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BACKGROUND – TIMELINE CONSTRAINTS
· 7 CONSORTIUM MEMBERS: CE member companies 
· Octocrylene has been included in the Priority A list of substances with potential ED properties used in cosmetic products (May 2019) with a public call for data by October 15, 2019. By this deadline, CE submitted to the COM/SCCS an abbreviated safety dossier focused on the potential endocrine activity of octocrylene. The COM mandate for an evaluation by the SCCS was published on the SCCS website on February 06, 2020, with a deadline of 9 months for the SCCS. Therefore, this consortium was set up to prepare a full safety dossier according to the SCCS Notes of Guidance.

SCOPE OF DEFENCE ACTIVITIES
Octocrylene (CAS No. 6197-30-4 / EC No. 228-250-8) is used as a UV filter ingredient in various cosmetic products. It is listed in Annex VI of Regulation (EC) No 1223/2009 (Entry N°10) and approved up to a maximum concentration of 10% (expressed as acid) in cosmetic products as a UV filter or a formula protectant. It is also approved or accepted as a UV filter across the globe.
The current uses have been compiled by Cosmetics Europe in a Consortium members use survey, including uses that could lead to exposure of the consumer by inhalation. 
According to the use survey, the maximum concentration to be defended is 10%.

CONSORTIUM APPROACH
According to the existing data gap analysis, the available dermal penetration studies did not meet the SCCS NoG requirements. Therefore, the Consortium members agreed to conduct a new dermal penetration study and the preliminary study results are included in this dossier. 
A detailed inhalation exposure assessment was included as well as the latest consumer use information to support the safety assessment on Octocrylene.
An external consultant prepared the Octocrylene dossier.
Consortium Project Management is performed by an external consultant.
Three in vivo studies were not used or included in the final safety assessment of Octocrylene since they were conducted post-2013. None of these studies did have an impact on the selection of the toxicological point of departure or the ultimate conclusion presented in the dossier.

STATUS REPORT – EXPECTED TIMELINES
The safety dossier on Octocrylene was submitted to the COM/SCCS by August 14, 2020.
Based on this late submission, DG GROW extended the SCCS mandate for substance evaluation until January 2021.
The final report on the new dermal penetration study was submitted to the COM/SCCS on October 9th, 2020.
The SCCS ignored the CONS comments to the preliminary SCCS opinion and adopted the final opinion on 30-31 March 2021 (SCCS/1627/21) with the following conclusion:
· The SCCS is of the opinion that Octocrylene is safe as a UV-filter at concentrations up to 10% in cosmetic products when used individually.
· Octocrylene is also considered safe for a combined use of sunscreen cream/lotion, sunscreen pump spray, face cream, hand cream and lipstick at a concentration up to 10%. 
· The use of Octocrylene in sunscreen propellant spray is only considered safe when its concentration does not exceed 9% when used together with face cream, hand cream, and lipstick containing 10% Octocrylene.
· The evidence from in vivo studies is not conclusive enough at present to enable deriving a specific endocrine-related toxicological point of departure for use in safety assessment.
· Taking into consideration the widespread use of Octocrylene in cosmetic products, the number of reported cases of allergic contact dermatitis appears to be negligible.
· Occurrence of photoallergy to Octocrylene is strongly related to a previous photoallergy to topical ketoprofen.

The Commission drafted regulatory annex language attempting to mirror the SCCS opinion language, and subsequently invited the Consortium to review and provide comment. In June the Consortium provided comments on the draft with the intent to simplify and clarify the usage restrictions, and to be able to keep the (as acid) mention in the regulatory entry. In October the Commission issued an updated proposal to the WTO (see below). Since then CE has learned from the CPWG that this proposal will be the final annex entry language and the Commission is not open to further comments.

Horizontal impact
NA

ANY OTHER COMMENT
The final SCCS opinion reconfirms that the use of Octocrylene in cosmetic products at the maximum allowed concentration of 10% in non-aerosol whole body product is safe. 
The use of Octocrylene in sunscreen propellant spray is considered safe when its concentration does not exceed 9% when used together with face cream, hand cream, and lipstick containing 10% Octocrylene. 
There is no evidence for Octocrylene of any adverse effects related to endocrine activity at the concentrations used. 

Lessons learned: 
In terms of exposure assessment there is overall no consistency between the individual SCCS opinions on UV filters, e.g. taking into consideration the dermal absorption value in μg/cm2 vs the percentage of the UV filter being dermally absorbed from the sunscreen formulation.
In contrast to previous opinions on UV filters, the SCCS uses a very conservative approach regarding co-use of sunscreen products with face cream, hand cream and lipstick, and the assumption of daily use of these products. This approach goes beyond the usual consideration of the already conservative 18 g/day for the consumer exposure of UV filter products.











· Entry in Annex VI: Comments on regulatory entry CONS sent to EU COM
	
Reference number
	Substance Identification
	Conditions
	Wording of conditions of use and warnings

	
	Chemical name/INN
	Name of Common Ingredients Glossary
	CAS number
	EC number
	Product type, Body parts
	Maximum concentration in ready for use preparation
	Other
	

	a
	b
	c
	d
	e
	f
	g
	h
	i

	x
	2-Cyano-3,3-diphenyl acrylic acid, 2- ethylhexyl ester/ Octocrylene

	Octocrylene 
	6197-30-4
	228-250-8
	a) Body propellant spray products 

b) Other products
	1. 9 % (as acid)



b) 10% (as acid)
	
	





· Entry in Annex VI: EU COM’s proposed final (closed to further comments) regulatory entry
	
Reference number
	Substance Identification
	Conditions
	Wording of conditions of use and warnings

	
	Chemical name/INN
	Name of Common Ingredients Glossary
	CAS number
	EC number
	Product type, Body parts
	Maximum concentration in ready for use preparation
	Other
	

	a
	b
	c
	d
	e
	f
	g
	h
	i

	x
	2-Cyano-3,3-diphenyl acrylic acid, 2- ethylhexyl ester/ Octocrylene*

	Octocrylene 
	6197-30-4
	228-250-8
	b) propellant spray products 

b) Other products
	1. 9 % 



b) 10% 
	
	



* Benzophenone as an impurity and/or degradation product of Octocrylene shall be kept at trace level.

