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Executive summary

The Swiss chemicals system

1. Executive
summary

Switzerland is a small, landlocked country bordered
by countries belonging to the European Economic
Area and the European Single Market. Its biggest
trading partner is the EU. It does not belong to the
EU or European Economic Area but it nonetheless
participates in the European Single Market, with
certain exceptions, via a series of sectoral bilateral
agreements. There is free movement of goods and
people between it and its neighbours. With the
exception of biocidal products and rules on laboratory
practice there is no agreement between Switzerland
and the EU on chemicals.

The twin goals of Switzerland's chemicals policy 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. These

goals are seen by its highest level of government,
the Federal Council, as mutually supportive.

Switzerland's key primary legislation on industrial
chemicals, the Chemicals Act, was adopted before the
two key EU Regulations in this area - the Regulation on
classification, labelling and packaging of substances
and mixtures (CLP) and the Regulation on the
registration, evaluation, authorisation and restriction
of chemicals (REACH). But their scope, definitions

and basic structure are very similar. Swiss rules on
reporting requirements, scientific data provision, and
the format of labels and safety data sheets essentially
match those in the EU CLP and REACH Regulations.

Measures related to specific substances, such as
restrictions or bans, are introduced by secondary
legislation known as Ordinances. Key Ordinances
require the Government to revise its technical
rules in areas such as package labelling, safety
information and chemical testing in line with
changes to the relevant EU legislation. The

same is true for additions to Switzerland's list of
substances of very high concern and its list of
substances subject to its authorisation process.

Switzerland rarely decides to evaluate
chemicals or introduce restrictions or other
measures before the EU has done so.

These standards are regularly updated to keep pace
with those in the EU: each time the EU adopts new
measures, Switzerland evaluates them with the aim of
adopting them, taking account of any adaptations it
might deem necessary. Deviations from EU legislation
do occur but are rare and relatively minor.

This policy of taking its lead from the EU - whilst
retaining the right to deviate from EU standards - is
supported by the Swiss chemicals sector.

Companies and Government alike see it as pragmatic,
effective and cost effective, providing certainty

to businesses and upholding high health and
environmental standards.
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Only a ‘new’ chemical that has not been registered
in the EU has to be notified to the Swiss authorities
before placing it on the Swiss market as a substance
on its own or as a component of a chemical mixture
or an article. Notification of a substance that has not
been registered before in the EU under the REACH
Regulation requires submission of the same data to
the Swiss authorities as for a registration in the EU.

If a data package on a substance’s properties, uses
and possible exposures to workers, consumers and
the environment has already been submitted to the
European Chemicals Agency due to the registration
obligation under the EU REACH Regulation, there is
no need for a company to repeat the process with
the Swiss authorities in order to gain access for the
substance to the Swiss market. This avoids the need
for duplicate animal testing as well as other costs,
such as acquiring rights to data and electronically
submitting the dossier. However, as most substances
on the Swiss market are imported from or exported
to the EU, Swiss companies are usually either a
customer of an EU registrant and thus pay a price for
the chemical that takes the EU registration costs into
account, or it is a manufacturer in the EU and thus
bears costs for the EU registration.

Whether a similar approach would bring greater
economic, health and environmental benefits to

the UK while respecting the outcome of the 2016
referendum is an interesting question given the
criticism of the UK’s chemicals policy since Brexit from
industry and civil society groups.

The Swiss chemicals system

Key questions to consider include:

- Towhat extent are the uses and exposures
associated with a given chemical likely to
differ from those in the EU member states? Is
this 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?

«  What are the views of UK-based chemical
companies and other key industrial and business
sectors regarding the degree of divergence
between UK and EU chemical standards?

- How well resourced, in terms of personnel,
experience and IT support systems, are the
UK departments and agencies dealing with
chemicals compared to those of ECHA, leading
EU economies such as Germany, and with
Switzerland? What does a realistic level of
effective activity look like for UK regulators in
this area?

«  How important is certainty and speed of decision
making for UK industry when it comes to chemical
standards? Could this be improved, and if so,
would a Swiss-style system be the best way
of achieving it?

. If the UK Government decided to adopt a Swiss-
style approach and ensure UK chemical standards
matched those of the EU unless there was a clear
reason for divergence, would this bring greater
economic and health/environmental benefits than
the current policy?

There is a Glossary of terms and acronyms at the end
of the report.



Introduction

The Swiss chemicals system

2. Introduction

Chemicals are integral to the
global economy and daily life,
and play a vital role in most
economic sectors. They are
used in a vast range of products
and processes. There are

tens of thousands of different
chemicals in use in Europe alone
and new chemicals are being
commercialised every year.

The volume of chemicals being
produced is also increasing,
both in Europe and globally.

However, many chemicals have intrinsic properties
which are hazardous to human health or the
environment and which can pose a risk if people or
the environment are exposed to them at dangerous
levels (see Box 1). Legislation setting rules for the
safe handling and use of chemicals and for banning or
restricting those deemed to pose unacceptable risks
to health or the environment has been an integral part
of European environmental policy for decades.
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In Switzerland's case the desire to ensure a high level

of protection is coupled with the aim of ensuring that
domestic companies can operate with minimal barriers
to the import and export of goods and chemical products
with its most important and neighbouring market.

Switzerland is a small, landlocked country bordered by
countries belonging to the European Economic Area
and the Single Market - four EU member states and
Liechtenstein. Switzerland's biggest trading partner

is the EU.

The country does not belong to the EU or European
Economic Area (EEA) but nonetheless participates in
the European Single Market, with certain exceptions,
because of a series of sectoral bilateral agreements
covering a range of issues from free trade and free
movement of people to overland transport and insurance.
One of these agreements - on the 'mutual recognition’
of products - ensures Swiss manufacturers and their EU
competitors have the same market access conditions.
The agreement also includes a chapter specifically on
non-agricultural pesticides, or ‘biocides’ allowing for
the mutual recognition of product authorisations and
allowing Switzerland to participate in the work of EU
committees on biocides.

Switzerland’'s economic and trading relationship with
the EU, and the role that product standards play in
this, has drawn interest from some UK policy makers as
the two countries are the only sizeable economies in
Europe outside the EU and EEA. Swiss chemical and
pharmaceutical exports accounted for one half (46-
50%) of the value of total Swiss exports. Almost half

of the sector’s exports went to the EU and more than
two-thirds (69-71%) of chemical/pharma imports came
from the EU, making the trade bloc by far the sector’s
most important trading partner. The EU is also the
most important supplier of raw materials, semi-finished
products and finished products to the Swiss chemical
and pharmaceutical sector.®

The Swiss chemicals system

Switzerland's position as an important and neighbouring
trading partner of the EU that lies outside the EEA has
meant that its chemicals management strategy has
piqued the curiosity of UK policy makers. The importance
of the EU market to Switzerland's economy is similar to
the trading bloc's importance to the UK chemical and
pharmaceutical industries. Some 60% of UK chemicals
exports are to the EU and 75% of its raw materials come
from the EU.¢

Avoidance of trade barriers has thus been the key
influence on Switzerland's chemicals policy. According to
the 2017 federal chemical strategy: “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.”
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This policy is fully supported by Switzerland’'s chemicals
industry. When asked if it would prefer Switzerland to set
its own chemical prohibitions, restrictions and mandatory
classifications rather than, in most cases, automatically
adapt those set by the EU, trade body scienceindustries
said “we clearly prefer a global harmonised approach.
Unilateral measures and restrictions are trade barriers.”®
Indeed the trade body says it would like to see even
closer relations with the EU and it was “disappointed at
Switzerland's unilateral termination of negotiations for an
institutional framework agreement with the EU" in 2021.?

Similarly, Swiss multinational Clariant, one of the world’s
leading speciality chemicals companies, says “regulatory
convergence...can be beneficial to the regulators and

the industry” and that it "supports stronger regulatory
harmonisation, to accelerate the shift to more sustainable
chemicals, as well as to ensure a global level-playing field
for European producers. As a multinational, Swiss-based
company, with large operations in the EU, we welcome
further harmonisation and consistency across regulatory
frameworks...The [2022 Chemicals Ordinance] that
strengthened this convergence further has the merit to
recognise the requirements of the EU REACH and CLP
[Regulations], reduce barriers to trade, and ensure a high
level of protection for humans and the environment."

The Swiss chemicals system

In its message to Parliament in 1999 on the Chemicals
Act, which introduced the current system based on
following EU rules, the Swiss Government said the system
would benefit consumers. One reason was that adopting
the EU classification and labelling “should ultimately lead
to an opening of the market and thus to an increase in
the cross-border movement of goods, often resulting in a
wider range of products and lower prices”. In addition, it
said, the new law would lead to a significant expansion of
consumer protection overall and will result in an increase
in the level of protection”™
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Box 1

The Swiss chemicals system

Why chemical

controls

are needed

Although chemicals and the products they go into
are major contributors to economies and can bring
many benefits, the risks they pose to human health
and the environment during their manufacture,
transportation, storage, use and disposal must be
controlled. Chemicals hazardous to health account
for three quarters of total EU chemicals production

In many instances, such chemicals can be
used safely if the necessary control measures
are applied and the risks to human health and
the environment are minimal. But if significant
exposure to a chemical occurs, the risks this
poses must be reduced by restricting its use.

According to the European Environment
Agency, the regulation and monitoring of
chemicals has failed to keep up with the
creation and use of new chemicals. In some
cases, this means a harmful chemical is
restricted, only to be replaced by a chemical that
is subsequently shown to also be harmful.?

Chemicals get into the environment, workplaces
and homes through various routes. Some

are emitted from factories, power plants or
farms; some products, such as air fresheners,
deliberately emit chemicals or, as with fertilisers

or pest control products, they are placed in
the environment. Hazardous chemicals can
also leak out of products made from materials
such as plastics, rubber and cardboard. Today
the bodies of Europeans are contaminated by
various harmful substances above safe levels.

If exposure is not controlled, some chemicals
can cause serious health and environmental
effects. According to the European
Commission’s 2020 Chemicals Strategy,
“certain chemicals cause cancers, affect the
immune, respiratory, endocrine, reproductive
and cardiovascular systems, weaken human
resilience and capacity to respond to vaccines
and increase vulnerability to diseases...In
addition, chemical pollution is one of the key
drivers putting the Earth at risk, impacting and
amplifying planetary crises such as climate
change, degradation of ecosystems and loss
of biodiversity”.?
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The Swiss chemicals system

3. The role of
Government

Switzerland's executive branch of government is

the Federal Council, which together with the seven
Federal Ministries or ‘Departments’, makes up the
Administration. Reflecting the strength of the culture
of consensus in the Swiss political system, the
Federal Council has been a coalition of the four
largest parties since 1959 and the Council's president
is elected each year.

Within each Government Department there are

a number of Federal Offices, Agencies and State
Secretariats. Lead responsibility for chemicals lies
with the Federal Office for Public Health (FOPH) and
Federal Office for the Environment (FOEN). The central
point of contact for chemicals is the Notification
Authority jointly run by the FOPH, FOEN and the State
Secretariat for Economic Affairs (SECO). The lead
Office for authorisation of plant protection products
(agricultural pesticides) is the Federal Food Safety and
Veterinary Office (FSVO).

The Notification Authority is administratively attached
to the FOPH. Its strategy is overseen by a steering
committee composed of the directors of the offices
for public health, environment, agriculture, economic
affairs, and food safety and veterinary affairs.

The Notification Authority's tasks include:

assessing notifications for new substances (which
are comparable to registrations
under REACH);

authorisation of biocides (with the assessment
authorities of the FOPH, FOEN and SECO);

operation of the Chemical Product Register;

authorisations for the use of chemicals listed
in Annex 1.17 of the ORRChem Ordinance
(comparable to authorisations of Annex XIV
substances under REACH);

and managing reviews of the self-regulation
obligations by manufacturers and importers of
chemical products.

10
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Assessment of a substance’s effects on human health,
the environment and workers is conducted by the
competent Federal Office under different enforcement
processes. Collectively these are referred to in the
legislation as the assessment authorities.

The Notification Authority receives reported
information from companies on dangerous substances
and chemical mixtures (termed ‘preparations’ in
Switzerland). It also receives notification submissions
from companies of new substances not registered
under REACH in the EU to be assessed by the
assessment authorities. The Federal authorities

in charge also check that companies give their
chemicals the correct classifications (through random
sampling or information campaigns), and conduct
assessments of the risks associated with the

use of selected substances.

In addition to the Notification Authority and
assessment authorities Switzerland, like EU member
states, has a Poison Centre. This centre, Tox Info
Suisse, operates an emergency call service for the
public and professionals to use if there is a risk of
poisoning or if someone is showing symptoms

of poisoning.

The Swiss chemicals system

Just under 60 staff FTE work on chemicals
management (including biocides) across the three
departments with responsibilities in this area (Public
Health, Environment and Economic Affairs). Of this
number, ten work in the Notification Authority. Annual
staffing costs amount to some SF12 million

(£10.6 million).”2

In addition, Switzerland'’s 26 Cantons have an explicit
legal duty, set out in the legislation, to enforce most of
the key measures on chemicals, in particular through
market surveillance and operational inspections. In
regard to random sample checks the cantons monitor
substances, preparations and articles which are on the
market, to check they comply with the legislation.

11
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Box 2

The Swiss chemicals system

Legislation

Switzerland has dedicated Acts of Parliament on
chemicals and on protection of the environment
and these sit at the top of its legal framework
for managing chemicals. The Chemicals Act or
ChemA®” came into force in 2005 - two years
before the EU REACH Regulation. The Act
gives the Federal Council powers to adopt more
detailed rules as secondary legislation in the
form of ‘Ordinances’. The two chambers of the
Swiss Parliament (the United Federal Assembly)
can ask jointly to be consulted on important
Ordinances and can seek amendments.*

Specific requirements, including obligations
for companies and details of the mitigation
measures adopted for specific substances,
mixtures and articles are set out in two
Ordinances:

the Chemicals Ordinance (ChemO), which
focuses on areas including new substance
notification, the reporting of information about
existing substances and preparations, safety
data sheets, and matters related to handling,
classification and labelling;" and

the Chemical Risk Reduction Ordinance
(ORRChem), which sets out prohibitions and
restrictions on specific substances, whether on
their own, in mixtures or in articles.”

The FOEN has responsibility for updating
the ORRChem Ordinance and the FOPH has
responsibility for the ChemO Ordinance.

Other Ordinances cover biocides, plant
protection products, procedures for testing
laboratories, chemical notification fees,
chemical exports and the reporting of chemical
emissions from installations. Chemicals that
are considered to be foodstuffs, cosmetics,
therapeutic products, feedstuffs, weapons and
ammunition or waste are partly or completely
exempt from the chemicals legislation.

* The closest equivalent in the UK is secondary
legislation, or regulations, laid under the negative
procedure. These become law on the day the Minister
signs them. Such 'statutory instruments’ do go through
the Federal Assembly, Switzerland's Parliament, and this
has the ability to reject them, but this rarely happens.
Confusingly, the English translations of legislation on
the Swiss government'’s website can use the term
‘regulations’ to mean an Ordinance.

12
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The Swiss chemicals system

4. Key elements
of the chemical

regime

4.1 Rules for existing and new substances

As under EU and UK law, in Switzerland chemical
substances are defined as either 'new’ or ‘existing’
substances. Only new substances need to be 'notified’
by the manufacturer or its representative to the
authorities - a process equivalent to ‘registration’
under EU REACH which requires the submission

of detailed technical dossiers on the substance’s
properties and hazards to the European Chemicals
Agency (ECHA).

Existing substances

Most substances on the Swiss market are existing
substances - those already registered in the EU under
REACH. These do not require notification because
detailed dossiers on their properties and uses have
already been submitted to, and assessed, by ECHA.
Data on the properties and hazard classification of
these substances are published on ECHA's website
and are available to companies and the public.

If a substance is withdrawn from the EEA market and
no longer registered under REACH it can continue to
be placed on the Swiss market without notification until
the end of the calendar year following that in which its
registration status changed.

New substances

In contrast, if a chemical substance is being placed
on the Swiss market for the first time, or it is placed

on the Swiss market in a higher quantity category
than in the EU, it is deemed to be a 'new substance'.
This means it must be registered with the Swiss
authorities - a process known as 'notification’. The
detailed requirements, including those for exemptions
and for the information that must be submitted as
part of notifications, mirror those for the registration of
substances under REACH.

ChemO (Art 5) requires manufacturers or importers of
substances to collect ‘all available data of relevance’
to their obligations to assess whether a chemical may
endanger human health or the environment. Similar
provisions were included in the EU REACH Regulation.

A notification includes a detailed technical dossier on the
substance’s physical and chemical properties and how

it can be used safely for its various uses. As under EU
legislation, for substances produced in annual volumes
of at least ten tonnes, the producer must also provide a
detailed assessment of how to use it safely, known as a
Chemical Safety Report.

13
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A temporary spike in the number of applications is
expected in 2024-27 following the change in the
definition of a ‘new substance’ in 2022. This meant

a batch of around 75 substances were reclassified
overnight as new substances and thus require notification
by 2027. However, once this batch has been assessed the
number of applications is expected to decrease, and is
likely to be in the region of less than ten new substance
notifications peryear.

A notification is deemed to be accepted 60 days after the
authorities receive the notification or after they receive
any additional information sought from the notifier. All
notifications are reviewed regarding their completeness
and scientific plausibility during this period but the
Notification Authority, in cooperation with the
assessment authorities, only conducts a full risk
assessment in special cases®

For notification of new substances intended to be placed
on the market in annual volumes above 10 tonnes, the
Chemical Safety Report is required, provided it can be
obtained from the registrants with reasonable effort.

If additional tests are needed the Notification Authority
can set the timetable for the tests to be carried out. If
the notifier fails to conduct the tests by the deadline
the authority can arrange for the tests to be done at the
notifier's expense and, if necessary, prohibit the notifier
from continuing to place the substance on the market.

Each company that places a given substance on the
Swiss market must submit its own, separate notification
dossier but if it plans to conduct any testing on
vertebrates it must first ask the Notification Authority
whether data from such tests already exists. If the data is
available the authority puts the data owner in touch with
the notifiers so they can reach agreement on data sharing
and remuneration for the data owner.

Under EU REACH this process works slightly differently.
Registrants can either submit individual full registration
dossiers or they can submit a joint registration under
which one of the registrants submits the full data
package and the others need only submit their company
details and basic information. This process is intended to
increase efficiency and reduce costs.

A notification in Switzerland allows only market access
to the Swiss market, which is approximately 50 times
smaller than the EU market. While a precise comparison
is not possible, Swiss notification fees are lower for
substances placed on the market in the highest tonnage

The Swiss chemicals system

band than the equivalent fees for EU registrations. Unlike
the structure for EU registration fees, that for Swiss
notification fees does not include distinct fee levels for
SMEs and EU registration fees for SMEs are lower than
those for Swiss notifications.

4.2 Reporting to authorities

Regardless of whether they are new or existing
substances, basic information on all dangerous
substances and preparations must be reported to
the Notification Authority within three months of first
being placed on the market. Much less detailed than
a notification dossier, the report does not require
test data but must set out the chemical's name, its
official numbers, its intended uses, its classification
and, for some substances, the approximate tonnage
to be placed on the market. Additional information is
required for nanomaterials.

The reported information is made available to the poison
centre, Tox Info Suisse. Although the reporting system
corresponds to the EU system for notifying information
to poison centres in member states, the two are very
different and Swiss industry would like the Swiss system
harmonised with its EU counterpart.

4.3 Classification and labelling

As under EU REACH, chemical manufacturers and
importers must classify their substances according to
their physical and chemical properties, provide safety
data sheets to their customers and ensure product
labels bear the necessary information and warnings
about a chemical's hazards. For this, manufacturers
and importers must collect ‘all available data of
relevance’ to their obligations to assess whether

a chemical may endanger human health or the
environment.

Before the Chemicals Act came into force in 2005
Switzerland's rules for classification and labelling

were different to those in the EU and this meant that
significantly different labels were needed for products
sold in Switzerland and for those sold in the EU. At

the urging of industry, NGOs, Cantons and some
politicians, the Act abolished this separate system and
instead requires companies to classify substances and
preparations in accordance with the rules set out in

the EU CLP Regulation. Substances for which there is

a mandatory classification set by EU law must use this
classification. The Swiss authorities have the power to set
their own mandatory classification for a certain hazard of
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a substance if there is a need to do so and if the EU has
not set one. To date, however, this has not happened.
Similarly, containers must be labelled in accordance with
the CLP Regulation. If the EU adopts a new mandatory
classification for a substance Switzerland adopts the
same mandatory classification quickly to ensure that it
comes into effect on the same date as that in the EU.

Labels for substances, mixtures and products placed on
the EEA market need only bear the name of a responsible
person in one EEA member country. But if a product is
imported into Switzerland the label must bear the name
of a similar person based in Switzerland (with exemptions
for chemicals not intended for distribution to

private users).

4.4 Safety data sheets

In their key aspects, the Swiss rules for safety data
sheets and exposure scenarios refer directly to those
laid out in EU legislation. Anyone supplying dangerous
substances or preparations to professional users or
traders must provide a current safety data sheet free
of charge. SDSs must be updated ‘without delay’

if important’ new information becomes available.

An exposure scenario for each identified use of the
substance must be prepared for certain dangerous
substances handled in annual volumes of at least

10 tonnes.

The requirements for safety data sheets for nanomaterials
are different in Switzerland to those in the EU because
Switzerland currently has a different definition for what
constitutes a ‘'nanomaterial’. However, Switzerland

plans to change its definition and legal requirements for
nanoforms of substances to make them match the EU's.”

The Swiss chemicals system

4.5 Assessment of substances by the authorities

Switzerland does not have its own national program
for assessing the potential health and environmental
risks of existing substances. The Chemicals Act gives
the Federal Council the power to issue regulations to
this effect for individual chemicals and explicitly states
that manufacturers can be asked for information on
substances that “pose a particular risk or which are
being reviewed under international programmes”.

However, the Federal Office of Public Health (FOPH)
works with EU Member States on the evaluation of a
small number of substances.” For example, it supported
the Belgian authorities to assess the toxicology of
bisphenol S, a substance suspected to affect human
reproductive and hormonal systems, as well as the
substances propylparaben, 2,4-di-tert-butylphenol

and 3-methylpyrazole.

4.6 Candidate list

Under the EU REACH Regulation, substances
accepted as being of 'very high concern’ - known

as SVHCs - are published in a Candidate List* for
eventual inclusion in a programme that phases them
out, except for any specific uses granted time limited
authorisation.

The criteria for inclusion in the Candidate List are
purely based on intrinsic hazardous properties, such
as carcinogenicity.

As with other measures based on a substance’s intrinsic
properties, additions to the EU Candidate List are
adopted quickly by Switzerland. This usually occurs
within a few months, without public consultation or

a Government assessment of the scientific dossier
submitted to ECHA requesting a substance'’s addition to
the EU Candidate List.

*Substances are added to the REACH Candidate List regularly
and the published version is kept up to date by ECHA.
Switzerland has its own Candidate List, published in Annex 3

of the ChemO.

15
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4.7 Chemical bans and restrictions

Substances subject to prohibitions/bans or restrictions
(see Glossary) are listed in annexes to the ORRChem.
These are largely harmonised with different EU
Directives and Regulations. This applies in particular
to substances subject to authorisation (REACH Annex
XIV), which are regulated in ORRChem Annex 1.17, and
to restricted substances listed in REACH Annex XVII,
which are regulated in different ORRChem annexes.

Substance-specific restrictions and bans are regularly
updated to keep pace with additions to REACH Annexes
XIV and XVII. Other ORRChem annexes list substance
restrictions that appear in other EU legislation, such as
the Directive on the restriction of hazardous substances
(RoHS) in electrical and electronic equipment.

The annexes are regularly updated to keep pace with
those in the EU: each time the EU adopts new measures,
Switzerland evaluates them with the aim of adopting
them, taking account of any adaptations it might deem
necessary. Deviations from EU legislation do occur but
are relatively minor. This policy of mostly harmonising
chemicals legislation with EU rules is supported by Swiss
industry because it gives them certainty and clarity and
dovetails with their regulatory obligations in EU markets.
The government of what is a relatively small country,
sees this as a realistic workload which doesn't stretch it
too thinly, and which allows it to maintain a high level of
protection for human health and the environment while
avoiding barriers to trade.

The Swiss chemicals system

Decisions on whether to include substances listed in
REACH Annex XIV in ORRChem Annex 117 and make
these substances subject to Switzerland'’s authorisation
process are based on the results of surveys of uses of the
substance and the substitution options and an impact
assessment. Companies are asked for information on

a substance’s various uses in Switzerland and whether
alternatives are available. There is also an inter-service
consultation involving interested services in the Federal
administration. Final proposals are adopted by the FOEN
in agreement with the FOPH and SECO.

The transfer of EU prohibitions/bans and restrictions
into Swiss law usually takes around two years from the
adoption of the measure by the EU (see box 3).

16



Key elements of the chemicals regime

Box 3

The Swiss chemicals system

How do prohibitions
and restrictions
become law?

There are two main procedures for adopting
prohibitions or restrictions and adding them to
the appropriate ORRChem annex. In both cases
this is done by adopting an Ordinance that
revises the relevant ORRChem annex.

In the case of proposed restrictions, the first
step is an inter-service consultation of the
Federal administration, followed by a 3-4

month public consultation period. A report is
then compiled on the submitted comments,
followed by a second inter-service consultation
on the revised version before the final proposal
is submitted to the Federal Council. Drafting

on a proposed restriction starts when an EU
restriction is published. The whole process takes
around 30 months. Sometimes several proposed
restrictions will be packaged togetherin a

single Ordinance.

For adding substances that have been listed in
REACH Annex XIV to ORRChem Annex 117 (in
alignment with the REACH authorisation list) the
process is different. The FOEN will ask industry
for information on any uses in Switzerland and

if alternatives to the substance are available,
and then conduct an interservice consultation
before deciding in agreement with the FOPH
and SECO whether the substance will be added
to the annex and whether details such as the
sunset date and any exemptions will be the
same as those in the EU REACH entry. However,

the Swiss authorities usually wait 18 months or
so after the substance was added to the REACH
list before starting its own drafting. This is so

it can be informed by seeing which uses are
included in the applications for authorisation in
the EU.

For substances listed in ORRChem Annex 1.17,
a similar process exists in Switzerland to that
in the EU whereby companies can apply for
an authorisation to continue a particular use
or uses of the substance if no alternative for
the substance and its use is available, and
appropriate risk reduction measures are in
place that ensure the same level of health
and environmental protection. If the use of
the substance is not the same as that in the
EU application, companies wanting to use the
substance in Switzerland have to apply for a
Swiss authorisation.
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Key elements of the chemicals regime

Periods in authorisation decisions are based on the
assessments of the individual applications and cannot
be compared with those in the EU since the uses are
not the same as in the EU. However, periods between
the date of inclusion of a substance in Annex 1.17
ORRChem and the sunset date normally match those
in the EU.

To date, deviations from listings of substances
subject to EU REACH Authorisations have been
rare. One example is chromium trioxide and sodium
dichromate. In Switzerland processes in which the
end products do not contain chromium VI need not
apply for Authorisation to use the substances. Another
recent example is that substances listed in Annex
1.17 can be used for the manufacture of chemicals,
medicinal products and medical devices in closed
systems, provided it can be shown that no human or
environmental exposure occurs.

Restrictions on placing on the market and use of
particular chemicals in preparations and articles are
also listed in annexes to the ORRChem. For example,
Annex 2.1 lists the substances that are banned in
laundry detergents, together with special information,
instructions for use and labelling requirements for
such products. Products covered by other annexes,
each mirroring EU rules, include cosmetics,
pesticides, paints, refrigerants, batteries, fertilisers
and electrical equipment.

Some restrictions mirror those adopted by the EU
under the REACH Regulation or other EU legislation
covering products such as detergents, vehicles

and electrical and electronic equipment, plus

those introduced under UN Conventions related to
dangerous chemicals. Across the board, the level of
harmonisation is not 100% but is very high."”

The Swiss chemicals system

It can take two or three years for a particular

EU restriction to be adopted and take effect in
Switzerland. For example, in December 2021the EU
restricted an additional 24 substances that had been
classified as carcinogenic, mutagenic or reprotoxic.
Switzerland has drafted an Ordinance that will restrict
the same 24 substances from 1 December 2023.

But companies in Switzerland know that it is usually
only a matter of time before the restriction is adopted
and there is therefore a high level of regulatory
certainty.
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The Swiss chemicals system

5. Ongoing alighment
with changes to EU

rules

Switzerland's policy of accepting classification and
risk reduction measures for chemicals set by the EU
has the support of the Swiss chemicals industry. It
does not appear to have caused any problems with
companies in other sectors as both the government
and the trade body representing its chemical industry
say that, as far as they are aware, there have been no
legal challenges against any measures.?°

Differences between EU and Swiss prohibitions

and restrictions are rare. As mentioned already, one
deviation from the EU authorisations regime is the
exemption for three hexavalent chromium substances
in use in processes in which the end products do

not contain chromium in its hexavalent form (i.e. in
functional decorative and hard chromium plating) -
a decision taken after Swiss companies stressed

the lack of alternatives and the importance of the
uses to the Swiss economy. In April 2023 the Federal
Council agreed two other exemptions from bans for
substances listed in ORRChem Annex 1.17 for uses of
substances listed in this annex as processing agents
in closed systems and for the maintenance of aircraft
systems used by the Swiss Air Force.

Switzerland banned the use of phosphates in laundry
detergents in 1986 - 26 years before the EU. This is,
however, an example of the EU being late to catch up
with Switzerland rather than Switzerland deviating
from EU standards.

Looking to the future, it is likely that Switzerland

will continue to update its legislation in line with

the significant changes to the CLP and REACH
Regulations that are planned by the EU

(see box 4). Representatives of both Federal Offices in
charge of chemical legislation, the FOPH and FOEN,
say the Swiss authorities are continuously following
the discussions on these changes. They say that
possible amendments to Swiss chemicals legislation
resulting from these will be examined in a timely
manner, taking into account the current requirements
of the Federal Council such as no technical barriers to
trade and having an equivalent level of protection to
the EU.Z
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Ongoing alignment with changes to EU rules

Box 4

The Swiss chemicals system

Planned changes to
the key EU chemical

legislation

The European Commission is pushing through a
raft of changes to the REACH and CLP Regulations
that will significantly raise the level of health and
environmental protection within the EU. Partly

this is in response to public concerns about toxic
chemicals - but another, equally important reason
is to bolster the strength and competitiveness of
its chemicals industry in the face of major trade
disruption, a rapidly growing Chinese chemical
sector and a US industry that enjoys relatively
cheap energy and petrochemical feedstocks. The
answer, the Commission believes, is to establish
‘Made in Europe’ as a high-value brand for
chemicals, products and technologies that can
compete on value, and which will also help Europe
move to Net Zero and become less reliant on virgin
materials, thus improving its security

of supply.

Key changes include:

Introducing new hazard classes for chemicals
that disrupt hormone systems and four groups of
chemicals that have a combination of hazardous
properties associated with persistence, toxicity,
mobility or bioaccumulation. These new hazard
classes will also be added to the criteria for
chemicals that qualify as SVHCs.

These steps will mean such chemicals can

be brought under the REACH processes for
introducing bans or restrictions on their use;
allowing a substance or group of similar substances
to be restricted purely on the basis of their intrinsic
hazards, regardless of how widely it is used or of
the quantities in which it is used.

Increasing the extent to which restrictions apply
to groups of chemicals rather than to single
substances. This is already happening under the
current legislation but the EU chemicals strategy
which includes the proposed changes to REACH
and CLP explicitly states that this should now
happen routinely.

Instead of deciding which uses of a chemical
should be restricted, in future the question to
answer will be which uses should be permitted to
continue and be exempt from a ban because they
are ‘essential’ to society.

New restrictions on chemicals will be incorporated
into the standards set out in product-focused EU
legislation in areas including cosmetics, cleaning
products, toys, electronic equipment and goods,
pesticides and construction materials.
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6. Working

The Swiss chemicals system

relationship with
ECHA and other

EU bodies

Like exports from other countries outside the EU,
Swiss exports to the EU of chemicals and products
must comply with the EU rules for those chemicals
and products. But given that Switzerland's domestic
rules already meet the EU requirements, this is

not a problem.

In 2010 the Swiss Government adopted a draft
negotiating mandate for a bilateral agreement on
chemical safety and submitted it to the cantons
and Parliament, but in 2015 it decided not to pursue
negotiations with the EU.

During a visit to ECHA in November 2015, the Swiss
Notification Authority for Chemicals expressed interest
in extending collaboration with ECHA beyond biocides
(see box 5). This was followed by a written proposal
to start technical cooperation on industrial chemicals
but the idea was dropped in line with advice given

by the European Commission.?? However in 2017 the
Notification Authority and ECHA exchanged letters
promoting cooperation between the authorities,

but with no legally binding effect. The letters state
that the exchange “solely formalises scientific and
technical contacts in a structured way, without
opening any pathway to the participation

of Switzerland in ECHA's REACH or

CLP-mandated work.”

Regarding EU rules for the vast majority of chemicals,
Switzerland cannot participate - as an active member
- in any meetings of ECHA's scientific committees
that prepare regulatory decisions under the REACH
Regulation. Its role is limited to that of an observerin
meetings of the network of national helpdesks that
advise businesses on chemical rules.

ECHA is permitted to sign cooperation agreements
with third countries on the implementation or
management of legislation concerning chemicals.
Such agreements can include the sharing of
information it has received in relation to provisions of
the REACH Regulation, such as substance registration
dossiers, provided confidential information is
protected. However, such an agreement has not been
made with Switzerland and therefore data from such
dossiers has not been shared.

Switzerland can attend meetings of the European
Food Safety Authority's Advisory Forum and the
authority’s focal point network, but in each case only
as an observer.
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Box 5

One area of Swiss chemicals legislation that

is directly linked to an agreement negotiated
with the EU is that covering the authorisation of
non-agricultural pesticides - known as biocides
- which was included in 2010 under the 2002
Mutual Recognition Agreement.

Under the Mutual Recognition Agreement
(Annex 1: chapter 18), biocide active ingredients
that are approved in the EEA are automatically
approved in Switzerland and vice versa. The
European Commission must consult Swiss
experts when preparing measures to send to
its Standing Committee on Biocidal Products
and Swiss representatives can participate on
other EU bodies related to biocides. Switzerland
is also a member of ECHA's biocidal products
committee which prepares ECHA Opinions on
EU applications for biocide approvals and those
which should be considered for substitution.

Switzerland makes a financial contribution to
ECHA's biocides programme based on its share
of total EU-Switzerland GDP.

The Swiss chemicals system

eS

Another chapter of the Agreement also states
that the parties recognise the equivalence

of each other’'s compliance monitoring
programmes on Good Laboratory Practice for
the testing of chemicals generally, and they
mutually accept studies and data generated by
such testing.
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The Swiss chemicals system

/. Conclusion

Switzerland’'s chemicals management legislation

is kept closely aligned with that of the EU. This
approach is seen as pragmatic by the Government
as well as one which ensures a high level of health
and environmental protection, keeps trade barriers
to a minimum and keeps prices of goods low for
consumers. Although referendums in the 1990s saw
Swiss citizens reject EEA membership, support for
retaining the free movement of goods and people
remains strong.

In the vast majority of cases, detailed information
setting out the physical and chemical properties of a
substance, together with information on its uses and
possible sources of exposure to workers, consumers
and the environment does not need to be collected
and submitted to the Swiss government. This is
because the producers have already submitted this
to ECHA in order to retain or obtain access to the EEA
market. Swiss industry and officials believe there is
no value in Switzerland allocating precious resources
to replicating the chemical assessments conducted
by ECHA and those EU member states active in
chemicals policy.

Switzerland rarely decides to evaluate chemicals or
introduce restrictions or other measures before the
EU has done so. This avoids trade barriers and keeps
Swiss product standards in line with those in the EU.
However, such restrictions or other measures are not
rubber stamped, but are subject to consultation and
may differ in detail to those adopted in the EU.

Whether a similar approach would bring economic,
environmental and health benefits to the UK while
respecting the outcome of the 2016 referendum is an
interesting question given the criticism of the UK's
chemicals policy since Brexit from industry and civil
society groups.2#252

Key questions to consider include:

To what extent are the uses and exposures
associated with a given chemical likely to
differ from those in the EU member states? Is
this 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?

What are the views of UK-based chemical
companies and other key industrial and business
sectors regarding the degree of divergence
between UK and EU chemical standards?

How well resourced, in terms of personnel,
experience and IT support systems, are the

UK departments and agencies dealing with
chemicals compared to those of ECHA, leading
EU economies such as Germany, and with
Switzerland? What does a realistic level of
effective activity look like for UK regulators in
this area?

How important is certainty and speed of decision
making for UK industry when it comes to chemical
standards? Could this be improved, and if so,
would a Swiss-style system be the best way of
achieving it?

If the UK Government decided to adopt a Swiss-
style approach and ensure UK chemical standards
matched those of the EU unless there was a clear
reason for divergence, would this bring greater
economic, health and environmental benefits than
the current policy?
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Annex 1

Table 1: REACH registration
and ChemO notification
fees (Euros)

1-10 tonnes 10-100 tonnes 100-1,000 tonnes >1,000 tonnes
Switzerland 500 - 8,000 1,000 - 13,000 2,000 - 25,000 2,000 - 25,000
ChemO?Z
REACH?® standard 1739 4,674 12,501 33,699
individual
REACH standard 1,304 3.506 9,376 25,274
joint
REACH Medium 1131 3,038 8126 21,904
Enterprise individual
REACH Medium 848 2,279 6,094 6428
Enterprise joint
REACH Small 609 1,636 4,375 1,795
Enterprise individual
REACH Small 457 1,227 3,282 8,846
Enterprise joint
REACH Micro 87 234 625 1,685
Enterprise individual
REACH Micro 65 175 469 1,264
Enterprise joint

N.B A Swiss Franc-Euro exchange rate of 1:1is used 24



Glossary and acronyms

The Swiss chemicals system

Glossary and
acronyms

Article
Manufactured goods or products, as opposed to
chemical substances or preparations (mixtures).

Authorisation

In Switzerland this means approval for a pesticide,
biocide or veterinary product. This is also the case
under EU law but confusingly the term also has

a meaning under the REACH Regulation which
distinguishes it from a Restriction. Under REACH,
substances subject to the Authorisation process are
phased out before a ‘'sunset’ date and only authorised
uses, which companies must apply for, can continue
after the sunset date, and only for a limited time.
Alternatively, a substance or group of substances as
such or as a constituent of the preparation or article,
can be subject to a restriction, an instrument which
does not allow companies to seek exemptions.

Ban

The term is used interchangeably with the term
‘prohibition’ to mean that the manufacturing, placing
on the market and/or use of a certain substance as
such and/or a preparation or article containing the
substance in question are not allowed. These terms
are typically used for a comprehensive prohibition
regime. As in the EU, companies in Switzerland

can apply for authorisations to continue using the
substance for a particular use after the phaseout date
has passed.

Biocides
Non-agricultural pesticides, such as anti-fungal
ingredients in paints or wood preservatives.

Candidate List

Under the EU REACH Regulation, substances that
meet criteria for being of 'very high concern’ are
published in a Candidate List for eventual inclusion

in the list of substances that must be phased out;
except for any specific uses granted time limited
authorisation. The criteria are purely based on intrinsic
hazardous properties, such as carcinogenicity.

Chemicals Act

The Federal Act on Protection against Dangerous
Substances and Preparations. Adopted in 2000, six
years before the EU REACH Regulation was adopted,
it came into force in 2005 and sets out the broad aims
and principles of chemicals handling, plus the roles
and enforcement powers of government bodies.

ChemO (Chemicals Ordinance)

The Ordinance on Protection against Dangerous
Substances and Preparations. Implemented by the
Federal Office for Public Health. It focuses on self-
regulation obligations, new substance notification, the
reporting of information about existing substances
and preparations, plus matters related to chemicals
handling, classification and labelling.

Chemical Safety Report

A detailed report submitted as part of a registration for
a substance placed on the market in annual quantities
of at least 10 tonnes per registrant. It sets out the
safety assessment conducted by the registrants for all
the substance’s uses.
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Glossary and acronyms

Classification

Identification of the intrinsic hazardous properties
of a substance or mixture. A core principle of the EU
CLP Regulation and the Swiss Chemicals Act is the
‘self-classification’ of a substance or mixture by the
manufacturer or importer.

CLP Regulation
The EU Regulation on the classification, labelling and
packaging of chemicals.

Dangerous substances and preparations
Substances and preparations are deemed dangerous
if they are capable of presenting a hazard to life or
health as a result of physico-chemical or toxic effects.
The term is essentially the same as the EU term
‘hazardous’.

ECHA
The European Chemicals Agency, legally established
by the REACH Regulation.

EEA

EEA stands for the European Economic Area and it
extends the rules of the EU Single Market to Iceland,
Norway and Liechtenstein. Switzerland is not a
member.

EFTA

The European Free Trade Association promotes

free trade between its members - Switzerland and
the three EEA countries - and between them and
other countries in Europe and globally. EFTA does
not envisage political integration, it does not issue
legislation, and it does not establish a customs union.
Nor is it involved in the management of the bilateral
agreements between Switzerland and the EU.

Exposure scenario

The set of operational conditions and risk
management measures that describe how a
substance is made or used and how the manufacturer
controls or recommends customers to control
exposures to people and the environment. These
scenarios may cover a single process or use or several.
Exposure scenarios are required for substances placed
on the market in annual volumes of at least 10 tonnes
and must be included in an annex to the safety

data sheet.

The Swiss chemicals system

Notification

A dossier of information and scientific data about

a new substance that must be accepted by the
Notification Authority before it can be placed on the
market. Existing substances do not need to be notified
because the information and data about them has
already been approved by ECHA.

Object

Manufactured goods or products. Legally defined as
an article given a particular shape, surface or design
during production which determines its end use
function to a greater degree than does its

chemical composition.

ORRChem (Chemical Risk Reduction Ordinance)
The Ordinance on the Reduction of Risks Relating to
the Use of Certain Particularly Dangerous Substances,
Preparations and Articles. Implemented by the Federal
Environment Office, it lists restrictions and bans/
prohibitions on substances, preparations and articles.

Placing on the market

Supplying or making a chemical available, whether
in return for payment or free of charge. Imports are
automatically deemed to have been placed on

the market.

Poison Centre

A body which operates an emergency number
for the public and professionals to call to receive
medical information in cases of poisoning or
suspected poisoning.

Preparation
A mixture or solution composed of two or

more substances.

Prohibition
See '‘Ban'.
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Glossary and acronyms

REACH Authorisation

The REACH authorisation process is designed to

act as a bridge towards the eventual phaseout of

a substance. If a substance is added to the REACH
authorisation list it cannot be placed on the market or
used from the agreed ‘sunset date’, which is usually

a few years after the measure has been adopted. A
company may be granted authorisation to continue
placing it on the market for using it for a particular
purpose and for a limited time period after the sunset
date if it can demonstrate that there are no suitable
alternatives available and the risks are adequately
controlled, or if the socio-economic benefits outweigh
the risks.

REACH Regulation

The EU Regulation on the registration, evaluation,
authorisation and restriction of chemicals. Adopted in
2006, together with the CLP Regulation this is the key
EU law on industrial chemicals.

Restriction

A mandatory measure that limits the placing on the
market (import, selling) and/or use of a substance. The
term is usually used in the ORRChem for measures
that mirror Restrictions listed in Annex XVII of the
REACH Regulation or Restrictions made under EU
product-related legislation, such as the Directive on
the restriction of hazardous substances in electrical
and electronic equipment.

Risk assessment

An assessment of a substance or mixture's hazards,
in conjunction with the ways workers, the general
population and the environment can be exposed to it,
to estimate the probability of harm or an adverse
effect occurring.

The Swiss chemicals system

Safety data sheet

An EU-wide standardised paper or electronic
document that lists information relating to the
hazardous properties, and the safe handling and use,
of a substance or preparation.

Substance

Chemical elements and their compounds. A
distinction is made between existing and new
substances: existing substances are those which have
been registered under the EU REACH Regulation; all
other substances are deemed to be new.

Swiss Ordinance

Legal instruments enacted by the Federal

Council or a Department without the participation of
Parliament.
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