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3
Comments on the SEAC draft opinion and specific information requests
Specific information requests
1. The restriction proposal covers (see chapter C of the background document) alternatives to the use of mixtures containing TDFAs and organic solvent in consumer sprays, including:
(a) alternative application methods (such as brush, roller or cloth);
(b) water-based mixtures containing TDFAs (mainly for absorbing surfaces);
(c) polyfluoroalkyl trialkoxysilanes chains different from octyl and;
(d) products without fluorotrialkoxysilanes.
Please provide information on uses of these alternatives, risks from the alternatives and on socioeconomic aspects (e.g. further details on costs), especially related to the possible health impacts from (c) and (d). SEAC assumes that the alternatives in (a) and (b) will not lead to any health impacts unless contrary information is received during the public consultation.
2. The restriction proposal (see chapter E of the background document) contains an alternative restriction option with a higher, risk based concentration limit of 800 ppb, instead of 2 ppb. This option would allow the placing on the market of products that may contain TDFAs as impurities. If products containing impurities of TDFAs above 2 ppb are restricted, then the compliance costs of the restriction may rise due to reformulation costs.
Please provide evidence on the presence of TDFAs as impurities in consumer products within the scope of the proposed restriction. At what concentrations are these impurities present? How much will it cost to re-formulate these products to avoid TDFAs being present as impurities?
3. RAC has proposed that professional products containing mixtures of TDFAs and organic solvents shall be labelled “only for professional use”.
Please provide information related to the cost and practicability of including such a label.
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Org. type:
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Org. name:
CES - Silicones Europe
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Belgium
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	Comments on the SEAC draft opinion:
On re-examination of the incidents with spray applications, neither in literature of the last 10 years, nor Prof. Pauluhn (an internationally well-known inhalation expert), could establish any single cause for the inhalation toxicity observed (pressure, droplet size, additives, formulation, solvents, droplet size all together are the relevant parameters). Instead, these investigations proved very clearly that restrictions on individual formulation components do not lead to any reduction of risk (see reference list in “Perfluorosilanes in Spray Applications for Consumers (II)”; already submitted to the Public Consultation for this restriction proposal):
This restriction cannot be considered as in line with the ‘precautionary principle’ since it does not appear to solve the problem: the substance alone does not cause the risk, rather it is the combination of spray equipment, pressure and formulation. Therefore, the proposed restriction does not control the root of the problem. (see reference list in “Perfluorosilanes in Spray Applications for Consumers (II)”; already submitted to Public Consultation”)


	
	
	Specific information 3:
We do not Support the restriction of the substance as the substance alone s not the root of possible Inhalation to of spray applications as explained in the lieterature of the last 10years. But the manufacturer recommends to note in the safety data sheet that the substance should not be used in consumer spray applications AND to communicate this limitation on use down the supply chain.


	
	
	SEAC Rapporteurs response:
Thank you for your comments and for collecting and reporting the comments of your associates. However, in our view, there is no additional information in your comments that calls for any changes of the SEAC opinion.


	316
	Date/Time: 2017/05/22 18:18

Type: MemberState

MS name:
Sweden
	Comments on the SEAC draft opinion:
As stated in previous public consultation Sweden supports the proposal from Denmark to ban the use of TDFAs in mixtures containing organic solvents placed on the market or used in spray products for consumers. Sweden agrees that the identified risk is severe and that this should be handled on a Union-wide basis.
Sweden agrees with SEAC that one strong argument is that this restriction will prevent that such spray products would be placed on the Union market now or in the future.


	
	
	SEAC Rapporteurs response:
Thank you for your comment.
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Brussels, 1t May 2017

Subject: Consultation response on SEAC draft opinion on the restriction proposal for
TDFAs (3,3,4,4,5,5,6,6,7,7,8,8,8-tridecafluorooctyl)silanetriol and any of its mono-, di-
or tri-O-(alkyl) derivatives).

Background and Purpose
The purpose of this document is to communicate comments from the industry to the SEAC opinion on
the restriction proposal for TDFAs. It is based on information from, and the opinions of, CES members.

EU wide risk and proportionality of restriction

The industry proposes that the restriction is not proportional or applicable to an EU wide risk, for the
following reasons:

The EU-wide distribution of spray uses is doubtful:

e The substance for proposed restriction was only found to be present in commercially available
products in Denmark (see Nogaard et al 2013%). In no other country TDFA could be found
(opinion paper for RAC and SEAC on the restriction of TDFA, ECHA/RAC/RES-0-0000001412-
86-142/F), 16 March 2017, page 7). This fact negates a EU-wide legal restriction is justified.

e The European Aerosol Association FEA confirmed that this substance is not relevant to their
members (Industry Communication)

e The Industrieverband Koérperpflege- und Waschmittel e. V. (German Cosmetic, Toiletry,
Perfumery and Detergent Association), confirmed that the substance is not used in proofing
sprays for textiles and leather (Industry Communication).

e We have got no confirmation that UK Bathroom Manufacturers Association is relevant for their
members (Industry Communication).

e The EuroFluor Association - confirmed that the substance was not relevant for their members
(Industry Communication).

e The manufacturers (that have already responded to the consultation process) could not trace
any significant purchase to relevant companies.

e The manufacturer sent a letter with information on the “public consultation process” to
customers and the invitation to contribute to the Public Consultation — to date there is no
feedback, so the conclusion is that the substances is also not relevant (information on the Public
Consultation provided to the manufacturer by ECHA).

1 Asger W. Ngrgaard et al (2013) Pulmonary Toxicity of Perfluorinated Silane-Based Nanofilm Spray Products:
Solvent Dependency, toxicological sciences doi:10.1093/toxsci/kft225, Advance Access publication October 4,
2013
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e For over 10 years the Safety Data Sheet of the manufacturer has limited the use of the
substance to industrial applications only. Since 2015, the manufacturer has explicitly
recommended that the substance should not be used in consumer spray applications. In the
Safety Data Sheet the user is informed explicitly to communicate this limitation on use down the
supply chain (source: Safety Data Sheet of the manufacturer).

The restriction is aimed at controlling a risk that is not apparent any more

During the public consultation there was a EU-wide call to clarify possible incidents with TDFA. No
incident with TDFA could be confirmed (see ECHA-Website & opinion paper for RAC and SEAC on the
restriction of TDFA, ECHA/RAC/RES-0-0000001412-86-142/F), 16 March 2017, page 7).

The proposed restriction would not be proportionate to control of the risk:

On re-examination of the incidents with spray applications, neither in literature of the last 10 years, nor
Prof. Pauluhn (an internationally well-known inhalation expert), could establish any single cause for the
inhalation toxicity observed (pressure, droplet size, additives, formulation, solvents, droplet size all
together are the relevant parameters). Instead, these investigations proved very clearly that restrictions
on individual formulation components do not lead to any reduction of risk (see reference list in
“Perfluorosilanes in Spray Applications for Consumers (Il)”; already submitted to the Public Consultation
for this restriction proposal):

e This restriction cannot be considered as in line with the ‘precautionary principle’ since it does
not appear to solve the problem: the substance alone does not cause the risk, rather it is the
combination of spray equipment, pressure and formulation. Therefore, the proposed restriction
does not control the root of the problem. (see reference list in “Perfluorosilanes in Spray
Applications for Consumers (ll)”; already submitted to Public Consultation”)

e The substance would be ‘black listed’: A restriction for certain uses will lead to non-use of the
substance for other uses and in new applications project (whether this would be a spray
application or any other application) - because it is assumed that there could be a problem in
future.

Yours sincerely,

Dr. Pierre Germain
Secretary General
CES - Silicones Europe

. = Chemistry making a world of difference

' .’ ( e.F I ( European Chemical Industry Council $

‘ Avenue E. van Nieuwenhuyse 4 B - 1160 Brussels Belgium
sector group Tel: +2§ﬁi g:; 7377 Fax:+322676 7392 pge@cefic.be






image1.png
CECHA

EFUROPEAN CHEMICALS AGENCY




