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Part | - Strengthening the protection of children against possible risks in
toys

1. Strengthen the protection of children against chemical risks

The evaluation of the Toy Safety Directive identified several shortcomings — in particular concerning
chemical risks — that could compromise the health and safety of children. In the EU, Regulation No 1272
/2008 on Classification, Labelling and Packaging (CLP) determines whether a substance or mixture
displays properties that lead to it being classified as hazardous. The Toy Safety Directive generally bans in
toys substances that are classified as carcinogenic, mutagenic or toxic for reproduction (CMRs) under the
CLP Regulation, with only a few derogations. Substances under other hazardous classifications in the CLP
Regulation are not currently covered by the general bans in the Directive. The chemicals strategy for
sustainability commits to better protecting from the most harmful chemicals in toys and to extend the
general bans to other most harmful chemicals, i.e. chemicals that affect the endocrine system, chemicals
affecting the immune, neurological or respiratory systems, and chemicals toxic to a specific organ.

The Directive already preventively bans carcinogenic, mutagenic or toxic-for-reproduction substances
based on their hazardous properties and generic exposure and risk considerations. Limited exemptions to
the general bans are allowed.

Chemicals with adverse effects on the environment, including endocrine disruptors and chemicals that are
persistent, bioaccumulative and toxic, are regulated under REACH.

Question 1.


https://ec.europa.eu/info/law/better-regulation/specific-privacy-statement
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/1852-Evaluation-of-the-Toy-Safety-Directive

Do you agree or disagree that the EU rules on toy safety should set stricter
requirements for chemicals in toys?
® Strongly agree

Agree

Neutral

Disagree

Strongly disagree

No opinion

Question 2.
In your opinion, should the Toy Safety Directive address the following substances,
and in what manner?

They should They
be They should be banned only should not | dont
preventively after they have been be Know
banned from scientifically assessed and regulated No
toys (generic found unsafe for use in toys in the Toy opinion
risk (specific risk assessment) Safety

assessment) Directive

Substances that are

known or presumed to

be disruptive to the o

endocrine system

(endocrine disruptors for

human health)

Substances that are

suspected to be

disruptive to the o

endocrine system

(endocrine disruptors for

human health)

Substances that affect the ®

immune system

Substances that affect the o

neurological system

Substances that affect the o

respiratory system

Substances toxic to a o

specific organ



Substances that can
cause an allergic
response following skin
contact (skin sensitizers)

Other substances — please clarify:

The CSS acknowledges the vulnerability of children and commits to extend the generic approach to risk
management (GRA) as the default option for the most harmful chemicals as regards their use in consumer
products. CHEM Trust views this measure as the key piece of the revision of the toys directive to deliver
enhanced protection.

CHEM Trust is concerned that the questionnaire only mentions endocrine disruptors for human health, but
the CSS commitment covers endocrine disruptors in general. Therefore, endocrine disruptors for the
environment (known, presumed and suspected) should also be included. This is relevant because endocrine
disruptors affecting various species can be expected to also have impacts on the human endocrine system
and should by default be considered relevant for human health unless proven otherwise. Moreover, it is
important to cover the whole lifecycle of toys, including disposal stage.

The CSS commitment includes, in addition to CMRs and endocrine disruptors, also the following:
-Persistent, Bioaccumulative, and Toxic (PBT) substances according to the new hazard classes to be
established under the CLP regulation

-Very Persistent and very Bioaccumulative (vPvB) substances according to the new hazard classes to be
established under the CLP regulation

GRA covering CMRs, endocrine disruptors and PBT/vPvBs will ensure a preventive ban of the most harmful
substances from all toys.

In CHEMTrust’s view, the GRA should also be extended to the new hazard classes for PMT/vPvM.

Question 3.

Currently, the Directive allows for a number of derogations to the general bans on
substances. In line with the chemicals strategy for sustainability, other most harmful
chemicals — i.e. those that affect the endocrine system, those that affect the
immune, neurological or respiratory systems and those toxic to a specific organ —
could also be subject to general bans.

Do you agree or disagree that the Toy Safety Directive should, by way of
exception, allow the presence of chemicals which are subject to current and
new general bans?

Strongl! Strongl No
gy Agree Neutral Disagree ) 9y o
agree disagree | opinion



When these chemicals are
contained in equal or smaller
concentrations than required to
be classified as hazardous under
the relevant EU legislation (CLP
Regulation)

When these chemicals are
inaccessible to children in any @
form, including inhalation

When these chemicals are found

to be safe for human health (as

evaluated by a scientific @
committee) for that particular use

in toys

When these chemicals are found
to be safe for human health (as
evaluated by a scientific

Q
committee) for that particular use
in toys and there are no
alternatives
When the use of these chemicals
in toys is proven to be essential @

for society

There should be no derogations
to the general bans

Other — please specify:

Question 4.

How do you assess the likely overall impact of introducing general bans for the
most harmful chemicals as described in the previous question, with some limited
derogations if necessary?

Impact on:
No
5 4 3 2 -
opinion
Costs for companies to adapt to new chemical requirements @
Administrative burden for businesses @

Administrative burden for public authorities e



Protection of children @

Consumer demand @

Price of toys °
Choice of toys e

Incentives for companies to place innovative products on
the market

Free movement of toys within the EU single market @

Competitiveness of small- and medium-sized enterprises
(SMEs)

Competitiveness of larger firms @

Other — please specify:

Question 5.
Comments: (if appropriate)

There is no scale to explain the answer options. We have used the scale from Question 9: Scale from 5
(very positive), through 3 (neutral) to 1 (very negative)

Question 6.

The Directive currently only empowers the Commission to set limit values for
additional chemicals in toys for children under 36 months and in toys intended to be
put in the mouth.

To what extent do you agree or disagree with the following statements?

Strongl Strongl No
gy Agree Neutral Disagree . gy .
agree disagree opinion
The toy safety rules should
continue to allow different
requirements to be set for o

chemicals in toys for younger
children (under 3 years)
compared to older children

The toy safety rules should

continue to allow different

requirements to be set for @
chemicals in toys intended to be

put in the mouth
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The toy safety rules should allow
new requirements to be set for
chemicals in any toy should new
scientific knowledge emerge

Other — please specify:

It is unclear how the first question should be interpreted. The main thing is that that the Commission should
be able to set rules for any toy to ensure that children of all ages are protected against harmful chemicals. In
addition, there should be the possibility to adapt specific rules which may still be needed for toys meant for
children under 3 years.

In general, a revised TSD/regulation should in line with the CSS to regulate harmful substances by a
grouping approach rather than setting specific limit values for individual substances to avoid regrettable
substitution, see also CHEM Trust report: ‘From BPA to BPZ - a toxic soup?” https://chemtrust.org
/toxicsoup/

Moreover, it will be important to consider combination effects to chemicals from other sources and avoid a
single substance assessment leading to a false sense of safety. Read more in CHEM Trust report:
‘Chemical mixtures - The neglected threat of toxic mixtures and how to fix it".

Question 7.
The evaluation concluded that the current limits for (the carcinogenic) nitrosamines
and their precursors, the nitrosatable substances, appear to be too high.
Do you agree or disagree that limit values in the Directive for nitrosamines
and nitrosatable substances should be lowered?
® Strongly agree

Agree

Neutral

Disagree

Strongly disagree

No opinion

Question 8.
Do you think toys should be labelled with their chemical composition?
? Yes
No
No opinion

Question 8b.
Which toys should be labelled with their chemical composition? (multiple replies
possible)

11



2 All toys
] Toys which are chemical mixtures and lead to intense exposure (such as

modelling clay, slimes, soap bubbles, finger paints, water paints or toy pens)
Toys containing specific allergenic fragrances, as is the case in the current
Toy Safety Directive
Toys intended for children under 36 months (as these children are more
vulnerable or more likely to put toys in their mouth)
Other — please specify

Question 8c.
Which chemical substances in toys should be included on the label? (multiple
replies possible)
¥I' All chemical substances

Allergenic fragrances

Substances subject to general bans which may still be present in toys due to

derogations

Other — please specify

Question 9.
How do you assess the likely overall impacts of requiring the labelling of chemical
substances in toys?

Impact on:
5 4 3 2 No
opinion

Costs for companies to adapt to new chemical requirements @
Administrative burden for companies @
Administrative burden for public authorities @
Protection of children @
Consumer demand @
Price of toys @
Choice of toys e

Incentives for companies to place innovative products on
the market

Free movement of toys within the EU single market @
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Competitiveness for small- and medium-sized enterprises
(SMEs)

Competitiveness of larger firms

Other — please specify:

Question 10.
Comments: (if appropriate)

2. Adapting the Directive to other risks

Digital technologies in toys may pose new risks for children, for example in terms of protection of data,
privacy or risks linked to cybersecurity. The Directive is currently focused on the physical health and safety
of children. Other pieces of horizontal EU legislation addressing aspects like cybersecurity and the
protection of data or privacy in a more general manner (such as the Radio Equipment Directive, the
General Data Protection Regulation or the proposed regulatory framework for artificial intelligence) also
apply to toys.

Question 11.

Do you agree or disagree that the Toy Safety rules should address the following, in
addition to the EU legislation on these aspects referred to above? (multiple replies
possible)

Strongly , Strongly No
Agree Neutral Disagree . -
agree disagree opinion

Privacy breaches (for example,
in relation to information or data
on the child being shared)

Cybersecurity risks

Psychological harm

Other — please specify:
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Question 12.

What would be your preferred option to ensure that children are protected from new

risks posed by the use of digital technologies?
No action is needed
Toys should comply with specific requirements for cybersecurity and privacy,
additional to those for other connected consumer products
Toys should comply with general requirements for cybersecurity and privacy
for connected consumer products

Toy safety rules should protect children from risks in toys not only for their
physical health, but also for their mental health or cognitive development

Other — please clarify:

Question 13.

How do you assess the likely overall impacts of your preferred option for adapting
the Directive to risks posed by the use of digital technologies?

Impact on:

No
opinion

Costs for companies

Administrative burden for companies
Administrative burden for public authorities
Protection of children

Consumer demand

Price of toys

Choice of toys

Incentives for companies to place innovative products on
the market

Free movement of toys within the EU single market

Competitiveness of small- and medium-sized enterprises
(SMEs)

Competitiveness of larger firms

14



Other — please specify:

Part Il - Single market

The evaluation of the Directive found that many non-compliant toys are sold in the EU and that it is difficult
to enforce the Directive, in particular for online sales. Enforcing the Toy Safety Directive in online sales is
challenging: for instance because it is more difficult to reach online providers who place non-compliant
products on the market, or to obtain the necessary documentation to assess the compliance of the toy with
the Directive’s requirements.

Question 14.
To what extent do the following issues hamper the application of the Directive?

Toa
Toa Toa Toa Not
very
larde large moderate small at
g extent extent extent all
extent

The chemical requirements for toys are set out in
different pieces of legislation

The Directive and its regular adaptations to new
scientific knowledge need to be transposed into
national law

Testing and safety/conformity assessment is done
by the manufacturer itself without the intervention
of a qualified conformity assessment body

Documentation on the conformity of the product is
provided only at the request of the authorities

There are no specific requirements for online sales

Other — please specify:

1. Conformity assessment of toys

Question 15.

The Toy Safety Directive requires the manufacturer to demonstrate that the toy
they produce conforms to the safety requirements applicable. Currently, third-party
verification by a notified body is required only in very limited cases (i.e. when
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harmonised standards do not exist or are not applied, or when the manufacturer
considers that the nature, design, construction or purpose of the toy necessitates
third-party verification). A notified body is a test laboratory of recognised quality
which has been designated by a Member State (where the test laboratory is
located) for this purpose. The notified body then examines a prototype of the toy
and delivers a certificate (EU-type certificate) on the conformity of the prototype
with the requirements of the Directive.

Do you think the toy safety rules should extend the obligation of third-party
verification to more toys (EU-type examination)?

Yes
No
No opinion

Question 16.

How do you assess the likely overall impacts of extending the requirements to
apply third-party verification to other toys as in the previous question?

Impact on:

No
opinion

Costs for companies

Administrative burden for companies
Administrative burden for public authorities
Protection of children

Compliance of toys with the Directive
Consumer demand

Price of toys

Choice of toys

Incentives for companies to place innovative products on
the market

Free movement of toys within the EU single market

Competitiveness of small- and medium-sized enterprises
(SMEs)

Competitiveness of larger firms

2. Obtaining compliance information and performing checks
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In market surveillance, experience has shown that checks on toys can be difficult — mainly because key
documents such as the EU declaration of conformity are difficult to obtain, are incorrect or of questionable
quality, and/or are drafted only after a request from authorities. An option would be to require that products
be accompanied by a digital product passport — including information on compliance of the product — which
would ensure that information is immediately available to market surveillance and customs authorities.

Question 17.
Should the following information be available through digital tools?

Should be Should
, Basic information should be
available , be
) available on the product . No
in paper . available .
/paper and more details can opinion
/on the ) . only
be available digitally .
product digitally

Name and address of the
manufacturer

EU declaration of conformity

EU-type examination
certificates, where they exist

Instructions for use
Safety information

Information on allergenic
fragrances or any other
chemical substance which may
be subject to labelling
obligations

Question 18.
If any of this information is provided through digital tools, what digital solution would
you prefer to use to access the information online?
"I QR code
Other barcodes
' Contactless technologies such as NFC or RFID tags
"I Website address
' Doesn’t matter as long as it with works with my preferred device
Other (please specify below)
“I'| don't know/cannot answer

Question 19.
How do you assess the likely overall impacts of requiring the provision of certain
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information through digital means?
Impact on:

No
opinion

Costs for companies

Administrative burden for companies
Administrative burden for public authorities
Protection of children

Compliance of toys with the Directive
Efficiency of market surveillance
Consumer demand

Price of toys

Choice of toys

Incentives for companies to place innovative products on
the market

Free movement of toys within the EU single market

Competitiveness of small- and medium-sized enterprises
(SMEs)

Competitiveness of larger firms

Question 20.
While a Regulation is directly applicable in every Member State, a Directive has to
be transposed by Member States into national legislation. The evaluation
concluded that unequal transposition — as regards both substance and time — of the
numerous amendments to the Directive into national law are a further obstacle to
the single market.
Do you agree or disagree that the Toy Safety Directive should be converted
into a Regulation?
® Strongly agree

Agree

Neutral

Disagree

Strongly disagree

No opinion

18



Other — please specify:

Question 21.
What would be your preferred measures to be in---cluded in the Directive to
improve compliance and enforcement? (multiple replies possible)
"I No action needed
/I The toy should have digital information on compliance that should also be
available at customs (digital product passport)
"I More toys should be tested by a third party before they can be marketed in the
EU
¥l The Directive should be converted into a Regulation

Other — please specify:

It is essential that a revised toy safety legislation will result in uniform and robust regulation in the EU that
ensures safe and toxic free toys for children of all ages, regardless of how they are marketed.

Part lll - Additional feedback

Question 22.
What other aspects, if any, do you think could be improved if the Toy Safety
Directive were revised?

Children need to be better protected from chemicals that could compromise their health and safety, in
particular from substances that can disrupt the hormone system. Therefore, it is of outmost importance that
the GRA approach in the TSD is extended to also cover endocrine disrupting chemicals. See CHEM Trust
comments to the public consultation on GRA: https://chemtrust.org/wp-content/uploads/CT-comments-on-
GRA-CARACAL-Apr22.pdf

However, the extended GRA - including EDs - will only bring the necessary increased protection, if Category
2 EDs, the Suspected EDs, are covered by GRA. See our joint NGO policy paper on Identification of EDs in
categories: https://chemtrust.org/wp-content/uploads/Joint-CT_HEAL_CE-proposal-on-CLP-ED-criteria-
March-2021-final-with-date.pdf

Also, it would be wrong to exclude endocrine disruptors for the environment (known, presumed and
suspected) from the GRA provision. Endocrine disruptors affecting various species can be expected to also
have impacts on the human endocrine system and should by default be considered relevant for human
health unless proven otherwise. Moreover, it is important to cover the whole lifecycle of toys, including the
disposal stage, and remove harmful EDCs from supply chains.

Another crucial aspect for the forthcoming revision of the TSD, in line with the CSS commitments, is the
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consideration of combination effects and resulting impacts from combined exposures to multiple chemicals
from various sources. Decades of research have demonstrated that combined exposure to several
chemicals can result in toxic mixture effects. Importantly, 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. Children are particularly vulnerable. Therefore, it is crucial t to ensure that the risk
from simultaneous exposure to multiple chemicals will be taken into account when assessing the safety of
toys. A mixture assessment factor (MAF) should be considered as a pragmatic tool.

See also CHEM Trust report on Chemical Cocktails : https://chemtrust.org/wp-content/uploads/Chemical-
cocktails_ CHEMTrust-report_March-2022.pdf

Question 23.

If you would like to share a document in connection with the possible revision of the

Toy Safety Directive, please upload it below:

Contact

GROW-TOYS@ec.europa.eu
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