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Comments on the SEAC draft opinion and specific information requests
Specific information requests
1. Paragraph 4 – Derogation for uses of D4, D5 or D6: Paragraph 4 proposes a derogation for certain uses of D4, D5 or D6. For further derogations to be considered for other uses, particularly in medicinal products (whether for human health or veterinary applications), please provide supporting information on:
a. tonnage and function of D4, D5 or D6 in this use
b. whether there are alternatives to D4, D5, D6 for these products and if not, what analysis this conclusion is based on.
c. the impact to society if a derogation or longer transitional period are not agreed to. This includes the financial impact to the companies manufacturing the medicinal products in question and to the companies manufacturing alternatives, but also the potential impact on the users if these products are not available to them.
2. Paragraph 3a –transitional period for uses of D4, D5 or D6 in medicinal products for human health: Paragraph 3a point (iii) is currently only referring to a longer transitional period for medicinal products for human health, as the Dossier Submitter has not received any information on medicinal products for veterinary applications (EU Directive 2001/82/EC) that may be affected by the proposal. For longer transitional periods to be considered for medicinal products for veterinary applications, please provide supporting information on:
a. tonnage and function of D4, D5 or D6 in this use
b. whether there are alternatives to D4, D5, D6 for these products and if not, what analysis this conclusion is based on.
c. the impact to society if a derogation or longer transitional period are not agreed to. This includes the financial impact to the companies manufacturing the medicinal products in question and to the companies manufacturing alternatives, but also the potential impact on the users if these products are not available to them.
3. Paragraph 3a – Transitional period for leave-on cosmetic products: Paragraph 3a proposes a transitional period of 5 years for leave-on cosmetic products (as defined in the Regulation (EC) No 1223/2009 – Preamble to Annexes II to VI). What would be the impact of having a shorter transitional period of 2 years for all leave-on cosmetic products except make-up and lipstick and skin care products?
4. Paragraph 4a – Industrial uses: Paragraph 4a provides a list of registered uses which are proposed to be derogated. Are there any further industrial uses of D4, D5 and D6 that are not included in this list? If so, for a derogation to be considered, please provide supporting information on:
a. tonnage
b. use description
c. information on why the use is not included in the registration dossiers
5. Paragraph 4c - Placing on the market of D5 for professional use in the cleaning or restoration of art and antiques: Paragraph 4c proposes a derogation for D5 for this use, but not for D4. This is because D5 is considered to be an economically and technically available alternative to D4, and has a better toxicity profile. If you have information to the contrary, and would like a derogation for D4 to also be considered for this use, please provide information on:
a. tonnage and function of D4 for this use
b. whether there are alternatives to D4 (including but not limited to D5) for this use, and if not, what analysis this conclusion is based on.
c. the impact to society if no derogation is provided for D4. This includes the financial impact to the companies manufacturing the products in question and to the companies manufacturing alternatives, but also the potential impact on the users and cultural heritage if D4 is not available.
6. Paragraph 5 - Presence of D4, D5 or D6 as residues in silicone polymers used by consumers and professionals: According to the Background Document, it is possible that some silicone polymers mixtures, used by consumers and professionals, may unavoidably contain D4, D5 or D6 residues above 0.1% w/w of each substance. Under the proposed restriction, these mixtures would no longer be allowed to be placed on the market after the proposed transitional period ends.

Information was received during the Annex XV proposal consultation regarding uses of silicone polymers in that situation, and specific concentration limits have been proposed to ensure they are out of scope (see paragraph 5 of the restriction proposal). It is possible that further silicone polymer mixtures are in this situation. For additional derogations to be considered, please provide specific concrete and detailed information in the SEAC opinion consultation on:
a. the identity of the mixture (brand name if relevant),
b. the specific function of the mixture, its sector of use (e.g. construction, dentistry), and the quantity of mixtures placed on the market,
c. the residual concentration (%w/w) of D4, D5 or D6 in the mixture,
d. information on why it is not feasible to reduce these concentrations below 0.1% w/w, and
e. analysis to demonstrate and if possible quantify the negative impact of not derogating the use.
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Type: BehalfOfAnOrganisation

Org. type:
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Org. name:
Cefic, CES - Silicones Europe

Org. country:
Belgium

Attachment:




<redacted>

Privacy comment:
This document contains information that should be reviewed by ECHA first.

	Comments on the SEAC draft opinion:
See attachment below


	
	
	Specific information 1:
CES welcomes the inclusion of reference to the Medical Device Directive (MDD) in the proposal to take into account the transition period for medical devices to be placed on the market until May 2024.
Socioeconomic calculations in the restriction proposal are derived for leave-on personal care/cosmetic products and are based on hypothetical costs of ingredient replacement and reformulation of these products.  
However, revision and substitution of substances and materials used in medical devices require a very different and much more stringent regulatory path.  Devices must be re-tested for function, efficacy, performance, toxicity, and migration and extraction and must be requalified with the appropriate regulatory body.  This process requires significant resources, time, and monetary expenditures.  It cannot be compared to the cost of finding a suitable new cosmetic ingredient. 
The socioeconomic calculations should extend beyond the concept of €/kg product to fully take into account the societal and broader economic consequences of the restriction.  Existing medical devices and medical innovations are critical to the UN Sustainability Goal 3 for good health and well-being, and they contribute to healthcare accessibility and reducing costs imposed by illness and disability to individuals, to families and to society.  This includes costs to individuals and their families in terms of lost work time and opportunities, as well as physical, emotional, financial, and care-giving costs. Society bears the burden as well in terms of increased social support taxes and burdens on medical resources such as hospitals, therapeutic facilities, and the medical support community as a whole.
As noted in the SEAC Background document (Section 2.6.4., p 79), the risks potentially posed by medical devices that may include D4, D5, or D6 as intentional substances or as residuals in mixtures or polymers are strictly evaluated as a part of the required medical device extraction/migration testing, risk assessment, and risk/benefit calculations.  CES agrees with this statement and therefore finds it is unnecessary and inappropriate for medical devices to be included within the scope of the proposed restriction.  No environmental benefit would be derived by inclusion in the restriction, as environmental releases would be de minimis, particularly relative to contributions from other sources. When the high costs of moving to alternatives (as described in this same section of the background document) are considered, the failure to exclude medical devices from the scope of the restriction is disproportionate.
It should be noted that there is a discrepancy between the medical devices presented in the SEAC background document and the current derogations listed for medical devices.  Although the background document (p89) discusses applications including artificial skin (as used for burn treatments) for which it may not be possible to devolatilize to reach the proposed restriction limit, this application is not covered in any of the listed derogations. These products typically include a very thin silicone membrane which is neither a substance nor a mixture. If a general derogation for medical devices fails to be granted, a derogation should be specifically granted for this very critical application.  


	
	
	Specific information 4:
The current approach of the draft restriction risks to harm the innovative capabilities of European industry by narrowly defining specific exemptions. This might prove harmful to EU-made innovations as European manufactures are prevented to drive innovation in areas that are not covered by the exemptions. To assume that all future areas of innovation can be foreseen is impossible as past experiences have shown time and time again. To avoid these potential negative impacts to Europe’s industrial base CES proposes to include the following wording&#58; 
 
“By way of derogation, paragraph 1 shall not apply to&#58; a) Placing on the market of D4, D5 and D6 for industrial uses and the industrial production of articles”.
Including such a derogation is consistent with the Commission’s request and would address our worries with regards to future innovations that are not reflected in the proposed list of derogations.


	
	
	Specific information 6:
Derogation 5 c.) – protective coatings

The derogation 5 c.) as proposed now reads as follows:

“In addition, by way of derogation, paragraph 1 shall not apply to the placing on the market of mixtures that contain silicone polymers with residues of
[...]
c) D4 in a concentration equal to or less than 0.3% w/w for use as protective coatings.” 
 
We would like to propose the following change to the derogation: 

c) D4 or D5 or D6 in a concentration equal to or less than 0.3% w/w for use as protective coatings.” 

Rationale: 
CES generally supports the approach taken on derogating protective coatings from the general concentration limit of 0,1 % w/w proposed. 
However, removing D5 and D6 from polymers that are used as protective coatings is more challenging than removing D4. This can be established from looking at the physical-chemical properties for D4, D5 and D6 in table 2 of the Annex VX Restriction Report. D4’s higher vapour pressure and lower Henry’s law constant explain that it is more volatile than D5 and D6 and therefore easier to remove from products.
Hence from a technical point of view D5 and D6 should be included to the derogation 5 c.). Only derogating D4 in a concentration up to 0,3% w/w, would pose a technical challenge for the manufacturers.

Derogation 5 f.) – 3D-printing

CES would like to include derogation 5f.) to account for 3D-printing. 

 f) D4 or D5 or D6 in a concentration equal to or less than 1% w/w, for use in 3D printing

Rationale: 

CES would like to propose a derogation for professional and consumer uses in 3D-printing in order to allow for the use of silicone polymers in the diverse existing applications.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

You point out that medical devices are strictly evaluated as a part of the regulatory framework under which they operate. Thus, you find it is unnecessary and inappropriate for medical devices to be included within the scope of the proposed restriction. SEAC, however, concur with the Dossier Submitter that they should be included, since the evaluation within the framework of the medical devices is mainly carried out on the human health risks and not on environmental risks. 

The background document mentions artificial skin for burn treatment in section 2.7.9 as a consumer/professional mixture for which achieving concentrations of D4, D5 and D6 below a concentration of 0.1% w/w may be difficult. In the explanation on the derogated uses the Dossier Submitter (DS) remarks it proposes an increase in the concentration limit for the specific uses of silicone polymers for which data is available. The DS explains in section 2.7.3 that no information about concrete cases or about concentrations was received for this application and thus, no derogation was proposed. We concur with the DS that it is difficult to propose derogations for which no data have been received.

SEAC rapporteurs do not concur with the view that the restriction proposal would harm innovation. The effects of the proposed restriction might be on the one hand to limit the possibility to bring innovations based on silicone polymers. However, scientific work is still possible to carry out R&D activities and the entries on the silicone polymers and articles provide enough possibilities to still apply the substances in an industrial production setting. On the other hand the proposed restriction can have a positive effect on innovation and be an incentive to develop new alternatives.

Based on the data provided regarding the presence of D4, D5, and D6 in silicone polymers used in coatings and 3D printing, the DS proposed derogations for these applications in entries 5c and 5j. 
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Type: BehalfOfAnOrganisation

Org. type:
Company

Org. name:
<redacted>

Org. country:
Germany

Company name confidential: Yes

Attachment:

<redacted>

Privacy comment:
Protection of confidential business details on product related turnover and other strictly confidential data.

	Comments on the SEAC draft opinion:
For all comments please see confidential attachment in section V.


	
	
	Specific information 1:
See attachment


	
	
	Specific information 2:
See attachment


	
	
	Specific information 3:


	
	
	Specific information 4:
See attachment


	
	
	Specific information 6:
See attachment


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 
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Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
Verband TEGEWA e. V.

Org. country:
Germany

	Comments on the SEAC draft opinion:
The association TEGEWA e. V. is representing companies which produce – inter alia - textile, paper, leather and fur auxiliaries and colourants. 
Polysiloxanes are produced from cyclic siloxanes and are applied in the production/formulation of textile and leather auxiliaries. These formulations are used in the manufacturing of textiles and leather.  The formulations might contain D4, D5 or D6 as residues from the polymerisation process. Currently content of D4, D5, D6 in some of the formulations is still above 1.000 ppm each, industry is working to lower the amount of the residues. The formulations are exclusively used in industrial settings.
With the derogations mentioned under “Conditions of restriction” in the proposed restriction text and considering the statement under “Summery of proposal” (“Industrial uses and articles are intended to be out of scope”) we assume that the uses in textile and leather chemistry will be out of scope. But to avoid any misinterpretation and in order to have a clear and unambiguous regulation – not least important for enforcement bodies – we ask for a clear statement of that the above mentioned uses are definitely out of scope of the planned restriction.
We understand the following derogations as formulated under paragraph 4 of the restriction proposals as applicable to the above mentioned textile, fibre and leather chemistry uses:
-	“industrial use in formulation and/or (re)packing of mixtures
-	Industrial production of articles
-	Industrial use in non-metal surface treatment”
But even though we would assume that textile and leather auxiliary formulations are tackled by these definitions, we would appreciate a more concrete definition where these are explicitly mentioned as “industrial use in formulations for textile, fibre and leather manufacturing”.
Some more details and information about the uses in textile, fibre and leather chemistry applications are to be found under “specific information requests” – derogation for uses. 


	
	
	Specific information 4:
a. Tonnage; 
Regarding the amounts of polysiloxanes we made a (non-representative) survey. We received answers showing that polysiloxanes are used in amounts &gt; 10.000 t/a for leather and textile auxiliaries being produced for the global market. We do not have more concrete numbers and we do not know in what percentage these products are being used in the EUROPEAN market. We neither have information about the amount of IMPORTED polysiloxanes for textile and leather applications into the European market.
b. use desription;
Polysiloxanes are applied in formulations for textile manufacture, e. g. softener preparations,  defoaming agents, in coating agents (e.g. for water repellent finish).
Polysiloxanes are also applied in preparations (e.g. fibre fill preparation on PET staple fibres). Furthermore, modified polysiloxanes may be contained as components in spinning preparations as e.g. spreading agent or defoamer. 
In leather manufacture, polysiloxanes are used in similar compounds as in textile manufacture. This concerns applications such as; grip, abrasion, water repellency and leather care.
The textile and leather auxiliaries may contain impurities of D4D5, and D6 as residues from the manufacture of the polymers. 
As clarification we therefore ask to also consider the following uses under industrial uses of D4, D5 and D6 for a derogation; --&gt; industrial use in formulations for textile, fibre and leather manufacturing
c. Information on whye the use …;
As mentioned before, we believe that the industrial use in formulations for textile, fibre and leather manufacturing is tackled by the definitions given in paragraph 4a of the restriction proposal (“industrial use in formulation and/or (re)packing of mixtures, Industrial production of articles, Industrial use in non-metal surface treatment”) but would appreciate to have it written down in a more precise and unambiguous way.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

SEAC considers that the proposed derogations are already covered under entries in the restriction proposal, as referred to in your comments.  SEAC understands that the Dossier Submitter took the wording from the registration dossier as a starting point for the derogations under paragraph 4, and that the wording proposed is broad enough to cover the uses for textile and leather application at industrial sites.  
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Type: BehalfOfAnOrganisation

Org. type:
Company

Org. name:
<redacted>

Org. country:
Switzerland

Company name confidential: Yes

Attachment:

<redacted>

Privacy comment:
The confidential document in the attachment includes confidential company sales and volume information.  In order to protect our company's commercial interests, this information must not be placed in the public domain.  It can only be used by ECHA and the relevant member state competent authorities for the purposes of this restriction assessment.

	Comments on the SEAC draft opinion:
Please see the attached confidential letter.


	
	
	Specific information 6:
Please see the attached confidential letter.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 
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France

Company name confidential: Yes

Attachment:




	Comments on the SEAC draft opinion:
COMMENTS ON SEAC DRAFT OPINION 
Scope of the comment
We, (<redacted> Group) would like to make a comment on the scope of the restriction proposal highlighted in the SEAC draft report. 
In both the Annex XV report (version number: 1.1 date: 20 March 2019) and in SEAC draft report (agreed 5 December 2019), the Brief title of the restriction is: ”Restriction of D4, D5 and D6 in consumer and professional products” and industrial uses are not highlighted.
it is also written in the RAC opinion (ECHA/RAC/RES-O-0000006700-80-01/F, adopted 28 November 2019)  related to industrial uses (page 10):
RAC concludes that the rationale and justification for targeting the proposed restriction at consumer and professional uses is clear (as set out in the request to the Dossier Submitter from the European Commission). It specifically targets substances or mixtures intended for end use by consumers or professionals
and also at the same page it is highlighted:
The Commission’s request for a restriction proposal excludes industrial uses of D4, D5 and D6 (such as formulation of mixtures, production of silicone polymers or production of articles) as well as the use of silicone polymers. These are therefore not in the scope of the proposed restriction or of this opinion. 
Nevertheless We obsereved significant differences between the new restriction proposal text of the SEAC draft opinion and the ANNEX XV report related to industrial uses.
The Annex XV restriction report of D4, D5 and D6 stated in the original proposed text of the restriction among the derogations (page 4):
3. By way of derogation, paragraph 1 shall not apply to:
a) Placing on the market for use at industrial sites (except for dry cleaning industrial sites), and use as a transported isolated intermediate, provided that the conditions in points (a) to (f) of Article 18(4) of the REACH Regulation are met
While in the SEAC DRAFT OPINION page 2-3 it is stated: 
By way of derogation, paragraph 1 shall not apply to:
a) Placing on the market of D4, D5 and D6 for the following uses:
- Industrial use as a monomer in the production of silicone polymer
- Industrial use as an intermediate in the production of other organosilicon substances
- Industrial use as a monomer in emulsion polymerisation
- Industrial use in formulation and/or (re-)packing of mixtures
- Industrial production of articles
- Industrial use in non-metal surface treatment
- Industrial use as laboratory reagent in Research & Development activities
The new text in the SEAC draft report gives the possibility of some confusion whether industrial uses are generally exempted or just the highlighted specific industrial uses are exempted.
In addition, the highlighted industrial uses do not cover all segments of the industry and there can be also new industrial uses identified in the future. 
 
Request for clarification of the scope of the restriction
We suggest that the restriction makes it clearer that the exemption for industrial uses is a general exemption and not just an exemption for some certain industrial uses
In addition, we would like to also ask to add into the industrial uses examples part of the restriction proposal the following uses:
By way of derogation, paragraph 1 shall not apply to: 
a) Placing on the market of D4, D5 and D6 for the following uses:
•	industrial use of D4, D5 and D6 (as residual monomers) in polymers as part of mixtures used as anti-foaming agents 
which is a critical use in biological medicine production in the pharmaceutical industry (the polymers applied in the anti-foaming mixtures can contain a residual quantity of D4, D5 and D6 above 0,1%)
and
•	Industrial production of articles (including medical devices)
This change would indicate that manufacturing can be done with a raw material containing D4/D5/D6 above 0.1 % on the condition that the concentration of D4/D5/D6 in the marketed products does not exceed 0.1 %
These proposals would make the restriction clearer and would help the industry to better identify their duties related to this new regulatory obligation.
Compiled and submitted by the <redacted> Group 
17.02.2020


	
	
	
Specific information 4:
Our general comment deals exactly with this part of the proposed restriction; In both the Annex XV report (version number; 1.1 date; 20 March 2019) and in SEAC draft report (agreed 5 December 2019), the Brief title of the restriction is; ”Restriction of D4, D5 and D6 in consumer and professional products” and industrial uses are not highlighted.
it is also written in the RAC opinion (ECHA/RAC/RES-O-0000006700-80-01/F, adopted 28 November 2019)  related to industrial uses (page 10);
RAC concludes that the rationale and justification for targeting the proposed restriction at consumer and professional uses is clear (as set out in the request to the Dossier Submitter from the European Commission). It specifically targets substances or mixtures intended for end use by consumers or professionals
and also at the same page it is highlighted;
The Commission’s request for a restriction proposal excludes industrial uses of D4, D5 and D6 (such as formulation of mixtures, production of silicone polymers or production of articles) as well as the use of silicone polymers. These are therefore not in the scope of the proposed restriction or of this opinion. 
Nevertheless We obsereved significant differences between the new restriction proposal text of the SEAC draft opinion and the ANNEX XV report related to industrial uses.
The Annex XV restriction report of D4, D5 and D6 stated in the original proposed text of the restriction among the derogations (page 4);
3. By way of derogation, paragraph 1 shall not apply to;
a) Placing on the market for use at industrial sites (except for dry cleaning industrial sites), and use as a transported isolated intermediate, provided that the conditions in points (a) to (f) of Article 18(4) of the REACH Regulation are met
While in the SEAC DRAFT OPINION page 2-3 it is stated; 
By way of derogation, paragraph 1 shall not apply to;
a) Placing on the market of D4, D5 and D6 for the following uses;
- Industrial use as a monomer in the production of silicone polymer
- Industrial use as an intermediate in the production of other organosilicon substances
- Industrial use as a monomer in emulsion polymerisation
- Industrial use in formulation and/or (re-)packing of mixtures
- Industrial production of articles
- Industrial use in non-metal surface treatment
- Industrial use as laboratory reagent in Research &amp; Development activities
The new text in the SEAC draft report gives the possibility of some confusion whether industrial uses are generally exempted or just the highlighted specific industrial uses are exempted.
In addition, the highlighted industrial uses do not cover all segments of the industry and there can be also new industrial uses identified in the future. 
 
Request for clarification of the scope of the restriction
We suggest that the restriction makes it clearer that the exemption for industrial uses is a general exemption and not just an exemption for some certain industrial uses
In addition, we would like to also ask to add into the industrial uses examples part of the restriction proposal the following uses;
By way of derogation, paragraph 1 shall not apply to; 
a) Placing on the market of D4, D5 and D6 for the following uses;
•	industrial use of D4, D5 and D6 (as residual monomers) in polymers as part of mixtures used as anti-foaming agents 
which is a critical use in biological medicine production in the pharmaceutical industry (the polymers applied in the anti-foaming mixtures can contain a residual quantity of D4, D5 and D6 above 0,1%)
and
•	Industrial production of articles (including medical devices)
This change would indicate that manufacturing can be done with a raw material containing D4/D5/D6 above 0.1 % on the condition that the concentration of D4/D5/D6 in the marketed products does not exceed 0.1 % 


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

The entries in both the RAC opinion and the Background Document are identical to those in the SEAC draft opinion. In your comment, you are comparing the restriction wording in the SEAC draft opinion with the one from the Annex XV report (version number; 1.1 date; 20 March 2019). This document is obsolete. Based on the comments received during the Annex XV consultation, and the feedback from the Forum, the Dossier Submitter has updated the Annex XV report to the Background Document (version number 1, date 5 Decembre 2019). The Background Document has been published together with the SEAC draft opinion.

In the Background Document, the wording from the REACH registered uses (by the lead registrants of D4, D5 and D6) has been used to describe the current entries which also include uses that were identified during the restriction proposal process. SEAC concur with the Dossier Submitter, which followed the FORUM advice in that, to list the identified industrial uses of D4, D5 and D6. SEAC assumes that both applications mentioned above, polymers as a part of mixtures used as antifoaming agents and the production of articles are already covered under paragraph 4 of the restriction proposal. 
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	Comments on the SEAC draft opinion:
It would be a great pleasure to have an opportunity for Japan Cosmetic Industry Association to submit comments regarding the draft opinion of he Committee of Socio-economic Analysis (SEAC).  Please find attached one document and one table.  Specifc comments are also posted accordingly in the columns.
We sincerely hope SEAC to take our comments into consideration.
Thank you very much in advance. 


	
	
	Specific information 1:
1. Lack of appropriate Alternatives
The list of alternatives shown in Table 35 in Annex to the Background Document includes 100 ingredients as potential alternatives in cosmetics. However, these are only positioned as potential alternatives and it does not necessarily mean that Cyclosiloxanes in every product can be replaced by them without concerns. Experts from JCIA member companies evaluated whether the all ingredients listed in Table 35 can be alternatives to Cyclosiloxanes one by one, and the results are shown in attached Table 1 (please see the table attached). Most of ingredients listed cannot be an alternative, because they have different physiochemical properties from Cyclosiloxanes with respect to volatility, solubilization property, spreadability etc. which are key characteristic elements of Cyclosiloxanes. At least, it is obvious that simple one-for-one replacement to Cyclosiloxanes is impossible. Fundamental reformulation work using several alternatives and other ingredients is necessary to accomplish the product performances that consumers expect. In addition, there could be a cost and supply issue. Some of these alternatives would have much higher unit prices than Cyclosiloxanes, while their supply amount would not be enough as their demand exceeds supply. Furthermore, some alternatives either show toxicological concerns like skin irritancy or aquatic toxicity, or do not provide sufficient toxicological data to conclude as safe at present. Although most of them may have not been identified as PBT/vPvB nor are under regulatory scrutiny so far, safety concerns have been raised for some ingredients already. Thus, it is not guaranteed that these alternative candidates will not be regulated in the future because they are not currently regulated to date.
In general, each company and each brand offer variety of cosmetic products depending on consumer preferences and marketing strategies, and it enables cosmetic companies to satisfy broad range of consumers by providing products which meet each consumer’s expectation. That is particularly important value of cosmetics. Thus, the fact that a significant proportion of products on market are formulated without Cyclosiloxane cannot be an evidence that most existing products can be replaceable. Inappropriate alternatives spoil some functions and cost performance of existing products. As a result, European consumer’s benefit will be spoiled and European cosmetics market will be shrinking as well. However, this loss of economic value is not considered in SEAC opinion.
Here shows a survey result by some JCIA member companies. The Table 2 posted in the attached document shows the results of a comparison of the average annual sales per product between a product group with Cyclosiloxanes and a product group without them. According to the results, when comparing the sales amount of per product by product category, the values of products without Cyclosiloxanes compared to the values of products with Cyclosiloxanes were 23-88% for body care (including sunscreen) category and 67-69% for make-up category, respectively. These data show that switching to a product with Cyclosiloxanes to without Cyclosiloxanes could reduce its economic value from 12% to 77% at maximum depending on a product or a product category. In this regard, we believe that a similar survey should be conducted in the EU market and thus, its survey result will be helpful to take into consideration in order to estimate cost-effectiveness assessment of Cyclosiloxane more precisely.
As stated in the above, we don’t think that the SEAC opinion fully considers the lack of adequate alternatives, the deterioration of product performance due to lack of Cyclosiloxanes, and the economic losses expected in these regards. We hope that re-examination of alternative raw materials and economic losses will be conducted to reflect the results in cost-effectiveness evaluation. We believe these considerations should lead a more appropriate regulatory decision.
2. Proportionality on the Number of Reformulation
Referring to Annex to the Background Document to the Opinion on page 71, following assumptions are applied to estimate total number of reformulations: 
The specific assumptions used were as follows:
-	For subcategories where products containing D4, D5 and D6 represent less than30% of the market, the alternatives are expected to take over their market share and very few of these products are expected to be reformulated (assumed 5%).
-	For subcategories where products containing D4, D5 and D6 represent between30% and 70% of all products, it is assumed that half of these products would be reformulated. The remaining 50% of products are expected to be discontinued.
-	For subcategories where products containing D4, D5 and D6 represent over 70%of all products, it would be assumed that 95% of those products would be reformulated. However, no subcategories in the data show such high prevalence of products containing D4, D5 and D6.
In particular, the number of necessary reformulation is considered to be underestimated in categories where the proportion of products containing Cyclosiloxanes is low. Products containing Cyclosiloxanes as described above have superior values regarding consumers’ benefits. The lower ratio of those products in a category does not become a reason that those products are not necessary to reformulate. Such a calculation method is not well grounded. It should be estimated by assuming that all of formulations containing Cyclosiloxanes will be reformulated. Therefore, we would cordially ask SEAC to reconsider the methodology of cost-effective assessment for a cosmetic ingredient taking our comments into consideration.
Going back to the original point, it is described that "D4, D5 and D6 have been formally identified as PBT/vPvB and listed as SVHC substances, which justifies the goal to minimize all emissions to the environment." on page12 of SEAC opinion. This way of thinking has not been mentioned in ANNEX XV RESTRICTION REPORT Proposal for a Restriction. Designation as SVHC does not directly mean that any potential impact by Cycloxiloxanes for environment and human has changed from the time when wash-off cosmetic products containing them were restricted. As atmospheric half-lives for cyclic volatile methyl siloxanes is very short (D4：4.5 days, D5:4.2 days at 25℃）[NICNAS (2018)], the residual ratio in atmospheric environment is extremely smaller than that in aquatic environment. It seems inappropriate to place greater emphasis on the hazard due to the SVHC designation itself and to consider release to aquatic environment as having the same risk as release to atmospheric environment. Therefore, we believe that the effectiveness was overestimated in cost-effectiveness assessment in the SEAC report. 
In conclusion, we respectfully request derogation of Cyclosiloxane use, especially D5, in leace-on cosmetic products.


	
	
	Specific information 3:
As mentioned in an attached document and a table, we think listed potential alternatives proposed by ECHA are insufficient as an alternative to Cyclosiloxanes. Reformulation should start from development of appropriate alternatives, which will surely take more than 5 years of transition period proposed by ECHA for cosmetics. There are lots of uncertain factors estimating time for developing appropriate alternatives, however they are not considered in the current proposal. At least 10 years should be added to transition period for screening potential alternatives, safety assurance, securing of sufficient supply and so on. Furthermore, if restriction on microplastics for leave-on cosmetics and Cyclosiloxanes for cosmetics entry into force at the same timing, multiple reformulation can be avoided in order to reduce reformulation cost, which is a heavy burden for each company. SEAC evaluates the impact for whole society, however the impact for each business is more critical in practice particularly in the industry. Therefore, we hope that the restriction on Cyclosiloxanes for cosmetics entries into force would be coordinated with the timing of restriction on microplastics for leave-on cosmetics only after development of alternative ingredients has been completed.


	
	
	
SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

The obligation to minimise emissions and exposure has been mentioned in section 1.2 of the Background Document, as well as in the final RAC opinion. 

Your comment indicates that the cyclosiloxanes cannot be replaced in every product without concern and further, that none of the 100 identified potential alternatives can be used to replace the cyclosiloxanes in any of the applications as a simple one-for-one replacement. 

The SEAC rapporteurs acknowledge that replacement in the leave-on cosmetics may be a challenge in certain products as indicated by JCIA and that a simple one-for-one replacement to cyclosiloxanes is not possible in all cases. However, SEAC rapporteurs think this situation has been correctly taken into account in the cost assessment (as the Dossier Submitter assumes that reformulations would be required for every substitution), and believe that a move to cyclosiloxane-free products is possible within the time span proposed in the restriction proposal.

Your comment states that performance loss may occur and that the loss of economic value is not considered in the SEAC opinion. SEAC is well aware that performance loss and consumer surplus loss may take place, However, SEAC pointed out in the Draft Opinion that the potential impacts on the performance loss and consumer surplus loss are difficult to quantify with the data currently available. These topics are dealt with in the sections ‘Consumer costs associated with performance loss’ on page 17 and ‘Performance/Consumer surplus losses’ on page 18.

The SEAC rapporteurs also note your disagreement with the assumption made by the Dossier Submitter that not all products will be reformulated. However, SEAC rapporteurs would like to remind you that the Dossier Submitter carried out sensitivity analysis on this topic in Appendix D.2.4: “Effect of using different assumptions regarding what proportion of formulations containing D4, D5 and D6 would be reformulated” (even analysing the impact of assuming 100% of formulations containing D4, D5 and D6 would be reformulated), and this was taken into account in the SEAC opinion.
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<redacted>

Privacy comment:
This submission contains volumes  information specific to DuPont's supply chain. This information should be maintained confidential.

	Comments on the SEAC draft opinion:
Submission will be made confidentially. Please refer to the confidential section


	
	
	Specific information 1:
please refer to the document submitted in the confidential section


	
	
	Specific information 2:
please refer to the document submitted in the confidential section


	
	
	Specific information 3:


	
	
	Specific information 4:
please refer to the document submitted in the confidential section


	
	
	Specific information 5:


	
	
	Specific information 6:
please refer to the document submitted in the confidential section


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 
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Germany

	Comments on the SEAC draft opinion:
The proposed limits are to low (constituents in mixtures in a concentration equal to or greater than 0.1% w/w) because the manufacturers of for example simeticone (as active ingredient) are not able to produce this substance in the grade of purity. The coming into force of the restriction with at least 5 years after publication in the Official Journal is to short for changing the production processes. We propose to extend this period to a length of 7 years.
Another problem is that there is an inconsistency in page 2: Conditions of restriction, point 3.
This restriction shall come into force:
a) On DD/MM/YY [at least 5 years after
publication in the Official Journal] for .. (ii) medical devices as defined in the Directive 93/42/EEC or in the classification rule 21 set in Annex VIII to the Regulation (EU) 2017/745..
If we apply these restrictions, medical devices, certificated under the Directive 93/42/EEC for example dental impressions, will have a longer transition period (at least 5 years) than the same product which is certificated under the Regulation (EU) 2017/745. For these products only a transition period for 2 years is applied. This transition period is too short with respect to the need to do a lot of R&D Work (research and development work) and to maintain shelf life tests. For these products are also a transition period of art least 5 years is necessary. The phase “in the classification rule 21 set in Annex VII” should be deleted.
This is also applicable for point 5e).


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion., 
With regard to your comment on medicinal products for human health (as defined in EU Directive 2001/83/EC) and veterinary medicinal products (as defined in EU Directive 2001/82/EC or in Regulation (EU) 2019/6) the transitional period proposed has been prolonged to 7 years by the Dossier Submitter (paragraph 3b). Note that the restriction proposal, and associated transitional period, would apply to the placing on the market of medicines containing D4, D5, D6 as an ingredient in a concentration above 0.1% w/w in the medicine’s formulation. The example you are providing on Simethicone does not seem to fall under the scope of the restriction proposal. Indeed based on the information available in the Background Document (cf. section 2.7.3), Simethicone (i) is a silicone polymer containing residues of D4, D5, D6, (ii) it is used in industrial uses (formulation of medicines), (iii) and after formulation the concentration of D4, D5, D6 residues in the final medicine would be below 0.1% (due to dilution with other ingredients). 

With regard to your comments on the medical devices (as defined in the Directive 93/42/EEC or in the classification rule 21 set in Annex VIII to the Regulation (EU) 2017/745) a transitional period of 5 years is indeed proposed (paragraph 3a(ii)). The 5-years transitional period is targeted to (substance-based) medical devices only, as no information has been received during the consultations on potential (direct) use of D4, D5 or D6 substance in other types of Medical Devices. 

Note as well, that for medical devices (as defined in Directive 93/42/EEC or in the classification rule 21 set in Annex VIII to the Regulation (EU) 2017/745) where the presence of D4, D5, D6 would result from residues/impurities in silicone polymers, the Dossier Submitter has proposed a concentration limit of D4, D5 and/or D6 up to 0.2% (paragraph 5e), whereas for medical devices for dental impression D5 or D6 concentrations (resulting from residues in silicone polymers) are allowed up to 0.3% and 1% respectively (paragraph 5b).

SEAC concur with the Dossier Submitter’s proposal of these derogations, based on the fact that the intention of the restriction was not to include silicone polymers and base these derogations on data submitted during the consultation and call for evidence. 
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	Comments on the SEAC draft opinion:
Our problem is that there is an inconsistency in page 2: Conditions of restriction, point 3.
This restriction shall come into force:
a) On DD/MM/YY [at least 5 years after
publication in the Official Journal] for .. (ii) medical devices as defined in the Directive 93/42/EEC or in the classification rule 21 set in Annex VIII to the Regulation (EU) 2017/745..
If we apply these restrictions, medical devices, certificated under the Directive 93/42/EEC for example dental Impression materials, will have a longer transition period (at least 5 years) than the same product which is certificated under the Regulation (EU) 2017/745. 
For these products only a transition period for 2 years is applied. 
This transition period is too short with respect to the need to do a lot of R&D work (research and development work) and to maintain shelf life tests. 
For these products are also a transition period of art least 5 years is necessary. 
The phase “in the classification rule 21 set in Annex VII” should be deleted.
This is also applicable for point 5e).


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

Please see the response provided to the comment #439, which covers the answer to your question as well.
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	Comments on the SEAC draft opinion:
Na


	
	
	Specific information 1:
It is unclear if paragraph 4. a) of the proposal (that includes ‘Industrial use in formulation and/or (re-)packing of mixtures’ and „Industrial production of articles”) would be an exemption that could cover the production of pharmaceutical products to be placed on the market.


	
	
	Specific information 2:
We believe that the SEAC opinion does not clearly differentiate between medical devices and pharmaceuticals (see page 13). 
We believe that SEAC should also address the pharmaceuticals because medical use should not only refer to medical devices. Based on the document it is not clear for us what SEAC’s opinion is on pharmaceuticals. Further clarification would be required.
Page 13: „considerable amount of comments were received during the consultation on the various medical applications. These comments contained further details of the medical applications containing D4, D5 and D6, including information on the concentrations present and the total amount used within the medical sector. The submissions confirmed the Dosser Submitter’s estimations on the quantities used and provided insight on the time needed for substitution. Thus, the comments resulted in a longer transition period for medical devices than that which was originally proposed by the Dossier Submitter.”
Looking at the below section (page 20) and based on its content we believe that SEAC is not fully aware of the costs involved in the reformulation of a pharmaceutical products. Our opinion is that this should also be addressed because based on our calculation – contrarily to SEAC’s opinion - there is considerable cost. Our calculations show that the cost of reformulation of a topical pharmaceutical product is in the range of 14-27 million euros per indication depending on the complexity and number of clinical studies. This is considerably higher than that detailed in the document and it should also be noted that this is for one indication and it is quite common that two, three or more indications will be studies in such formulations.    
page 20: “Substitution costs are provided for only a very limited number of these other uses and are not sufficiently comprehensive to provide a good indication of substitution costs in these sectors. SEAC has assessed the derogations in the dedicated section of this opinion and will not use the cost information for other uses in the cost assessment. However, for sectors that are not proposed for derogation (or whose derogation is time-limited) by the Dossier Submitter (e.g. dry cleaning, several medical devices), costs estimates are not available, and SEAC currently lack information and analysis to quantitatively address their inclusion in the cost of the proposed restriction. However, the tonnages involved in all other non-derogated uses (in the proposed scope) except for silicone polymers are several orders of magnitude lower than for leave-on cosmetic products, so SEAC considers that the substitution costs are negligible compared to leave-on cosmetic products. If the substitution costs for these sectors were several orders of magnitude greater than for cosmetic products SEAC considers that this would have been identified during the preparation of the Annex XV report by ECHA (i.e. in the call for evidence) or during the consultation after the submission of the proposal. For uses of silicone polymers the tonnages used are not negligible and there is at present only broad information (and some lack of economic information on costs) as recognised by the Dossier Submitter on the consequences of the proposed restriction and the need for this industrial sector to eventually find alternatives, and the consequences in terms of costs.”
It is also not yet clear to us if SEAC took into consideration that the use of pharmaceuticals and thus the D5 output from these products in considerably lower than that of other uses. Furthermore the pharmaceutical products in question are not wash-off products, contrarily, the use of D5 in these products is based on its ability to evaporate, thus D5 from these products does not pollute water.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

SEAC assumes that the production of medicinal products is covered under paragraph 4 of the restriction proposal. 

SEAC concurs with the Dossier Submitter’s proposal of a longer transitional period of 7 years for medicinal products for human health and veterinary medicinal products as indicated in the current paragraph 3b of the restriction proposal.


	442
	Date/Time: 2020/02/18 16:59

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
The Polish Union of the Cosmetics Industry

Org. country:
Poland

Attachment:


 
	Comments on the SEAC draft opinion:
In April 2017, ECHA initiated a new Restriction Process for the use of D4, D5 and D6 above 0.1% in leave-on and other consumer and professional products. 
The cosmetics Industry would like to reiterate the significant decline of emissions to the aquatic environment following the introduction of the D4 and D5 wash-off REACH restriction in January 2018 (2018/35/EC).  This is supported by environmental monitoring data submitted to ECHA by CES and Unilever. The downward trend is expected to continue following the deadline of the wash-off Restriction (Jan 2020). As a result, the Cosmetic Industry believes that this significant reduction should be taken into account, demonstrating that cosmetic leave on products are not a significant source of aquatic emission.  Therefore it would be more appropriate to assess whether further regulatory action for D4, D5 and D6 use in cosmetic leave on products is actually required by reviewing the aquatic emissions of D4, D5 and D6 in future to see whether additional risk management requirements are necessary for cosmetic leave on products.
The cyclic methyl siloxanes Decamethylcyclopentasiloxane (D5) and Dodecamethylcyclohexasiloxane (D6) are key ingredients in many categories of cosmetic products, such as make-up products, hair care products or facial products. In certain products silicones are present in concentrations up to 100%, so they are the only component of the product. Examples of product groups containing more than 70% of siloxanes are make-up products (primers, bases applied under make-up), make-up removers, hair serums and oils. Make-up foundations are important and specific product category where silicones are particularly difficult to replace. The content of D5 and D6 in foundation is 5-15% only, but these are main ingredients of the oily phase of the emulsions. Moreover, silicones are used as emollient ingredients (skin conditioning), hair conditioning, cleaning and as solvents.
It should be noted that cyclic silicones are characterized by specific polarity, which affects their unique physico-chemical properties. Silicones D5 and D6 have a unique effect on the sensory properties of the product − due to their volatility they do not cause the "greasiness" effect and do not create an oily, sticky layer on the surface of the skin or hair. They give a "silky touch" effect on the skin / hair.
The described in-use properties of products due to the silicones use are particularly appreciated and highly desired by the consumers and essential for certain product types. There is currently no universal and direct one-for-one available substitutes for D5 and D6. Replacing D5 and D6 in different personal care product types needs to be addressed on a case-by-case basis and requires a new formulation approach with the creation of a new products architecture in order to achieve a products which matches the desired performance characteristics and sensory benefits of a specific original D5 and D6 containing finished products. 
The use of more than one alternative substance could be required per formulation and many alternatives across a product portfolio. Many criteria such as regulatory compliance, human safety risks, environmental safety risks, availability, quality, technical and economic feasibility need to be taken into account. Most of the screened alternatives do not meet or comply with the above-mentioned criteria and therefore were not identified as appropriate alternatives. In addition, many of the potential alternatives have emollient properties, but cannot be used on their own to replace D5 and D6due to a number of challenges (different texture and volatility, causing skin irritation by defatting of skin, odour, flammability, etc). What further raises our concern available alternatives are much more expensive than currently used silicones.
The Union cannot agree with the conclusion made by ECHA that the presence on the market of products with and without D5 and D6 indicates that they can be replaced in all product categories. The Union believe that it is not only possible, as the SEAC draft opinion notes, but also likely that inferior substitutes to D5 and D6 will lead to products of inferior quality and subsequent consumer loss. SEAC notes the inability to quantify this consumer loss however qualifies it as moderate but makes no further effort to counterbalance the total cost of the proposed restriction. 
Therefore, transitional period (5 years) proposed by ECHA raises our concerns and doubts. Based on these complexities, we assume that potential reformulation efforts could take longer than 5 years in case of certain products of product categories. Product categories such as makeup products, makeup removers, hair products, due to the lack of suitable alternative raw materials, will need longer time for reformulation. The time that will be needed is difficult to indicate as it depends on the availability of alternative raw materials. Therefore, not only internal producer departments (R&D) would be engaged but the producer is dependent on external stakeholders. Some alternatives are currently being tested, but the test results are unsatisfactory. Unusual, reactions of the product mass with packaging were frequently observed during D5 and D6 replacement. Products ingredients pass through the packaging e.g. off polypropylene, polyethylene, they also frequently damage the packaging.
It is also important to draw attention that the definition of ‘placing on the market’ under the Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) is different than the one under the Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30  November 2009 on cosmetic products. The Cosmetics Regulation also defines the definition of ‘making available on the market’. The vast majority of regulatory proposals for cosmetic ingredients distinguish between transitional periods for placing products on the market and making them available. 
Given these facts, a longer transitional period is needed to enable the cosmetics industry to: 
- Achieve full substitution (reformulation) of D5 and D6 containing leave-on products. If insufficient time is allowed for complete reformulation the implication will be removal of products from market leading to significant disruption in product availability to the consumer and cost to industry,
- Achieve timely turnover of D5 and D6 containing leave-on products already placed on the market and available in the delivery chain. Many personal care products have a shelf life of several years. The withdrawal of cosmetic products already placed on the market for the implementation of the new regulation is not justified. That would lead to unnecessary product waste and have a significant environmental impact. 
All these necessary steps will require considerable amount of human work and costs that cosmetic products producers will have to bear. 
It is important for the cosmetics industry while replacing D5 and D6 in leave-on cosmetic products − to keep and ensure the high quality of products expected by the consumers. The reformulation process should not limit the consumers’ choice and acceptance of products, especially make-up and hair products, as those categories are expected to the most challenging in reformulation process. If producers do not have sufficient time to carry out reformulation process and final placed products do not correspond with consumers preferences, this may lead to develop of a "grey area". Consumers could massively start to buy products containing D5 and D6 online from outside the EU, as these product would have much better sensorial properties.
It is worth paying attention to fact that restriction report provides details and an analysis of the cosmetic Industry use of D4, D5 and D6 from an “app” called CosmEthics in preference to the data which Industry submitted public consultation. The CosmEthics App is a consumer app and has not been developed for the purposes of data collection for regulatory purposes and as such it is inappropriate to use these unvalidated data in preference to those submitted industry.
The Union would also like to refer to the positive assessment of D5 in Canada, US and Australia.  In February 2012, the Canadian Authorities concluded that no action should be taken to restrict D5 as “it does not pose a danger to the environment”.  This conclusion was made following the results of an independent scientific review.



	
	
	Specific information 3:
Longer transitional period (minimum 5 years) for all leave-on cosmetics products is needed to enable the cosmetics industry to achieve full substitution (reformulation) of D5 and D6 containing leave-on productsa and achive timely turnover of D5 and D6 containing leave-on products already placed on the market and their availability in the delivery chain. 
If insufficient time is allowed for complete reformulation the implication will be removal of products from market leading to significant disruption in product availability to the consumer and cost to industry. Many personal care products have a shelf life of several years. Short transitional period will force the withdrawal of cosmetic products already placed on the market for the implementation of the new regulation what is not justified. That would lead to unnecessary product waste and have a significant environmental impact.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

The comment requests a longer transitional period for cosmetic products. SEAC acknowledges that substitution of the cyclosiloxanes may be challenging, certainly in products consisting of 100% silicones and that a simple one-for-one replacement to cyclosiloxanes is not possible in all cases. SEAC would further refer to the response provided to comment #437. SEAC is also aware of the obligation to minimise the emissions of D4, D5 and D6 because they have been identified as SVHC (see section 1.2 of the Background Document) and products using such a high percentage of D4, D5 and D6 are then certainly relevant to address. The Dossier Submitter and SEAC took note of the progress made in implementing the UK restriction for D4 and D5 in wash-off cosmetics (see section 1.4.2.1 of the Background Document) indicating that most applications with D4 and D5 have been withdrawn from the market 5 years after the restriction process started. SEAC assumes this scenario also possible for the current proposal, considering that producers are already aware of the current restriction proposal for some time. SEAC believes that a move to cyclosiloxane-free products is possible within the time span proposed in the restriction proposal. 

SEAC took note of the remark that the definitions in the REACH Regulation (EC) No 1907/2006 and the Cosmetic Regulation (EC) No 1223/2009 differ. Placing on the market within the Cosmetic regulation means the first making available of a cosmetic product on the Community market (see article 2 of the Regulation), whereas under the REACH Regulation it means supplying or making available, whether in return for payment or free of charge, to a third party. Import shall also be deemed to be placing on the market. The current proposal follows the definition under the REACH regulation concerning ‘placing on the market’. As ‘placing on the market’ comprises supplying or making available, SEAC assumes that it is clear what is covered under this paragraph in the proposal. In SEAC’s view this is comparable to ‘making available on the market’ as defined under the Cosmetic Regulation and the transitional period in the current proposal is applicable to all downstream users. Thus, it covers both the sales to distributors as well as that to consumers. 

The Dossier Submitter explains in 2.5.1.1.on page 42 of the Background Document (BD) how data are gathered for the CosmEthics app, indicate on page 9 that also data from other sources have been used and on page 14 that these data are broadly consistent with data provided by other stakeholders. Furthermore, it is not made clear in your comment why the CosmEthics database should not be used to indicate which products are on the European market, nor why the data provided by the stakeholders should be better qualified. SEAC has no reason to doubt that the data used by the Dossier Submitter is appropriate.

SEAC rapporteurs note your comment that you disagree with the Dossier Submitter’s conclusion that the existence of products with and without D4, D5 and D6 mean they can be replaced, and that you consider it likely that replacement with alternatives would lead to consumer loss. SEAC is well aware that performance loss and consumer surplus loss may take place, However, SEAC pointed out in the Draft Opinion that the potential impacts on the performance loss and consumer surplus loss are difficult to quantify with the data currently available. These topics are dealt with in the sections ‘Consumer costs associated with performance loss’ on page 17 and ‘Performance/Consumer surplus losses’ on page 18.
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	Comments on the SEAC draft opinion:
As mentioned in the previous consultation, the Swedish CA proposes that the implementation period is reduced to two years for three cosmetic product categories (Deodorants and antiperspirants; Hair styling (“LEAVE-ON”) and other; and Wash-off). 
D4, D5 and D6 have been identified as SVHC substances with PBT/vPvB properties and therefore give rise to specific concerns. Measures to reduce emissions of PBT/vPvB-substances to the environment should be implemented as quickly as possible. Prolonged implementation periods can be considered proportional if they lead to avoidance of considerable compliance costs. The information provided in the background document does not indicate that restricting the use of D4, D5 and D6 in the three cosmetic product categories listed above within two years would lead to considerable costs. 
According to the background document, the three cosmetic product categories account for 89% of releases to water and 77% of releases to all compartments from cosmetic products, while they account for only 6% of the expected product reformulations required due to the proposed restriction. 
Based on the information provided in the background document, restricting the use in these three product categories is considerably more cost-effective in terms of cost per unit of emission reduction to water than the existing restriction of D4 and D5 in wash-off products. This holds even if the implementation period is reduced from five years to two years (which is the implementation period proposed for all other uses apart from cosmetic products, dry cleaning applications and the uses covered by derogations). The relative cost-efficiency in terms of cost per unit of emission reduction to all compartments is even greater.  An implementation period of two years for these cosmetic product categories should therefore be considered proportional.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

The SEAC rapporteurs understand the rationale behind the Swedish proposal. Sweden indicates that the BD does not indicate that restricting the substances within two years would lead to considerable costs. That is correct, but it neither indicates the opposite; the effect of a 2 year derogation period compared to a 5 year derogation period is currently only available for the complete group of cosmetics and not for these specific categories. Such data were not provided in the comment, either. SEAC would also refer to the following statement regarding the costs estimated by the Dossier Submitter for a transitional period of 2 years (section 2.5.1.5 of the Background document): “The Dossier Submitter notes, however, that this estimate is based on the assumption that it is feasible to complete all the needed reformulations in 2 years. Evidence obtained in the consultation casts doubt on whether that would be possible to do at all, and if it is, whether the cost per reformulation would be the same (reformulating in only 2 years may require increasing resources to tackle in parallel reformulations which would otherwise have been done consecutively). The estimate for the cost of reformulations with a 2-year transitional period is therefore likely an underestimate, and it could be significantly higher.”

Sweden mentioned the percentages of the expected reformulations. However, these does not necessarily provide an insight into the effort that has to be put into reformulating the products, see for instance comment #442 on make-up foundations and other specific product categories. Most industry stakeholders that reacted in this PC on the SEAC opinion indicated that substitution can be time consuming and may take up to 10 years (e.g. #437. #442 (which also indicate the challenge to reformulate hair products) and #446). Thus, SEAC has not recommended to reduce the transitional period fort these three cosmetic products categories from five to two years.
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<redacted>

Privacy comment:
The information in this letter and its appendices includes volumes, compositions and application related information which are confidential to our Company. Confidentiality is requested to protect the commercial interest and intellectual property of <redacted>
Therefore, information included in this letter and its appendices must not be placed in the public domain. It can only be used by relevant experts of ECHA and the relevant Member State Competent Authorities for the purposes of the restriction assessment.

	Comments on the SEAC draft opinion:
We intend to comment on (i) the clinical, toxicological, and financial impact of reformulation of medicinal products, and (ii) loss of functionality and (iii) the consequent negative effects of EU patients' quality of life caused by the proposed restriction of D5 as pharmaceutical excipient. 
Please note that we intend to submit a two-part comment, complete with two attachments. (This part one of the comment.)


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 
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<redacted>

Privacy comment:
The information in this letter and its appendices includes volumes, compositions and application related information which are confidential to our Company. Confidentiality is requested to protect the commercial interest and intellectual property of <redacted>.
Therefore, information included in this letter and its appendices must not be placed in the public domain. It can only be used by relevant experts of ECHA and the relevant Member State Competent Authorities for the purposes of the restriction assessment.

	Comments on the SEAC draft opinion:
We intend to comment on (i) the clinical, toxicological, and financial impact of reformulation of medicinal products, and (ii) loss of functionality and (iii) the consequent negative effects of EU patients' quality of life caused by the proposed restriction of D5 as pharmaceutical excipient. 
Please note that we intend to submit a two-part comment, complete with two attachments. (This part two of the comment.)


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 
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	Comments on the SEAC draft opinion:
Tuesday, February 18, 2020
Personal Care Products Council Comments on the Consultation on the draft opinion of the Committee of Socio-economic Analysis on the Proposed Restrictions for Octamethylcyclotetrasiloxane (D4);  Decamethylcyclopentasiloxane (D5) ; Dodecamethylcyclohexasiloxane (D6) in Leave-On Cosmetic Products
On behalf of the Personal Care Products Council (PCPC),  we are pleased to submit the following comments on the draft opinion of the Committee of Socio-economic Analysis regarding the proposed restriction of Octamethylcyclotetrasiloxane (D4); Decamethylcyclopentasiloxane (D5); and Dodecamethylcyclohexasiloxane (D6) in leave on cosmetic products that was issued as a public consultation on the ECHA website.
Our previous submission focused on the significant issues that arise from the scientific process that has been followed by ECHA, and our concerns with the ensuing proposed restriction. Beyond these concerns, we provided additional input on the  highly detrimental economic effect that the proposed restriction would also have on the cosmetic and personal care products industry. Below we offer our concerns with what we believe is a skewed economic analysis of the potential costs and benefits of the proposed restriction. 
The proposed restriction would require manufacturers to undertake significant reformulations to a wide variety of leave-on products. As acknowledged by the Dossier Submitter, the reformulation process is financially very costly. Previously, PCPC undertook a survey of our members to evaluate the expected impact of the proposed restriction. Based on the responses to this survey, we estimate an average 19% of all SKUs that PCPC members market in the European Union would need to be reformulated. Therefore, based on 2018 data,  we estimate that the proposed restriction would negatively affect over $720 million of U.S. exports to the EU. We believe that this estimate is fairly close to the relevant Annex XV restriction proposal for the use of D4 and D5 in wash-off cosmetics (UK, 2015) which estimated that products based on D5 account for around 20-30% by value of all cosmetics on the EU market  and better captures the magnitude of the impact on our industry and the number of products that would need to be reformulated. 
The SEAC draft opinion mistakenly supports the Dossier Submitter in arbitrarily disregarding the above data in favor of the figures provided by the CosmEthics database and other apps which do not accurately depict the state of the cosmetics market and often include characterizations that are not underpinned by sound, risk-based, scientific evidence. More importantly, the SEAC draft opinion agrees with the Dossier Submitter that the “lower the proportion of products that contain D4, D5 and D6 within a subcategory, the lower the proportion of products within a subcategory that will actually be reformulated in the event of a restriction .” The rationalization for this critical opinion does not take into consideration the relative importance of the product in a company’s portfolio, including sales and consumer interest.   Thus, the calculation the Dossier Submitter estimate of the fraction of products that would be reformulated in the event of the proposed restriction is largely understated. In fact, it is our industry’s strong view that the overall estimate of the costs of proposed restriction as estimated in the SEAC draft opinion are vastly understated. 
Additionally, the Dossier Submitter notes that certain reformulations will fail, raising the total reformulation cost per new product. However, SEAC notes the inability to quantify these costs and subsequently justifies not including these costs in the final cost/benefit calculations by assuming technological improvements that will counterbalance such failures.
The SEAC draft opinion accepts the potential upper limits for the cost of substitute raw materials and agrees that the potential cost could be up to 33% (a third) higher. However, we note that SEAC does not include this potential additional cost in its analysis. The draft opinion accepts the inability to quantifying this cost, and characterizes the cost as being very likely to be small in comparison to the total reformulation cost. However, in absolute amounts a 33% cost increase in raw materials is potentially very impactful.
Moreover, we believe that it is not only possible, as the SEAC draft opinion notes, but also likely that inferior substitutes to D5 will lead to products of inferior quality and subsequent consumer loss. SEAC notes the inability to quantify this consumer loss however qualifies it as moderate but makes no further effort to counterbalance the total cost of the proposed restriction. 
In all of the above cases, SEAC acknowledges potential costs however claims the lowest possible impact for the restriction. Cumulatively, these costs more accurately estimate the impact of the proposed restriction. We would like to reiterate that, in addition to costs incurred, any reformulation process is also extremely time consuming. This process includes product redesign; efficacy testing; procurement of new ingredients; new safety assessments; and scaling up, among other activities. Even when there is a direct substitute for the ingredient in question, the reformulation process normally averages 4.5 years. However, when a direct substitute does not exist, such as the case with D5, fundamental research would be needed to ensure the substitute ingredient’s stability, efficacy and safety in the product, as well as consumer acceptance. Such research requires significantly more time, potentially adding 8-10 years to the product development process. 
This burden would be further exacerbated by the concurrent restriction on the use of intentionally added microplastic particles in consumer or professional use products of any kind, which will also necessitate research and development and reformulation of vast numbers of product formulas.  
Indeed, ECHA acknowledges these additional costs and increased complexity in its report on the “Potential overlap between proposed restrictions on D4, D5, D6 and microplastics.”  However, in our view, ECHA does not accurately take these additional costs and complexities into account in the report’s conclusions. Moreover, ECHA does not assess whether the functions provided by D4, D5, D6 together with the potentially restricted microplastics can be achieved by other ingredients or technologies or if additional primary research would be necessary to replace the synergies that these ingredients offer in combination. 
As such, we believe the report erroneously concludes that the real costs faced by industry will be less than the sum of the estimates suggested by the Dossier Submitters. In reality, the concurrent restriction being proposed for microplastics would compound the impact of the D4, D5, D6 leave-on restriction on our industry.
Given the significant concerns that have been raised with the risk assessment process that has been followed by ECHA, as well as the serious economic harm and trade disruption that is expected, we urge ECHA to reconsider the proposed restriction.  However, should ECHA decide to finalize the proposed restriction as currently envisioned, we would strongly urge that the implementation period be extended to at least 10 years. 
We greatly appreciate the opportunity to provide these comments regarding the proposed additional restriction of these substances. We hope that ECHA will review and consider the points that we have raised in this submission and provide the necessary extension to the implementation period.
Sincerely, 
 
Francine Lamoriello 
Executive Vice-President
Global Strategies


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion.

The Dossier Submitter has explained the approach to estimate the reformulations in subsections ‘C) Number of formulations containing D4, D5 and D6’ and ‘D) Number of reformulations expected’ of section 2.5.1.1 and indicated that they deviated from the approach earlier applied in the UK restriction. SEAC concur with the approach followed by the Dossier Submitter in assuming that in product categories when a larger percentage of products does not contain D4, D5 or D6, it can be expected that a lower proportion of products containing D4, D5 and D6 will be reformulated. SEAC rapporteurs would also like to remind you that the Dossier Submitter carried out sensitivity analysis on this topic in Appendix D.2.4: “Effect of using different assumptions regarding what proportion of formulations containing D4, D5 and D6 would be reformulated” (even analysing the impact of assuming 100% of formulations containing D4, D5 and D6 would be reformulated), and this was taken into account in the SEAC opinion As indicated in other response to comments, SEAC is aware that for certain products substitution may be a challenge.

Concerning the comment on the raw material prices SEAC would refer to the text of the draft opinion which states under Raw material costs and the substitutes on page 17 the following: ‘Some had similar prices, but the majority were more expensive, some substantially so. This could be expected to result in increased costs of raw materials for any reformulated products. Due to these uncertainties, the Dossier Submitter followed the same approach as in the D4/D5 wash-off proposal, and assumed the unit price for the alternative would be twice that of D4, D5 and D6.’ Additional text is to be found under the heading ‘Raw material price’ on page 19 that states “SEAC concludes that, although difficult to estimate, these costs are very likely to represent clearly a minor share of the total substitution costs compared to reformulation, and that the proposed estimate and sensitivity analysis provided by the Dossier Submitter is appropriate when considering proportionality.’ 

Analysis on the potential impact of failed reformulations is provided in the Background Document in section 2.5.1.1. Reformulation costs, under subsection B) Costs per reformulation. SEAC indeed concur with the Dossier Submitter on how these costs are currently taken into account, as specific information on this topic is not available and is also not submitted in the current comment. 

The restriction proposal for wash-off cosmetics was submitted by the United Kingdom on 17 April 2015, which is almost 5 years ago. SEAC assumes that, if not already involved in substitution, stakeholders may have started with substitution shortly after that (although the current products are different from the wash-off products in the UK proposal). Although SEAC acknowledge that there may be challenges in substitution, SEAC assumes that for a considerable part companies may benefit from the experiences gained by substituting the cyclosiloxanes in the wash-off products. See also the answer to #437.

The Dossier Submitter explains in 2.5.1.1.on page 42 of the Background Document (BD) how data are gathered for the CosmEthics app, indicate on page 9 that also data from other sources have been used and on page 14 that these data are broadly consistent with data provided by other stakeholders. Furthermore, it is not made clear in your comment why the CosmEthics database should not be used to indicate which products are on the European market, nor why the data provided by the stakeholders should be better qualified. SEAC has no reason to doubt that the data used by the Dossier Submitter is appropriate.

Regarding the consequence of having potentially underestimated substitution costs, SEAC rapporteurs would like to remind you that the Dossier Submitter carried out sensitivity analysis which has shown, as reported in our opinion document, that the proposed restriction would remain cost/effective even if the costs had been severely underestimated. 

Concerning the transition period, SEAC does believe that a move to cyclosiloxane-free products is possible within the time span in the restriction proposal.
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	Comments on the SEAC draft opinion:
Please see our comments in the non-confidential attachent uploaded. Thank you.


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thanks for the comments provided on the SEAC draft opinion. 

The SEAC rapporteurs acknowledge that replacement in the leave-on cosmetics may be a challenge in certain products as indicated by Cosmetics Europe and that a simple one-for-one replacement to cyclosiloxanes is not possible in all cases. We also concur that in some cases major reformulation may be needed and that the use of more than one alternative substance could be required per formulation. However, the SEAC rapporteurs think this situation has been correctly taken into account in the cost assessment (as the Dossier Submitter assumes that reformulations would be required for every substitution), and believe that a move to cyclosiloxane-free products is possible within the time span proposed in the restriction proposal.

The Dossier Submitter explains in 2.5.1.1.on page 42 of the Background Document (BD) how data are gathered for the CosmEthics app, indicate on page 9 that also data from other sources have been used and on page 14 that these data are broadly consistent with data provided by other stakeholders. Furthermore, it is not made clear in your comment why the CosmEthics database should not be used to indicate which products are on the European market, nor why the data provided by the stakeholders should be better qualified. Thus, SEAC has no reason to doubt that the data used by the Dossier Submitter is appropriate.
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	Comments on the SEAC draft opinion:
We strongly endorse the proposal to restrict D4/D5/D6. The inclusion of D6 under the scope of this restriction will prevent this potential regrettable substitution.
We would also like to support SEAC in its  rejection to requests for longer transition periods that have not been substantiated with sufficient reliable data.
We would also like to encourage SEAC to consider the concept of essential uses when assesing requests for derogations and for longer transtitional periods.  
The concept of essential use for PFAS has been developed by Cousins et al.1 Following the example of  the Montreal Protocol  
This approach is based on the example of the Montreal Protocol, which phased out the use of ozone-depleting chlorofluorocarbons except for certain ‘essential’ uses, and which defined the concept of ‘essential use’ in Decision IV/25.19 The two elements of an essential use are that a use is “necessary for health, safety or is critical for the functioning of society” and that “there are no available technically and economically feasible alternatives”. 
Following this approach, no derogations or longer transitional periods should be allowed for uses of and proposes stopping the use of D4/D5/D6 which are not essential or when safer alternatives exist.
For cosmetic products, it is clear that effective alternatives to D4/D5/D6 exist.  For example, products bearing the Nordic Swan ecolabel cannot contain these SVHCs.  Nor is there any indication of reduced performance when alternatives are used.  Clearly, there is no reason for any exemptions for any cosmetics in using these SVHCs.
Ordinarily we would argue that "high risk" products should have shorter transition times.  Here, "risk" is estimated by the amount in the environmental stock/compartment (direct risk to the consumer is not a concern).  The restriction proposes very long (5 year) transitional period for cosmetic products, and some industry comments ask for still longer transition times.  Against this claim, we must reiterate that widely dispersive leave-on products account for 90+% of the "risk" (emissions to the environment) from these known SVHCs, and should be replaced as soon as possible.
Leave-on cosmetic products are a high risk non essential use and alternatives are available in the market, therefore  the requested transitional period of 5 years should not be accepted.
SILICONE
Industry has argued (in many of the PC comments) that D4/D5/D6 have no intended use in the product, but are residuals in the manufacture of silicone polymer.  Thus the product formulator has little control over the residual D4/D5/D6 level.  Of course, a residual cannot be considered an essential use.
Industry's own statements demonstrate clearly that low-residual silicone polymer is available.  For example, Bayer (comment 2248) say explicitly that their products contain < 0.1% of D4 and D5, and note correctly that these products therefore do not fall under the scope of the restriction.  Moreover, no (non-confidential) comments stated that the low-residual polymers would be more expensive.  Therefore the problem of D4/D5/D6 residuals is one that should be communicated by formulators to their suppliers.
We suggest that ECHA consider engaging directly with silicone polymer manufacturers, both to get better data on residual concentrations, and to alert them to the impending necessity of keeping residuals below the 0.1% limit.
REFORMULATION TIME
Reformulation time and cost has been extensively reviewed in the (revised) Background Document.
It is estimated that about 11% of cosmetics formulations would need to be reformulated to eliminate D4/D5/D6 (or between 8% and 16% per the DS) [BD p48].  The BD expresses concerns whether reformulations can be completed in time if many products need to be reformulated.  Resource limits (e.g., expertise within one company) might mean that more time is required to reformulate a large set of products.
However, these reformulations should not be considered independently.  It is quite likely that, in most cases, a reformulation of one product will inform other reformulations in the same category.  Even with D5, for which some commentors assert that there is no single drop-in substitute, reformulation is required for a fairly small number of uses and technical functions.  Moreover, the push to reformulation across the entire industry, and especially the widespread presence of products on the market that *already use non-restricted alternatives*, should result in a relatively short reformulation time.
It must be reiterated that the proposed restriction is not a new idea; industry has had years to anticipate these reformulations.  D4 and D5 were identified by the MSC as meeting vPvB criteria in April 2015 [BD p6].  D4, D5, and D6 were formally identified as SVHC compounds in June 2018 [BD p7].  Thus, the industry has known for almost five years that these compounds would be subject to restriction as SVHC.  Manufacturers have been legally required to advise downstream users on risk management for a year and a half (and arguably should have been doing so for the last five years).  It is clear that known vPvB substances should not be used in "widely dispersed" products like cosmetics.  We echo the words of the BD: "the reformulation should have occurred already under existing legal obligations" [BD p31]


	
	
	SEAC rapporteurs response:
The SEAC rapporteurs thank you for the comments provided on the SEAC draft opinion. 

The derogations proposed for those applications which were uses of silicone polymers where D4, D5 and D6 impurities were above 0.1% w/w conform the request of the European Commission. The Dossier Submitter followed the principle that derogations for applications for which no data had been received would not be proposed, whereas data submissions containing concentration data could result in concentration limits. SEAC concur with these lines followed by the Dossier Submitter. 
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CES comments on Annex XV dossier proposing restrictions on D4, D5 and D6

General comments on the proposed restriction

Based on the European Commission’s request, the scope of the restriction dossier is limited
to the placing on the market of professional and consumer substances and mixtures
containing 2 0.1 % of D4, D5 and D6. More specifically, the scope targets ‘leave-on’ cosmetic
products and ‘other consumer or professional products’ that were not covered by the previous
UK restriction proposal (on D4/D5 in wash-off cosmetics). However, as ECHA has pointed out
the scope clearly excludes uses within an industrial setting. It is, thus, crucial that the final
opinion and the legal text are clear and reflect the scope given by the European Commission.
For industrial uses the Annex XV report states the following:

“The Commission’s request excludes the industrial uses of D4, D5 and D6 from the Annex XV
investigation (such as formulation of mixtures, production of silicone polymers, or production
of articles), the industrial uses will therefore not be considered as candidates for restriction”

However, taking into account the European Commission’s request and comparing it to the
proposed wording by ECHA, it appears that the inclusion of a specific limited list of derogated
industrial uses undermines the general intention not to cover industrial uses of D4/D5/D6 as
part of the restriction.

For reasons of simplicity and clarity all industrial uses should be derogated - as an example -
CES would like to propose the following wording:

“4. By way of derogation, paragraph 1 shall not apply to: a) Placing on the market of D4,
D5 and D6 for industrial uses and the industrial production of articles”.

Such wording is appropriate as it is aligned with the Commission’s request. Moreover, in CES’
view, it would be the most practical solution as it includes industrial uses that are either not
fully specified at the time of the restriction process or could become relevant in the future.

CES wishes to highlight that the current “positive listing” approach risks, among others,
harming the innovative capabilities of European industry by narrowly defining specific
exemptions. This might prove harmful to EU-made innovations as European manufactures are
prevented to drive innovation in areas that are not covered by the exemptions. To assume
that all future areas of innovation can be foreseen is impossible, as past experiences have
shown time and time again. For example, no one could have imagined a few decades ago that
3D printing would be used for a plethora of diverse applications. Today, 3D printing is not just
used as an academic exercise, but rather as an industrial manufacturing process or a
manufacturing capability of professionals or consumers. These applications and future
technological innovations require silicones — fluids, gels, polymers, rubbers, and mixtures. To
reflect these, CES suggests updating the proposed restriction as follows (based on the
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proposed restriction from the RAC and SEAC opinion document — it is noted that the proposed
restriction is worded differently in the Annex XV document at this stage).

In annex, CES addresses these proposals for consideration in the legal text of the restriction.

Overall Proportionality: (Pg. 22) of Committee for Risk Assessment (RAC) and Committee for
Socio-economic Analysis (SEAC) Opinion (December 5, 2019):

CES strongly contests the alleged proportionality of the proposed restriction for two main
reasons: First, socioeconomic calculations in the restriction proposal are derived for leave-on
personal care/cosmetic products and do not take into account the various end-uses that will be
impacted by this restriction. Second, the proposed restriction will bring about negligible
environmental benefit, as demonstrated hereunder, whilst imposing damaging and unnecessary
SOCi0o-economic consequences.

With regards to the first reason, CES would like to point out that socioeconomic calculations in
the restriction proposal are derived for leave-on personal care/cosmetic products and are based
on hypothetical costs of ingredient replacement and reformulation of these products.

If the remaining 10% consist of non-cosmetic uses that are not properly reflected by these
calculations, extrapolating the impact of this restriction is misleading as the socio-economic
impact and cost of development of alternatives will vary depending on sector-specific
requirements (medical, coatings and construction, amongst others). The socioeconomic
calculations should extend beyond the concept of €/kg product to fully take into account the
societal and broader economic consequences of the restriction. Taking into consideration the
high costs and/or long validation times of moving to alternatives, the failure of the restriction
to account for these circumstances risks exposing the affected uses to disproportionate costs.

Secondly, CES would like to underline that SEAC acknowledges in the Committee for Risk
Assessment (RAC) and Committee for Socio-economic Analysis (SEAC) Opinion (December
5t 2019) “that while weighting on the basis of (expected damage) is not currently possible
systematically using numerical approaches, it is often feasible to describe factors or situations
where the properties of a particular PBT or vPvB would be likely to cause more or less
damage (Examples of such factors and situations are listed in Annex 1 [of ECHA (2016)]).
These include the possibility to use information on P, B and T properties.” It also states in
ECHA (2016)* “The properties of PBT and vPvB substances lead to increased uncertainty in
the estimation of human health and environmental risks when applying quantitative risk
assessment methodologies”. The basis for this conclusion is the belief that “PBT and vPvB
substances are of specific concern due to their potential to remain and accumulate in the
environment over long time periods. Historical cases have shown that the effects of such
accumulation are unpredictable in the long-term and that exposure is practically difficult to
reverse, because an elimination of releases will not necessarily result in a measurable reduction
in exposure.”

It seems logical then, given the significance of the socio-economic consequences and based on
the bolded text above from the SEAC, Opinion (December 5" 2019) that in assessing
proportionality of this proposed restriction it is warranted to assess the information on P, B, and

1 ECHA (2016) Evaluation of restriction reports and applications for authorisation for PBT and
VvPVB substances in SEAC. SEAC/31/2016/05 Rev.1
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T properties, that would be likely to cause more or less damage, in particular, if there are aspects
of the PBT properties of these substances that would be likely to cause less (or no) damage.
This is particularly important when comparing to the specific concerns (also bolded above in
reference to ECHA 2016%) of PBT and vPvB substances that lead to increased uncertainty in
the estimation of human health and environmental risks such as, “potential to remain and
accumulate in the environment over long time periods” and “effects of such accumulation
are unpredictable in the long-term and that exposure is practically difficult to reverse”. For
the siloxanes D4, D5, and D6, with their unique combination of properties, it is clear from
dynamic modelling? when they are released to air, they remain in air for a relatively short time
and are degraded there. Therefore, concentrations of D4, D5 and D6 in air do not remain
and accumulate over long time periods, are not unpredictable in the long-term and are
not difficult to reverse after they stop entering the environment.

The ECHA Dossier clearly acknowledges that the releases to the atmosphere could be
considered to be different, “Without prejudice to the requirement to minimise releases of
PBT/vPVB substances to the environment detailed in Annex | of REACH, the scenarios
developed in this assessment acknowledge that D4, D5 and D6 have been identified as
PBT/vPVB substances based on their properties in the aquatic compartment. Therefore,
releases to this compartment are most well understood to be associated with the PBT/vPvB
hazard and potential for risk. Releases to the atmosphere, although relatively greater than
those to the aquatic compartment, are not as closely associated with the PBT/vPvB hazard as
those releases that occur to the aquatic compartment. As such, the relevance of releases to
the atmosphere to the principal benefits of the restriction (the abatement of releases that will
result in persistence in the aquatic compartment), and as such their ‘weight’, could be
considered to be different.” (page 21 ECHA Annex XV Dossier).

It should be noted that environmental fate modelling and dynamic simulations® (CES input to
ECHA Public Consultation on proposal for an Annex XV Restriction May 20", 2019) provided
that insight into the potential to reverse concentrations of D4, D5 and D6 in the environment.
Those models clearly demonstrate that concentrations of D4, D5 and D6 in air are readily
reversible. The results showed that when releases are stopped, masses (or concentrations) of
D4, D5, and D6 decrease from a steady-state of current emission rates. The response of D4, D5
and D6 in air is fast (i.e., <10 days) in both Regional and Continental scales. In addition, there
is no risk or identified impact from these releases to air compartment. Therefore, CES questions
any concerns for air emissions of D4, D5 and D6, and believes no environmental benefit will
accrue to the environment from implementation of the proposed restriction. Consequently, it
is difficult to understand the justification, or reasons, for this proposed restriction on uses
that predominately have releases to air.

In addition, as established in earlier submissions, it is clear that the proposed restriction will
bring about negligible incremental benefits to surface waters. The existing Annex XVII “Wash
off” restriction which targets what was identified as 78% for D4 and 97% for D5 of releases to
surface water is already meeting its reduction targets for D4 and D5. This is demonstrated by

2 Silicones Europe submission to ECHA Public Consultation: comment 2177 in Response to comments
document (RCOM) on the Annex XV dossier proposing restriction on Siloxanes D4/D5/D6, Non-confidential,
ECHA/RAC/RES-0-0000006700-80-01/F, 5 December 2019

3 Silicones Europe submission to ECHA Public Consultation: comment 2177 in Response to comments
document (RCOM) on the Annex XV dossier proposing restriction on Siloxanes D4/D5/D6, Non-confidential,
ECHA/RAC/RES-0-0000006700-80-01/F, 5 December 2019
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CES wastewater treatment plant influent monitoring results?, which capture both wash-off and
leave-on personal care product use, as well as consumer and professional uses.

Indeed, the monitored releases to wastewater treatment plants (WWTPs) in the EU are much
lower than those estimated by ECHA.

CES agrees with ECHAs interpretation (ECHA Annex XV dossier pg. 9%) that “UK’s analysis
(UK Annex XV restriction report®) had considered that releases to the aquatic compartment
from these uses (leave-on cosmetic products) were negligible and that releases to air were not
associated with a risk that was not controlled ”; therefore, there is no relevant risk and in any
event no unacceptable risk, justifying the adoption of this restriction proposal.

As such, CES strongly asserts that the proposed restriction is not proportionate. The major
negative socio-economic impacts cannot be justified by achieving negligible environmental
benefits. Additional regulatory measures would not result in substantial benefit to the
aquatic environment.

4 https://echa.europa.eu/documents/10162/1d2e92dc-c1c6-3baf-8baa-83f61dfh13e2
S https://echa.europa.eu/documents/10162/6c6ed83b-7d96-3728-h931-f75af349f1f4
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COMMENTS ON SEAC DRAFT OPINION

Scope of the comment

We, Group) would like to make a comment on the scope of the restriction proposal highlighted in
the SEAC draft report.

In both the Annex XV report (version number: 1.1 date: 20 March 2019) and in SEAC draft report (agreed
5 December 2019), the Brief title of the restriction is: “Restriction of D4, D5 and D6 in consumer and
professional products” and industrial uses are not highlighted.

it is also written in the RAC opinion (ECHA/RAC/RES-0-0000006700-80-01/F, adopted 28 November
2019) related to industrial uses (page 10):

RAC concludes that the rationale and justification for targeting the proposed restriction at consumer and
professional uses is clear (as set out in the request to the Dossier Submitter from the European Commission).
It specifically targets substances or mixtures intended for end use by consumers or professionals

and also at the same page it is highlighted:

The Commission’s request for a restriction proposal excludes industrial uses of D4, D5 and D6 (such as
formulation of mixtures, production of silicone polymers or production of articles) as well as the use of silicone
polymers. These are therefore not in the scope of the proposed restriction or of this opinion.

Nevertheless We obsereved significant differences between the new restriction proposal text of the SEAC draft
opinion and the ANNEX XV report related to industrial uses.

The Annex XV restriction report of D4, D5 and D6 stated in the original proposed text of the restriction
among the derogations (page 4):

3. By way of derogation, paragraph 1 shall not apply to:

a) Placing on the market for use at industrial sites (except for dry cleaning industrial sites), and use as a
transported isolated intermediate, provided that the conditions in points (a) to (f) of Article 18(4) of the REACH
Regulation are met

While in the SEAC DRAFT OPINION page 2-3 it is stated:

By way of derogation, paragraph 1 shall not apply to:

a) Placing on the market of D4, D5 and D6 for the following uses:

- Industrial use as a monomer in the production of silicone polymer

- Industrial use as an intermediate in the production of other organosilicon substances
- Industrial use as a monomer in emulsion polymerisation

- Industrial use in formulation and/or (re-)packing of mixtures

- Industrial production of articles

- Industrial use in non-metal surface treatment

- Industrial use as laboratory reagent in Research & Development activities

The new text in the SEAC draft report gives the possibility of some confusion whether industrial uses are
generally exempted or just the highlighted specific industrial uses are exempted.

In addition, the highlighted industrial uses do not cover all segments of the industry and there can be also
new industrial uses identified in the future.

+





Request for clarification of the scope of the restriction

We suggest that the restriction makes it clearer that the exemption for industrial uses is a general
exemption and not just an exemption for some certain industrial uses

In addition, we would like to also ask to add into the industrial uses examples part of the restriction
proposal the following uses:

By way of derogation, paragraph 1 shall not apply to:
a) Placing on the market of D4, D5 and D6 for the following uses:
e ndustrial use of D4, D5 and D6 (as residual monomers) in polymers as part of mixtures used as
anti-foaming agents

which is a critical use in biological medicine production in the pharmaceutical industry (the polymers
applied in the anti-foaming mixtures can contain a residual quantity of D4, D5 and D6 above 0,1%)
and

e Industrial production of articles (including medical devices)

This change would indicate that manufacturing can be done with a raw material containing D4/D5/D6
above 0.1 % on the condition that the concentration of D4/D5/D6 in the marketed products does not
exceed 0.1 %

These proposals would make the restriction clearer and would help the industry to better identify their
duties related to this new regulatory obligation.

Compiled and submitted by the]jjjjjjjj Group
17.02.2020
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Table 1.

Chemical / IUPAC Names

INCI name

Product category for use
Mascara,Eyeliner, Sunscreen, Moisturizer, Serum,

Deficient points as an alternative
Volatilization is too fast

Octamethyltrisiloxane / L3 /Trisiloxane TRISILOXANE Lotion, Cream , High price
Volatile solvent Limited supply
Mascara,Eyeliner, Moisturizer, Serum, Lotion, Volatilization is too fast
Hexamethyldisiloxane DISILOXANE Cream High price

Volatile solvent

Limited supply

Silwax D02 / Alkyl Polydimethylsiloxane

ETHYL METHICONE

Skincare, make—up, hair—care, suncare

Insufficient volatility,

Propane, 2-methyl-homopolymer

HYDROGENATED POLYISOBUTENE

Skincare, make—up, hair—care, suncare

Insufficient volatility
Not compatible with olefin resin
container

Hydrogenated polyisobutylene

HYDROGENATED POLYISOBUTENE

Mascara,eyeliner, Sunscreen, Moisturizer, Serum,

Lotion, Cream,
Volatile solvent,

Insufficient volatility
Not compatible with olefin resin
container

Dec—1-Ene, Homopolymer, Hydrogenated Dec—1-Ene, Oligomers, Hydroge

HYDROGENATED POLYDECENE

Lipstick, Foundation, Moisturizer, Serum, Lotion,
Cream, Sunscreen

Lack of volatility,
Lack of solubilization property

Hydrocarbons, C6-20, Polymers, Hydrogenated

HYDROGENATED POLY(C6-20 OLEFIN)

Skincare, make—up, hair—care, suncare

Insufficient volatility
Not compatible with olefin resin
container

2,2,4,6,6—Pentamethylheptane; Hydrocarbons,

C4, 1,3-Butadiene—Free, Polymd., Triisobutylene Fraction, Hydrogenated

ISODODECANE

Mascara,eyeliner, Sunscreen, Moisturizer, Serum,

Lotion, Cream
Volatile solvent,

Volatilization is too fast
Not compatible with olefin resin
container

Heptanoic Acid, Ester With 2,2-Dimethyl-1,3—Propanediol

NEOPENTYL GLYCOL DIHEPTANOATE

Foundation, Hair—-spray, Sunscreen, Moisturizer,
Serum, Lotion, Cream

Lack of volatility
Heavy texture

CONFIDENTIAL Hair Conditioning, Skin conditioning, solvent INSUFICIENT information for evaluation
CONFIDENTIAL Antifoaming, Hair conditioning, Skin conditioning |INSUFICIENT information for evaluation
Fatty Acids, C8-10, C12—18—Alkyl Esters GOCOCAPRYLATE Hair Condlt.lonmg, Sunscreen, Moisturizer, Lack of volatility

Serum, Lotion, Cream Bad smell
Coconut alkanes COCONUT ALKANES Sunscreen, Moisturizer, Serum, Lotion, Cream Iézzks(::e\flatmty

Undecane

UNDECANE

Sunscreen, Moisturizer, Serum, Lotion, Cream,
Volatile solvent,

Insufficient volatility
Not compatible with olefin resin
container

Tridecane

TRIDECANE

Sunscreen, Moisturizer, Serum, Lotion, Cream,
Volatile solvent,

Insufficient volatility

Not compatible with olefin resin
container

Bad smell

CONFIDENTIAL

INSUFICIENT information for evaluation

Dioctyl Ether

DICAPRYLYL ETHER

Sunscreen, Moisturizer, Serum, Lotion, Cream

Lack of volatility
Heavy texture
Bad smell

Carbonic Acid, Dicaprylyl Ester

DICAPRYLYL CARBONATE

Sunscreen, Moisturizer, Serum, Lotion, Cream

Lack of volatility

3—(Octanoyloxy) Propyl Octanoate

PROPANEDIOL DICAPRYLATE

Sunscreen, Moisturizer, Serum, Lotion, Cream

Lack of volatility
Heavy texture

Quaternary ammonium compounds, benzyl(hydrogenated

tallowalkyl)dimethyl,
chlorides, compds. With hectorite

STEARALKONIUM HECTORITE

Mascara, Foundation, Moisturizer, Serum, Lotion,
Cream ,Sunscreen,
Solid, Oil thickner,

Lack of volatility
Lack of solubilization property

Propylene Carbonate

PROPYLENE CARBONATE

Mascara, Foundation,, Sunscreen, Moisturizer,
Serum, Lotion, Cream
Cray mineral peptizer

Lack of volatility
Irritancy potential

D—-Glucoside, Decyl

DECYL GLUCOSIDE

Sunscreen, Moisturizer, Serum, Lotion, Cream

Lack of volatility

Oleic Acid, Monoester With Glycerol

GLYCERYL OLEATE

Moisturizer, Serum, Lotion, Cream, Sunscreen

Lack of volatility

Fatty acids, macadamianut—oil, Etesters

ETHYL MACADAMIATE

Lipstick, Lipgloss, Moisturizer, Serum, Lotion,
Cream, Sunscreen

Lack of volatility

Olive oil fattyacids, 2—octyldodecyl esters

OCTYLDODECYL OLIVATE

Lipstick, Lipgloss, Moisturizer, Serum, Lotion,
Cream, Sunscreen

Lack of volatility

Isodecyl isononoate (isodecyl isononanoate, ethylhexylisononoate)

Lipstick, Foundation, Sunscreen, Moisturizer,
Serum, Lotion, Cream, Sunscreen

Lack of volatility

2—-Ethylhexyl Isononanoate

ETHYLHEXYL ISONONANOATE

Foundation, Sunscreen, Moisturizer, Serum,
Lotion, Cream, Sunscreen

Lack of volatility

Isodecy Pivalate

ISODECYL NEOPENTANOATE

Foundation, Sunscreen, Moisturizer, Serum,
Lotion, Cream

Lack of volatility
Agquatic chronic hazard potential

Bis—Behenyl/Isostearyl/Phytosteryl Dimer Dilinoleyl Dimer Dilinoleate

BIS-BEHENYL/ISOSTEARYL/PHY TOSTERYL DIMER
DILINOLEYL DIMER DILINOLEATE

Lipstick, Lip gloss, Foundation, Emollient oil,
Moisturizer, Serum, Lotion, Cream, Sunscreen

Lack of volatility
Lack of solubilization property

Carboxylic Acids, C6—8—Neo—, Esters With Polypropylene Glycol

Monomyristyl Ether

PPG-3 MYRISTYL ETHER NEOHEPTANOATE

Emollient, Moisturizer, Serum, Lotion, Cream,
Sunscreen
Dispersant,

Lack of volatility

Isooctadecyl Pivalate, Propanoic acid, 2,2—dimethyl—,isooctadecyl ester

ISOSTEARYL NEOPENTANOATE

Lipstick, Lip gloss, Foundation, Non—volatile

solvent, polymer, Sunscreen, Moisturizer, Serum,

Lotion, Cream

Lack of volatility

Lack of solubilization property and

Hydrocarbons, C11 — C13, Isoalkanes, <2% Aromatics C11-13 ISOPARAFFIN Skincare, make—up, hair—care, suncare dispersibility
Bad smell
_ L . Lack of solubilization property and
Hydrqcarbons, C4, 1.3-Butadiene-Free, Polymd,, Tetraisobutylene ISOHEXADECANE Skincare, make—up, hair—care, suncare dispersibility
Fraction, Hydrogenated Bad smell
Poly(Dimethyl siloxane) DIMETHICONOL hair—care Lack of solubilization property
Dimethiconol DIMETHICONOL hair—-care Lack of solubilization property
Dimethicone, Dimeticone, Dimeticonum DIMETHICONE Skincare, make—up, hair—care, suncare L.aCk Of. S.O.IUblllzatlon propler'ty,
dispersibility and spreadability
Dimethyl Siloxane DIMETHICONE Skincare, make—up, hair—-care, suncare Lack of solubilization property,

dispersibility and spreadability

2,2-Dimethylpropane—1,3-Diyl 2—-Ethylhexanoate

NEOPENTYL GLYCOL DIETHYLHEXANOATE

make—up

Lack of solubilization property,
dispersibility, spreadability and volatility
High price

Ethanaminium, N,N,NTrimethyl-2-[(2—Methyl-1-Oxo0—2-Propen—1-

YI)Oxy]-, Chloride (1:1), Homopolymer

POLYQUATERNIUM-37

hair—care, cleansing

An inappropriate ingredient with different
purpose of use

Alkylpolyglycoside C10-16, D—Glucose homopolymer, dodecyl ether

LAURYL GLUCOSIDE

Skincare, hair—care,

An inappropriate ingredient with different
purpose of use

1-Phenylmethoxypropan—2-Y| 2—-Ethylhexanoate

PPG-3 BENZYL ETHER ETHYLHEXANOATE

Skincare, make—up, hair—care, suncare

Lack of dispersibility, spreadability and
volatility

Poly[Oxy(Methyl—1,2—-Ethanediyl)], Alpha—(1-Oxotetradecyl)-Theta—

Phenoxy

PPG-3 BENZYL ETHER MYRISTATE

Skincare, make—up, hair—care, suncare

Lack of dispersibility, spreadability and
volatility

2-Propylheptyl Octanoate

PROPYLHEPTYL CAPRYLATE

Skincare, make—up, hair—care, suncare

Lack of dispersibility, spreadability and

volatility
Speciality alkanes Skincare, make—up, hair—care, suncare Lgck Of. s.ollublllzat|on property and
dispersibility

Poly(oxy—1,2—ethanediyl), .alpha.—octadecylomegaoctadecyloxy—(4 mol

EO average molar ratio)

PEG-4 DISTEARYL ETHER

Skincare, make—up, hair—care, suncare

An inappropriate ingredient with different
purpose of use

2-Dodecoxyethyl Hydrogen Sulfate

SODIUM LAURETH SULFATE

hair—care, cleansing

An inappropriate ingredient with different
purpose of use

Alcohols, C12-14, ethoxylated, sulfates, sodium salts

SODIUM LAURETH SULFATE

hair—care, cleansing

An inappropriate ingredient with different
purpose of use

Alcohols, C10-16, ethoxylated, sulfates, sodium salts

SODIUM LAURETH SULFATE

hair—care, cleansing

An inappropriate ingredient with different
purpose of use

Ethanol, 2-(2-ethoxyethoxy)—, 2"-[(C12-15-branched and linear

alkyl)oxy] derivs., hydrogen sulfates, sodium salts

SODIUM LAURETH SULFATE

hair—care, cleansing

An inappropriate ingredient with different
purpose of use

Dioctadecyl Ether

DISTEARYL ETHER

Lack of dispersibility, spreadability and
volatility

2-Ethylhexyl Palmitate; Hexadecanoic acid, 2—ethylhexyl ester;

Octylpalmitate

ETHYLHEXYL PALMITATE

Skincare, make—up, hair—care, suncare

Lack of dispersibility, spreadability and
volatility

2-Ethylhexyl Stearate

ETHYLHEXYL STEARATE

Skincare, make—up, hair—care, suncare

Lack of dispersibility, spreadability and
volatility






Table 1.

Chemical / IUPAC Names

INCI name

Product category for use

Deficient points as an alternative
Lack of dispersibility, spreadability and

Hydrogenated olive oil unsaponifiables HYDROGENATED OLIVE OIL UNSAPONIFIABLES Skincare, make—up, hair—care, suncare volatility
High price
. . , . Lack of dispersibility, spreadability and
Glycerides,Mixed Decanoyl And Octanoyl CAPRYLIC/CAPRIC TRIGLYCERIDE Skincare, make—up, hair—care, suncare volatility

Hydrogenated Ethylhexyl Olivate

HYDROGENATED ETHYLHEXYL OLIVATE

Skincare, make—up, hair—-care, suncare

Lack of dispersibility, spreadability and
volatility
High price

Refined broccoli seed oil

BRASSICA OLERACEA ITALICA SEED OIL

Skincare, make—up, hair—care, suncare

Lack of dispersibility, spreadability and
volatility
High price

Sibrid Tm—031; Trisiloxane, 1,1,1,3,5,5,5—heptamethyl3—propyl

PROPYL TRISILOXANE

Skincare, make—up, suncare

Lack of solubilization property and
dispersibility
High price

Stearyl/Octyld odecyl Citrate Crosspolymer

STEARYL/OCTYLDODECYL CITRATE CROSSPOLYMER

Skincare, make—up, suncare

An inappropriate ingredient with different
purpose of use

Tetraglyceryl Monooleate

POLYGLYCERYL-4 OLEATE

hair—care, cleansing

An inappropriate ingredient with different
purpose of use

Glyceryl Monoolivate

Glyceryl Monoolivate

Skincare, make—up, suncare

An inappropriate ingredient with different
purpose of use

Hydrogenated Rapeseed Alcohol

HYDROGENATED RAPESEED ALCOHOL

Skincare, hair—care,

An inappropriate ingredient with different
purpose of use

Isoamyl Cocoate

ISOAMYL COCOATE

QOil in emulsion and make—up products, or
dispersion medium of sunscreen

Lack of dispersibility property and
insufficient volatility

Hydrogenated Olive Oil

HYDROGENATED OLIVE OIL

Oil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility and volatility

Squalane (2,6,10,15,19,23-Hexamethyltetracosane)

SQUALANE

Oil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility and volatility

Castor Oil, Hydrogenated

HYDROGENATED CASTOR OIL

QOil in emulsion and make—up products, or
dispersion medium of sunscreen

Lack of solubilization property and
dispersibility

Siloxanes And Silicones, Di-Me, Me 3-[(2,2,6,6-Tetramethyl—-4-
Piperidinyl)Oxy]Propyl

PROPOXYTETR AMETHYL PIPERIDINYL DIMETHICONE

Conditioning agent of hair products

Lack of solubilization property

2—-Ethylhexan—1-0I

HYDROGENATED ETHYLHEXYL OLIVATE

Conditioning agent of hair products, Oil in

Lack of solubilization property

2.6,10-Trimethyldodecane

HYDROGENATED FARNESENE

Conditioning agent of hair products, Oil in

Lack of dispersibility property

Bis(2—Propylheptyl) Carbonate

DIPROPYLHEPTYL CARBONATE

Thickener of emulsion and sunscreen

Lack of solubilization property

Alcohol, Ethanol

ALCOHOL

All category of cosmetics

Lack of dispersibility property

Canola oil

CANOLA OIL

Oil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility and volatility

Sodium Ethanolate

Inapprooriate substance to be used in
cosmetics
Corrosive potential

Polysilicone—22

POLYSILICONE-22

Thickener of make—up products

Lack of solubilization property

Polymethyl Silsesquioxane

POLYMETHYL SILSESQUIOXANE

Powder in sunscreen and faundation

Lack of solubilization property

Dimethicone/vinyldimethicone crosspolymer

DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER

Powder in sunscreen and faundation

Lack of solubilization property and

POLYSILICONE-34

POLYSILICONE-34

Conditioning agent of hair products and skincare
products

Lack of solubilization property and
dispersibility

3,5,5—-Trimethylhexyl 3,5,5-Trimethylhexanoate

ISONONYL ISONONANOATE

QOil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility

Xanthan Gum, gummixanthanum

XANTHAN GUM

Thickener of emulsion, sunscreen

An inappropriate ingredient with different
purpose of use

Lecithin

LECITHIN

Emulsifier of lotion and emultion, sunscreen

An inappropriate ingredient with different
purpose of use

Lecithin

LECITHIN

Emulsifier of lotion and emultion, sunscreen

An inappropriate ingredient with different
purpose of use

Scleroglucan

SCLEROTIUM GUM

Thickener of emulsion, sunscreen

An inappropriate ingredient with different
purpose of use

Pullulan

PULLULAN

Thickener of emulsion, sunscreen

An inappropriate ingredient with different
purpose of use

Lactobacillus/Arundinaria Gigantea Ferment Filtrate

LACTOBACILL US/ARUNDINA RIA GIGANTEA FERMENT

Controlling touch feeling of emulsion, sunscreen,
liquid fandation

Lack of solubilization property

Leuconostoc/Radish Root Ferment Filtrate

LEUCONOSTOC/RADISH ROOT FERMENT FILTRATE

All product type applicable

An inappropriate ingredient with different
purpose of use

Sunflower Oil

Helianthus Annuus Seed Oil is the oil expressed from the
seeds of the Sunflower, Helianthusannuus L.,Compositae

Oil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility and volatility

Safflower Oil

CARTHAMUS TINCTORIUS SEED OIL

QOil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility and volatility

1,3Butadiene/Styrene Copolymers

STYRENE/BUTADIENE COPOLYMER

Opacifier of emultion

An inappropriate ingredient with different
purpose of use

Orbignya Speciosa Kernel Oil

ORBIGNYA SPECIOSA KERNEL OIL

Qil in emulsion, dispersion medium of sunscreen

Lack of solubilization property and
dispersibility

Fats And Glyceridic Oils, Astrocaryum Murumuru

ASTROCARYUM MURUMURU SEED BUTTER

Emollient agent of emulsion, sunscreen, liquid
fandation

Lack of solubilization property

3—Methylbutan—1-ol

ISOAMYL ALCOHOL

All product type applicable

An inappropriate ingredient with different
purpose of use

Bad smell

Suspected CMR

Lauric/cocoic acid(isoamyl alcohol,lauric/cocoic acid, endproduct
isoamylcocoate)

Qil in emulsion and make—up products, or
dispersion medium of sunscreen

Lack of dispersibility
Insufficient volatility

2-Propylheptyl Octanoate

PROPYLHEPTYL CAPRYLATE

Lipstick, Foundation, Eye shadow, Concealer,
Sunscreen, Moisturizer, Serum, Lotion, Cream,
Gel, Hairtreatment, Nail care

Insufficient volatility
Insufficient spreadability

octyloctanoate, Caprylyl Caprylate/Caprate, Octanoic acid, octyl ester

CAPRYLYL CAPRYLATE/CAPRATE

Lipstick, Foundation, Eye shadow, Sunscreen,
Moisturizer, Serum, Lotion, Cream, Gel,
Cleansing, HairShampoo, Hairtreatment,

Insufficient volatility
Insufficient spreadability

Dodecane,2,6,10-trimethyl—,Farnesane, Trimethyldodecane

Hydrogenated Farnesene

Lipstick, Foundation, Sunscreen, Moisturizer,
Serum, Lotion, Cream, Gel, Cleansing,
HairShampoo, Hairtreatment,

Insufficient volatility
Insufficient spreadability

Hydrocarbons, C13—-C16, nalkanes, isoalkanes, cyclics, <0.03% aromatics

C13-15 ALKANE

Foundation, Eye shadow, Sunscreen, Moisturizer,
Serum, Cream, Cleansing, HairShampoo,
Hairtreatment

Insufficient volatility
Insufficient spreadability

Hydrocarbons, C15—C20, nalkanes, isoalkanes, cyclics, <0.03% aromatics

C15-19 ALKANE

Lipstick, Foundation, Sunscreen, Moisturizer,
Serum, Lotion, Cream, Gel, Oil, Cleansing,
HairShampoo, Hairtreatment,

Insufficient volatility
Insufficient spreadability

Insufficient volatility

Pentadecane PENTADECANE Lotion Insufficient spreadability
limited supply
Insufficient volatility
- TRIDECANE AND PENTADECANE - Inssufficient spreadaility
limited supply
Foundation, Eye shadow, Eye liner, Concealer, Insufficient volatility
Dodecane DODECANE Sunscreen, Moisturizer, Serum, Cream,

Cleansing, Hairtreatment

Insufficient spreadability
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In April 2017, ECHA initiated a new Restriction Process for the use of D4, D5 and D6 above 0.1% in leave-on and other
consumer and professional products. In the summer of 2017, a Call for Evidence was launched by ECHA.

The cosmetics Industry would like to reiterate the significant decline of emissions to the aquatic environment following
the introduction of the D4 and D5 wash-off REACH restriction in January 2018 (2018/35/EC). This is supported by
environmental monitoring data submitted to ECHA by CES and Unilever. The downward trend is expected to continue
following the deadline of the wash-off Restriction (Jan 2020). As a result, the Cosmetic Industry believes that this
significant reduction should be taken into account, demonstrating that cosmetic leave on products are not a significant
source of aquatic emission. Therefore it would be more appropriate to assess whether further regulatory action for D4,
D5 and D6 use in cosmetic leave on products is actually required by reviewing the aquatic emissions of D4, D5 and D6
in future to see whether additional risk management requirements are necessary for cosmetic leave on products.

In addition, it should be noted that the since June 2019, the direct addition of D4 in all cosmetic products was banned
under the Cosmetic Products Regulation. Therefore, the additional REACH restriction will not add further risk
management measure to those already applicable to D4 in Europe.

The cyclic methyl siloxanes Decamethylcyclopentasiloxane (D5) and Dodecamethylcyclohexasiloxane (D6) are key
ingredients in many categories of cosmetic products, such as make-up products, hair care products or facial products.
In certain products silicones are present in concentrations up to 100%, so they are the only component of the product.
Examples of product groups containing more than 70% of siloxanes are make-up products (primers, bases applied under
make-up), make-up removers, hair serums and oils. Make-up foundations are important and specific product category
where silicones are particularly difficult to replace. The content of D5 and D6 in foundation is 5-15% only, but these are
main ingredients of the oily phase of the emulsions. Moreover, silicones are used as emollient ingredients (skin
conditioning), hair conditioning, cleaning and as solvents.

It should be noted that cyclic silicones are characterized by specific polarity, which affects their unique physico-chemical
properties. Silicones D5 and D6 have a unique effect on the sensory properties of the product — due to their volatility
they do not cause the "greasiness" effect and do not create an oily, sticky layer on the surface of the skin or hair. They
give a "silky touch" effect on the skin / hair.

The described in-use properties of products due to the silicones use are particularly appreciated and highly desired by
the consumers and essential for certain product types. There is currently no universal and direct one-for-one available
substitutes for D5 and D6. Replacing D5 and D6 in different personal care product types needs to be addressed on a
case-by-case basis and requires a new formulation approach with the creation of a new products architecture in order
to achieve a products which matches the desired performance characteristics and sensory benefits of a specific original
D5 and D6 containing finished products.

The use of more than one alternative substance could be required per formulation and many alternatives across a
product portfolio. Many criteria such as regulatory compliance, human safety risks, environmental safety risks,
availability, quality, technical and economic feasibility need to be taken into account. Most of the screened alternatives
do not meet or comply with the above-mentioned criteria and therefore were not identified as appropriate alternatives.
In addition, many of the potential alternatives have emollient properties, but cannot be used on their own to replace
D5 and Dédue to a number of challenges (different texture and volatility, causing skin irritation by defatting of skin,
odour, flammability, etc). What further raises our concern available alternatives are much more expensive than
currently used silicones.

The Union cannot agree with the conclusion made by ECHA that the presence on the market of products with and

without D5 and D6 indicates that they can be replaced in all product categories. As mentioned, it can't be easily done





in at least some categories, in particular makeup products and hair products. Alternative raw materials cause weigh hair
down, improper spreading of make-up products — smearing, slipping, burning eyes (replacements show higher rate of
migration than silicones that stay on the skin and then evaporate). The Union believe that it is not only possible, as the
SEAC draft opinion notes, but also likely that inferior substitutes to D5 and D6 will lead to products of inferior quality
and subsequent consumer loss. SEAC notes the inability to quantify this consumer loss however qualifies it as moderate
but makes no further effort to counterbalance the total cost of the proposed restriction.

Therefore, transitional period (5 years) proposed by ECHA raises our concerns and doubts. Based on these complexities,
we assume that potential reformulation efforts could take longer than 5 years in case of certain products of product
categories. Product categories such as makeup products, makeup removers, hair products, due to the lack of suitable
alternative raw materials, will need longer time for reformulation. The time that will be needed is difficult to indicate as
it depends on the availability of alternative raw materials. Therefore, not only internal producer departments (R&D)
would be engaged but the producer is dependent on external stakeholders. Some alternatives are currently being
tested, but the test results are unsatisfactory. Unusual, reactions of the product mass with packaging were frequently
observed during D5 and D6 replacement. Products ingredients pass through the packaging e.g. off polypropylene,
polyethylene, they also frequently damage the packaging.

Comprehensive replacement D5 and D6 in leave-on cosmetic products process must include:
e Research of suitable alternatives and their regulatory compliance and availability,
e Reformulation of products at laboratory level: dismantling and rebuilding of each product formulation, require
significant amount of attempts,
e Doing all necessary tests according to requirements of the regulation 1223/2009/EC on cosmetic products:
o stability tests of formulation,
o packaging tests including compatibility and stability tests,
o microbiological quality tests,
o skin compatibility (e.g. dermatological) tests,
o tests for claims support.
e Demonstrating that the formulation is safe for consumer use — carrying out the safety assessment and preparing
Product Information File including Cosmetic Product Safety Report,
e Packaging modification,
e New manufacturing technology,
e |ndustrial development (distribution, marketing and other activities related to launching a new product).

It is also important to draw attention that the definition of ‘placing on the market” under the Regulation (EC) No
1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation,
Authorisation and Restriction of Chemicals (REACH) is different than the one under the Regulation (EC) No 1223/2009
of the European Parliament and of the Council of 30 November 2009 on cosmetic products. The Cosmetics Regulation
also defines the definition of ‘making available on the market’. The vast majority of regulatory proposals for cosmetic
ingredients distinguish between transitional periods for placing products on the market and making them available..

Given these facts, a longer transitional period is needed to enable the cosmetics industry to:

e Achieve full substitution (reformulation) of D5 and D6 containing leave-on products. If insufficient time is
allowed for complete reformulation the implication will be removal of products from market leading to
significant disruption in product availability to the consumer and cost to industry,

e Achieve timely turnover of D5 and D6 containing leave-on products already placed on the market and available
in the delivery chain. Many personal care products have a shelf life of several years. The withdrawal of cosmetic
products already placed on the market for the implementation of the new regulation is not justified. That would
lead to unnecessary product waste and have a significant environmental impact.





All these necessary steps will require considerable amount of human work and costs that cosmetic products producers
will have to bear.

Itis important for the cosmetics industry while replacing D5 and D6 in leave-on cosmetic products — to keep and ensure
the high quality of products expected by the consumers. The reformulation process should not limit the consumers’
choice and acceptance of products, especially make-up and hair products, as those categories are expected to the most
challenging in reformulation process. This is because siloxanes give products of categories mentioned - unique and
specific application properties. Silicones remain on the skin and hair surface after application. They form a film, a thin
layer, giving unique experience of smoothness and ease of speading. On hair silicones gives set of unique properties:
act anti-static (i.e. prevent static), make combing easier or and gives shine including damaged or coloured hair. On the
face D5 and D6 deliver complexion smoothing, non-greasiness (important for oily and acne skin) and ease of application,
tha latter highly important in make-up products. The layer formed by silicones is, however, permeable to other
chemicals, including water and gas molecules.

If producers do not have sufficient time to carry out reformulation process and final placed products do not correspond
with consumers preferences, this may lead to develop of a "grey area". Consumers could massively start to buy products
containing D5 and D6 online from outside the EU , as these product would have much better sensorial properties.

It is worth paying attention to fact that restriction report provides details and an analysis of the cosmetic Industry use
of D4, D5 and D6 from an “app” called CosmeEthics in preference to the data which Industry submitted public
consultation. The CosmEthics App is a consumer app and has not been developed for the purposes of data collection
for regulatory purposes and as such it is inappropriate to use these unvalidated data in preference to those submitted
industry.

The Union would also like to refer to the positive assessment of D5 in Canada, US and Australia. In February 2012, the
Canadian Authorities concluded that no action should be taken to restrict D5 as “it does not pose a danger to the
environment”. This conclusion was made following the results of an independent scientific review.

The Polish Union of the Cosmetics Industry would like to take this opportunity to thank ECHA for the willingness to take
into consideration our comments on this important topic.

The Union stands ready to answer any questions you may have.

Warsaw, 18 February 2020

The Polish Union of Cosmetics Industry is the cosmetic industry's strong voice in Poland. Sixteen years of experience
in representing cosmetic industry's interest makes us a reliable partner in the development industry business
environment. The Union gathers over 190 all sizes companies including big Polish cosmetic companies, international
corporations and strong representation of SME’s. The Union has strong partners in the Polish Confederation Lewiatan
and Cosmetics Europe.
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Tuesday, February 18, 2020

Personal Care Products Council Comments on the Consultation on the draft opinion of the
Committee of Socio-economic Analysis on the Proposed Restrictions for
Octamethylcyclotetrasiloxane (D4); Decamethylcyclopentasiloxane (D5) ;
Dodecamethylcyclohexasiloxane (D6) in Leave-On Cosmetic Products

On behalf of the Personal Care Products Council (PCPC),* we are pleased to submit the
following comments on the draft opinion of the Committee of Socio-economic Analysis
regarding the proposed restriction of Octamethylcyclotetrasiloxane (D4);
Decamethylcyclopentasiloxane (D5); and Dodecamethylcyclohexasiloxane (D6) in leave on
cosmetic products that was issued as a public consultation on the ECHA website.

Our previous submission focused on the significant issues that arise from the scientific process
that has been followed by ECHA, and our concerns with the ensuing proposed restriction.
Beyond these concerns, we provided additional input on the highly detrimental economic effect
that the proposed restriction would also have on the cosmetic and personal care products
industry. Below we offer our concerns with what we believe is a skewed economic analysis of
the potential costs and benefits of the proposed restriction.

The proposed restriction would require manufacturers to undertake significant reformulations to
a wide variety of leave-on products. As acknowledged by the Dossier Submitter, the
reformulation process is financially very costly. Previously, PCPC undertook a survey of our
members to evaluate the expected impact of the proposed restriction. Based on the responses to
this survey, we estimate an average 19% of all SKUs that PCPC members market in the
European Union would need to be reformulated. Therefore, based on 2018 data,? we estimate
that the proposed restriction would negatively affect over $720 million of U.S. exports to the EU.
We believe that this estimate is fairly close to the relevant Annex XV restriction proposal for the
use of D4 and D5 in wash-off cosmetics (UK, 2015) which estimated that products based on D5
account for around 20-30% by value of all cosmetics on the EU market® and better captures the
magnitude of the impact on our industry and the number of products that would need to be
reformulated.

1PCPC represents over 600 member companies, including manufacturers and distributors of finished products, as well as
suppliers of ingredients, raw materials, packaging and other services used in the production and marketing of finished personal
care products. Our member companies consistently strive to uphold and surpass the most stringent regulatory and product
integrity standards worldwide. The PCPC member companies are actively engaged in providing consumers with safe, innovative
and high quality cosmetic and personal care products, the ingredients for which are globally sourced.

2 United Nations Department of Economic and Social Affairs Statistics Division, retrieved on 9/12/2019
https://comtrade.un.org/data/
3 https://echa.europa.eu/documents/10162/11f77453-8a0d-411b-38¢3-7f992a136cca
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The SEAC draft opinion mistakenly supports the Dossier Submitter in arbitrarily disregarding
the above data in favor of the figures provided by the CosmEthics database and other apps which
do not accurately depict the state of the cosmetics market and often include characterizations that
are not underpinned by sound, risk-based, scientific evidence. More importantly, the SEAC draft
opinion agrees with the Dossier Submitter that the “lower the proportion of products that
contain D4, D5 and D6 within a subcategory, the lower the proportion of products within a
subcategory that will actually be reformulated in the event of a restriction*.”” The rationalization
for this critical opinion does not take into consideration the relative importance of the product in
a company’s portfolio, including sales and consumer interest. Thus, the calculation the Dossier
Submitter estimate of the fraction of products that would be reformulated in the event of the
proposed restriction is largely understated. In fact, it is our industry’s strong view that the overall
estimate of the costs of proposed restriction as estimated in the SEAC draft opinion are vastly
understated.

Additionally, the Dossier Submitter notes that certain reformulations will fail, raising the total
reformulation cost per new product. However, SEAC notes the inability to quantify these costs
and subsequently justifies not including these costs in the final cost/benefit calculations by
assuming technological improvements that will counterbalance such failures.

The SEAC draft opinion accepts the potential upper limits for the cost of substitute raw materials
and agrees that the potential cost could be up to 33% (a third) higher. However, we note that
SEAC does not include this potential additional cost in its analysis. The draft opinion accepts the
inability to quantifying this cost, and characterizes the cost as being very likely to be small in
comparison to the total reformulation cost. However, in absolute amounts a 33% cost increase in
raw materials is potentially very impactful.

Moreover, we believe that it is not only possible, as the SEAC draft opinion notes, but also likely
that inferior substitutes to D5 will lead to products of inferior quality and subsequent consumer
loss. SEAC notes the inability to quantify this consumer loss however qualifies it as moderate
but makes no further effort to counterbalance the total cost of the proposed restriction.

In all of the above cases, SEAC acknowledges potential costs however claims the lowest
possible impact for the restriction. Cumulatively, these costs more accurately estimate the impact
of the proposed restriction. We would like to reiterate that, in addition to costs incurred, any
reformulation process is also extremely time consuming. This process includes product redesign;
efficacy testing; procurement of new ingredients; new safety assessments; and scaling up, among
other activities. Even when there is a direct substitute for the ingredient in question, the
reformulation process normally averages 4.5 years. However, when a direct substitute does not
exist, such as the case with D5, fundamental research would be needed to ensure the substitute
ingredient’s stability, efficacy and safety in the product, as well as consumer acceptance. Such

*https://echa.europa.eu/documents/10162/11f77453-8a0d-411b-38c3-7f992a136cca
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research requires significantly more time, potentially adding 8-10 years to the product
development process.

This burden would be further exacerbated by the concurrent restriction on the use of intentionally
added microplastic particles in consumer or professional use products of any kind, which will
also necessitate research and development and reformulation of vast numbers of product
formulas.

Indeed, ECHA acknowledges these additional costs and increased complexity in its report on the
“Potential overlap between proposed restrictions on D4, D5, D6 and microplastics.””> However,
in our view, ECHA does not accurately take these additional costs and complexities into account
in the report’s conclusions. Moreover, ECHA does not assess whether the functions provided by
D4, D5, D6 together with the potentially restricted microplastics can be achieved by other
ingredients or technologies or if additional primary research would be necessary to replace the
synergies that these ingredients offer in combination.

As such, we believe the report erroneously concludes that the real costs faced by industry will be
less than the sum of the estimates suggested by the Dossier Submitters. In reality, the concurrent
restriction being proposed for microplastics would compound the impact of the D4, D5, D6
leave-on restriction on our industry.

Given the significant concerns that have been raised with the risk assessment process that has
been followed by ECHA, as well as the serious economic harm and trade disruption that is
expected, we urge ECHA to reconsider the proposed restriction. However, should ECHA decide
to finalize the proposed restriction as currently envisioned, we would strongly urge that the
implementation period be extended to at least 10 years.

We greatly appreciate the opportunity to provide these comments regarding the proposed
additional restriction of these substances. We hope that ECHA will review and consider the
points that we have raised in this submission and provide the necessary extension to the
implementation period.

Sincerely,

Francine Lamoriello
Executive Vice-President

Global Strategies

5 Potential overlap between proposed restrictions on D4, D5, D6 and microplastics (20 March, 2019)
https://echa.europa.eu/documents/10162/06883ddb-1a37-a7e4-0c9d-e6119b2fec05
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new proposal for a REACH Annex XV Restriction on D4 and D5 in
Leave-on Products and Other Consumer / Professional Products

18/02/2020

Dear Sir/Madam,

Cosmetics Europe is the European trade association for the cosmetics and personal care
industry. Cosmetics Europe represents multinational cosmetics and personal care
manufacturers as direct members but also the majority of SME manufacturers represented
through associations in all EU Member States.

Cosmetics Europe is submitting further comments to the ECHA consultation concerning a
possible new REACH Annex XV Restriction on D4 and D5 in leave-on products and other
consumer/professional products as follows:

® The cosmetics Industry would like to reiterate the significant decline of emissions to the
aquatic environment following the introduction of the D4 & D5 wash off REACH restriction in
January 2018 (2018/35/EC). This is supported by environmental monitoring data submitted
to ECHA by CES and Unilever. In addition, a retrospective analysis of cyclic volatile
methylsiloxanes in archived German fish samples covering a period of two decades has shown
arise in D5 levels peaking between 2007 and 2011 followed by a rapid decline most likely due
to reformulation in wash-off consumer products. 'The downward trend is expected to
continue following the deadline of the wash-off Restriction (Jan 2020). As a result, the
Cosmetic Industry believes that this significant reduction should be taken into account,
demonstrating that cosmetic leave on products are not a significant source of aquatic
emission. Therefore it would be more appropriate to assess whether further regulatory
action for D4 & D5 use in cosmetic leave on products is actually required by reviewing the
aquatic emissions of D4 and D5 in 2025 to see whether additional risk management
requirements are necessary for cosmetic leave on products.

® |n addition, Cosmetics Europe would like to reiterate its finding from an assessment that
integrates all available data from the literature as well as the consumer habits and practices
data in the most comprehensive probabilistic exposure assessment available to date. The
outcome of this assessment is consistent with the above-mentioned intermediate report on
the monitoring program being undertaken on D5 in wastewater (submitted to ECHA
separately by the European Council of Silicones (CES)). In addition, an estimation of the
contribution made to down-the-drain emissions of D5 by personal care product categories in
the European Union showed that leave-on products do not make a significant contribution to

! https://doi.org/10.1016/].scitotenv.2019.136011
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aquatic emissions.? This is additional evidence that leave-on PCPs do not contribute
significantly to the release of D5 to surface waters, suggesting that the proposed REACH
Restriction on leave-on PCPs is disproportionate.

The details of the assessment can be found in the Report by Créme-Cosmetics Europe
submitted in 2019. In brief, 11700 tons of D5 were used in leave-on PCPs in 2018. In order to
assess the fraction of D5 that is released to wastewater following product application, the
following parameters were considered.

1. Amounts of D5 in leave-on PCPs used by the European population
Duration between product application and following washing event
3. Kinetics of D5 evaporation from a skin/hair following product application.

™~

The results of the assessment are as follows:

Wash-off PCPs Leave-on PCPs
Fraction of D5 released to 701.1 tfy (RAC 43 t/y (Creme-Cosmetics
wastewater following opinion) Europe assessment)
application of PCPs
Corresponding D5 concentration 38 Mg D5/L (Créme- 2.3 pPg D5/L (Créme-
in influent of wastewater Cosmetics Europe Cosmetics Europe
treatment plants assessment) assessment)

The results demonstrate that the emission from leave-on products into wastewater is
significantly lower than from wash-off products, due to evaporation of D5 from products
during the period they remain applied on the skin/hair.

Cosmetics Europe is looking into possibilities to further refine this assessment and will submit
respective information later during the public consultation, if available.

In compliance with the 2018 REACH restriction on the use of D5 in wash-off PCPs, D5 may not
be placed on the market in wash-off PCPs in a concentration greater than or equal to 0.1% by
weight after January 2020. The goal of the proposed restriction is to reduce emissions of D5
from wash-off PCPs by 97%. The restriction is expected to substantially reduce the EU’s
concern for aquatic environments receiving discharges from wastewater treatment plants,
focusing on the uses that do pose a concern. The calculated D5 influent concentrations
reported above are in line with the actual influent concentrations measured in the influent of
European wastewater treatment plants (<1 to 29 ug D5/L) (CES report).

2 https://doi.org/10.1002/ieam.4208
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It is therefore recommended to maintain the current REACH Restriction on wash off PCPS
until the monitoring program is finalized and the consequence of the 2018 REACH Restriction
on the environmental releases becomes fully apparent and characterized.

There is currently no universal and direct one-for-one available substitute for D5. D5 is a
unique ingredient with multiple and indispensable properties which are essential for certain
product types (Amec Foster Wheeler Memo C).

Replacing D5 in different personal care product types needs to be addressed on a case-by-
case basis and requires a new formulation approach with the creation of a new product
architecture in order to achieve a product which matches the desired performance
characteristics and sensory benefits of a specific original D5 containing finished products
(major reformulation).

The use of more than one alternative substance could be required per formulation and many
alternatives across a product portfolio. Many criteria such as regulatory compliance, human
safety risks, environmental safety risks, availability, quality, technical and economic feasibility
(Amec Foster Wheeler Memo B) need to be taken into account. Most of the screened
alternatives do not meet or comply with the above-mentioned criteria and therefore were
not identified as appropriate alternatives. In addition, many of the potential alternatives have
emollient properties, but cannot be used on their own to replace D5 due to a number of
challenges (different texture and volatility, causing skin irritation by defatting of skin, odour,
flammability, etc).

Moreover, we believe that it is not only possible, as the SEAC draft opinion notes, but also
likely that inferior substitutes to D5 will lead to products of inferior quality and subsequent
consumer loss. SEAC notes the inability to quantify this consumer loss however qualifies it as
moderate but makes no further effort to counterbalance the total cost of the proposed
restriction.

The restriction report provides details and an analysis of the cosmetic Industry use of D4 & D5
from an “app” called CosmkEthics in preference to the data which Industry submitted in
Memos A and F. The CosmEthics App is a consumer app and has not been developed for the
purposes of data collection for regulatory purposes and as such it is inappropriate to use
these unvalidated data in preference to those submitted by Cosmetics Europe.

Cosmetics Europe would also like to refer to the positive assessment of D5 in Canada, US and
Australia. In February 2012, the Canadian Authorities concluded that no action should be
taken to restrict D5 as it does not pose a risk to the environment. This conclusion was made
following the results of an independent scientific review.





e If a further restriction on D5 is implemented, which as stressed above, the science shows is
not warranted, we request that the restriction follow the verbiage in entries 3(7), 21(2)(b),
and 59(1)(b) of Annex XVII of REACH by restricting “placing/placed on the market for the first
time.” This would alleviate the cost of recalling existing products from retailers and leading to
additional environmental releases from the destruction of product.

Cosmetics Europe would like to take this opportunity to thank ECHA for the willingness to take
into consideration our comments on this important topic.

Cosmetics Europe stands ready to answer any questions you may have.

For reference the submissions from Cosmetics Europe so far until December 2019, include the
following documents for your review and consideration:

2- Amec Foster Wheeler Memo A: Risk Management Evaluation for D4 and D5 Cyclic siloxanes —
Uses and concentrations,

3- Amec Foster Wheeler Memo B: Risk Management Evaluation for D4 and D5 Cyclic siloxanes —
Potential alternatives to D5.

4- Amec Foster Wheeler Memo C: Risk Management Evaluation for D4 and D5 cyclic siloxanes —
Unique physicochemical and organoleptic properties of D5 and consumer preference.

5- Amec Foster Wheeler Memo D: Risk Management Evaluation for D4 and D5 cyclic siloxanes —
Leave on product reformulations in the event of a restriction.

6- Amec Foster Wheeler Memo E: Socio-Economic impact for the personal care industry in the
event of a wider restriction of D4/D5: cost elements

7- Amec Foster Wheeler Memo F: Risk Management Evaluation for D4 and D5 cyclic siloxanes —
Extrapolation of survey results for D5 to total market and trends in use.

8- Creme Global - Assessment of the fraction ofD5 released to waste water following application
of leave-on personal care products-Report-17 May 2019
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EEB Comments on SEAC draft opinion for D4/D5/D6

We strongly endorse the proposal to restrict D4/D5/D6. The inclusion of D6 under the scope of this
restriction will prevent this potential regrettable substitution.

We would also like to support SEAC in its rejection to requests for longer transition periods that have
not been substantiated with sufficient reliable data.

We would also like to encourage SEAC to consider the concept of essential uses when assesing
requests for derogations and for longer transtitional periods.

The concept of essential use for PFAS has been developed by Cousins et al." Following the example of
the Montreal Protocol

This approach is based on the example of the Montreal Protocol, which phased out the use of ozone-
depleting chlorofluorocarbons except for certain ‘essential’ uses, and which defined the concept of
‘essential use’ in Decision IV/25.12 The two elements of an essential use are that a use is “necessary for
health, safety or is critical for the functioning of society” and that “there are no available technically
and economically feasible alternatives”.

Following this approach, no derogations or longer transitional periods should be allowed for uses of
and proposes stopping the use of D4/D5/D6 which are not essential or when safer alternatives exist.

1 Cousins | T et al. The concept of essential use for determining when uses of PFASs can be phased
out. Environmental Science: Processes & Impacts. Issue 11, 2019.
https://pubs.rsc.org/en/content/articlelanding/2019/em/c9em00163h#!divAbstract
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For cosmetic products, it is clear that effective alternatives to D4/D5/D6 exist. For example, products
bearing the Nordic Swan ecolabel cannot contain these SVHCs. Nor is there any indication of reduced
performance when alternatives are used. Clearly, there is no reason for any exemptions for any
cosmetics in using these SVHCs.

Ordinarily we would argue that "high risk" products should have shorter transition times. Here, "risk"
is estimated by the amount in the environmental stock/compartment (direct risk to the consumer is
not a concern). The restriction proposes very long (5 year) transitional period for cosmetic products,
and some industry comments ask for still longer transition times. Against this claim, we must
reiterate that widely dispersive leave-on products account for 90+% of the "risk" (emissions to the
environment) from these known SVHCs, and should be replaced as soon as possible.

Leave-on cosmetic products are a high risk non essential use and alternatives are available in the
market, therefore the requested transitional period of 5 years should not be accepted.

SILICONE

Industry has argued (in many of the PC comments) that D4/D5/D6 have no intended use in the
product, but are residuals in the manufacture of silicone polymer. Thus the product formulator has
little control over the residual D4/D5/D6 level. Of course, a residual cannot be considered an essential
use.

Industry's own statements demonstrate clearly that low-residual silicone polymer is available. For
example, Bayer (comment 2248) say explicitly that their products contain < 0.1% of D4 and D5, and
note correctly that these products therefore do not fall under the scope of the restriction. Moreover,
no (non-confidential) comments stated that the low-residual polymers would be more expensive.
Therefore the problem of D4/D5/D6 residuals is one that should be communicated by formulators to
their suppliers.

We suggest that ECHA consider engaging directly with silicone polymer manufacturers, both to get
better data on residual concentrations, and to alert them to the impending necessity of keeping
residuals below the 0.1% limit.

REFORMULATION TIME
Reformulation time and.cost has been extensively reviewed in the (revised) Background Document.

It is estimated that about 11% of cosmetics/formulations would need to be reformulated to eliminate
D4/D5/D6 (or between8% and 16% perthe DS) [BD p48]. The BD expresses concerns whether
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reformulations can be completed in time if many products need to be reformulated. Resource limits
(e.g., expertise within one company) might mean that more time is required to reformulate a large set
of products.

However, these reformulations should not be considered independently. It is quite likely that, in most
cases, a reformulation of one product will inform other reformulations in the same category. Even
with D5, for which some commentors assert that there is no single drop-in substitute, reformulation is
required for a fairly small number of uses and technical functions. Moreover, the push to
reformulation across the entire industry, and especially the widespread presence of products on the
market that *already use non-restricted alternatives*, should result in a relatively short reformulation
time.

It must be reiterated that the proposed restriction is not a new idea; industry has had years to
anticipate these reformulations. D4 and D5 were identified by the MSC as meeting vPvB criteria in
April 2015 [BD p6]. D4, D5, and D6 were formally identified as SVHC compounds in June 2018 [BD p7].
Thus, the industry has known for almost five years that these compounds would be subject to
restriction as SVHC. Manufacturers have been legally required to advise downstream users on risk
management for a year and a half (and arguably should have been doing so for the last five years). It
is clear that known vPvB substances should not be used in "widely dispersed" products like cosmetics.
We echo the words of the BD: "the reformulation should have occurred already under existing legal
obligations" [BD p31]
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