









EN			EN
DRAFT   
COMMISSION REGULATION (EU) …/…
of XXX
amending Annex II to Regulation (EC) No 1223/2009 of the European Parliament and of the Council as regards the use in cosmetic products of certain nanomaterials
(Text with EEA relevance)
THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,
Having regard to Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on cosmetic products([footnoteRef:1]), and in particular Article 16(6) and Article 16(8) thereof, [1: 	OJ L 342, 22.12.2009, p. 59.] 

Whereas:
Article 16(1) of Regulation (EC) No 1223/2009 provides that for every cosmetic product that contains nanomaterials, a high level of protection of human health shall be ensured. Article 16(4) of that Regulation further provides that, in the event that the Commission has concerns regarding the safety of a nanomaterial, the Commission shall, without delay, request the Scientific Committee on Consumer Safety (SCCS) to give its opinion on the safety of such nanomaterial for use in the relevant categories of cosmetic products and on the reasonably foreseeable exposure conditions.
On 5 February 2020 the SCCS accepted the Commission mandate to provide a scientific advice on the safety nanomaterials . Commission requested the SCCS, in particular, to assess if a potential risk could be identified, based on the available scientific literature and the SCCS expert judgement, for Colloidal Silver (nano), Styrene/Acrylates copolymer (nano),Sodium styrene/Acrylates copolymer (nano) and Silica, Hydrated Silica, and Silica Surface Modified with Alkyl Silylates (nano form). 
In its Scientific Advice of 8 January 2021([footnoteRef:2]), the SCCS concluded that there is a basis for concern that Colloidal Silver (nano), Styrene/Acrylates copolymer (nano), Sodium styrene/Acrylates copolymer (nano) and Silica, Hydrated Silica, and Silica Surface Modified with Alkyl Silylates (nano form), as notified through the cosmetic products notification portal (CPNP) for use in cosmetic products, can pose a risk to the consumer. The aspects relating to each of these nanomaterials that raise a safety concern have been detailed in three separate Annexes (2, 3 and 4) to this Scientific Advice. [2:  	SCCS Scientific advice on the safety of nanomaterials in cosmetics - SCCS/1618/2020.] 

Article 16(6) of Regulation (EC) No 1223/2009 provides that, taking into account the opinion of the SCCS, and where there is a potential risk to human health, including when there is insufficient data, the Commission may amend Annexes II and III of this Regulation. 
To ensure a high level of protection of human health for cosmetic products that contains nanomaterials it is necessary to uniformly implement within the internal market the prohibition to use the nanomaterials for which the SCCS identified a basis of concern and amend Annex II to Regulation (EC) No 1223/2009 to reflect the SCCS Scientific Advice of 8 January 2021.
Article 16(6) of Regulation (EC) No 1223/2009 provides that the measures referred to in paragraph 6 designed to amend non-essential elements of this Regulation, shall be adopted in accordance with the regulatory procedure with scrutiny referred to in Article 32(3) of this Regulation. Regulation (EC) No 1223/2009 should therefore be amended accordingly.
The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on Cosmetic Products,
HAS ADOPTED THIS REGULATION:
Article 1
Annex II to Regulation (EC) No 1223/2009 is amended in accordance with the Annex to this Regulation.
Article 2
This Regulation shall enter into force on the […] day following that of its publication in the Official Journal of the European Union.
This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Brussels,
	For the Commission
	The President
	[…]
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