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The latest European Food Safety Authority (EFSA) study on Lead in Food1 
in 2010 concluded that the current level of protection of children against 
exposure to lead is insufficient. The EFSA has thus proposed to amend 
the current limit values for lead in the Toy Safety Directive 2009/48/EC 
(TSD)2 and align them with their latest scientific data in order to reduce 
children’s exposure to lead from both food and non-food products, 
including toys. 

On 13 February 2012, the European Commission launched a 
consultation3 on the revision of lead limit values in toys. The revision 
aims to ensure a higher level of safety for children while maintaining a 
proper functioning of the internal market for toys. 

Economic operators including toy manufacturers, producers, importers, 
distributors and retailers are invited to comment4 on the policy options 
by the end of the consultation on 7 May 2012. The four policy options 
are as follows:

1. Maintaining the current limits for lead in toys;

2. Putting in place voluntary industry agreements on reducing the lead 
limits in toys;

3. A partial reduction of the current lead limits in certain categories 
of toy materials according to the latest scientific evidence. Other 
categories from natural sources such as clay, caolin, or pigments 
used in colored pencils, chalks, wax crayons, pastels or in water 
paint tablets would be exonerated due to unavoidable lead 
contamination;

4. A complete revision of the current limits for lead in all categories of 
toy and toy materials.

Table A summaries the proposed lead limits for consultation in three 
major categories of toy materials. n

1 Download the EFSA Scientific Opinion on lead in food 2010 from http://www.efsa.europa.eu/fr/scdocs/doc/1570.
pdf
2 See the Toy Safety Directive legal text at http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:170:
0001:0037:en:PDF
3 Find our more about the consultation roadmap for lead limits in toys at at http://ec.europa.eu/enterprise/sectors/
toys/files/guidance-documents/reducing_the_limit_values_for_lead_in_toys_roadmap_en.pdf
4 View the concultation questionnaire at http://ec.europa.eu/yourvoice/ipm/forms/dispatch?form=leadintoys
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Table A: Comparison of the TSD and proposed lead limits

Toy Material Categories Lead Limit in 
TSD effective 
20 July 2013
(mg/kg)

Proposed lead limit 
(mg/kg)

In dry, brittle, powder-like or 
pliable toy material

13.5 4

In liquid or sticky toy material 3.5 1

In scraped-off toy material 160 47
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Restrictions under the REACH regulation1 cover a wide range of 
individual chemical substances and families of substances in their 
manufacture, as well as placing on the market and for use in the EU. 
Some restrictions on families of chemicals are based on hazardous 
properties that are considered to be dangerous according to the EU 
chemical classification system.

Chemical substances that are classified as carcinogenic, mutagenic 
and/or toxic to reproduction (CMR) in categories 1 and 2 according to 
the EU Classification, Labelling and Packaging (CLP) Regulation (EC) 
No 1272/2008, and mixtures that contain such substances, are restricted 
in their supply to the general public in the EU under Annex XVII entries 
28 to 30 of the REACH regulation. The corresponding lists of restricted 
CMR substances are given in Appendices 1 to 6 of REACH.

On 10 February 2012, Regulation (EU) No 109/2012 amending 
Appendices 1 to 6 was published2. This amendment is a delayed 
alignment with the corresponding entries in the CLP Regulation which 
had entered into force in December 2010, and it includes the addition 
of a large number of nickel compounds and coal/coal tar distillates and 
extracts as well as the deletion and replacement of some substances. 
The amended Appendices 1 to 6 will apply from 1 June 2012.

The Amendment also includes a new Appendix 11 to the REACH 
regulation. Appendix 11 details the derogation from the restrictions on 
some of the boron compounds that are listed in Annex XVII entries 28 

1 Download REACH Regulation (EC) No 1907/2006 in full from http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?u
ri=CONSLEG:2006R1907:20111210:EN:PDF
2 See Regulation (EU) No 109/2012 in full at http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:03
7:0001:0049:EN:PDF

to 30 in detergents as regulated by the Detergents Regulation (EC) No 
648/2004. The derogation ends on 1 June 2013.

Restrictions under REACH Annex XVII entries 28 to 30 do not apply 
to substances or mixtures for professional uses or to the following 
products: medicinal or veterinary products, cosmetic products, fuels and 
oil products, and artists’ paints. The restrictions also do not apply to 
articles and products. n
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