural environment?

Polymers with low molecular weight ( <1000 Da) which are expected to
behave similar to non-polymeric substances?

Polymers with higher molecular weight (>1000 Da) even if they might behave
differently than non-polymeric substances?

Polymers classified for certain severe hazards (like e.g. mutagenicity,
carcinogenicity, acute toxicity for humans and the environment, reprotoxicity)?
Polymers having reactive functional groups of concern?

Polymers suspected to form hazardous components during degradation?
Fluoropolymers and perfluorinated polymers?

Don’t know / no opinion

Information on environmental footprint

The Chemicals Strategy for Sustainability concludes that the EU is still lacking a comprehensive information
base on all substances placed on the market and on their overall environmental footprint, including their
impact on climate, and that this hinders the proper management of chemicals and products and does not
allow for a full sustainability assessment. Therefore, to improve the availability of chemical data, the
Chemicals Strategy for Sustainability asks for an assessment of how to best introduce information
requirements under REACH on the overall environmental footprint of chemicals, including on emissions of
greenhouse gases.

Question 8. To what extent do you agree that registrants should provide
information on the environmental footprint of their substances (e.g. impact
on climate, natural resources, biodiversity, land use)?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion
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Question 8a. To what extent do you agree that the information on
environmental footprint should only relate to the substance as produced (e.g.
per kg of the substance placed on the market)?

Strongly agree

Agree

Neither agree nor disagree

® Disagree
Strongly disagree
Don’t know / no opinion

Question 8b. To what extent do you agree that the information on
environmental footprint should cover the whole lifecycle of the substance (e.
d. including how the substances are being used by downstream users or
even in typical end (consumer) products, and including the recycling/recovery
/waste stage)?

® Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know / no opinion

Information requirements on use and exposure

Information on uses and exposures is one of the key building blocks of REACH, allowing registrants to
implement and/or recommend operational conditions and risk management measures to downstream users
(end users) that ensure the safe use of chemicals. Sufficient and reliable use and exposure data provided
through registration are also a key source of information for subsequent activities by authorities under
REACH, including evaluation, prioritisation, restriction and authorisation, as well as for the assessment of
the overall effectiveness of REACH and EU chemicals legislation more generally.

However, shortcomings in the currently available use and exposure data have been identified which impact
regulatory management of chemical risk including the above-mentioned processes under REACH. The
European Commission is therefore considering a potential revision of the registration requirements and
downstream user obligations as regards the provision of information on uses and exposures.

Note: Under REACH, downstream user means any natural or legal person established within the EU, 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.
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Question 9. Who should be responsible for informing ECHA about the uses
of chemicals (and providing exposure data)?
(Multiple answers possible)
/I Registrants (manufacturers and importers of substances)
Y Downstream users (end users) of substances
Yl Companies placing products (including articles) on the market (including
importers of products)
Authorities (based on information from surveys)
Don’t know / no opinion

Question 9a. Given that REACH requires companies to record the quantities
of the substances they manufacture or import annually, how often should
registrants update the information in the registration dossiers?
® Every year

Every three years

Every five years

Whenever new information becomes available

When ECHA requests an update on its own initiative

Never

Question 9b. To what extent do you agree that the following processes have
not been as effective as they could have been because of insufficient or
incomplete information on uses and/or exposure?

Neither Don't
Strongl agree Strongl| know /
id Agree g Disagree , il
agree nor disagree no
disagree opinion

The registrant’s
demonstration of safe
use in the Chemical
Safety Report (CSR)

Substance evaluation -

The authorities’

prioritisation of

substances that @
require regulatory

management

Drafting restriction
proposals

12



Prioritisation of
SVHCs for Annex XIV e
inclusion

Granting of
authorisations

Question 9c. To what extent do you agree that the following issues are
hindering the correct implementation of the REACH registration process?

Neither Don'’t
Strongl agree Strongl know /
ay Agree g Disagree . gy
agree nor disagree no

disagree opinion

Data gaps with regard
to tonnage allocation @
to uses

Insufficient or
incomplete data on
dispersive consumer
and professional uses

Lack of information on

the specific product

category or article .
category that the

substance is used in

Inconsistent use
information from .
different registrants

Insufficient/vague
information on the
technical function of
the substance

Outdated registration
tonnage data in _
registration dossiers

Outdated use tonnage
data in registration -
dossiers

Unclear conditions of
use and exposure
levels in Chemical
Safety Reports

13



Question 9d. To what extent do you agree that the following issues are
leading to deficiencies in use and exposure data in REACH registration
dossiers?

Neither Don't

Strongly ) Strongly know /
agree Agree agree nor Disagree disaaree o

9 disagree g opinion

Data provided in the
Chemical Safety
Reports are not
conducive to
automated
processing

Lack of updating of
registration dossiers

Use descriptors are
not sufficiently .
specific

Complex supply
chains hinder
upstream
communication

Confidentiality issues
hinder upstream .
communication

Question 9e. To what extent should information on use patterns, volumes
and exposures from structurally similar substances that are expected to have
the same or similar technical function be used to inform regulatory risk
management measures for the whole group or other substances belonging to
the group?

Always

® Yes, but with caution

No, unless fully justified on a case-by-case basis

Never

Don’t know / no opinion

Derived Minimal Effect Level for non-threshold substances
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As part of the REACH chemical safety assessment, registrants derive quantitative Derived No-Effect Levels
(DNELSs) for human health and Predicted No-Effect Concentrations (PNECs) for the environment. These
are used to demonstrate that risks are adequately controlled, by comparing these values to exposure levels.

However, for certain hazard classes (especially germ cell mutagenicity and carcinogenicity), it may not be
possible to define a toxicological threshold. In such cases, the registrant must provide either a qualitative
assessment of the likelihood that effects are avoided or develop and use a Derived Minimal Effect Level
(DMEL) in combination with qualitative demonstration that control measures will minimise exposure and
emissions. Exposure below the DMEL is considered to be tolerable, although there is no EU legislation
setting ‘tolerable’ risk levels for these substances.

The introduction of DMELSs for more non-threshold substances, based on dose-response relationships,
coupled with the application of politically acceptable risk levels, would mean that registrants would be
required to quantitatively demonstrate that risks are adequately controlled instead of the current qualitative
demonstration of minimised exposure and emissions.

Question 9f. To what extent do you agree that the existing approach for the
assessment of non-threshold risks (i.e. use of Derived Minimal Effect Levels
(DMELSs) in certain situations or a qualitative approach) is appropriate and
effective?

Strongly agree

Agree

® Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion

Question 9g. To what extent do you agree that more extensive use of a
quantitative approach to Chemical Safety Assessments for non-threshold
substances should be introduced, including more extensive use of
quantitative dose-response relationships coupled with politically agreed
levels for tolerable or acceptable risks?

Strongly agree

Agree

® Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion
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Question 9h. If such an approach were to be formalised in REACH, what do
you think would be an appropriate benchmark for “politically acceptable
risk”? Values in the table are expressed as excess lifetime risks of
contracting cancer, for workers and the general public (based on an
exposure period of 40 years for workers and 70 years for the general public):

. . . 1in 1000 Other / don’t
1in 1 000 1in 10 000 1in 100 000
000 know
Workers @
General 5
public

Introduction of a Mixture Assessment Factor

Various studies have shown that ‘unintentional’ co-exposure to substances can lead to adverse effects on
people and the environment. Exposures at concentrations that are regarded as safe for individual
substances (i.e., where no effects are expected) can still result in adverse (eco)toxicological effects when
humans or other organisms are exposed to several substances together or subsequently, i.e. when they
are exposed to an ‘unintentional’ mixture. The Commission’s Progress Report on Chemical Mixtures
highlights real-world examples of such exposures and effects.

Under REACH, registrants are required to document the safety of their substances, but they are not
required to take into account the possibility of co-exposure to other substances. Indeed, they are seldom in
a position to do so, as they usually do not have information on how other substances are used.

Assessment factors are already widely used in REACH to account for uncertainties in data, such as when
extrapolating information on effects of chemicals between species and among humans. A mixture
assessment factor (MAF) is a pragmatic approach to manage the unknown unintentional co-exposures, i.e.,
that a registrant does not know about the other substances which would also affect the humans and the
environment that are exposed to his substance. Different MAF values could apply to different exposed
populations (e.g. the general public, the environment, occupational settings) or different types of chemicals.

When applying a MAF, exposure levels that are considered sufficiently safe for single chemicals are
reduced by a certain factor (i.e., by MAF) to safeguard against risk from combined exposure to multiple
chemicals. The maximum risk quotient (PEC/PNEC or exposure/DNEL ratio [1]) demonstrating “safe use”
for the substance is then equal to 1/MAF to account for unintentional co-exposures of substances.

[1] PEC = predicted environmental concentration, PNEC = predicted no-effect concentration; DNEL = derived no-effect level. See the

European Chemicals Agency’s guidance for more information.

Question 10. To what extent do you agree that a mixtures assessment factor
(MAF) is the most suitable approach to reduce the risks associated with the
unintentional exposure to chemical mixtures, in the short- and medium-term?

16


https://ec.europa.eu/environment/pdf/chemicals/2020/10/SWD_mixtures.pdf

Strongly agree

Agree

Neither agree nor disagree
Disagree

Strongly disagree

Don’t know or no opinion

Question 10a. If a Mixture Assessment Factor (MAF) were introduced into
REACH chemical safety assessments (under the REACH registration
process), do you think there should be:

A single MAF addressing both human health and the environment

One MAF for human health and another MAF for the environment

One MAF for the environment, another MAF for exposure of the general public

and a different MAF for human occupational exposure

Different MAFs applied to substances with different types of effects/hazards

Different MAFs applied to substances with different types of uses

Another option (please provide details in your response below)
Don’t know / no opinion

Another option:

See comments in separate Annex

Question 10b. Do you agree that introducing a MAF into the REACH chemical
safety assessment (under the REACH registration process) would lead to:

Don’t know / no

ves No opinion
Environmental benefits .
Health benefits @
Socio-economic benefits @
Economic benefits for industry .

Question 10c. If a MAF were introduced into the REACH chemical safety
assessment (under the REACH registration process), do you think this
should apply:

® To cover all currently registered substances

17



To registered substances that require an update of their registration
Only to new registrations
Don’t know / no opinion

Simplifying communication in the supply chain (options for improving
SDS, including harmonised electronic formats)

The exchange of information on chemical substances and mixtures within supply chains, e.g. between
suppliers and manufacturers, is inefficient. (Extended) safety data sheets provide — in theory — an effective
mechanism for transmitting safety information on hazardous substances and mixtures. However, in
practice, communication up and down the supply chain on uses and necessary risk management measures
lacks accuracy and clarity. This can have a significant negative impact on the control of risks. The
simplification of supply chain communication and the improvement of (extended) safety data sheets could
be achieved via improved tools for communication, including, in particular, harmonised electronic formats.
The introduction of harmonised electronic formats for (extended) safety data sheets could also reduce the
administrative burden for companies.

Question 10d. To what extent do you agree that the introduction of
harmonised electronic tools for the preparation and exchange of (extended)
safety data sheets would improve the supply chain communication on
chemical substances?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know / no opinion

SECTION Il EVALUATION

Changes to the provisions on the evaluation process

Companies must ensure that the information contained in their registration dossiers is correct at the time of
registration and that any changes to this information are reported without delay. The REACH evaluation
provisions give ECHA the responsibility to check whether registrations are in compliance. ECHA and the
Member States evaluate the information submitted by companies to examine the quality of the registration
dossiers and the testing proposals and to clarify if a given substance constitutes a risk to human health or
the environment. However, update of registration dossiers by companies is still a weak point: most dossier
owners do not routinely review their REACH data and most dossier updates only take place after prompting

18



by the authorities.

The REACH review from 2018 identified specific weaknesses and opportunities to further increase the
effectiveness of some of the evaluation provisions. Moreover, in relation to the announced zero tolerance
approach to non-compliance, EU-wide measures are being considered to address persisting non-
compliance established during an evaluation process.

Question 11. To what extent do you agree that dossiers should be fully
compliant with all REACH provisions at the time of submission and that they
should be kept updated?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know or no opinion

Question 12. To what extent do you agree that, when a registrant fails to
bring a registration dossier into compliance, the substance should no longer
be manufactured or placed on the market?
® Strongly agree

Agree

Neither agree nor disagree

Disagree

Strongly disagree

Don’t know or no opinion
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Question 12a. How would you rate the following options for improving the effectiveness of the evaluation
process?

Ver Neither Ver Don’t know /
),/ Effective effective nor Ineffective . y. .
effective ) , ineffective no opinion
ineffective

Changing the waiving regime for information
requirements (e.g. by limiting waivers to those that @
have been established by public authorities)

Empowering ECHA to assess compliance (not just
completeness) during dossier submission

Explicitly limiting the number of decision-making
cycles addressing specific information requirements

Clarifying requirements for the registrants in case
manufacturing is ceased or the registered volume
changed during the evaluation procedure or in any
follow-up re-registration

Limiting commenting on the draft evaluation decision

by the addressee registrant during the decision-

making process to the information contained in the

existing dossier and to the ECHA arguments @
regarding non-compliance. The addressee registrant

should be barred from introducing new information

including new or improved adaptations

Modifying some procedural requirements in the
decision making process to decrease the
administrative overhead and facilitate more efficient
decision-making, e.g. replacing CORAP procedure
with a lighter registry of intentions, limit MSC role
within ECHA decision making under compliance check



Question 12b. Standard information requirements for higher-volume
registrations require typically higher-tier testing. Where that is indeed the
case, to what extent do you agree that registrants should perform the higher-
tier testing by default, rather than only after submitting a testing proposal to
ECHA?

Neither Don’t
Strongly ) Strongly
Agree agree nor Disagree , know / no
agree i disagree .
disagree opinion
Studies that
do not use @
animal tests
Studies that
require e
animal tests

SECTION Il AUTHORISATION AND RESTRICTION

Including the concept of essential use in authorisations and restrictions

The Commission's Chemicals Strategy for Sustainability outlines a number of commitments to tackle
chemical pollution and exposure to better protect humans and the environment, and to step up innovation
of safe and sustainable chemicals and products for the green transition. One of the commitments is to
“define criteria for essential uses to ensure that the most harmful chemicals are only allowed if their use is
necessary for health, safety or is critical for the functioning of society and if there are no alternatives that
are acceptable from the standpoint of environment and health”.

At present, there is no common definition of 'essential use of a chemical substance ’; therefore, defining
criteria will be the first step in achieving this ambition. This will allow the adoption of criteria to be used in
policy, ultimately to prevent the non-essential use of the most harmful chemicals, in turn improving the
protection of human health and the environment. While current requirements under REACH have
successfully resulted in the restriction of many of the most harmful substances, the introduction of an
‘essential use’ concept aims to make the process of phasing out these chemicals simpler, more effective,
more predictable, and faster, for example by improving the restriction and authorisation processes under
REACH.

Question 13. To what extent do you agree that applying an essential use
concept specifically under REACH could increase the protection against the
most harmful chemicals and lead to benefits for the environment and human
health and reduced costs for society and for industry?
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Strongly Neither Strongly Don’t

agree Agree agree nor Disagree disagree know /
disagree no
opinion
Environmental 5
benefits
Health benefits @

Socio-economic
benefits

Economic benefits
for industry

Question 13a. To what extent do you agree that the application of a defined
‘essential use’ concept in REACH, in terms of the restriction of non-essential
uses could make the process of phasing out the most harmful chemicals:

Neither Don’t
Strongly , Strongly
Agree agree nor Disagree , know / no
agree i disagree .
disagree opinion
Simpler o
More 3
effective
More -
predictable
Faster e

Question 13b. To what extent do you agree that the application of a defined
‘essential use’ concept in REACH, in terms of the granting of authorisations /
derogations for essential uses could make the process of phasing out the
most harmful chemicals:

Neither Don’t
Strongly , Strongly
Agree agree nor Disagree , know / no
agree i disagree .
disagree opinion
Simpler o
More 3
effective
More 3
predictable
Faster 2
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Reform of authorisations and restrictions

Under the REACH Regulation, there are two main procedures in place to control or limit the use of harmful
chemicals: authorisations and restrictions. The use of certain harmful chemicals can be authorised in the
EU if the risk from using the substance is adequately controlled or if the socio-economic benefits of the use
outweigh the risk and there are no suitable alternatives (authorisation process). The EU can also impose
restrictions (e.g. ban, specific risk control measures or concentration values) on the manufacturing, placing
on the market and use of chemicals if there is an unacceptable risk to human health or the environment
(restriction process) that need to be addressed at EU level. Although overall, authorisations and restrictions
have been effective, some problems with these procedures have been identified.

The authorisation procedure is considered too heavy and inflexible and the current restriction process is too
slow to sufficiently protect consumers and professional users against risks from the most hazardous
substances. Further details are provided in the inception impact assessment.

The objective of the reform of the authorisation and restriction processes is to reduce the burden on public
authorities and industry and to increase the level of protection for human health and the environment.
Simplifications of the authorisation and restriction processes should free-up resources in national
authorities, ECHA and the Commission to better address emerging risks by putting in place broader
restrictions, while allowing derogations for essential uses.

Based on the initially identified problems, three main options for the revision of authorisation and restriction
processes under REACH have been identified:

® Option 1: Keeping the authorisation process, with clarification and simplifications

® This involves modifying elements to address weaknesses identified during its current
implementation, but without more fundamental change. This option may include the following
elements: strengthening the conformity process for applications for authorisation, clarifying
procedures for introducing changes to granted authorisations; transitional provisions for
refused authorisations; fixed time limits; clarifying Article 66 notifications for ECHA by
downstream users; introduction of “stop the clock” procedures during opinion making and
simplified procedures for substances used in small quantities; integration of the concept of
“essential uses”; and/or other process changes which aim to improve efficiency of Committee
decision making and clarity of definitions and data requirements.

® Option 2: Merging the authorisation and the restriction processes

® |nstead of requiring authorisations for the use of certain substances (Annex XIV listing), the
concerned substances would be restricted by default. There would be three possible ways to
derogate from the default restriction: Derogations would already be included as part of the
restriction as proposed and adopted by authorities (as in the existing restriction system); Joint
derogations requested by companies (a new element, with the burden of proof on industry);
Individual derogations/authorisations requested by companies (similar to existing REACH
authorisation system).

® Option 3: Removing the authorisation title from REACH
® This assumes the weaknesses of the REACH authorisation system outweigh its
achievements, and that restrictions following the current models of Article 68(1) and 68(2) (if
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and as appropriate, with certain modifications) alone can better address the risks of the use of
substances of very high concern.

Under all the three options, the candidate list would be maintained, but used for prioritisation for regulatory
action in general and, for this purpose, may be linked with additional obligations for companies (e.g.
obligation to provide information on uses, alternatives, emissions or exposure).

Question 13c. Please assess how each option is expected to affect the following, on a scale from 1
(strongly negative, i.e. detrimental) to 5 (strongly positive, i.e. beneficial):

Option 1: Keeping the authorisation process, with clarifications and
simplifications

Don’t
1 (strongly 5 3 4 5 (strongly know /
negative) positive) no
opinion

Administrative burden on
companies, e.g., 9
compliance costs

Resources of public
authorities at EU
(Commission, ECHA) and
national level

Human health (e.g.,

impacts on workers and -
consumers)
Environment ?

Competitiveness of EU
companies and level
playing field vis-a-vis non-
EU companies

Innovation and research .

Legal certainty for
companies

Other (please specify)

Other:

See separate comments in Annex
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Option 2: Merge the authorisation and restriction processes by allowing

authorised uses of restricted substances

5 Don’t
1 (strongly know /
, 2 3 4 (strongly
negative) . no
positive) -
opinion
Administrative burden on
companies, e.g., @

compliance costs

Resources of public
authorities at EU
(Commission, ECHA) and
national level

Human health (e.g.,
impacts on workers and 2
consumers)

Environment (e.g. impacts
on biodiversity, water .
quality, waste)

Competitiveness of EU
companies and level
playing field vis-a-vis non-
EU companies

Innovation and research .

Legal certainty for
companies

Other (please specify)

Other:

See separate comments in Annex

Option 3: Remove the authorisation title from REACH

1 (strongl 5 (strongl Don'
.gy 2 3 4 “gy know / no
negative) positive) .
opinion
Administrative burden on
companies, e.g., @

compliance costs

Resources of public
authorities at EU



(Commission, ECHA) and 2
national level

Human health (e.g.,
impacts on workers and @
consumers)

Environment (e.g. impacts
on biodiversity, water .
quality, waste)

Competitiveness of EU
companies and level
playing field vis-a-vis non-
EU companies

Innovation and research o

Legal certainty for
companies

Other (please specify)

Other:

See separate comments in Annex

Question 13d. Can you elaborate on the reasons for your above assessments
of potential reviews of the authorisation and restriction process under
REACH? What are the main costs expected, for example in terms of
additional costs (compliance costs, data collection, Committees’ resources
etc.) as well as the benefits (allowing more and faster regulation of risks,
health and environmental benefits, more legal certainty) for each of the
options?

See separate comments in Annex

Generic risk managerment approach

The Chemicals Strategy for Sustainability announced extending the generic risk management approach to
further hazard classes and uses. This generic approach means that the existing mandate to the
Commission to prohibit substances that may cause cancer (carcinogenic), gene mutations (mutagenic) or
affect the reproductive system (reprotoxic), based on their hazard and on generic exposure considerations
(e.g. used by consumers, used by children), will be extended to additional very harmful chemical
substances and to professional uses (e.g. use by construction, equipment maintenance or cleaning
workers), while allowing limited exemptions for essential uses. This differs from a specific approach to risk
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management requiring proof of an unacceptable risk for each use before introducing a restriction.

This will be done for substances on their own and in mixtures, and for certain articles, very much following
the experience with CMR substances.

The extension of the generic approach to risk management under REACH concerns the following further
hazard classes (in addition to the already covered carcinogenic, mutagenic or toxic for reproduction
substances):

Endocrine disruptors (ED) with effects for human health;

ED with effects on the environment;

Persistent, bioaccumulative and toxic substances (PBT);

Very persistent and very bioaccumulative substances (vPvB);

Substances with specific target organ toxicity, single exposure (STOT SE), differentiated based on
target organ;

® Substances with specific target organ toxicity, repeated exposure (STOT RE), differentiated based
on target organ;

Immunotoxic substances;

Neurotoxic substances;

Respiratory sensitisers.

Question 14. To what extent do you agree that, to ensure that citizens and the

natural environment are more consistently protected, the most harmful
chemical substances should be prohibited in the following products (even if
this may cause the remaining safer products to have lower performance and
/or higher price)?

Neither Don’t
Strongl agree Strongl know /
il Agree g Disagree . gy
agree nor disagree no
disagree opinion
Products used by
consumers, without 2
exception
Products used by
consumers, except if
they are designed to
ensure safety during 2

production,
consumption, disposal
and recycling

Products used by
consumers, except for
uses that are essential
for society
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Products used by
professionals (e.g.
hairdressers, cleaning
staff), without exception

Products used by

professionals (e.g.

hairdressers, cleaning

staff), except if they are

designed to ensure the 2
safety during

production,

consumption, disposal

and recycling

Products used by
professionals (e.g.
hairdressers, cleaning
staff), except for uses
that are essential for
society

Question 14a. Please assess the expected effects of extending the generic
risk management approach to additional critical hazard classes on the
following, on a scale from 1 (strongly negative i.e. detrimental) to 5 (strongly
positive, i.e. beneficial):

Don’t
1 (strongly 5 3 4 5 (strongly know /
negative) positive) no
opinion

Administrative burden on
companies, e.g., compliance 2
costs

Resources of public
authorities at EU
(Commission, ECHA) and
national level

Human health protection (e.
g., impacts on professional
workers and consumers)

Environmental protection

Competitiveness of EU
companies

Innovation and research

Other (please specify)
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Other:

See separate comments in Annex

Question 14b. Can you elaborate on the reasons for your assessment above
of an extension of the Generic risk management approach? What are the
main positive (e.g., human health and environmental protection, faster
regulation of risks) and negative (e.g., additional compliance or
administrative costs) impacts expected? For which substances do you
expect the most notable impacts (positive or negative) of such an approach?

See separate comments in Annex

SECTION IV ENFORCEMENT

Establishing a European Audit Capacity

Enforcement is essential to accomplishing the objectives of the legislation. To ensure the highest protection
of EU citizens and the environment, it is vital that EU chemicals legislation is applied by all operators
(manufacturers, importers, downstream users, etc.) in all Member States and that it is effectively enforced
across all Member States.

Member States are responsible for the enforcement of EU chemical legislation, but — as pointed out in the
Chemical Strategy for Sustainability — enforcement is not equally effective throughout the EU, due to the
different capacities and resources at national level. This affects a level playing field for operators and
consumers. Therefore, stepping up compliance with the legislation and its enforcement is needed.

Among the set of actions for this purpose, the Chemicals Strategy for Sustainability has announced that the
Commission will propose a European Audit Capacity for REACH, with the duty to carry out audits in
Member States, where relevant, to ensure compliance and enforcement of chemical legislation.

The European Audit Capacity will therefore carry out audits [1] of Member States’ control and enforcement
systems and their implementation to verify their effectiveness. This will help to identify potential
weaknesses in the national systems or in their operation, including potential systemic weaknesses, as well
as to the identification of their cause(s) so that corrective action can be taken.

[1] Audit is a control methodology. Article 3(30) of Regulation (EU) 2017/625 defines ‘audit’ as a systematic and independent examination to
determine whether activities and the related results of such activities comply with planned arrangements and whether these arrangements
are applied effectively and are suitable to achieve the objectives. Audits can include, among others, verifications on the basis of documents

and also physical observation of how activities are carried out.
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Question 14c. To what extent could the creation of a new European Audit
Capacity for REACH contribute to more effective enforcement of the REACH
Regulation by Member States?
High contribution
Medium contribution
Low contribution
® Don’t know / no opinion

Question 14d. To what extent do you agree that a European Audit Capacity
should audit Member States’ control systems and their implementation
against common EU standards (the alternative being to audit against
individual Member State standards)?

Strongly agree

® Agree

Neither agree not disagree

Disagree

Strongly disagree

Don’t know / no opinion

Question 14e. To what extent do you agree that a European Audit Capacity
should also carry out audits on EU chemicals legislation other than REACH,
such as the Regulation on Persistent Organic Pollutants (POPs), the
Regulation concerning the Export and Import of Hazardous Chemicals (PIC),
or the Regulation on Classification, Packaging and Labelling (CLP)?
¢ Strongly agree

Agree

Neither agree not disagree

Disagree

Strongly disagree

Don’t know / no opinion

Enhance the Enforcement of national controls, including stricter border
conltrols

The control and enforcement of REACH is not equally effective in all Member States. Considerable
differences exist between Member States depending on available resources and different policies leading
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to inconsistent effectiveness of controls. The increasing import of products from countries outside the EU,
including by consumers’ direct purchases through online portals, allows for import of goods that are not
subject to the necessary controls to ensure compliance with EU law. These differences represent a risk for
consumers and the environment, and they negatively affect the competitiveness of compliant European
industry.

Seven issues were identified as the main ones causing sub-optimal REACH enforcement upon import. The
following questions suggest solutions to each of these issues to improve the enforcement of REACH at the
border.

Question 14f. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following
issue:

The importer or its representative (e.q., transporters, customs agents, etc.) should
have better knowleage regarding REACH requirements. Limited knowleqge could
aisconnect customs requirements at the moment of importation from REACH
requirements that should be imposed when goods are imported

Don't
1 (Least 5 3 4 5 (Most know /
effective) effective) no
opinion
Better share the existing 5
information on REACH online
Launch REACH newsletters at o
European level
Organise REACH training
sessions for the importer or its e

representative

Inspect chemical analysis
certificates as part of the -
documentary check

Make the inclusion of the SDS
in the data file mandatory upon e
importation

Question 14g. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following
issue:

The importer or its representative (e.q., .fransporters, customs agents, erc.) should
have sufficient information about the goods, e.q.,. REACH- relevant chemicals.
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Lack of that information on the import declaration may negatively impact the ability

of customs fo perform controls as efficiently as possible

1 (Least
effective)

Embedding REACH in the
Authorised Economic Operator
solution

Create standard information to
be voluntarily filled in by the
manufacturer in order for the
importer to demonstrate
compliance upon importation

Create an inter-institutional
platform at national level where
all relevant administrations
have regular meetings

Create mandatory standard
information to be filled in by the
manufacturer in order for the
importer to demonstrate
compliance upon import

Don't
5 (Most know /
effective) no
opinion

Question 14h. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following

issue:

No specific data elements on customs declaration indicating proaucts being subject
fo REACH requirements. For example, there is no requirement to include REACH
Registration / Authorisation numbers in the customs declaration. The only
exceptions are Code CO/3, that has fo be indicated in Box 44 of the customs
aeclaration Iif goods are subject to REACH authorisation, as well as Codes Y7105,

Y709 or Y7715 in case an exemption appolies

1 (Least
effective)

Further develop the European
Customs Inventory of Chemical
Substances (ECICS) database
to show link between CUS
number and REACH
requirements

Don't
5 (Most know /
effective) no
opinion
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Additional national codes to be
implemented in Box 44 of the
Single Administrative
Document (SAD) (and on the
future data submission format
for import declarations)

Mandatory inclusion of the
Customs Union and Statistics .
(CUS) number(s) on the SAD

Commission to implement

additional codes for Box 44 of

the SAD (and on the future <
data submission format for

import declarations)

Question 14i. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following
issue:

Currently, the integrated 7ariff of the European Union (TARIC) shows some
indicators for REACH requirements (Annex X/1V). This integration only concermnms
pure substances and not articles and mixtures. The restrictions under Annex XVI/
are In the process of being integrated into the TAR/IC database. However, it is
challenging to link specific TARIC codes fo REACH requirements for substances,
mixtures and articles, e.g., a mixture has one TAR/IC code but consists of multjple
substances, articles have one TARIC code where the (unreported) substances of
very high concern (SVHC) content is relevant for REACH

Don't
1 (Least 5 (Most know /
) 2 3 4 i
effective) effective) no
opinion

Additional national codes for
box 33 of the SAD for articles
posing a high risk of
containing restricted
substances (see above
suggested solution)

Linking CUS numbers to
registration requirements

EU-wide TARIC list of high-
risk products
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Question 14j. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following
issue:

REACH-related parameters are currently not included in the customs risk
assessment to such an extent that they could be considered as sufficient, e.g., no
standard risk scoring for REACH for the selection at EU level and even at national
leve/

Don't
1 (Least 5 3 4 5 (Most know /
effective) effective) no
opinion

Giving customs authorities
access to REACH-IT data @
through a specific interface

NEAs to decide on and
implement in the short term a
minimum of three REACH-
related risk profiles

Creation of an interface
between the Information and
Communication System for
Market Surveillance (ICSMS)
and national customs systems
to provide access to additional
data to customs on high-risk 2
goods (e.g. substances of very
high concern (SVHC) and
articles containing SVHC)
encountered in free circulation,
allowing for further targeted
controls

Customs authorities to do more
first-line checks with manual
scanning equipment; NEAs to
train customs authorities

Question 14k. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following
issue:

No uniform risk assessment aoproach throughout the Member States. Risk
elements fo be considered not harmonised at EU leve/

Don't
know /



1 (Least 2 3 4 5 (Most no
effective) effective) opinion

Setting up a specific project

group for REACH issues, in

which there will be best @
practice sharing, training, and

risk profile development

Creation of harmonised
REACH-related risk profiles

Creation of harmonised
operations on certain articles

Question 14l. Please rate the effectiveness of each of the suggested
solutions (from 1 as least effective to 5 as most effective) to the following
issue:

Problems with checking online purchases (internet trade) and small parcels. These
gooa’s often benefit from simplification and reduced aata requirements (low value
shipments)

Don't
1 (Least 5 3 4 5 (Most know /
effective) effective) no
opinion

Promoting the use of portable
measuring devices by NEAs 2
and customs authorities

Using Import Control System 2
(ICS2) platform and leverage
Entry Summary Declaration
(ENS) or H7 data to increase
REACH compliance for small
parcels

Establish a list of relevant
portable measuring devices
that can be used to detect
REACH relevant chemicals

Create a REACH ‘certified’
label for e-commerce vendors

Launch information campaigns
targeted for consumers

FINAL (ADDITIONAL) FEEDBACK
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In case you would like to share anything else in addition to the previous
questions related to the targeted revision of the REACH regulation, please
provide details here (optional)

See separate comments in Annex

Extra space for additional comments (if met the 5,000 character limit of the above
field):

See separate comments in Annex

In case you would like to share a document in view of the targeted revision of
the REACH regulation, please upload it below (optional)

Please note the maximum file size is 1 MB, however, multiple files may be
uploaded.

263b9b18-2001-45b2-80c2-4131083e922e/Consultation_ REACH_NLCA_comments_20220414.pdf
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