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Toy Safety Directive 2009/48/EC / EN 71-3: 
Proposal: Reduction of the migration limit for aluminium 
in Annex II part III No. 13 (EN 71-3)
Draft Commission Directive for reducing the migration limit of aluminium
On 10 December 2018, European Union (EU) notified World Trade Organisation (WTO) the proposal to tighten the aluminium requirement in toys (G/TBT/N/EU/626) and presented a draft directive for amending point 13 of part III of Annex II to Directive 2009/48/EC as regards aluminium.
The proposed limit is same as the opinion from SCHEER published in 9 Nov 2017:
	
	Category I
	Category II
	Category III

	Limit values for aluminium
	in dry, brittle, powder-like or pliable toy material
	in liquid or sticky toy material
	in scraped-off toy material

	Current
	5 625 mg/kg
	1 406 mg/kg
	70 000 mg/kg

	Proposed
	2 250 mg/kg
	560 mg/kg
	28 130 mg/kg


Proposed date of adoption: Second quarter of 2019.
Proposed date of entry into force: Last quarter of 2020 (18 months after publishing in the OJEU).
Consequences of a Stricter Regulation

Most of the toys including only materials of the category III (e.g. plastic, textile, wood, lacquer) will still continue to fulfill the requirements.

Noncompliance is to be expected for some materials of the categories I and II: 

Mostly coloured samples will be affected: Blue colour pigments might be aluminium silicates (e.g. Ultramarine Blue, C.I. Pigment Blue 29, C.I. Pigment Violet 15). Further, metal effect pigments could be made with aluminium-powder (e.g. C.I. Pigment Metal 1 = C.I. 77000). 

In addition, fillers (kaolin, clay minerals) and binders (bentonite) may contain larger amounts of aluminium. 

Background

The Scientific Committee on Health, Environmental and Emerging Risks (SCHEER) has reviewed the available data on the toxicity of aluminium, taking into account the different tolerable intake levels for aluminium established by the European Food Safety Authority in 2008 and by the Joint FAO/WHO Expert Committee on Food Additives in 2011. In their 'Final opinion on tolerable intake of aluminium with regard to adapting the migration limits for aluminium in toys', adopted on 28 September 2017, a tolerable daily intake (TDI) of 0.3 mg/kg body weight per day as an appropriate base for revising the migration limits for aluminium from toys.
The SCHEER applied 10 % of the TDI (maximum contribution from toys to the daily intake recommended by the Scientific Committee on Toxicity, Ecotoxicity and the Environment in its 2004 opinion), multiplied by the average weight of a child under three years of age (estimated at 7.5 kg) and divided by the daily quantity of toy material ingested. Based on this calculation new migration limits were proposed.

The subgroup Chemicals considered, at its meeting on 26 September 2017, that the migration limits proposed by SCHEER were appropriate. The Expert Group on Toys Safety agreed, at its meeting on 19 December 2017, that the migration limits for aluminium should be adapted as proposed.
Directive 2009/48/EC should therefore be amended accordingly.
For further technical information, please contact:

TÜV Rheinland LGA Products GmbH


Technical Competence Center Toys


Tillystraße 2


D-90431 Nuremberg


Dr. Kathrin Birkmann 


Tel. 0911/655-5863

Kathrin.Birkmann@de.tuv.com


Disclaimer of Liability

This newsletter covers information of general nature without concrete connection to specific natural or legal persons, objects or circumstances. This newsletter should not be considered a legal advisory and does in no case replace one. The TÜV Rheinland LGA Products GmbH (TRLP) cannot guarantee that the wording conforms to the corresponding official version. The TRLP puts every attempt into ensuring the correctness and actuality of the information provided; however errors and ambiguities can never be completely excluded. Therefore, the TRLP does not assume liability for the actuality, correctness, completeness or quality of the information provided. For the official text, please reference the Official Journal of the European Union.

Liability claims against the TRLP, whether referring to material damage or goodwill, that result from the use or non-use of the presented information or use of incorrect and incomplete information, are principally excluded.
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