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1 Introduction

CHEM Trust welcomes this opportunity to contribute to Commission discussions on EU chemicals
policy. The REACH system was originally proposed in a Commission White Paper in February
2001}, and came in to force — after a very long and complex debate — on 15t June 2007. REACH is
now around 20 years old, and whilst it has made progress in addressing chemicals management,
there are many gaps and problems remaining, as has been emphasised in reviews and assessments
over the years.

Chemicals are at the root of industry, and there are tens of thousands of chemicals in millions of
uses. It is a massive challenge to understand properties of these chemicals , but EU REACH has
more information on chemicals safety and use than any other regulatory system in the world.

The EU sets the global agenda on chemicals management, leading the world in classification of
chemicals, in identifying substances of very high concern and in developing and implementing risk
management measures. These classifications and controls are then copied around the world by
regulators and companies, including states, companies, scientists and civil society organisations in
the USA.

This means that the EU has a global responsibility on safe chemicals management, not just a
regional one — the results of this regulation are helping to solve the global challenge of safe
chemicals management.

Economic evidence would suggest that the European chemicals industry has benefited from the
REACH Regulation, as since its introduction, chemical sales in the EU grew steadily from €471
billion in 2008 to €760 billion in 2022. That’s 61%, or a healthy average annual growth rate of
3.5%. In addition, the industry’s share prices have outperformed other European industrial
sectors.2

t https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2001:0088:FIN:en:PDF
2 htips://chemsec.org/the-pfas-lobby-is-repeating-history-will-brussels-fall-for-it/
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REACH has achieved a lot, but as CHEM Trust pointed out 10 years after entry into forces, REACH
is important and world-leading, but has flaws. Small modifications have been made to REACH
implementation and annexes during this time, but the main legal text remains essentially
unchanged. This needs to change.

When analysing chemicals regulation and its impacts it is important to start with the basic reality
that companies exist to make profits, while regulations and taxes (& sometimes subsidies) set the
limits of what companies are able to do & how profitable this will be.

Well-established chemicals are usually cheaper than new ones, for obvious economic reasons, and
downstream users are familiar with the properties of established chemicals. The presence of a clear
commitment to phase out a harmful existing chemical gives a simple message enabling a clear
market response and investment in alternatives. Confused messages as to whether an existing
harmful chemical is being phased out harms — and sometimes destroys — investment in safer
alternatives. It is regulation that creates innovation in safer chemicals.

As CHEM Trust and EEB pointed out in our “Waiting for REACH” report in March 2023,4 the
delay in fixing the deficiencies in REACH is leading to increased exposure of people and the
environment to the most harmful chemicals. At the same time, those companies that are doing the
right thing are penalised, while those that pollute or free-ride are profiting from this delay.

The most shocking current example of profiting from pollution is the PFAS crisis. This also exposes
an EU policy failure, where REACH failed to prevent this pollution from happening. The pollution
is now there, and continues to increase, causing damage to the EU, its people and its businesses,
reducing societal resilience (e.g. clean water), diverting investments from innovation to clean-up,
therefore damaging Europe’s competitiveness. There’s no sign that the companies that have made
money from PFAS stepping forward to clean up the contamination of freshwater, seas, soils, people
and nature in Europe & around the world.

During the last few years, during the long debate on REACH revision following on from the
publication of the Chemicals Strategy for Sustainability in 2020, CHEM Trust has laid out our
priorities for this revision of REACH, for example in a blog one year after its publication.5 We hope
and expect that the current Commission will deliver this badly-needed revision, increasing the
effectiveness of REACH through simplification for both companies and regulators, and making the
entire system faster, more efficient and more protective.

2 Responses to questions

2.1 In which REACH processes can administrative burdens be
effectively reduced, particularly for SMEs, without harming the
protection level, and how?

2.1.1 Faster action on groups of chemicals

The lack of hazard information and a slow process of regulation of individual substances has led to
regrettable substitutions, burdening downstream users in all sectors. Enhancing grouping and
better hazard data will prevent such wrong decision making in the long-term, helping to ensure
sustainable and competitive products.

3 “A move to safer chemicals? Ten years of the EU’s REACH chemicals regulation”, 29t June 2017,
https://chemtrust.org/reach-10-years-on/

4 ““Waiting for REACH: The negative impacts of delaying reform of EU chemical laws”, 15
March 2023, https://chemtrust.org/waiting for reach/

5 The EU Chemicals Strategy for Sustainability - one Year On, 7t October 2022,
https://chemtrust.org/css-one-year-on/
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REACH currently takes a very long time to restrict chemicals®, and tends to restrict chemicals one
or two at a time rather than tackling groups of related chemicals at the same time. This means that
downstream users can end up constantly having to reformulate their products from one chemical
to another in a group. It would be much more efficient for them to innovate towards chemicals that
were safe and sustainable by design, or at least are not in a group which is going to be controlled.
This requires a regulatory system that is focused on action on groups of chemicals, not one at a
time.

CHEM Trust’s “Toxic Soup” report?, published in 2018, looked in detais at the bisphenols as a case
study of where a group approach would be much more efficient than a slow, decades-long process
of individual restrictions.

Grouping also reduces the amount of testing. If for example all PFAS would need to tested on
whether they are highly persistent, thousands of extra tests would be necessary, causing additional
costs and administrative burden for industry.

2.1.2 Moving towards full digitisation

REACH has been heavily digitised since it started in 2007, however there is now a need and an
opportunity to finish the job, releasing new efficiencies and higher protection. This will improve
ECHA and the Member State's ability to quickly and comprehensively use substance information to
prioritise and implement targeted risk management measures. Industry will benefit from
significantly reduced efforts to compile, update, communicate and process information in safety
data sheets.

Despite being first drafted over 20 years ago, EU chemicals regulation REACH was designed to
have a very strong digital element. The Commission White paper “Strategy for a future Chemicals
Policy” published in February 20018 talked of the role of the future central entity (which became
ECHA) including to “establish and maintain a comprehensive central database on all registered
chemicals, perform spot-checks and computerised screening” (p25). Work on REACH’s IT system
built on what had already been achieved in the EU-led OECD standard IUCLID system; the first
version of the IUCLID database was launched in 1993.9

The fact that REACH is broadly digital has made a huge difference to its efficiency, including
increasing its dynamism and reducing the burden on industry. However, there are important areas
of REACH which are not yet fully digitised, making it more challenging to undertake the legally-
required updates of data, and also making it harder for ECHA and other regulators to use the
information that is submitted.

Digitisation in registration

The main information in a registration dossier is already collected electronically, however there are
some crucial elements that are still able to be in an unstructured, hard to analyse format like pdf, in
particular the Chemical Safety Report.

The Chemical Safety Report describes safe use for any substances with hazardous properties.
ECHA implemented a free tool in 2010 for producing this report, Chesar, but a significant number
of CSRs remain as pdfs, as the use of Chesar is not obligatory.

6 EEB (2022), The Need For Speed — Why it takes the EU a decade to control harmful chemicals
and how to secure more rapid protections
https://eeb.org/wp-content/uploads/2022/07/Need-for-speed Online Final.pdf

7 Companies putting public health at risk by replacing one harmful chemical with similar,
potentially toxic, alternatives, 27" March 2018, https://chemtrust.org/toxicsoup/

8 https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2001:0088:FIN:en:PDF
9 https://en.wikipedia.org/wiki/ITUCLID
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A pdf CSR cannot easily be processed by computer systems, so the data must be extracted from
individual reports rather than accessed in a bulk form and processed. Registrants are legally
obliged to update the CSR when relevant new information is available, i.e. new hazards become
known, new uses need to be added or conditions of existing ones be changed. Updating an existing
CSR is much easier using Chesar than re-writing a pdf — which may be over 10 years old.

Digitisation of safety data sheets and supply chain information

Safety data sheets are the key tool for communicating information on hazardous chemicals though
the supply chain.

There was an EU-wide process to standardise information in the safety data sheet and exposure
scenarios, as well as developing xml formats for their communication, but unfortunately this didn’t
reach a conclusion for various reasons.

There is a huge opportunity for the revision of REACH to kick-start this digitalisation process, with
huge benefits to both industry and regulators. The current system reduces protection, creates
inefficiencies and makes the system less responsive to new information.

Digitisation is of particular benefit to industry, as communication can be automated, systems be
installed to highlight what information is new and/or what requirements are related to a chemical
and the distribution of information form the safety data sheet inside the companies is facilitated as
well, e.g. for use in workplace risk assessments.

Digitisation to improve collation of uses of chemicals

Digitisation of the SDS system, along with improvements to REACH use reporting systems, provide
an opportunity to help solve one of the biggest challenges of risk management in REACH, which is
understanding — as soon as possible in a process — how chemicals are actually being used.

More digitisation will enable easier and clearer communication of uses to ECHA making it much
easier to establish which risk management routes are best, see 2.2.4 below.

2.2 How can we balance streamlining authorisation and the restriction
processes with maintaining robust health and environmental
protection?

2.2.1 Setting an overarching target to phase out the most harmful substances from
consumer products by 2030

The Authorization process was clearly designed to eventually phase out the use of SVHCs and have
them replaced with safer alternatives. However, no timeline is defined under REACH. The
Restriction process lacks such clear objective. A common objective for both processes would
enhance an understanding that both serve the same purpose and the selection of a specific measure
should serve this outcome to the greatest extent possible.

A target that products for consumer use should be toxic free by 2030 will give the European
Commission a clear mandate on the powers granted by REACH. It will have an acceleration effect,
as certain deliverables will need to happen by certain dates. Accountability will also be improved —
everyone will be able to quantify and better visualise what REACH delivers. Target years increase
predictability to market actors and investors, giving them clear signals to phase out harmful
chemicals and innovate for safer alternatives.

The 2030 aligns with many other EU laws, plans and international objectives and gives enough
time for the Commission to establish a roadmap and for market actors to modify production
chains. This is particularly the case given that there is nothing new about having a regulatory focus
on the most harmful chemicals — as Recital 12 of REACH stated when published in the Official
Journal in December 2006:
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“An important objective of the new system to be established by this Regulation is to
encourage and in certain cases to ensure that substances of high concern are eventually
replaced by less dangerous substances or technologies where suitable economically and
technically viable alternatives are available.”

Such a target will:
*  Provide the Commission with a clear mandate for its own powers granted by REACH,;

*  Guarantee predictability for businesses and supporting them to become global frontrunners
on safe and sustainable products

*  Enhance the protection of human health, the environment and wildlife;
e Give clear signals to EU citizens and thus improve their trust in EU policies;

* Enable a clean circular economy.°
The Commission should report yearly on the progress towards this target, to both EP and Council.

It is important to note that banning toxic substance from consumer products can only be a first
step. It is essential to continue working for a non-toxic environment by phasing-out the use of the
most harmful chemicals also in non-consumer uses, including as processing aids, and replacing
them by safer alternatives to achieve zero emissions

2.2.2 Implementing the essential use approach.

CHEM Trust supports the use of an essential use approach to simplify decisions on authorisation
and restrictions including in the extension of the generic approach to risk management (see

below).

As ChemSec states!!, this should include an assessment of whether the use itself is essential,
whether the harmful chemical being discussed is needed to fulfil this critical function, and then
there must also be a consideration of the availability of safer alternatives.

CHEM Trust’s response!2 to a Commission consultation in 2022 makes clear that ‘essential’ should
be very narrowly defined:

“The essential use criteria must only recognise a narrow range of uses as essential: this
involves on hand stringent definitions around necessity and criticality, and on the other
hand broad definitions around alternatives.

In addition, echoing the Montreal Protocol, the default position should be: The use of the
most harmful chemicals is a priori not acceptable.”

The essential use concept is also a useful framework to guide industry regarding the use of the most
harmful chemicals. It gives clear signals that a potential use of such chemicals must be carefully
assessed before a decision is taken regarding a given application. This approach means that
industry can avoid cases where they use the most harmful chemicals, and then are faced with the
costly and burdensome situation of having to reformulate.

2.2.3 Extending the generic approach to risk management, where the most harmful
chemicals are phased out in groups of uses

REACH already has a process to accelerate the introduction of controls on chemicals with certain
hazardous properties in groups of products. This ‘generic approach to risk management’

10 https://chemtrust.org/wp-content/uploads/REACH-needs-a-target-toxic-free-products-by-

2030.pdf
1 https://chemsec.org/reports/8-key-points-for-the-essential-use-concept/

12 https://chemtrust.org/wp-content/uploads/Essential-Use-survey CTresponse May2022.pdf
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(abbreviated to GRA or GARM), currently operate for carcinogens, mutagens and reproductive
toxins (CMRs) in consumer products.

CHEM Trust strongly supports the extension of this approach, as proposed in the Chemicals
Strategy for Sustainability, to also cover endocrine disrupting chemicals and substances which
accumulate in humans and also those in the environment (i.e. PMT & vPvM). This should include
those that are classified as Category 2, as this categorisation is not a measure of harm, just the level
of evidence available.

We submitted detailed comments on the implementation of GRA to a CARACAL consultation in
202213, and also comments on the GRA impact assessment in the same year.4

In addition, this generic approach should be extended from consumer products to ‘professional
uses. Most products for professional use are easily accessible to general consumers, and workers in
non-industrial sectors such as builders, decorators and hairdresser do not have the training, safety
measures and equipment that are available in an industrial facility. In addition, workers legislation
is frequently not implemented, in particular in SMEs. Therefore, the best way to protect workers is
to avoid the use of the most hazardous chemicals.

In order to ensure that this GRA approach is used by the Commission, and to set an overall policy
direction, we also propose that the REACH revision sets a target to phase out the most harmful
chemicals from consumer products by 2030, see 2.2.1 above.

It is important to note that banning toxic substance from consumer products can only be a first
step. It is essential to continue working for a non-toxic environment by phasing-out the use of the
most harmful chemicals also in non-consumer uses, including as processing aids, and replacing
them by safer alternatives to achieve zero emissions

2.2.4 Better collection of use information
Use of a digitised and updated Safety Data Sheet system

One of the main issues that delays and complicates authorisation and restriction processes is the
lack of good data on the use of the chemicals concerned. To make REACH more effective it is
essential that better information is available as a risk management option is being prepared and
one effective way of doing this could be to take advantage of the already-existing legal obligations
around the creation and use of safety data sheets to inform downstream users of the needs to
gather information in combination with the obligations to notify use information in relation to the
existing system to notify a downstream users CSR.

Information on the use of substances is crucial for prioritizing the need for risk management,
selecting the appropriate risk management process (restriction, authorization, but also measure
under other legislation) and potentially designing the actual measure. Currently authorities gather
use information from the registration dossiers as well as from literature and additional research.

There are several reasons why there is a lack of (sufficiently granular) information on uses. First of
all, the information flow up the supply chain does not work due to confidentiality concerns, lack of
incentives for downstream users to inform registrants as well as the mere burden of
communication; hence registrants are not fully aware of the uses of their substances. Information
collection by the authorities via literature and surveys not only fail due to confidentiality and
mistrust, but are also cumbersome and slow. Furthermore, many downstream users are not aware
of processes under REACH for substances they use (as part of mixtures).

Therefore, we propose using the safety data sheet to improve information on the
regulatory status of a substance to downstream users.

13 https://chemtrust.org/wp-content/uploads/CT-comments-on-GRA-CARACAL-Apr22.pdf
14 https://chemtrust.org/wp-content/uploads/CT-comments-on-GRA-IA-Jul22.pdf
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The safety data sheet is a well-established communication tool and is generally required for all
classified substances and mixtures. Downstream users are obliged to consider it to ensure safe use
(under REACH) or as an information source under Occupational Health and Safety information.
Safety data sheets must be provided upon first supply and if there are any relevant new
information. The use of the SDS for improving use information could include updating Art. 31:

e Making an electronic format obligatory, thus reducing burdens of updating (supplier) and
processing (user) the information

e Obligation to provide an updated version of the safety data sheet if a substance has been
included in the candidate list or the registry of intention (Art. 31.9. (d)) with a clear
indication of that process and informing that use information should be provided to the
ECHA for that substance (in a mixture)

e Obligation to provide an updated version of the safety data sheet if an Assessment of
Regulatory Needs performed by the ECHA concluded on a regulatory need, based on their
grouping approach. This information should also be taken into consideration in the
classification and labelling as “available information”

Acknowledging the low intensity and effectiveness of upstream communication, we suggest a direct
information requirement from the downstream users of substances (in mixtures) that are either
included in the candidate list or the registry of intention to report their own use of the substance
(in the mixture). This would involve setting up a notification system, e.g. by extending the
notification of downstream user CSRs(Art. 38) to such use notification and implementing an:

e  Obligation for downstream users to notify their use to the ECHA for substances included in
the candidate list or the registry of intentions

*  Obligation for formulators to inform their customers of these requirements via the safety
data sheet (cf. above).

Substances and mixtures, which are not (yet) classified do not require provision of a safety data
sheet (with some exceptions specified in Art. 31). However, Art. 32 specifies that suppliers shall
provide information on information that is relevant for risk management as well as on any
applicable restriction or authorisation.

Art. 32 could be amended similarly to Art. 31, i.e. obliging the suppliers to also provide information
if a substance (including as part of a group) is included in the candidate list or the registry of
intention as well as if ECHA identifies a regulatory need.

The downstream user requirements under Art. 38 should then oblige also the recipients of
substances (in mixtures) that are not classified but for which they have received information on a
regulatory intention, to provide use information to the ECHA.

More flexibility for ECHA to gather information on uses

ECHA should have the ability to fund and commission wider studies on use of a chemical or groups
of chemicals, so that they are not solely dependent on information from industry when the
information that they are receiving is not sufficient.

2.2.5 Making the restrictions process faster and more effective
The following changes would ensure restrictions are more efficient and effective:

e Fix the processes involved in implementing the generic approach to risk management
(GRA). This approach was designed in REACH to be the lightest risk management
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procedure, but paradoxically it has only been used twice over 18 years.'s The Commission
should have an obligation to launch GRA procedures and Member States should be able to
also initiate them. Setting a 2030 target for toxic-free products would complement this and
ensure regulatory action is taken at the right speed.

e Prevent delays in the Commission addressing a completed report from ECHA by creating
deadlines for the Commission to publish their regulatory proposal and decide on it.

e Once the updated SDS process to establish uses is established (see 2.2.4 above), there
should be limits on the ability of companies to submit late data on the use of a chemical.
Companies have a legal obligation to be aware of updates in an SDS, and if this publicises
the collection of use data for a regulatory process then companies should be clearly obliged
to supply use data at this point.

e Derogations in restrictions should always be time-limited, linked to conditions to minimise
emissions and a reporting obligation on substitution efforts of companies benefiting from
the derogation.

e The Commission should annually report on their activities, including whether they are
meeting the deadlines above, to the Parliament and Council.

2.2.6 Improve collection of information on alternatives
Information on alternatives is essential to identify an appropriate risk management approach.

To improve the information basis on alternatives for the most harmful substances in their uses, a
notification online tool should be set up that facilitates information provision by alternative
providers to the ECHA. This should be a permanent tool, not limited to public consultations
conducted by ECHA.

The information could also be protected in line with business confidentiality, should the
Commission identify such a need. For example, the existence of an alternative could be disclosed
on ECHA’s website, but not the name of the company.

The same online tool could be opened to scientists and researchers, to submit information and
assessments on alternatives. Academic studies are examining alternatives to PFAS, for example.1¢

For more complicated cases, the Commission should become more pro-active in commissioning
studies to gather evidence on alternatives, similar to the ongoing studies commissioned on PFAS
and batteries, respectively chrome VI plating.

2.2.7 Making the authorisation process more efficient and effective

The Authorisation process has proven to be effective, as for some substances no authorisation
applications were submitted, and substitution has been reported for other substances.

Authorisation is designed to ensure that the burden of proof on the use of a chemical is placed on
the industry, as their applications for authorisation have to show either that a “use is adequately
controlled” of societal benefits outweigh the risks.

However, there have been problems in cases where there have been a large number of applications
for authorisation for a substance. To avoid this in the future, it is important that the process of
selecting authorisation or restrictions as a risk management process is improved, in particular by
obtaining information on uses and alternatives early, as covered elsewhere in this response.

15 Restriction of PAH in articles (2013)
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2013:328:0069:0071:en:PDF
Restriction of CMRs in clothing, textiles and footwear (2018)
https://eur-lex.europa.eu/eli/reg/2018/1513/0j/eng

16 https://pubs.acs.org/doi/10.1021/acs.est.4c09088
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Other changes that would make authorisation more efficient and effective include:

e application of the essential use concept, including no authorisation if alternatives are
available

e an obligation for ECHA to reject incomplete authorisation applications

e implementing an enforcement and a monitoring system to ensure the implementation
conditions of an authorisation are really in place and achieving their objectives.

2.2.8 Text modifications to promote the use of grouping

Regulating substance groups rather than individual substances should be considered the default
under restriction and authorisation / candidate listing. The possibilities to group substances for
hazard identification and risk management should be anchored in under REACH, e.g. by

* including a recital specifying the option of grouping as a valid approach for risk
management,

*  explicitly opening restriction for groups of substances by including “groups of substances”
in the legal text

e supporting the use of grouping by including an opening clause that specifies that the
“demonstration of lack of adequate control” can be shown for groups of substances for
which there is evidence of correlation between structure and the effect of concern, including
persistence

* including “substance groups” in all relevant provisions of the authorisation title, including
candidate listing and inclusion into Annex XIV as well as introducing and opening clause
specifying that groups of substances can be addressed based on evidence of a correlation
between chemical structure and effect of concern, including persistence

2.3 From your perspective, what steps can we take to ensure the
revised REACH is future-proof for the next 20 years?

2.3.1 Acknowledging the reality of exposure to mixtures

In the real world we are all exposed to mixtures of chemicals, and there is now extensive scientific
evidence to show that these mixtures do have effects, as examined in detail in our 2022 report
“Chemical cocktails — the neglected threat of toxic mixtures and how to fix it”.7

This report shows that decades of research have demonstrated that combined exposure to several
chemicals can result in mixture effects. Crucially, adverse impacts from mixture effects can be
triggered even when each chemical is present at low concentrations, below a level considered safe
in single substance assessment. Research, including the EU-funded HBM4EU projects'8, have
identified widespread contamination of humans and wildlife with a whole range of contaminants
where health impacts cannot be excluded, in particular when considering combined effects from
multiple chemicals.9

In order for REACH to start to reflect this reality, and to future-proof it against the rapid
developments that are happening in the science of such impacts, REACH needs to be amended to

17 https://chemtrust.org/chemicalcocktails/

8 Human biomonitoring results reveal widespread exposure of general public to harmful
chemicals, 20t May 2022, https://chemtrust.org/hbm4eu conference/

19 New publication highlights mixture effects in blood from pregnant women, October 18, 2024,
https://chemtrust.org/new-publication-highlights-mixture-effects-in-blood-from-pregnant-
women
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include the consideration of mixture effects at the registration stage, i.e. as part of the company s
safety assessments. Applying a simple mixture assessment/allocation factor avoids the
development of specific mixture assessments which are even more burdensome. See more details
in our response to the targeted consultation on the introduction of a MAF.2°

2.3.2 Continuing to research the impacts of chemicals on other important
biological systems, and adapting chemicals regulations to ensure that they
are able to respond to this research.

It is vital that the EU continues to research the impacts of chemicals on important biological
systems such as the immune system and neurodevelopment (see our ‘No Brainer’ report2! from
2017).

REACH and other aspects of EU chemicals policy must then be flexible enough to ensure
protection from such impacts.

2.3.3 Setting a clear overall direction

Future-proofing should mean that REACH manages to effectively prevent pollution by the most
harmful chemicals. Therefore, it must take following steps

e Toxic free products by 2030 (identify and ban all the most harmful chemicals from
consumer products).

*  Phase out the use of the most harmful chemicals and replace them by safer alternatives to
achieve zero emissions

2.4 How can information gaps be addressed in the revision of REACH
to enhance risk management while supporting industry’s
competitiveness?

2.4.1 Updating information requirements

As described in our CHEM Trust blog “Chemical safety testing as part of a stronger REACH,
protecting health & environment, promoting alternative methods””?? increasing the information
available in chemical safety assessments are a crucial part of a stronger REACH, in order to
properly protect health and the environment. This will also help promote alternative methods and
help companies to find safer alternatives and avoid costly “regrettable substitution”.

In this process the use and effectiveness of read-across and grouping should be strengthened,
which will ensure that the best use is made of available data. We would also like to emphasize the
points from our joint NGO letter2s (sent in 2023) to the European Commission calling for a more
precautionary approach to regulation that enables faster and more effective identification of very
harmful chemicals while reducing animal testing.

It should be kept in mind that the European population is still exposed daily to thousands of
chemicals, many of them with unknown properties. Therefore, there is a need for closing data gaps
or moving to exposure reductions earlier. Overall, updating the information requirements have to
ensure sufficient data for classification & labelling using the criteria of the hazard classes under
CLP.

20 https://chemtrust.org/wp-content/uploads/Read-it-here-1.pdf
21 https://chemtrust.org/brain/
22 https://chemtrust.org/stronger-reach-alternative-methods/

23 https://chemtrust.org/wp-content/uploads/20230227-NGO-letter-to-Timmermans-and-
relavant-Commissioners.pdf
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The quick identification of the most harmful substances is an essential to support the authorities in
prioritising their risk management. Knowledge of the most harmful substances also prevents
regrettable substitution, as all companies know what chemicals not to use as alternatives.

The currently information requirements in the lower tonnage bands are not sufficient to classify
substances for SVHC properties. Tests for low volume chemicals do not allow to classify for CMR
nor persistence or bioaccumulation. As complete knowledge is the basis for any risk management
by authorities and the industry, improving the knowledge base is essential and further information
requirements need to be included in the REACH annexes. This should, when possible without
lowering the protection level, include the use of NAMs and more extensively applying grouping,
assuming hazardous properties exist if no data is available, until the opposite is proven.

We underline and support the importance of the two most important goals, to
* increase information on low tonnages substances
e increase information on harmful properties, including on endocrine disruption

CHEM Trust intends to continue following the upcoming CARACAL subgroup discussions to
support this debate.

2.4.2 Polymers

The discussions in the negotiations on the global Plastics Treaty, the problems of recycled plastics
with increased contaminant levels as well as the PFAS crisis have shown that the regulators
understanding of the problems of polymers is insufficient

There is ample evidence that polymers can cause significant damage. Paradigms of the past, such
as that the molecular size of polymers prevents their uptake and thus possibilities to cause harm
have proven to be wrong, new hazards from polymers are evident, such as pollution with
microplastics, and it is long overdue that the information on polymers is significantly improved.

A general requirement to notify polymers should be included under REACH, obliging
manufacturers and importers of polymers to provide information on their identity and
composition, and at least basic hazard information on hazards and uses. These notifications should
then be used by ECHA to group and prioritise requests for further information.

2.4.3 Targeted approach to close information gaps beyond grouping and read
across

The identification of hazards is frequently delayed as data from industry is provided very slowly
and sometimes court cases further delay data generation as ECHA’s information requests are
challenged, e.g. in the case of DBDPE?4. In addition, REACH only has processes to request further
hazard information in the substance and dossier evaluation processes.

As group approaches become more common, in particular ECHA’s important Assessment of
Regulatory Needs work, it becomes clearer that there are specific scientific questions that could be
answered by further research on groups of chemicals, for example the use of newer ‘omics’
approaches to understand properties across a group of sub-group. It is unlikely that existing
registrants of individual chemicals in such a group would be prepared to do such research
themselves, so there needs to be a process for ECHA and potentially other regulators to
commission such research

In such a system if information gaps hinder the authorities to decide on a hazardous property of a
substance, they are empowered to conduct/commission testing that would most effectively close
that information gap. There should also be an investigation of whether some or all of the costs of

24The polluting chemical in our sofas — and polar bears — that shows that REACH controls are
failing, May 28, 2021, https://chemtrust.org/sofas-polluting-polar-bears/
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search testing could be obtained from registrants, which would retain the principle of industry
responsibility.

2.5 What measures do you think would help ensure a level playing field
between EU manufacturers and imported products as well as
consistent implementation across the EU?

See also the proposals for consistent enforcement in 2.6.1 below.
2.5.1 Use of restrictions and generic approach

Restrictions, including those done through the GRA approach, apply to both products produced in
the EU and imports, so will create a level playing field — assuming enforcement is effective..

2.5.2 Use of trade mechanisms

There should be stronger action via trade mechanisms in cases where there is a big problem of
non-compliance by non-EU economic actors. This would be similar to the Commission’s
investigations happening now with Temu & illegal products and Chinese electrical vehicles & illegal
subsidies.

2.6 How can we improve enforcement of REACH? Are there specific
tools or approaches you believe would improve collaboration
between Member States and ECHA on enforcement?

2.6.1 Actions from the High Level Round Table

On 25 November 2021, the High-Level Roundtable on the implementation of the Chemicals
Strategy for Sustainability, which CHEM Trust participated in, adopted a joint report on
compliance and enforcement of chemicals legislation,?5 and this report should be used as a source
of ideas on enforcement.

Particular attention should be given to:
*  Naming and shaming non-compliant companies, products and chemicals

* An amendment to REACH to ensure revocation of registration numbers where there is non-
compliance

*  Ensuring the cost of non-compliance are higher than those of compliance, including for
imported products

* A harmonised approach to enforcement across the EU

*  Sufficient resources and lab capacity to enable enforcement throughout the EU

e Stronger controls on on-line platforms, and collaboration with third countries
2.6.2 More effective penalties

Penalties need to represent a real deterrent, for example the calculation of the amount of the fine
could be inspired from other EU legislation, for example setting a maximum of x% of total turnover
of the company. Penalties should be applied when industry does not provide data in the required
timeline, or are found to supply illegal substances or products on the market.

Currently it is too easy for parts of industry to ignore legal requirements, creating a perverse
incentive and damaging those companies that do invest in understanding their chemicals.

25 https://environment.ec.europa.eu/news/chemicals-strategy-high-level-roundtable-adopts-joint-
report-enforcement-and-compliance-2021-11-26 _en
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2.6.3 Stronger enforcement of industry’s responsibilities to use ‘available
information’ and update assessments

Both REACH and CLP legislation includes responsibilities on companies to use available
information and to update assessments when there is new information on hazards. It is well
established that this has not been happening, for example from the very poor information in both
self-classifications and a lack of updates to Safety Data Sheets presented in the Eurometaux
presentation ‘Self-classifications: Of no value without enforcement” from 2019.26

As a result of the lack of enforcement of this requirement, companies that follow the legal
obligations are penalised for their effort and honesty, while those who ignore this requirement are
rewarded. This is a perverse incentive.

Downstream users end up in a confusing situation where multiple different assessments of the
hazards of a substances are given to them, and some suppliers have safety data sheets and others
don’t. This also does not protect health or the environment.

Enforcement authorities should treat any assessment that has not been updated recently with
suspicion, given the fact that REACH has generated some new data in recent years, and NAMS
processes such as ECHA’s Assessment of Regulatory Needs have made considerable progress in
improving understanding of data-poor substances.

26 https://echa.europa.eu/documents/10162/6527207/0S 4.7 EN.pdf/bff879e1-eaad-a2bg-3c¢87-
aa670950023c¢c
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