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Introduction

CHEM Trust has published a new report by the journalist, researcher and former editorial director
of the global news platform Chemical Watch, Geraint Roberts: ‘The Swiss Chemicals System: The
legal framework and how it relates to that in the EU’.

CHEM Trust commissioned this report in response to growing interest from policymakers, NGOs
and industry stakeholders about the Swiss chemicals regulatory system and whether it offers a
better model for the UK now that it is outside the European Union.

Switzerland is not a member of the European Union or European Economic Area, although it
accesses parts of the EU single market through bilateral trade agreements with the EU. It follows
an alignment policy known as ‘autonomous adaptation’, which is its decision to autonomously
adopt new EU rules in areas such as chemical protection standards, following a process of review
and with the ability to take a different approach.

We set out below:

1. The aims and key features of the Swiss system, as summarised from the report.

2. The problems with the UK system.

3. Our analysis to support our conclusion that the Swiss system provides a safer and more
sustainable model for regulating chemicals in the UK post-Brexit.

We hope this report provides a basis for further discussion and policy development. While the
Swiss system provides a useful template for an alignment-model, we propose some adaptations
for a UK context.

1. The Swiss system: its aims and key features

As set out in the report, both the UK and Switzerland are the only sizeable economies in Europe
outside the EU and European Economic Area, and both have highly interconnected and
interdependent supply chains with it. In 2021, almost half of Swiss chemical and pharmaceutical
exports went to the EU and more than two-thirds (69-71%) of chemical/pharma imports came from
the EU. In 2019, 57% of UK chemical exports went to EU countries, and 73% of chemical imports
came from the EU.

The twin aims of the Swiss system are to ensure a high level of protection for human health
and the environment and to avoid trade barriers with its biggest trading partner, the EU.
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The following features of the Swiss system outlined in the report are particularly relevant to the UK:

1.1. High levels of alignment

A vital feature of the system is that while it retains the ability to deviate from EU standards,
the level of alignment is very high. While deviations from EU legislation do occur, they are rare
and relatively minor. Deviations can be more protective than the EU, such as its decision to ban
the use of Bisphenol S (in addition to Bisphenol A) in thermal paper in 2020.

The mechanism by which this happens varies. Some chemical safety rules and laws
implemented at the EU level (that relate to intrinsic properties of a chemical) apply automatically or
very quickly, such as those for classifying and labelling substances or updates to its list of
substances of very high concern.

In comparison, bans on harmful substances are first consulted on and implemented in
‘ordinances’, with the whole process taking around two years from the adoption of the measure by
the EU. Translating this to a UK context is difficult, but the closest UK equivalent is secondary
legislation laid under negative procedure. As companies know it is “usually only a matter of time”
before EU controls are adopted in Switzerland, there is a “high level of regulatory certainty’ and
compliance with the EU standard.

The driving force for this policy, known as ‘autonomous adaptation’, is summarised in the 2017
federal chemical strategy, which says: “In view of the close economic ties between Switzerland
and the EU the Swiss chemicals legislation has been harmonised in certain areas with the
corresponding EU legislation (‘autonomous adaptation’). This is intended to avoid technical
barriers to trade. In addition, harmonisation contributes to the further development of the level of
protection for health and the environment in Switzerland.” This policy is also followed in other
regulatory areas, for example, in the application of EU sanitary and phytosanitary (SPS) rules that
apply to animal and plant products.

1.2. Detailed dossiers only required for substances not registered in the EU

A key principle of the EU system known as ‘no data, no market’ is an obligation on companies to
provide safety data for all chemicals they place on the market, about their properties, uses and
possible exposures to workers, consumers and the environment. This is so that the regulator can
check that the industry understands the risks of the chemicals they use and to provide a basis for
regulatory decisions and controls.

A second distinct feature of the Swiss system is that only basic information needs to be
provided on substances already registered under EU REACH. This information must include
the chemical’'s name, its official numbers, its intended uses, its classification and the approximate
tonnage to be placed on the market. This is because “detailed dossiers on their properties and
uses have already been submitted to, and assessed, by ECHA”.

Only those substances that have not been registered in the EU or are placed in a larger tonnage
band than the EU, require submission of the same comprehensive safety data required at EU
level.

1.3. Relationship with the EU and trade easements

As the report sets out, Switzerland has a series of sectoral bilateral agreements with the EU
including one on the ‘mutual recognition’ of products. This agreement reduces significant technical
barriers to trade, as it recognises each country’s certifying bodies to confirm a product made in one
territory meets the regulations of another. It includes a chapter specifically on non-agricultural
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pesticides or ‘biocides’ which allows it to participate in the work of EU committees on biocides. In
the absence of such an agreement between the EU and the UK, a British product exported to the EU
has to be tested and certified by an EU-based body to show it complies with its regulations, adding
administrative costs.

Switzerland does not, however, participate in the work of the European Chemicals Agency
(ECHA). As the report references, there was disappointment when negotiations on an institutional
framework agreement with the EU terminated in 2021, as even closer relations with the EU seem
to have been the preference of many within Switzerland.

2. Problems with the UK’s system

Since leaving EU REACH, the UK chemicals regulatory system has been facing considerable
difficulties establishing an effective, high-standard regime as a standalone system.

As illustrated by our log on the differences between UK and EU controls on hazardous substances,
the UK regulatory system (UK REACH) is acting on just a fraction of harmful substances the EU is
banning or implementing controls on. Where it is taking regulatory action, it is generally proposing
less protective measures and acting at an even slower pace than the EU.

It has introduced new layers of evidence gathering and analysis before taking regulatory action on
substances identified as priorities, such as intentionally added microplastics and formaldehyde, on
which the EU has adopted restrictions. The review it has commissioned on the former, for
example, will not be completed until Spring 2025. This is exacerbating a long-standing problem
with chemicals regulation of ‘paralysis by analysis’, which has meant it takes over a decade to ban
a hazardous substance with known risks from being used dangerously, resulting in long-term
impacts on our health and environment.

These problems with the UK system are opening up a protective gap with the EU that is set to
become very large without intervention. In our view, they are due to a lack of operational capacity —
of staff and safety data — as well as an ideological interest in less or ‘light touch regulation’ and

less transparency in how decisions are made. Further details at: https://chemtrust.org/uk-policy.

The issue of safety data — the principle of ‘no data, no market’ (outlined above) - has been an
ongoing challenge in establishing a separate, standalone system from EU REACH in the UK. With
estimates of the cost to industry of between £1.3-£3.5 billion, the deadlines by which companies
must provide this data have been pushed back twice, most recently to a staggered period between
October 2026 — October 2030. This prolonged period without chemical safety data has increased
the risk of unsafe and inadequately assessed substances on the market.

In November, the Government finally announced a new model for registration data (the Alternative
Transitional Registration model or ‘ATRm’). In our view, this model prioritises reducing costs to
industry over maintaining health and environmental standards to the same level as the EU or even
the model it replaced. The way to minimise costs to industry while upholding high safety standards
is to align with EU risk management decisions, which rely on full registration data and thorough
analysis of the risks.

The ATRm’s aim to reduce hazard information that companies are obliged to give to a minimum,
will increase the burden on the regulator to chase information it needs to assess, evaluate and ban
or control harmful substances. The ATRm also includes an aspiration to improve the quality of
information on ‘use and exposure’ in Great Britain that registrants will need to provide. While
welcome, this information has been extremely difficult to collect of sufficient quality at the EU level,

www.chemtrust.org Twitter
@CHEMTrust



http://www.chemtrust.org/
https://chemtrust.org/divergence-table/
https://chemtrust.org/uktattooinkrestriction/
https://chemtrust.org/uks_approach_edcs/
https://www.endsreport.com/article/1835459/fact-check-intentionally-added-microplastics-set-banned-uk
https://consultations.hse.gov.uk/crd-reach/formaldehyde-releasers-rmoa-010/?utm_source=govdelivery&utm_medium=email&utm_campaign=chemicals-push&utm_term=rmoa&utm_content=reach-17-may-23
https://eeb.org/library/the-need-for-speed-executive-summary/
https://www.nao.org.uk/reports/regulating-after-eu-exit/
https://chemtrust.org/wp-content/uploads/CHEM-Trust-submitted.pdf
https://chemtrust.org/uk-policy
https://www.ft.com/content/2d58ee8e-ee7d-4a05-be86-fab1c5665d74?sharetype=blocked
https://statutoryinstruments.parliament.uk/instrument/GXNFmPqb/
https://www.gov.uk/government/publications/uk-reach-alternative-transitional-registration-model-atrm
https://www.gov.uk/government/publications/uk-reach-alternative-transitional-registration-model-atrm
https://www.theguardian.com/environment/2023/nov/14/uk-to-loosen-post-brexit-chemical-regulations-further

The Swiss system for regulating chemicals — is this a useful model for the UK? - 2023
Page 4

i.e. at a granularity that supports regulatory decision-making. No indication has yet been given as
to how the Government plans to address this challenge and whether it will even match measures
the EU is considering to improve this data, such as new information provision obligations on
downstream users.

The new ATRm is part of a broader intention to shift to a more US-style specifically risk-based
approach regulation. The EU system uses a combination of both ‘specific risk assessment’ (where
an in-depth analysis is made of exposure to a specific chemical) and ‘generic risk assessment’.
The latter says that chemicals that are particularly hazardous — e.g. those that cause cancer —
shouldn’t be present in products used in broad groups of applications, like in toys or cosmetics.
The broader approach taken under EU REACH to understanding risk can involve the application of
the precautionary principle in cases where the scientific evidence is uncertain, but the risks are
high (for example a chemical that accumulates in human breast milk but has not yet been shown to
be toxic). A more exclusively risk-based approach to regulation would require lots of resources and
data on the uses and exposure of chemicals which stalls regulatory action and includes many
uncertainties — such as the accuracy and completeness of use and emission information in
registration dossiers (detailed above), what a safe exposure limit is or changes of use in the
circular economy which are unknown. For example, safety levels for PFOA and PFOS have
decreased significantly as new evidence emerges. The environmental NGO, Fidra, has provided
lots of examples of how chemicals used in one product are found in unsuitable recycled products
that could result in higher levels of exposure, such as brominated flame retardants being found in
kitchen utensils made from recycled plastics. Such a shift could enable the continued use of the
most hazardous substances based on potentially incomplete or wrong use and exposure data. It
would also result in a bespoke system which is very different from the EU’s but with no
assessment of the impact of regulatory divergence on lowered standards or on trade.

Diverging from the EU risks, for example, the dumping of products on the UK market that no longer
meet higher EU standards, as well as increased costs to businesses from barriers to trade and
increased regulatory complexity. Any divergence that could secure a competitive advantage could
also harm trade with the EU by triggering a dispute under the rebalancing provisions of the UK-EU
Trade & Cooperation Agreement (TCA). It also threatens the integrity of the UK’s internal market
and good relations with the devolved administrations, as some areas of chemicals policy are
devolved. In particular, the Scottish Government wishes to remain closely aligned with EU
protections and has powers under the Scottish Continuity Act to voluntarily align in devolved policy
areas.

3. Should the Swiss system be adopted as an alternative model for the UK?

We conclude that the Swiss system would provide a safer and more sustainable alternative
to the current model for regulating chemicals in the UK post-Brexit, with some adaptations,
for the following reasons.

Q) Firstly, it would maintain high standards on chemical safety and help to reduce
growing levels of chemical pollution of our bodies, wildlife and the wider environment by
mirroring EU REACH protections and chemical-related laws as they continue to
improve. This would be achieved by aligning with EU bans and controls on harmful
chemicals and adopting planned improvements to its chemical legislation and policies,
that are needed to transition to safe and sustainable chemicals.

(ii) A long-term commitment for such an approach would provide regulatory certainty and
predictability for UK businesses for investment and reduce duplication and compliance
costs without this being done at the cost of our safety standards. Businesses would not
need to provide full chemical safety for substances that are also registered in EU REACH, if
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the UK followed EU risk management decisions made on the basis of this data and
evaluations of the risks posed by harmful substances. This would minimise the costs and
obligations which fall on UK manufacturers and other downstream users of industrial
chemicals. (Certain downstream users are classed as importers under UK REACH, with
responsibilities for registering chemicals post-Brexit, where their EU suppliers decide
it’s uneconomic to register that chemical in the UK themselves).

It has been queried whether this could create a potential blind spot about uses of a
substance that may present a risk and that national ‘use and exposure data’ is needed
for initiating and providing evidence for regulatory controls on harmful substances. For
example, in demonstrating a substance poses an uncontrolled risk to the environment
or health, generally restriction dossiers assembled under EU REACH set out how the
use of a substance poses a risk, as well as exposure data for demonstrating where it
exceeds safe levels.

However, firstly, Swiss companies are required to provide data about intended uses for
substances placed on the market that are also registered in EU REACH and are under
a catch-all obligation to provide an exposure assessment for all identified uses of a
substance under Article 16 of ChemO (SR 813.11 - Ordinance of 5 June 2015 on
Protection against Dangerous Substances and Preparations (Chemicals Ordinance,
ChemO) (admin.ch). The authorities conduct random checks to ensure this obligation is
being met. If adopted as a model in the UK, further safeguards could be introduced, for
example regulators could check information provided on uses against publicly available
data on uses identified in EU registration dossiers.

Secondly, the data collected by Switzerland has been sufficient for initiating controls on
harmful substances, as Switzerland has successfully adopted the vast majority of the
EU’s regulatory controls, which are thoroughly evaluated and evidenced at EU level.
We have not heard of any of its controls being legally challenged.

Thirdly, we are concerned that evidence of GB use and exposure seems to have
become a prerequisite for taking forward a control on a hazardous substance in the UK.
As details on use in the registration data provided by companies do not currently exist,
collecting this data has contributed to the new layer of evidence gathering that precedes
regulatory action. We are also sceptical that the industry would voluntarily provide
information that could lead to a ban on one of their products. It is currently unknown
what data on GB use and exposure will be delivered by the ATRm and whether it will be
of sufficient granularity, scope and currency to evidence such a different, less protective
approach than the EU.

Lots of data is collected at the EU level across EU27 countries to propose and justify a
restriction on a substance. For example, this includes information on the uses of
chemicals that is taken from registration dossiers, as well as from other sources — such
as from sector statistics to ‘grey literature’, open public consultations and industry
surveys — as registrants frequently do not know what their substances are used in.
Restriction dossiers also include modelled exposure data, which is frequently
complemented by measured data (although measured data isn’t a must-have) or
epidemiological data and any evidence on exposure levels that exist. A protective
system that cares about use and exposure should assume that the use of and exposure
to harmful chemicals in the 27 countries of the EU is broadly similar to that in GB,
especially as the UK has very similar industrial sectors. The GB data could either show
exposure here is higher (in which case we should have adopted the EU restriction
automatically) or lower. However, an equivalent level of protection as the EU should be
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provided even if exposure appears to be lower. This is because a) it’s difficult to entirely
rule out uses/exposures in the EU as not applicable to the UK; b) uses that are not
relevant in the UK may become relevant after an EU restriction as suppliers will seek
markets for their products; c) lower exposure may still cause a risk and d) even if the
substance is considered not to cause a risk it could potentially do so in combination with
other substances. UK policy-makers should consider the following question posed in
the report as ‘to what extent are uses and exposures associated with a given chemical
likely to differ from those in the EU member states’ and whether ‘this is sufficient to
justify the cost of requiring UK businesses to collect and submit detailed registration
dossiers, and the cost to the UK Government of populating a parallel database to
ECHA'’s and conducting a parallel evaluation programme.

An aligned system should be combined with an effective monitoring and alert system
to monitor chemicals of concern in the UK population and environment. It is vitally
important that UK regulators know what our main chemical risks are. This can be
achieved through an effective monitoring and alert system, as well as reviewing UK
academic papers and uses specific to the UK assembled from registration data.
Improvements need to be made to prioritisation and early warning systems for
identifying emerging chemical issues, for example, by extending the list of priority
substances that are monitored individually and in combination in the environment.

The Swiss model provides a realistic template of how to achieve an effective regime
with limited resources. The most recent data for which figures are available showed
there was approximately 110 Full-Time Equivalent (FTE) staff working in UK REACH,
with plans to recruit into 16 vacancies, compared to 60 FTE staff working on Swiss
chemicals management across different regimes.

The Swiss system focuses its limited resources on substances placed on its market that
are not already registered in the EU. It receives approximately ten applications for ‘new’
substance notifications per year. An average of 34 ‘new’ substances are registered in
UK REACH each year since it's been operating. A further 22,400 substances that are
also registered in EU REACH have been grandfathered or notified under UK REACH.
Under the ATRm, however, the UK will receive less chemical safety data on these
substances and not until the end of this decade. This places the UK very much on the
back foot behind the European Chemicals Agency that has been assessing its
registered substances (currently totalling over 26,800) in groups since 2019. This
includes a commitment to assessing the “chemical universe” of registered substances
by 2027 and identifying groups (of approx. 5-7,000) of chemicals of key concern for
bans by the end of the decade.

Relationship with the EU: The decision to align could be made entirely unliterally by
the UK for the benefits outlined above, while remaining outside the Single Market and
Customs Union. It wouldn’t require negotiation or an agreement with the EU. It is worth
noting that the Swiss chemicals regulatory system is distinct from what is sometimes
described as the ‘Swiss model’, the wider set of bilateral agreements it has in place with
the EU. Alignment isn’t connected to an agreement with the EU; it has made this
decision independently for the reasons given above.

However, as highlighted by the Tony Blair Institute and others, if the UK fully aligned
with EU product rules and chemicals, this could additionally provide a credible basis
for negotiating an agreement with the EU on mutual recognition of goods and for
restoring cooperation with ECHA. This would help to ease non-tariff barriers to trade
with the UK’s biggest export partner in this sector, helping to bolster economic growth.
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A return to the European Chemicals Agency, as an associate member, would, in our
opinion, be the very best option but is currently ‘off the table’ for political reasons.

(v) One concern we have about the Swiss approach is that the mechanism for reviewing
and adopting EU bans or restrictions on harmful substances could more easily result in
significant divergence and deviation if replicated in a UK context. Although the UK
Government said it would not diverge “for the sake of it”, we are seeing significant
divergence from EU chemical protections (as outlined above).

Therefore, we recommend that these processes be adapted for use in a UK
context to limit the scope for deviation to exceptional cases, which is the net effect
of Swiss processes. For example, the Trade & Business Commission has
recommended a regulatory cooperation council to manage this process if the UK
decides to align in areas where it is beneficial to do so, such as food safety standards
and manufactured goods, as well as chemicals. The aim is that this body could feed
into EU dialogues around regulation and enable managed divergence in any cases
where this would need to take place. A joint committee of the EU and Switzerland exists
to allow for mediation in cases where Switzerland does not adopt EU SPS rules.
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