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EUEOPEAN COMMISSTON
= Reguidatory Scrutitey B oard
Brissels,
REBS
Opinion

Title: Imp act assessment / Revision of the Toy Safety Directive

Overall opinion: POSITIVE

{A) Policy context

The Toy Safety Directive aims to ensure that toys marketed in the ETT are safe and to all ow
the free movement of toys in the intemal market The Directive lays down safety
regurements for toys, while harmonised standards set more specific requirements or
processes. The use of standards 15 voluntary. Manufacturers have to demonstrate that toys
conform to the safety requirements imposed by the Directive, via self-venfication or by
third party venfication in certain cases. The Directive has been amended zeveral times to
adapt requirements on chemicals to the latest technical and scientific developments.

An evaluation found shortcomings in ensunng a high level of protection of children, in
particular from nsks posed by harmful chemicals. The enforcement of the Directive is not
fully effective, resulting in a high number of non-compliant and unzafe toys on the market.
The Directive 1z alzo not adapted to address new risks posed by digital technologies, but
this should be addressed by new and upcoming legislation.

This initiative aims to ensure protection of children against the most harmful chemicals
and to reduce the number of non-compliant and unsafe toys on the market.

(B) Summary of findings

The Board notes the written reply submitted ahead of the meeting and the
commitments to make changes to the draft report.

The Board gives a positive opinion. The Board also considers that the report should
further improve with respect to the following aspects:

{1) The report does not provide sufficient information ahout the process to grant
derogations for the most harmful chemicals under the preferred option. It does
not explain how this process will ensure that children’s safety is not
compromised.

{2) The report is not sufficiently clear about the robustness of the cost and benefit
estimates. It does not explain sufficiently why granting derogations does not have
any impact on the expected health benefits.

Thiz opinion concerns a draft impact assessment which may differ from the final version.

Commiszion européenne, B-1049 Bruxeles - Belgium . Office; BERL 024352, E-mail: regulstory-scrutiny-boardi@ec. europa.eu
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() What to improve

{13 The report should provide additional information about the scientific assessment to be
cartied out by the European Chemicals Agency to grant derogations for harmful
substances. It should discuss to what extent this approach iz future-proof in view of the
experience with certain substances, which new scientific knowledge found more toxic than
known before. The report should alzo consider the expected costs of requesting and
assessing derogations under the preferred policy option.

(23 The report should better explain the evidence base, reliability and robustness of the
estimates of costs to businesses. In particular, it should explain why the industry would
bear high costs in case derogations are not allowed, considering the low number of
derogations on Carcinogenic, Mutagenic or toxic for Eeproduction substances having been
recuested and granted under the current Directive. It should alzo clanfy how the business-
ag-usual costs are taken into account in the estimates.

{3 The report should clarify the analysiz of the expected health benefits. It should better
explain the methodelogy used (in particular, whether the estimates are only based on the
value of the aveaded health damage from exposure to endocrine disruptors) and what the
limitations of these estimates are. It should also explain why the overall health benefits for
the options with derogations and without are cquantitatively the same given that a
derogation could potentially allow for minimum exposure to a specific substance.

@ The repott should further elaborate on the articulation between this initiative and other
related proposals. It sheuld clarify that this initiative builds on the fortheoming inclusion of
new hazard classes in the Classification, Labelling and Packaging Eegulation but is
independent from the rewision of the REACH Eegulation, the revision of the Union
Customs Code and the proposal for a Regulation on Ecodesign for Sustainable Products. It
should alzo clarify the role of the existing CE label in this initative,

(5 The report should explain hew a Digital Product Passport under the preferred option
would address the problems related to an exponential increase in small individual parcels
containing toys and the incorrect and questionable cuality of the EC declaration of
conformity.

The Board notes the estimated costs and benefits of the preferred option in this initiative,
as summarised in the attached quantification tables.

Same mare fachiical camments have heean sent directly fo the authar DG
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(D) Conclusion

The DG may proceed with the initiative.

The DG must take these recommendations into account before launching the
interservice consultation.

If there are any changes in the choice or design of the preferred option in the final
version of the report, the DG may need to further adjust the attached gquantification
tables to reflect this.

Full title Proposal for a Regulation of the European Parliament and of
the Counctl on the safety of toys

Reference number PLAT2021/11623

submitted to ESEB on 29 September 2022

Date of E5B meeting 26 October 2022
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ANNEYX — Ouantification tables extracted from the draft impact assessm ent report

The following fables comtain information on the costs and benefits af the initiative an
which the Board has given its opinion, as presenied above.

If the drajft report has been revised in line with the Board’s recommendations, the content
af these tables may he different from those in the final version of the impact assessment
repari, as published by the Compssion.

1. Overview of Benefits (total for all p rovisions) — Preferved Option

Descripiion

Amounit

Contm ants

Direct benefits

T oved well-being and
hedth

T otal amownt not guartifiable with precision bt
generated from the improved protection from
harmfial chemicals and the reduction of non-
cothpliant toys on the market.

Estimates€240 million to €1.2 hillion per year
materialising within 30 years at least

Consmers and in patiodar children

Efficiency gains in matket
surveillance and customs
controls

Facilitation of checks for market suveillance
authorities leading to lower costs per inspection,
geterated by the DPF, asthe inform ation will be
readily available. Avtomated customs cordrals
will enmure more efficient checks at the border
of toyrs.

Estimated increase of inspections by a maimizm
of 2500- 5000 per wear.

Iatket swrveillance authoritie s
Customs authorities

Efficiency gainsin Havings generated from digitalisation of the Businesses
providing compliance cotpliance inform ation and the possibility to
information guickly update it, which cowld range from € 2.62

million to€ 3 93 million per year.

There will also be savings from dedling with

inspections on products by market swveillance

authorities; estimatesrange from € 13 million to

€20 million

Indirect benefils

Competitiveness in the Total amownt not guartifiable bt generated by |Businesses
Gingle Market the introduction of the DPP with compliance

information and its verification at customs.

Adminiirative cost saviros related to the “one @1, one out’ approach *

direct Bavings inthe provision of compliance Businesses

information digitally, which could range from €
262 million to € 3.93 million per year.

Favings from dealing with inspections by market
surveillance athorities which could range
between€ 13 millionand€ 16 million in case
inspections remain at the same levels or increase
only slightly, or even i to € 20 million per year
in cage of increased number of inspections.
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II. Overview of cosis — Preferred opiion

BB Electronically signedon 28/10/2022 1271 [UTC402) in aceordanc s with Article 11 of Comnmuion Decisicn [EU) 202172121
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R Citizens/Consumers Businesses Ad ministrations
’F-—"—""""-—.—,___,, One-off Recurrent One-off Recurrent One-off Recurrent
e3smio  [SMY
Direct adjustm et €396 66m in SUmE
Hia Hia year in Hia Hia
costs product Tnoreased
adaptations testing
Direct €15m on £10 5m vear
adminigteative  |H/a Hfa seitingupthe [~ R (s Hfa
costs DFP
Direct regalatory
Action (s) |fees and charges Mia Mia Mfa Mia Nia M/a
Digect i N N/a A N/ N/a
erfot cem ent costs
Indirect costs €249 21m to
€367.25m
wotth of toys
Hia Hia that cosld no Hia Hia Hia
longer be made
available on the
m atket
Cosis related to the ‘one in, one out’ approach
. . Hia Hia €235mto €731lm to
Direct adjustm ent £396 66m £11 701 per
costs
year
Indirect Hia Hia €240321m to nfa
Total adjustient costs €367 25m
wotth of toys
Admindstrative Hia Hia E€18m €10.5m per
costs (For year
offsetting)
5






