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18
Comments on the SEAC draft opinion
SEAC has concluded that there is a need for derogations for certain articles containing DEHP, DBP, DIBP and BBP in excess of 0.1% w/w, individually or in combination. If there are other articles for which industry will experience difficulties transitioning to alternatives within 3 years of the entry into force of the proposed restriction (i.e., assumed to be in 2020), the affected parties are invited to submit relevant socio-economic information to assist with the assessment of their requested derogations. Examples of information essential for the justification of a possible derogation include:
· description of the articles for which you are requesting a derogation (e.g., spare parts for vehicles already in use, aerospace articles subject to certification requirements, articles used in motor vehicles) and a definition of the article category to be used in the legal text of the proposed restriction;
· detailed reasons for not being able to transition to the alternatives and justification for the time required to transition (e.g., timelines for requalification);
· volumes of articles placed on the EU market for which you are requesting a derogation (historical data per annum and projections, zif possible) and tonnages of the four phthalates contained in the articles;
· other impacts (benefits and costs) in the event a derogation is not granted.
	Ref.
	Date/Name/Org.
	Comments

	306
	Date/Time: 2017/05/17 13:43

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
ACEA

Org. country:
Belgium
	Comments on the SEAC draft opinion:
In response to the request for further information for the phthalate restriction proposal, ACEA members have further evaluated their data under consideration of the latest draft wording:
“Restriction Proposal
1. The following articles or any parts thereof containing DEHP, DBP, DIBP, and BBP in a concentration, individually or in any combination, greater than or equal to 0.1% by weight of each plasticised material shall not be placed on the market: 
a. any articles whose phthalate containing material may be mouthed or is in prolonged contact with human skin or any contact with human mucous membranes, and 
b. any phthalate containing articles that are used (including stored) in an interior space where people are present under normal and reasonably foreseeable conditions and potentially exposed via inhalation. 
This does not apply to articles that are used only in industrial or agricultural workplaces by workers. “
Regarding Clause 1a - Prolonged skin contact
Based on actual assessments ACEA members can confirm that they do not have any articles in a vehicle that contains one of the four phthalates and giving rise to prolonged skin contact during regular use.
We have also evaluated spare parts that may fall under this clause and can confirm that potentially only a very small number of spare parts would have potential for prolonged skin contact.  These parts are not safety critical and volumes are so low that substitution for these spare parts would be possible.  
Therefore, an exemption for spare parts for this clause is not required.
Regarding Clause 1b - Exposure via inhalation.
ACEA members test the interior air of their vehicles according to the requirements of different regions.
The Japanese Manufacturers Association (JAMA) has a requirement for DEHP in interior air of 120µg/m³.
During testing by our members, we are consistently well below an interior threshold of 100µg/m³.
For an interior air concentration of 100µg/m³, exposure to DEHP is well below the DNEL of 0.034mg/kg/bw/day under normal and reasonably foreseeable conditions. 
We therefore consider that we are not impacted by the exposure by inhalation restriction proposal.
In conclusion, due to the efforts already spent in the European automotive industry on the phase out of the four phthalates, there is no need for a specific exemption.    
We however would like to note that if the finalised restriction would cover parts that have not been considered in the current draft text (i.e. parts where no prolonged skin contact occurs), we may be required to revisit the impact upon spare parts).


	
	
	SEAC Rapporteurs response:
This comment is superseded by your comment #320 for which our response is given below.


	307
	Date/Time: 2017/05/18 17:47

Type: BehalfOfAnOrganisation

Org. type:
International NGO

Org. name:
ChemSec

Org. country:
Sweden

	Comments on the SEAC draft opinion:
We continue to support the restriction as it is the logical step after an authorisation procedure. As previously stated we are of the opinion that as few derogations as possible should be given. One derogation that should be mentioned in particular is the one for vehicle spareparts where there are alternatives available and no proper justification. This derogation should therefore not be accepted. Additionally the derogation for wellingtons and boots is not justified and should not be allowed.


	
	
	SEAC Rapporteurs response:
Thank you for your support and comments, which are noted and taken into account together with comments of other third parties on the same subjects and which are reflected in the final draft opinion.

Based on the information provided during this public consultation by the automotive and the aerospace industry, the SEAC Rapporteurs are of the opinion that: 
· An exemption for spare parts for aerospace industry is justified (when the type certificate has been issued prior to the entry into force of the proposed restriction);
· A derogation for articles for automotive vehicles produced prior the date in paragraph 6 plus 2 years is justified and for spare parts.


	309
	Date/Time: 2017/05/19 11:16

Type: BehalfOfAnOrganisation

Org. type:
Company

Org. country:
Belgium
	Comments on the SEAC draft opinion:
In order to ensure regulatory consistency and guarantee continued use of DEHP in blood containers and blood sets, as defined in the Medical Devices Regulation (MDR), we consider it very important that SEAC in its final opinion supports a derogation for medical devices and components. There is currently no viable alternative providing the same performance as DEHP in the  manufacturing of blood bags and blood sets. DEHP, a typical plasticizer used for polyvinyl chloride (PVC), is eluted from PVC-made blood containers and protects against red blood cell (RBC) haemolysis. DEHP is therefore a critical substance for the performance of blood containers and blood sets and it is very important to ensure that the use of DEHP will not be restricted for the next 10 years.


	
	
	SEAC Rapporteurs response:
Thank you for your comments. Medical devices and components are derogated in the draft opinion. The SEAC Rapporteurs confirm their support for this derogation as explained in the draft opinion. 


	310
	Date/Time: 2017/05/22 11:21

Type: MemberState

MS name:
Sweden

Attachment:


	Comments on the SEAC draft opinion:
See the attached document for the Swedish Chemical agencies comments.


	
	
	Additional information:
See the attached document for the Swedish Chemical agencies comments.


	
	
	SEAC Rapporteurs response:
Thank you for the information on the new Directives regarding the medical sector. The information provided has been added to the SEAC opinion.

Regarding your suggestion that a transitional time of 12 months is achievable and preferable, and in relation to the supporting information that you have provided, we have the following observations: 
· The global advancement of the substitution in a sector (vinyl flooring) is a different issue than the time required for a single actor to achieve full substitution;
· The time needed for public procurement to switch to non-phthalate alternatives is the time needed to switch suppliers, but not necessarily representative of the time needed by an individual supplier to fully move to alternatives for all its products.
Therefore, even though we agree that the transition to the alternatives is well advanced in the EU, we cannot use the information provided to shorten the transition period. 


	311
	Date/Time: 2017/05/22 11:20

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
Japan Plasticizers  Industry Association

Org. country:
Japan

Attachment:


	Comments on the SEAC draft opinion:
Comments on
SEAC’s draft opinion on DEHP, DBP, DIBP, and BBP
in articles
The Japan Plasticizer Industry Association (JPIA) is the industry group consisting of the Japanese enterprises manufacturing and marketing plasticizers, including phthalates. The JPIA has been paying attention to the changing EU regulations against certain phthalates for the past several years and, based on scientific grounds, submitted a dissenting opinion against the Restriction Proposal of April 1, 2016 for diisobutyl phthalate (DIBP), dibutyl phthalate (DBP), benzyl butyl phthalate (BBP) and bis (2-ethylhexyl) phthalate (DEHP) presented by the European Chemicals Agency (ECHA) and the Danish association.
The JPIA understands that the draft opinion prepared by the Committee for Socio-economic Analysis (SEAC) concerning DEHP, DBP, DIBP and BBP in articles is very critical of the proposed restriction. We, the JPIA, disagree with the proposed restriction of the four phthalates in the EU, and the JPIA requires either the immediate withdrawal or a scope reduction of the proposed restriction. The JPIA presents some comments below, considering the responses given by the dossier submitter, the Risk Assessment Committee (RAC) and SEAC to our previous comments, as our work to create fruitful and globally feasible regulations for chemical substances.


	
	
	SEAC Rapporteurs response:
Thank you for your comments.
First of all, we would like to make clear that the SEAC opinion is supporting the proposed restriction without ambiguity. Our comments mainly relate to several uncertainty sources but we conclude that the restriction is an adequate and justified risk management option. 

Regarding the detailed comments in the attachment: 

· Comment 1: This is in the remit of RAC. 

· Comment 2.1: SEAC does not think that the socio-economic calculations carried out by the Dossier Submitter are not understandable. SEAC was able to understand and agree with the calculations, with the comments made in the draft final opinion. The Rapporteurs consider that the socio-economic calculations are based on reliable information as described in section B.3.3.1.3. of the draft final opinion as well as on reasonable assumptions in relation to forecasts. As explained in that section, substitution of DEHP takes place internationally and is expected to continue in the future due mainly to rapid increase in use of non-phthalate plasticisers and the discontinuation of large-scale production of linear phthalates.
We also clarify that regarding the previous restriction proposal, SEAC concluded that there were alternatives available to replace the four phthalates in most situations. SEAC was unable to support the proposed restriction at that time due to issues in the justification for proportionality and not due to significant concerns on the availability and feasibility of alternatives. 

· Comment 2.2: This is in the remit of RAC, but SEAC found that the evidence provided by epidemiological studies was supporting the proposed restriction. 

· Comment 2.3: Please see section B.3.3.4.3 of the draft final opinion, where SEAC explains the rationale for concluding on the proportionality of the restriction despite the uncertainties. There it is stated that the quantification of benefits is only one of several aspects considered by SEAC to come to a conclusion on the proportionality of the proposed restriction. 

· Comment 2.4: The assessment by SEAC is based on past experience with similar restrictions. The draft final opinion also takes into account the costs to the recycling sector, which are quantified in the opinion (please see section B.3.3.1.3.e, p.31) and estimated to be €1.6 mil per year.

· Comment 2.5: Based on available information the Rapporteurs are convinced that alternatives exist for all uses imparting to articles at least the same quality as that imparted by the four phthalates. As stated in the draft final opinion, many of the similarly priced alternatives have very similar performance characteristics as those of DEHP, DBP, DIBP, and BBP. Advantages of some alternatives are documented in the Background Document and studies quoted in the Background Document. SEAC found the restriction proportionate assuming the alternatives are of similar quality (and not better) for simplicity.  

· Comment 2.6: It seems that you are referring to the benefits (and not costs) of the proposed restriction, between €12.2 and €558 (not €58) million. SEAC has assessed the calculations, underlining the uncertainties, but concludes that these estimates can be taken into consideration. The absence of a general legal definition of Endocrine Disruptor Chemicals is not an obstacle to assess the health impacts for a specific case, as it is carried out in the Background Document. 

· Comment 3: Since SEAC agrees that there are technically feasible, with lower risk and similar or slightly higher cost alternatives to the four phthalates, the proposed restriction will not have an impact on the PVC market. The European chemical industry did not mention such possibility. 

We agree that plasticiser demand will increase in the EU and this is in agreement with the baseline scenario (i.e. without restriction) for the four phthalates on which the SEA is based. But it is noted that the share of DEHP to the total plasticisers volume used in the EU is only about 10% and following a decreasing trend. EU manufacturers are likely to face only negligible costs compared to material substitution costs due to the proposed restriction. These costs are likely to be distributional and would be compensated by gains of the manufacturers of alternatives (including the EU manufacturers). Any further closures or capacity reductions could not be solely associated with the proposed restriction, due to the downward trend of the volumes of the four phthalates that is taking place internationally- see section B.3.3.1.1d) p31.

· Comment 4: It is likely that improving the enforcement of legislation already in place could play a role in decreasing the overall exposure to the four phthalates. The Dossier Submitter has shown that there is a risk coming from the articles under scope of the proposed restriction, and that this proposed restriction will be effective at reducing the risk. In sections B.2 and B.3 of the draft opinion an analysis is included on other legislative measures and the reasons which necessitate the implementation of the present proposal.

· Comment 5-1/2/3/4/5/6: These comments are on topics within the remit of RAC. 


	312
	Date/Time: 2017/05/22 12:59

Type: BehalfOfAnOrganisation

Org. type:
Company

Org. name:
DEZA a.s.

Org. country:
Czech Republic

Attachment:



	Comments on the SEAC draft opinion:
Please find DEZA a.s.' comments in the attached PDF file.


	
	
	Additional information:
Please see the attached PDF file with DEZA a.s.' comments on the scope of the proposed Restriction.


	
	
	SEAC Rapporteurs response:
Restriction of non-authorised uses: 
SEAC can consider derogating a particular use from the restriction scope if it has been provided data and evidence showing that leaving this use in the scope would affect severely economic actors or could affect the proportionality of the restriction. The comment fails to provide data/information discussing the rationale developed by SEAC in its draft opinion, and therefore cannot be taken into account. The aim of the restriction is also to manage the risk of all articles containing the four phthalates. 

Use of out of date market information: 
Please see response already provided by RAC during the previous Public Consultation, showing that the calculations by the Dossier Submitter are correct. 

Concerns with regard to the ‘attributable fraction’ approach:
The SEAC Rapporteurs and the current opinion recognise the very high uncertainty regarding the benefits quantification, and in particular the choice of attributable fractions. We also underline that the SEAC conclusion regarding the proportionality is not based only on the consideration of quantified benefits, but also on non-quantified benefits, and on other arguments developed in the “proportionality” section of the opinion. 

Percentage of cases attributable to exposure to the four phthalates in articles:
The 13% figure is an error that has been corrected for 11% in the last version of the Background Document Annex, and the explanation for the 11% figure is provided in SEAC opinion. The report by Kortemkamp that you have identified is indeed the one that has been used by the Dossier Submitter. 

Cryptorchidism calculation issues:
The problem has been noted and was corrected in the last version of the Annex to the Background Document. It comes from the fact that the starting incidence rate in row a, was rounded to 2%, whereas the precise figure used in the calculations was 2.4% and 2.4%*(1 – 4%) = 2.30%. 

Human health costs in relation to hypospadias (incidence):
The SEAC Rapporteurs agree that it is difficult to have a reliable figure regarding the incidence rate of this disease, because its definition is varying among sources providing information, and therefore widely varying incidence rates are reported in the literature. 

We agree that the Dossier Submitter considers that 100% of hypospadias require surgery (following the NORDEN study and other sources of information that suggest or recommend surgery), whereas other sources of information point to lower percentage (30% in the case of BAPRAS as pointed out in the comment).

A first observation is that in the NORDEN study, lower incidence rates than 3% are used, as pointed out in the comment, but since surgery is assumed for all cases, this is likely to be the consequence of a narrow definition of hypospadias. Therefore, the 3% incidence rate taken up by the Dossier Submitter is justified, as long as surgery costs are not assumed to occur for all cases.

Surgery costs represent close to 50% of total direct tangible costs of hypospadias in the NORDEN study. If surgery is required in only 30% of cases, total direct costs would be lower by (70%*50% that is) 35%, leaving other costs unchanged. In this case, the total social costs of hypospadias are €6.8 million annually. 


 The SEAC Rapporteurs have reflected this in the draft final opinion. However, the SEAC Rapporteurs also consider that highlighting this particular uncertainty (among many) in the range of quantified benefits does not change their conclusion on how the comparison of costs and benefits (both quantified and non-quantified) are supporting the proposed restriction. Other arguments (in particular the break-even analysis) also remain unchanged, and the SEAC Rapporteurs still think the proposed restriction is proportionate. 

Enforcement costs: 
The cost of analysis was considered at 2014 price level based on the Danish Report to be €221. Also the number of samples per Member State was considered as 20 times the annual average number of indicated as non-compliant samples through RAPEX during the period 2006-2015 (please see footnote 17 under section B3.3.1.3.f of the draft final opinion). 
The number of samples considered by the Rapporteurs (100) does not differ much from the number of samples referred to in the Swedish Report you refer to. Indeed, from the Swedish report it is extracted that the samples taken and belonging to scope are 473 in total in two years. Please note that from the total of 1 927 samples (Fig.13 of the Swedish report) the following samples should be subtracted as not under scope: 1 162 belonging to the jewellery category, 28 from electrical and metal toys, 127 from electrical products, 18 from wood products, 49 from chemical products (analysed for prohibited solvents and preservatives), reducing the total number of samples for the two years to 473. 
Based on the above and the assumptions on the RAPEX samples referred to previously, the Rapporteurs consider that the EU average number of samples taken as a basis for calculating the costs of analysis is a reasonable one.

Justification for an EU wide basis measure: 
An analysis and justification of the necessity of an EU wide measure to control exposure to the four phthalates is included in sections B.2 and B.3 of the draft final opinion.

FCM legislation:
Regarding your belief that the option of addressing food-related exposure risks through the existing FCM legislative framework would offer distinct advantage, the Rapporteurs agree with it and note their agreement with the Dossier Submitter's draw the attention of the Commission on the issue.  

The Rapporteurs are convinced that for the reasons provided in section B.3.3.1.1.b) of the draft final opinion, testing costs are negligible compared to material substitution costs. The example referred to in the draft final opinion for the case of NPE shows simply that it is not unusual that testing costs are relatively minor.

The SEAC Rapporteurs agree that it is difficult to have a reliable figure regarding the incidence rate of this disease, because its definition is varying among sources providing information, and therefore widely varying incidence rates are reported in the literature. 

We agree that the Dossier Submitter considers that 100% of hypospadias require surgery (following the NORDEN study and other sources of information that suggest or recommend surgery), whereas other sources of information point to lower percentage (30% in the case of BAPRAS as pointed out in the comment).

A first observation is that in the NORDEN study, lower incidence rates than 3% are used, as pointed out in the comment, but since surgery is assumed for all cases, this is likely to be the consequence of a narrow definition of hypospadias. Therefore, the 3% incidence rate taken up by the Dossier Submitter is justified, as long as surgery costs are not assumed to occur for all cases. 

Surgery costs represent close to 50% of total direct tangible costs of hypospadias in the NORDEN study. If surgery is required in only 30% of cases, total direct costs would be lower by (70%*50% that is) 35%, leaving other costs unchanged. In this case, the total social costs of hypospadias are €6.8 million annually. 

The SEAC Rapporteurs have reflected this in the draft final opinion. However, the SEAC Rapporteurs also consider that highlighting this particular uncertainty (among many) in the range of quantified benefits does not change their conclusion on how the comparison of costs and benefits (both quantified and non-quantified) are supporting the proposed restriction. Other arguments (in particular the break-even analysis) also remain unchanged, and the SEAC Rapporteurs still think the proposed restriction is proportionate. 

Enforcement costs: 
The cost of analysis was considered at 2014 price level based on the Danish Report to be €221. Also the number of samples per Member State was considered as 20 times the annual average number of indicated as non-compliant samples through RAPEX during the period 2006-2015 (please see footnote 17 under section B3.3.1.3.f of the draft final opinion). 
The number of samples considered by the Rapporteurs (100) does not differ much from the number of samples referred to in the Swedish Report you refer to. Indeed, from the Swedish report it is extracted that the samples taken and belonging to scope are 473 in total in two years. Please note that from the total of 1 927 samples (Fig.13 of the Swedish report) the following samples should be subtracted as not under scope: 1 162 belonging to the jewellery category, 28 from electrical and metal toys, 127 from electrical products, 18 from wood products, 49 from chemical products (analysed for prohibited solvents and preservatives), reducing the total number of samples for the two years to 473. 
Based on the above and the assumptions on the RAPEX samples referred to previously, the Rapporteurs consider that the EU average number of samples taken as a basis for calculating the costs of analysis is a reasonable one.

Justification for an EU wide basis measure: 
An analysis and justification of the necessity of an EU wide measure to control exposure to the four phthalates is included in sections B.2 and B.3 of the draft final opinion.

FCM legislation:
Regarding your belief that the option of addressing food-related exposure risks through the existing FCM legislative framework would offer distinct advantage, the Rapporteurs agree with it and note their agreement with the Dossier Submitter's draw the attention of the Commission on the issue.  

The Rapporteurs are convinced that for the reasons provided in section B.3.3.1.1.b) of the draft final opinion, testing costs are negligible compared to material substitution costs. The example referred to in the draft final opinion for the case of NPE shows simply that it is not unusual that testing costs are relatively minor.


	313
	Date/Time: 2017/05/22 14:11

Type: BehalfOfAnOrganisation

Org. type:
International NGO

Org. name:
European Environmental Bureau

Org. country:
Belgium

	Comments on the SEAC draft opinion:
The EEB firmly rejects the inclusion by SEAC of new derogations at this stage of the opinion development of the restriction proposal as it is opening a back door to the continued use of four phthalates, substances of very high concern, without an assessment by RAC of the risks that it may pose to Europe’s population and environment. 
Industry needing a derogation for any use of the four phthalates had already several years to raise this issue, both through the consultation run by the dossier submitter during the preparation of its restriction proposal and also through the public consultation during ECHA’s committees opinion development process.


	
	
	Additional information:
RAC has already rejected in its opinion development process the derogation request for spare parts for vehicles already in use, aerospace articles subject to certification requirements and articles used in motor vehicles. This derogation was submitted by industry through the public consultation at a very late stage. The request has not been justified from a risk assessment point of view, it concerns potentially a high volume of phthalates in view of the broad definition of vehicle (including buses, trains, planes, cars), the vast number of vehicles in use, and the long useful life of vehicles. Therefore, the impact of this derogation on  the risk reduction potential of the restriction can potentially be very high. SEAC has not the capacities nor the role to assess the risk of the proposed derogation. 
No justification for the lack of alternatives to all the uses covered by this broad derogation request have been provided. SEAC should restrain from accepting such broad derogations, in particular at this stage of the opinion development process.


	
	
	SEAC Rapporteurs response:
Thank you for your support and comments, which are noted and taken into account together with comments of other third parties on the same subjects and which are reflected in the draft final opinion.

Based on the information provided during this Public Consultation by the automotive and the aerospace industry, the SEAC Rapporteurs are of the opinion that: 
· An exemption for spare parts for aerospace industry is justified (when the type certificate has been issued prior to the entry into force of the proposed restriction);
· A derogation is justified for articles automotive vehicles produced prior to the date in paragraph 6 plus 2 years as well as for spare parts. 


	314
	Date/Time: 2017/05/22 14:49

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. country:
Germany

	Comments on the SEAC draft opinion:
This is a general comment to the proposed restriction of DBP, DIBP and other phthalates. While our industry association’s members are, to our current knowledge, not directly affected by the proposed restriction, we would like to urge the European Commission, RAC and SEAC members to reconsider the scope of the restriction with reference to the proposed wording of “in a concentration, individually or in any combination, greater or equal to 0.1% by weight”. 
By means of Article 33, REACH imposes information duties along the supply chain only if a candidate list substance is present in a concentration “above 0.1% weight by weight”. Therefore, it is legally not mandatory (and thus not current practice) to inform customers if a candidate list substance is present in a concentration “equal to 0.1%” or below that threshold. However, in order to determine whether the named substances are present “in any combination” up to the threshold of 0.1%, industry participants would need to have information also on the presence of the named substances when present in concentration less than 0.1%. 
To conclude: it will be very likely impossible for many industry participants to comply with the restriction requirements of “in any combination” and “equal to 0.1%”, because these two aspects go beyond the current information requirements of Article 33 REACH. We therefore urge to change the restriction scope to comply with the current Article 33 informational needs, i.e. to limit the restriction to cases where the named substances are present in the plasticized material individually in concentrations above 0.1%. 


	
	
	SEAC Rapporteurs response:
The SEAC Rapporteurs think that the proposed change is not justified, because this would undermine the aim of the proposed restriction, which is to address the risk posed by the combination of exposures to the four phthalates, that all have the same anti-androgenic mode of action. 


	315
	Date/Time: 2017/05/22 16:01

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
European Plastics Converters

Org. country:
Belgium

Attachment:


	Comments on the SEAC draft opinion:
See attached.


	
	
	Additional information:
See attached.


	
	
	SEAC Rapporteurs response:
Thank you for your comments and the example you included to justify your concerns due to the increase of the raw material. We also take note of the costs and gross profits presented in your example. 

However, we should stress that the costs for raw materials will be increased equally to EU producers as well as to non-EU producers of articles placed on the EU market. And that labour costs differences between EU and non-EU areas, to which you refer as the cause that will result in Retailers' and Distributors' preferences for non-EU produced articles, exist already under the current situation.
Therefore, passing on the increased cost due to the proposed restriction to the consumers is plausible and the impacts on the sector seem bearable.
In addition to the above, it is noted that the possibility of exporting articles containing recyclates exist, as they are not under the scope of the proposed restriction. SEAC also concluded as a whole that the proposed restriction is proportionate with boots and wellingtons included under its scope.


	317
	Date/Time: 2017/05/22 18:27

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
ORGALIME

Org. country:
Belgium

Attachment:



	Comments on the SEAC draft opinion:
Orgalime thanks ECHA for the consultation on its Socio-Economic Assessment Committee’s (SEAC) draft opinion on a proposal for a REACH restriction on articles containing the four phthalates DEHP, DBP, BBP and DIBP in concentrations equal to or greater than 0.1% by weight.
Orgalime reiterates that the RoHS Directive already restricts the use of DEHP, DBP, BBP and DIBP in electrical and electronic equipment (EEE) with a maximum 0.1% concentration values tolerated by weight in homogeneous materials, following the adoption of Commission Delegated Directive (EU) 2015/863 of 31 March 2015 amending the list of RoHS restricted substances in Annex II.
Orgalime would therefore like to express its general support for point 3d) in the text of the draft restriction. Point 3 lists articles that would be excluded from the scope of the restriction. Indent d) refers to EEE covered under Directive 2011/65/EU on the restriction of the use of certain hazardous substances in electrical and electronic equipment (RoHS Directive).
However, since the reworded draft REACH restriction now suggests to be applied not only to certain articles but also any parts thereof, this approach should be also reflected in the subparagraph 3d) to further on ensure legal consistency. This is well suggested for paragraph 3c) but not 3d).
Therefore, similarly to paragraph 3c) the notion “or components for such equipment” should also be added to paragraph 3d) regarding EEE covered by the RoHS Directive. 


	
	
	Additional information:
Orgalime thanks ECHA for the consultation on its Socio-Economic Assessment Committee’s (SEAC) draft opinion on a proposal for a REACH restriction on articles containing the four phthalates DEHP, DBP, BBP and DIBP in concentrations equal to or greater than 0.1% by weight.
Orgalime reiterates that the RoHS Directive already restricts the use of DEHP, DBP, BBP and DIBP in electrical and electronic equipment (EEE) with a maximum 0.1% concentration values tolerated by weight in homogeneous materials, following the adoption of Commission Delegated Directive (EU) 2015/863 of 31 March 2015 amending the list of RoHS restricted substances in Annex II.
Orgalime would therefore like to express its general support for point 3d) in the text of the draft restriction. Point 3 lists articles that would be excluded from the scope of the restriction. Indent d) refers to EEE covered under Directive 2011/65/EU on the restriction of the use of certain hazardous substances in electrical and electronic equipment (RoHS Directive).
However, since the reworded draft REACH restriction now suggests to be applied not only to certain articles but also any parts thereof, this approach should be also reflected in the subparagraph 3d) to further on ensure legal consistency. This is well suggested for paragraph 3c) but not 3d).
Therefore, similarly to paragraph 3c) the notion “or components for such equipment” should also be added to paragraph 3d) regarding EEE covered by the RoHS Directive. 


	
	
	SEAC Rapporteurs response:
The SEAC Rapporteurs note your comment but as the wording for items under RoHS refers to ''articles'' and not to ''devices'' as in the medical legislation, we believe that the components of RoHS equipment are adequately covered by the restriction text.


	318
	Date/Time: 2017/05/22 19:37

Type: BehalfOfAnOrganisation

Org. type:
National NGO

Org. name:
Breast Cancer UK

Org. country:
United Kingdom

	Comments on the SEAC draft opinion:
Breast Cancer UK is dedicated to the prevention of breast cancers by reducing public exposure to the carcinogenic, hazardous and hormone disrupting chemicals which are routinely found in the environment and everyday products. 
Breast Cancer UK welcomes the restrictions placed on the four phthalates, bis(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), diisobutyl phthalate (DIBP), and benzyl butyl phthalate (BBP), in articles that cause exposure through being mouthed, through the skin, or by inhalation. However, we disagree with several of the derogations that are proposed (see below). 
Our concerns relate to the potential role of the four phthalates DEHP, BBP, DBP and DBIP in harming human health, as outlined in the annex XV dossier, and to their potential role in increasing breast cancer risk. All four phthalates have been classified as endocrine disrupting chemicals (EDCs) due to their anti-androgenic properties. The dossier describes numerous detrimental health effects, mostly associated with male reproduction and development. It also includes potential effects on female reproduction and mammary gland development (which may affect breast cancer risk), and immune system, metabolic and neurological effects. Furthermore, recent in vitro studies demonstrate that at very low concentrations, BBP, DBP, and DEHP show oestrogenic activity, increase breast cell proliferation and prevent apoptosis (cell death), suggesting low, environmentally relevant concentrations of these phthalates may increase breast cancer risk (1). There is also evidence that low concentrations of BBP and DBP promote tumour growth of oestrogen receptor negative breast cancer cells through activation of the aryl hydrocarbon receptor (2), thereby increasing breast cancer risk through mechanisms independent of oestrogenic activity. BBP has been shown in vitro to reduce the effectiveness of breast cancer chemotherapy (3).
For these reasons, Breast Cancer UK welcomes the committees’ conclusion that action should be taken on the restriction of the four phthalates used in articles however we do not agree there should be derogations for products used outdoors (provided articles do not come into prolonged contact with human skin or membranes), or in industrial or agricultural workplaces (provided they do not come into prolonged contact with human skin); or for measuring devices for laboratory use.
Such products will continue to contribute to emissions. All four phthalates are now classified as Substances of Very High Concern (SVHC) due to their classification as toxic for reproduction in category B and as EDCs for human health. In addition, DEHP has been classified as an EDC due to its effects on the environment. Phthalates are widespread in the environment, including air, water, soil, sediment and biota and their metabolites are detected regularly in human body fluids (4). In addition, DEHP DIBP and DEP metabolites have been detected in breast milk (5). This is especially relevant as early exposures to endocrine disrupting chemicals are likely to be of greatest significance and are most hazardous to health. We therefore object to the presence of these phthalates in articles suitable for outdoor use, as these will continue to contribute to pollution of the outdoor environment. 
We are disappointed the proposed restrictions derogate food contact materials, but appreciate this is considered through separate legislation.
References
1. Chen, F.-P. et al. (2016). Impact of low concentrations of phthalates on the effects of 17beta-estradiol in MCF-7 breast cancer cells. Taiwanese Journal of Obstetrics & Gynecology 55:826-834 
2. Hsieh, T.-H. et al. (2012). Phthalates induce proliferation and invasiveness of estrogen receptor-negative breast cancer through the AhR/HDAC6/c-Myc signaling pathway. FASEB Journal, 26(2), 778–787.
3. Hsu, Y.-L. et al. (2015). Benzyl butyl phthalate increases the chemoresistance to doxorubicin/cyclophosphamide by increasing breast cancer-associated dendritic cell-derived CXCL1/GROα and S100A8/A9. Oncology Reports 34(6):
4. Dobrzyńska, M. M. (2016). Phthalates - widespread occurrence and the effect on male gametes. Part 1. General characteristics, sources and human exposure. Annals of the National Institute of Hygiene 67(2): 97-103. 
5. Kim, S. et al. (2015). Concentrations of phthalate metabolites in breast milk in Korea: Estimating exposure to phthalates and potential risks among breast-fed infants. Science of the total Environment 508: 13-19.


	
	
	
SEAC Rapporteurs response:
Thank you for your comment. We do recognise that the uses exempted in the proposed restriction contribute to the release of the four phthalates to the environment and therefore contribute to ecosystems and human exposure. 
However, according to the RAC Rapporteurs, the Dossier Submitter has demonstrated that the proposed restriction with a scope focusing of articles giving rise to more direct exposure is efficiently reducing the risks for reproductive health and asthma addressed in the proposal. The Dossier Submitter recognised the potential effects regarding cancer, but in agreement with RAC considered there was not enough information to assess quantitatively the risk reduction or these effects. 
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	Date/Time: 2017/05/22 22:24

Type: BehalfOfAnOrganisation

Org. type:
Company

Org. country:
United States

	Comments on the SEAC draft opinion:
See confidential attachment.


	
	
	Additional information:
See confidential attachment.


	
	
	SEAC Rapporteurs response:
Thank you for your comment.
The Rapporteurs take note of your requests and SEAC has taken them into account when producing their final opinion.


	320
	Date/Time: 2017/05/22 23:44

Type: BehalfOfAnOrganisation

Org. type:
Industry or trade association

Org. name:
ACEA

Org. country:
Belgium

Attachment:


	Comments on the SEAC draft opinion:
In addition to our comments submitted earlier and after further discussion with ECHA representatives it was explained to us that the risk-based approach we had chosen in our earlier considerations might not be considered as valid.  
We therefore would like to provide additional comments and a request for derogations for Automotive applications. 


	
	
	Additional information:
Please find our comments and further explanation in the document provided.


	
	
	SEAC Rapporteurs response:
Thank you for your comments.
Regarding the comment on paragraph 1b of the proposed restriction on exposure via inhalation, we note that the scope of the restriction does not rely on any threshold in terms of indoor air concentration, but is based on a limitation of DEHP content that all articles under scope should comply with. We also mention that RAC confirmed the approach taken in the Dossier was appropriate in order to control the cumulated exposure that gives rise to the risk. 
We also note that the information provided on your comment paragraph 1b only refers to DEHP and not to the 4 phthalates. 

The SEAC Rapporteurs consider justified for derogations for articles for vehicles produced prior to the date in paragraph 6 plus 2 years as well as for spare parts. The Rapporteurs acknowledge the high number of vehicles and the higher complexity of automotive industry supply chains in comparison to other supply chains under the scope of the proposed restriction.
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		To

The Committee of Socio-economic Analysis





Swedish Chemicals Agency comments on the SEAC draft opinion on a restriction proposal for DEHP, BBP, DBP and DIBP



The Swedish Chemicals Agency would like to again thank ECHA and DK for this restriction proposal. We agree on the importance of regulating imported articles, especially since this is a large and growing share of the market.



General comments

Medical devices

Paragraph 3(c) in the proposed restriction text, as well as text in pages 6, 16 and 20 of the draft opinion refer to tree directives for medical devices. Those directives will be replaces by two new regulations which were published on 5 May 2017 and will enter into force on 25 May 2017. The phasing out of the current directives will be 3 years for medical devices and 5 years for in vitro diagnostic medical devices. 

In annex I, section 10.4 of the new regulation (EU) 2017/745 there are provisions on the use and labelling of substances with CMR and endocrine disruption properties if used in medical devices. The commission shall also provide the relevant scientific committee with a mandate to prepare guidelines on phthalates with CMR and endocrine disruption properties.

The publication of the legal acts in OJ can be found here:

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC

The names of the new regulations are:
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC

and

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU

SPECIFIC QUESTION 1: SEAC has concluded that there is a need for derogations for certain articles containing DEHP, DBP, DIBP and BBP in excess of 0.1% w/w, individually or in combination (see Scope above). If there are other articles for which industry will experience difficulties transitioning to alternatives within 3 years of the entry into force of the proposed restriction (i.e., assumed to be in 2020), the affected parties are invited to submit relevant socio-economic information to assist with the assessment of their requested derogations. 



We would like to thank SEAC for the clarification in the Background document after the first public consultation that vehicle interiors are included in the scope of the restriction proposal. Thus, it has to be clarified that a possible extension of the transitional period for articles used in motor vehicles will only concern a minor part of those articles (if justified for such articles by stakeholders in this public consultation). Most articles contained in new vehicles shall fulfil the general provisions of the restriction. 

The Swedish Chemicals Agency thinks that a general transitional time of 3 years is far too long. Most manufacturers has already substituted the phthalates subject to this restriction proposal. 

The Swedish Chemicals Agency thinks that the suggested implementation period is more than enough for the flooring sector, and that a shorter implementation period should be considered. SE manufacturers of flooring have already substituted to alternative plasticisers. There is also a similar trend in the rest of the EU. See section 3.3.1 in KemI report 4/16 (http://www.kemi.se/global/rapporter/2016/report-4-16-hazardous-chemicals-in-construction-products.pdf . 

Furthermore, the results from the enforcement project conducted by the Swedish Chemicals Agency in 2013-2016 indicate that toys containing DIBP has been removed from the market, which would suggest that a shorter implementation period is possible. The results are presented in a report available at https://www.kemi.se/global/tillsyns-pm/2017/enforcement-7-17-the-swedish-chemicals-agencys-analyses-in-conjunction-with-enforcement-2016.pdf .

Experience from public procurement also indicates that substitution of phthalates can be made in a couple of months in order to fulfil requirements in ongoing procurements for some articles. Reference (page 8, in Swedish): http://www.jegrelius.se/wp-content/uploads/2014/03/Upphandling-fÃ¶r-en-giftfri-miljÃ¶.pdf 

Thus the transition time need to be differentiated further. We think that a more appropriate general transition time is 12 month and that the need for a transition time as long as three years needs further case specific motivation. As we understand the specific question of this consultation the SEAC has already foreseen a restriction with extended transitional times for some articles. We have understanding for that approach and believe that this can easily be achieved also with a general transitional time of 12 months for most articles.

Swedish Chemicals AgencyMall-id: MAG-0006, 2014-10-22  
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22th May, 2017

Japan Plasticizer Industry Association





Comments on

SEAC’s draft opinion on DEHP, DBP, DIBP, and BBP

in articles



The Japan Plasticizer Industry Association (JPIA) is the industry group consisting of the Japanese enterprises manufacturing and marketing plasticizers, including phthalates. The JPIA has been paying attention to the changing EU regulations against certain phthalates for the past several years and, based on scientific grounds, submitted a dissenting opinion against the Restriction Proposal of April 1, 2016 for diisobutyl phthalate (DIBP), dibutyl phthalate (DBP), benzyl butyl phthalate (BBP) and bis (2-ethylhexyl) phthalate (DEHP) presented by the European Chemicals Agency (ECHA) and the Danish association.



The JPIA understands that the draft opinion prepared by the Committee for Socio-economic Analysis (SEAC) concerning DEHP, DBP, DIBP and BBP in articles is very critical of the proposed restriction. We, the JPIA, disagree with the proposed restriction of the four phthalates in the EU, and the JPIA requires either the immediate withdrawal or a scope reduction of the proposed restriction. The JPIA presents some comments below, considering the responses given by the dossier submitter, the Risk Assessment Committee (RAC) and SEAC to our previous comments, as our work to create fruitful and globally feasible regulations for chemical substances.















JPIA’s View



1. Difference among species in causing endocrine disruption (ED) of phthalates (phthalate syndrome)

There are academic schools in which scientists study some effects after exposure to chemicals on biological functions utilizing transplant animals with humanized organs. Prof. R. Sharpe, one proponent of phthalate syndrome, is among them. It can be a case where testosterone could not necessarily decrease in humans after their exposure to DEHP based on transplant animals and the experiments might show that a clear difference exists between species, especially between the rodents and primates for the ED effect caused by DEHP. Such scientific works tackling species differences in toxicology and bioactivity of chemicals as Prof. R. Sharpe’s research have not been discussed or even cited in this Restriction Proposal. Information must be collected fairly and impartially for the REACH regulations to create fruitful and high standard processes for regulation establishment. The JPIA requests that the ECHA look at all problems from every angle without any prejudice. 



If the species difference as above is verified definitely, the assumption that the same mechanism of action (MOA) will work in humans will be invalid even if the MOA of ED of a group of chemicals having similar chemical structure is commonly found in experimental animals. Thus, B.1.2.1.1. human risk assessment for individual phthalate, including the combined exposure shown in Table 27, in the BACKGROUND DOCUMENT, is invalid. 

 



The government missions include making good use of present scientific achievements and motivating and promoting the development of science for human beings and the environment. ED may occur due to changed life-styles or chemical actions on the human body. Investment in novel and pioneering experiments by the government are quintessential to scientifically clarify these facts in order to maintain human health and a sound environment. 



The only actual work done has been to classify chemicals into convenient groups according to the similarity of their structures and to apply the structure-activity relationship to chemicals, although tentatively in the screening stage. Thus the JPIA is worried that these steps already taken fail to lead to real science and are very dangerous.



2. Uncertainty

2-1. Concerning B.3.3.1.3. Key elements underpinning the SEAC conclusion(s): 

a) Material substitution costs

iii) Availability of alternatives 

As SEAC says, the socio-economic calculations are not understandable because of high uncertainty in the data used and the assumption of the Proposed Restriction. For example, it has claimed that the successful substitution of DBP, DIBP and BBP without difficulty after the sunset date indicates matured technology and economics. However, the substitution was only made unwillingly because of obligations due to regulatory enforcement, and does not mean any other factor like technology. 



When objecting to the latest domestic proposed restriction in Denmark, SEAC once argued that no DEHP alternatives existed with excellent cost performance, and that stopping the use of DEHP was a huge loss of socio-economic merits. However, SEAC has now come to the opposite conclusion, although the physio-chemical properties clearly remain unchanged and product costs do not greatly vary over time.     



2-2. Excessive precautionary principle

The 4th paragraph of B.3.3.2.1. Summary of Proposal says ECHA CSA guidance Chapter R.7a states that biologically relevant findings seen in experimental animals should be considered relevant to humans unless convincing evidence exists to the contrary. All of the effects observed in experimental animals are considered to be biologically relevant since the conditions also exist in human males. 



The Proposed Restriction fails to mention the degree of adverse effects in a scientifically proper manner, i.e. of the adverse effects being serious or not for humans. This is an excessive precautionary principle that has no grounds for arguments. For the Proposed Restriction to remain an effective regulation, clear and understandable scientific grounds must be presented.



2-3. Uncertainty for evaluation of socio-economic merits

At the end of B.3.3.2.1., SEAC concludes, …the uncertainty in the quantification of benefits is very high. Because the highest uncertainties relate to the aetiological fraction, SEAC finds it difficult to conclude on the direction of the overall uncertainty. SEAC itself indicates such high uncertainty in assessing socio-economic benefits after enforcing the restriction of 4 phthalates. Therefore, the JPIA thinks it unreasonable to place the resultant output as the base of the regulations. Only assumptions with higher certainty should be used to produce reliable outcomes.



2-4. Socio-economic impact of alternatives

To B.3.3.3.1. Summary of proposal:

- Impacts on SMEs (P-51): 

The proposed restriction determines a high possibility exists that middle- and small-sized recycling businesses, which are outside the scope of the proposed restriction, will be adversely affected by the regulations, but also says the effects are expected to be minimized over the course of the 3-year transition. Unfortunately, no quantitative verification now exists on this point.



2-5. Socio-economic impact of alternatives

To B.3.3.3.3. Key elements underpinning the SEAC conclusion(s):

Impacts on quality

The proposed restriction also mentions that the alternative chemicals have characteristics equal to or better than those of DEHP, DBP, DIBP and BBP, but no quantitative evaluations exist. 



Thus, too many uncertain factors remain to justify the proposed restriction. The JPIA considers it too early to present this proposal. The proposal should be made after establishing fully reliable and certain evaluation methods.



2-6. Socio-economic impact of alternatives

B.3.3.4.3. Key elements underpinning the RAC and SEAC conclusion(s):

(iii) The proposed restriction is likely to bring significantly higher human health benefits than its costs. Those human health benefits could potentially be considerable: 



In the proposed restriction, the cost advantages have been calculated as from €12.2 million to €58 million, but the SEAC claims how to reach these figures is unclear and determines that the cost advantages cannot be quantified.



Referring to these unquantifiable advantages, the proposed restriction emphasizes that health hazards may be expanding in a wide area due to the ED of the four phthalate esters. 



Thus, the proposed restriction is based on unreasonable, undetermined figures obtained during a tentative calculation of advantages. Also, the health hazard of those phthalates has been estimated in the proposed restriction by means of ED, whose definition has not been established.



3. EU Plasticizer market

According to the market survey conducted by the European Council for Plasticizers & Intermediates (ECPI, currently EP), the plasticizer market size in the EU was 800,000 tons in 2007, which expanded to 1,300,000 tons in 2015 with further growth expected to a certain degree. The EU’s import of plasticized polyvinyl chloride products is anticipated to increase as specified in the proposed restriction dossier. The proposed restriction is trying to limit the use of the four phthalates in products, including imported ones, while the plasticizer demand is likely to increase in the region. 



This obviously reverses directions for the increasing plasticizer demand in Europe and should be regarded as a social disadvantage. European corporations engaged in the plasticizer business are doubtful to have the capability to respond to this direction, and consumers will have difficult lives due to shortages of necessary goods. The JPIA states that the proposed restriction lacks realistic and reliable consideration of these points.



4. Other EU regulations

Within the EU, regulations are already in place on materials that may come into contact with foodstuffs (Regulation (EC) No 1935/2004 and Regulation (EU) No 10/2011 on plastic materials) and those on toys (restriction entry 51 in Annex XVII of REACH ‘Childcare article’). One wonders how strictly these regulations have actually been followed. In particular, imported toys being adequately checked at border controls is doubtful. Although the relevant alert system is in operation, the actual practice may be insufficient to control toys and other articles entering illegally. If so, the JPIA believes that stricter measures on these products will contribute to risk characterization ratio (RCR) reduction.



4-1. B.1.2.2.1 Summary of proposal 

With regards to lines 1 to 9 on p. 10, is reducing exposure by restricting 4 phthalates practically possible? Although the restriction proposal presents a concern that exposure to phthalates may occur during food consumption, what specific cases are possible has not been clarified. The only case described as the passage of phthalates is from packing materials to food. On this matter, separate regulations are already in place, leaving no problems. Discussion says the regulations exist but are not enforced effectively enough; close investigation into how properly the enacted regulations are followed seems to be nonexistent. Systematic processes to enforce legislation effectively are necessary before new legislation.



As in-door contamination sources, worries of exposure of pregnant women to plasticizers from wall paper or floor materials in their homes and hospitals are supposed. The exposure may occur by air and dust. According to the JPIA’s view, however, considering that such exposure risk will not change over the course of time is appropriate. Such changes will not occur because the building wall area per pregnant woman must remain unchanged, and any increase of article amounts imported will be offset by the increased population. 



Pregnant women directly coming into contact with articles is unfortunately beyond the JPIA’s understanding of what situations are considered. If this matter occurs in specific local areas with special customs, such risks should not be settled by legislation for the entire EU.



5. JPIA response to response (1494) of Dossier submitter, REA, and SEAC to JPIA comments

5-1. (1494-1. last figure stands for the left-side number in 1494 )

The JPIA recognizes that the present 2017 proposed restriction is a great improvement from the previous 2011 ideas. In particular, the number of countries subject to human biomonitoring increasing to 18 from two is welcome. However, the JPIA thinks the coverage of 18 countries is still insufficient considering that the entire EU consists of a total of 28 countries. 



5-2, 3, 4. (1494-2, 3, 4)

Now, the JPIA does not refer to its view concerning HBM data in the DEMOCOPHES, since it differs so greatly from that of the RAC. However, the DEMOCOPHES clearly concern mothers and children before the sunset date of four phthalates. The JPIA would like to urge that the relevant risk be re-evaluated in accordance with the HBM data of the four phthalates after the sunset date and the exposure level based on the phthalate distribution amounts in the market. 



Two reasons exist for this request. One is that how effectively chemical control is being implemented in Europe, which may enable determining appropriate restrictions, will be possible to clarify. The other is to ensure that extreme regulations are not sought based on excessively precautionary principles in Europe and other parts of the world by the EU, which is the forerunner in chemical substance control.



5-5. (1494-5)

Nil.



5-6. (1494-6)

The JPIA believes that the Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR) has properly evaluated the works of Kurata et al. (1998) and Tomonari et al. (2006). Particularly, the Committee having a sound understanding of the differences between species is significant, specifying that the proportion of gluconate conjugates of metabolites to the free base is different between rodents and primates; rodents have more free base, while primates have more gluconate conjugates. 



The Committee having discussed species differences in relation to the uncertainty coefficient is also important. The Committee states that the current data is insufficient to make the default value of uncertainty coefficient lower than 10. Going forward, much can be expected from this research. 



The RAC determines that the marmosets (Callithrix jacchus) are inappropriate for experiments because recovery figures vary among scientific papers, but making this conclusion definite is too early. Past animal experiments show that the recovery figures differ according to the animal’s age, experiment conditions and dosage. This could be clarified by examining the effects of the direct administration of, for example, MEHP, the primary metabolite of DEHP, in the veins of marmosets or other primates. This may be one example for examining the effects of high dosages.



Another important viewpoint to consider is to investigate if the damage is affected by the residual metabolite amounts in the target internal organs, which is the real exposure amount, rather than the concentration of harmful metabolites in blood or urine and the dosage of parent compounds. This research concerns local concentration of substantially harmful metabolites. Since gluconate conjugates do not act harmfully, it is obvious that the more gluconate conjugates, the lower the concentration of harmful metabolites in the body. Thus the hazard is less likely to occur in primates with the same dosage amount. 



The JPIA suspects that the SCENIHR referred to uncertainty as a result of the investigation into these matters. Since the study on the effects on humans is the final objective, the JPIA considers it of utmost importance today to carry out in-vivo experimental investigation, if not directly on humans, using the marmosets and other primates or animals that have human organs by means of heterologous transplantation. This will clarify if administered chemicals incur damage or impact on humans or not, and will discover the relationship between the degree of damage and the local metabolite concentration in the target internal organs.



Sincerely yours,







Dr. Hiromi YANASE

General Manager of Technology Department

Japan Plasticizer Industry Association
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Comments by DEZA, a.s. on the Danish proposal for the Restriction of
four phthalates (SEAC Draft Opinion)

1. Introduction

Scope of comments in this submission

This document forms the response of DEZA, a.s. (hereafter referred to as DEZA) to the public
consultation for SEAC’s draft opinion on the Annex XV proposal for a Restriction of four phthalates
(DEHP, BBP, DBP, DIBP).

As requested by ECHA’s guidance on public consultation?, the core focus of these comments relates
to the following topics within the draft opinion:

e ‘The scope of the Restriction’;
e ‘Justification that an EU wide measure is needed’; and
e ‘Justification that the Restriction is the most appropriate EU wide measure’.

Importantly, the comments presented in this document build upon two prior rounds of consultation,
during which DEZA has already put forward detailed, justified and constructive comments?. The
comments have identified multiple and serious issues in terms of the scope, approach and
justification of the proposed Restriction. In total, ten separate subjects have been explored:

Timing and key baseline data of the Restriction proposal;
Scope of the proposed Restriction;

Conservatism of exposure estimates;

Justification for an EU-wide Restriction;

Enforcement;

Potential alternatives;

Product integration and market scope;

Impacts on the supply chain;

Quantification of human health damage costs / benefits; and
10 Human health effects of concern.

Lo N WN R

Having reviewed the SEAC draft opinion in detail (as well as the RAC draft opinion and the available
consultation ‘response to comments’ (RCOM) document?), we note that the core argumentation
made within these submissions still stands, and that DEZA’s concerns have consistently been
either overlooked or disregarded, with an insufficient level of consideration and justification
provided in the responses to comments.

Our main concerns (which relate specifically to DEHP) are that the proposed Restriction is
inconsistent, based on incorrect calculations and, as such, disproportionate to the risks and
unjustified. Furthermore, the proposal remains completely out of sync with the proportionality

1 See https://echa.europa.eu/documents/10162/13641/public_consultation guidance en.pdf/7c4705d5-
ad01-43ed-a611-06f1426a595c.

2 Available at https://echa.europa.eu/documents/10162/6b0b771b-150f-4d5a-8621-647c8b8351d7.

3 Ibid.




https://echa.europa.eu/documents/10162/13641/public_consultation_guidance_en.pdf/7c4705d5-ad01-43ed-a611-06f1426a595c

https://echa.europa.eu/documents/10162/13641/public_consultation_guidance_en.pdf/7c4705d5-ad01-43ed-a611-06f1426a595c

https://echa.europa.eu/documents/10162/6b0b771b-150f-4d5a-8621-647c8b8351d7



principle of the European Commission’s ‘Better Regulation’ agenda (‘EU action must not exceed
what is necessary to achieve the objectives™).

We note that ECHA’s guidance on public consultation suggests that “Any aspect covered in the
opinion is open to comment but information relevant for the RAC opinion will not be taken into
account” — as such, DEZA has been careful to ensure that supplementary discussion within this
document remains within the scope of this specific information request. Nevertheless, a number of
comments made hereunder unavoidably also consider aspects of RAC’'s assessment; this is due to
the fact that the RAC assessment forms the basis of the subsequent assessment undertaken by the
SEAC.

DEZA feels strongly that all comments submitted within this response should be duly considered by
the SEAC.

Additional DEZA concerns in relation to the current Restriction process

In addition to the comments provided in Sections 2, 3 and 4 below, DEZA would also like to reiterate
a point previously made. This relates to the extent to which the ECHA Committees properly take
into account the input of parties submitting information to the public consultations.

DEZA has already submitted two sets of comments in line with the respective consultation deadlines
on the Restriction proposal. ECHA’s website highlights that “comments submitted by the first
deadline are often very influential as they will be considered in the first discussion on the proposed
Restriction”®. However, the minutes® for the September 2016 RAC & SEAC meeting provide no
indication that comments submitted before the first deadline were in fact taken into account.

Minutes of more recent committee meetings also do little to alleviate our concerns. The December
2016 RAC minutes, for example, highlight that only one RAC member commented on the second

draft opinion on the dossier, “which had been made available for the RAC commenting prior to RAC-
39",

Significant efforts have been made by DEZA towards providing a constructive and detailed input into
this regulatory process, and we believe that industry comments should be appropriately considered
by the committees before the draft opinion is formed.

2. DEZA comments on ‘The scope of the Restriction’

The four phthalates which are the subject of this proposed Restriction, are also subject to
Authorisation. As of 21 February 2015, only applied-for-uses covered by applications for
Authorisation may be undertaken in the EU. Authorisation was the chosen risk management
measure for this group of substances. While it is logical that the Restriction of imported articles in
line with EU-uses would create a level playing field for EU manufacturers and balance the
competitive situation for manufacturers with applied-for uses, this Restriction proposal ignores the
Authorisation that is already in place. Not only does the proposal not create a level playing field, it is
based on data which pre-dates the Authorisation Sunset Date and which therefore cannot take the

4 See https://ec.europa.eu/priorities/democratic-change/better-regulation_en.

5 See https://echa.europa.eu/restrictions-under-consideration/-/substance-rev/13919/term.

6 See https://echa.europa.eu/documents/10162/22838535/rac_38 minutes en.pdf/c9c98803-4317-0a3f-
€5d5-e107d9761506 and https://echa.europa.eu/documents/10162/22839102/seac-32_minutes_en.pdf/
0ef29075-2236-4c4f-a546-654f3941cf4e.
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impacts of Authorisation on uses and exposures into account. Effectively therefore, this means the
proposed Restriction ignores and invalidates the Commission’s choice of Authorisation as the
appropriate risk management measure.

DEZA has, in response to the two prior public consultations on the Restriction proposal, already
widely analysed issues pertaining to the scope of the proposed Restriction. We would like to make
clear that the following comments remain valid:

e Non-authorised uses: an alternative Restriction scenario must be considered whereby the
Restriction covers only non-authorised uses. It is highly perplexing that this scenario has not
been examined by the dossier submitter, as this would take into account the effect that
Authorisation has had on consumer exposures, and it must inevitably achieve a significant
reduction in exposure and risk whilst avoiding unnecessary and confusing overlaps with the
Authorisation process;

o Use of outdated information: the proposed Restriction relies on outdated information. It is
certain that the use of the four substances has seen a significant reduction in recent years
(AfAs submitted by DEZA (and other DEHP manufacturers) excluded a wide range of specific
consumer products for which consumer exposure was deemed unacceptable and no AfA has
been submitted for any consumer use of the other three phthalates), yet the proposal
attempts to justify the Restriction on the basis of pre-Sunset Date data. Note specifically
that the use of DEHP in food contact materials is excluded from the Application for
Authorisation;

e Grouping of DEHP with the other phthalates: notwithstanding the above, DEHP should be
removed from the scope of the proposed Restriction. Given that the Restriction proposal
suggests that 75% of the intake of DEHP is attributable to food (including drinks), it is more
appropriate and proportionate for the authorities to focus on a significant reduction in
exposure from food-related sources (e.g. by reviewing the current effectiveness and
implementation of food contact materials legislation); and

o Surgery for hypospadias: at the very least, a thorough re-examination of the benefit-cost
balance is required. Human health costs in relation to hypospadias, for example, have been
significantly overestimated due to overly conservative assumptions with no scientific basis.
In addition, there is a mathematical error in the calculations for cryptorchidism which makes
a material difference to the analysis, and the costs of enforcement and alternatives have
also been significantly underestimated.

The above issues are further elaborated below.

Restriction of non-authorised uses and use of out of date market information

Page 19 of the SEAC draft opinion highlights that:

“SEAC concurs with the Dossier Submitter's position to reject a request that came in during the public
consultation by manufacturers of DEHP for restricting only non-authorised uses. SEAC found that the
costs of the proposed Restriction to the manufacturers of the four phthalates are negligible. SEAC
also concurs with the Dossier Submitter's position taken after a request during the public
consultation to reject the exclusion of DEHP from the proposed Restriction, noting that the proposed
Restriction on articles containing all four phthalates is found to be proportionate”.





DEZA strongly disagrees with this conclusion. Initiating the Restriction process now (a) undermines
the credibility and effectiveness of the Authorisation process, the Commission’s risk management
measure of choice, as it does not allow it to run its course, and (b) disregards the profound effect
that the Authorisation procedure has had and will further have on the presence of the four
phthalates in consumer products. It is difficult to understand why the SEAC agrees that this industry
request should be rejected, as the Restriction is based on incorrect data, as is detailed below.

The Sunset Date for the phthalates was 21 February 2015, yet the Restriction proposal is basing its
key argumentation on biomonitoring data from 2011-2012. It is certain that after the Sunset Date
the use of the four phthalates has reduced significantly (and indeed no Applications for
Authorisations (AfA) were submitted for the use of DBP, BBP or DIBP as plasticisers for consumer
products). Therefore, the situation is markedly different compared to 2011-2012 and DEZA believes
it is imperative that the requirement placed on the Agency under Article 69(2), i.e. an assessment of
residual risks based on the new situation, is undertaken. The basis of this Restriction proposal is out
of date and thus the Restriction proposal is:

o Not proportionate to the actual risk, specifically when considering the situation for DEHP;

o Not compliant with the requirements of the REACH Regulation; and

e Interfering with another regulatory process (Authorisation) in which DEZA and other actors
have engaged with in good faith thus disadvantaging EU-based manufacturers and
downstream users who have been complying with the REACH Authorisation requirements
(i.e. unjustifiably moving the regulatory ‘goalposts’).

Concerns with regard to the ‘attributable fraction’ approach

“..it is difficult to estimate the etiological fraction (the fraction of incidences assumed to be caused
by exposure to endocrine disruptors). Therefore, based on the available knowledge, and after
consultation with experts, we use three estimates of etiological fraction for comparison in
this report. These are 2%, 20% and 40%.”

“..the strength of the evidence between exposure to endocrine disruptors and negative effects on
human male reproductive health (testicular cancer, reduced semen quality, hypospadias and
cryptorchidism) seems convincing. However, an exact estimate of the etiological fraction is difficult to
assess and will be associated with large uncertainties, since these negative health effects are
multifactorial. Some of these “environmental factors” are individual lifestyle related (WHO/UNEP
2012, Sharpe 2010). Examples of other environmental factors which have been linked to the observed
effects are dietary factors (de Kort et al., 2011), body mass index and waist circumference (Eisenberg
et al., 2014), obesity (Ramlau-Hansen 2007a), smoking (Ramlau-Hansen et al. 2007b and 2007c),
degree of physical activity(sedentary life), and alcohol consumption (Sharpe 2010).

Further, it is difficult, based on available epidemiological studies, to prove causal relations between
exposure to endocrine disruptors and negative health effects, and thus to assess the etiological
fraction. The chosen etiological fractions are based on expert advice and on current knowledge about
the importance of genetic factors versus various environmental factors.”





“The etiological fractions used in this report have been chosen in close cooperation with experts
within the field of male reproductive health... The levels are 2% (low), 20% (medium) and 40%
(high).”

The above quotations are taken from Norden (2014) and indicate that there are significant
uncertainties around selecting etiological fractions. Whilst the report indicates that the authors had
consultations with experts, no clear explanation is given as to who these experts were, or how the
figures of 2%, 20% and 40% were originally derived and why these three levels were then selected
for the analysis. These assumed etiological fractions should be supported by scientific evidence, for
example, using relative risk ratios or some other statistical basis. It is therefore worrying that this
report (as well as HEAL (2014) and WHO/UNEP (2012)) is used as justification for the derivations of
the attributable fractions utilised within the Restriction dossier, which the SEAC has not challenged.

The dossier submitter highlights to some degree these uncertainties, stating (on page 323 of the
annex to the restriction proposal) that:

“At the same time, a considerable uncertainty is associated with the estimated aetiological fraction
of infertility cases due to exposure from the four phthalates. The analysis has reduced this
uncertainty by making a number of informed assumptions. However, what percentage of the total
cases of cryptorchidism and hypospadias in society could be associated solely with chemicals remains
unknown. The analysis uses estimates that have been applied elsewhere, e.g., Norden 2014, AFA
2013a, HEAL 2013. However, these studies also recognise the high uncertainty associated with the
share of incidence due to exposure to chemicals. Therefore, the scenarios presented here and in
Annex E, may not show accurately the upper and lower bound of the value of social damage due to
the four phthalates in articles.”

The highly uncertain nature of figures utilised from these different reports means that small
variations may have considerable impact on the overall costs and benefits. Therefore, this makes
the dossier submitter and the SEAC’s conclusion that benefits will exceed costs extremely highly
uncertain.

Percentage of cases attributable to exposure to the four phthalates in articles

The Restriction proposal Annex highlights a 4% attributable fraction for cases of cryptorchidism due
to exposure to the four phthalates’ and further notes that this is a composite percentage equal to:

e “the share of cases due to exposure to phthalates: 13%. This assumption is on the basis of a
report to the European Commission DG Environment (Kortenkamp et al., 2011) which
identified nine groups of chemicals of concern in the EU28 that are associated with adverse
impacts on male reproductive health.

e the fraction of cases attributable to exposure to DEHP, DBP, DIBP, and BBP: 90%. It is
estimated on the basis of world tonnages used of all phthalates that have the same mode of
action, weighed by their relative hazard (on the basis of their oral DNEL). This estimate
accounts for the possibility that part of the four phthalate tonnages would be replaced by

7 See Table D26 in the Restriction report annex. Also see Table 1 in this document.
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DINP (about 55%), as DINP has similar anti-androgenic mode of action (but at 7-8 times time
higher doses than DEHP on the basis of DNELs).

e the fraction of cases attributable to exposure to the four phthalates in articles: 40%,
estimated on the basis of modelling of exposure to articles and the estimated share of non-
food sources of exposure to the four phthalates (25% for DEHP and 75% for DBP, DIBP and
BBP) weighed by their tonnages”.

The reference for the 13% figure in the first bullet point is Kortenkamp et al. (2011). However, the
full publication details for this reference do not appear in the reference list at the end of the Annex.
We assume that the report being referred to is: STATE OF THE ART ASSESSMENT OF ENDOCRINE
DISRUPTERS, Final Report, Project Contract Number 070307/2009/550687/SER/D3, Authors:
Andreas Kortenkamp, Olwenn Martin, Michael Faust, Richard Evans, Rebecca McKinlay, Frances
Orton and Erika Rosivatz, 23.12.2011.

If this is correct, we have been unable to find the reference to the 13% quoted above. The report
does identify phthalates as being a chemical of concern for male reproductive health, but also
identifies numerous others, including PCBs, PCDDS, PCDFs, polybrominated biphenylethers,
DDT/DDE, other organochlorine pesticides, azole pesticides, other pesticides, heavy metals, and
pharmaceutical estrogens. However, we were unable to identify anything regarding the share of
arising health issues (particularly hypospadias and cryptorchidisms).

Also of note, in the Annexes to this report (in the conclusion to Section 4 Human Health Endpoints,
4.1 Male Reproductive Health) it is stated that:

“The most convincing evidence of a role of chemical exposures in these disorders comes from studies
of paternal and maternal pesticide exposures in agricultural occupational settings. There is also good
evidence for associations of DES with cryptorchidisms or hypospadias, and some evidence implicating
polybrominated biphenyls and certain persistent pesticides such as chlordane, endosulfan alpha and
others. Several human studies have reported relations between phthalate exposure during pregnancy
and changes in AGD. These observations are of relevance considering that AGD is a read-out of
diminished androgen action in fetal life, but it remains to be seen whether phthalates are capable

of contributing to cryptorchidisms, hypospadias or reduced semen quality.”

Cryptorchidism calculation issues

We would like to make clear that there appears to be an error in Table D26 in the Annexes to the
Restriction proposal which, whilst appearing small, has significant implications for the calculation of
benefits. Table 1, below, presents information from Table D26 alongside what we believe are
corrected figures which should be used later in the analysis of costs and benefits. The error stems at
the top of the table where the incidence of cryptorchidism is indicated as being 2% of the population
and 4% of these are identified as being hereditary. We believe that the cumulative column is
intended to show the total percentage of cases in the population after accounting for different
explanatory factors. Consequently, the incidence of cryptorchidism post 1 year of age after
accounting for those that are due to hereditary factors should be calculated as:

2% x (1-4%) = 1.92%





However, the figure in the Restriction proposal is 2.3%, and whilst this might seem a small
difference, as the table shows, the error has a significant impact on the calculations of the costs
arising from cryptorchidism and as a result, the subsequent benefits calculation.

Table 1: Original and corrected cryptorchidism calculations

Step i Ivsi Restriction proposal Corrected figures

tep In analysis Percentage | Cumulative | Percentage | Cumulative

a | Incidence of cryptorchidism post 1 year of age 2% 2%

b | Assumed hereditary 4% 2.30% 4% 1.9200%
Fraction attributable to exposure to

c chemicals - mid-point estimate 20% 0.46% 20% 0.3840%
Sensitivity - low estimate 2% 0.05% 2% 0.0384%
Sensitivity - high estimate 50% 1.15% 50% 0.9600%
Of c), those that can be attributed to
exposure to the four phthalates in articles -

d | mid-point estimate 4% 0.018% 4% 0.0154%
Sensitivity - low estimate 0.002% 0.0015%
Sensitivity - high estimate 0.046% 0.0384%
Of c), those, who may develop cancer as a
result of cryptorchidism induced by exposure

o to the four phthalates in articles —
mid-point estimate 5% 0.001% 5% 0.0008%
Sensitivity - low estimate 0% 0.000% 0% 0.0000%
Sensitivity - high estimate 10% 0.005% 10% 0.0038%

We have used the corrected figures to calculate the costs resulting from cryptorchidism in the table
below, as is done in Table D27 in the Restriction proposal. The two sets of figures are placed side-
by-side for comparison.

Table 2: Comparison between Restriction proposal and corrected estimates of social damage related to
cryptorchidism due to exposure to DEHP, DBP, DIBP and BBP in articles (EU28)

Low estimate Mid-point estimate High estimate

Proposal Corrected Proposal Corrected Proposal Corrected
ﬁi"rf;asge annual male | 100000 | 2,600,000 | 2,600,000 | 2,600,000 | 2,600,000 | 2,600,000
Fraction of cases of
cryptorchidism 0.002% 0.0015% 0.018% 0.0154% 0.046% 0.0384%
attributable to the four
phthalates in articles
Number of cases of
cryptorchidism due to 48 40 478 399 1,196 998
the four phthalates in
articles
Direct costs 210,900 176,056 2,109,000 1,760,557 5,272,000 4,400,974
Indirect costs 56,600 47,249 566,000 472,487 1,415,000 1,181,270
Intangible 1,246,000 1,040,139 14,940,000 | 12,471,652 | 43,550,000 | 36,354,783
Total annual social
damage of | 1,513,500 1,263,443 17,615,000 | 14,704,696 | 50,237,000 | 41,936,974
cryptorchidism

From the table above, it is clear that the small error made in Table D 26 in the Restriction proposal

results in a significant difference in the estimated total annual social damage of cryptorchidism. For






each of the low, mid and high estimates, the Restriction proposal estimates are 20% above the
corrected values. It should be noted that the figures presented for the corrected estimates are given
to a higher degree of accuracy. This is due to the fact that, as has been illustrated, significant
differences can arise as a result of small variances in calculations. It is clear that some of the figures
presented in Table D 26 have been rounded up or down when they appear in Table D 27 and as a
result may have led to more significant differences in the final figures estimated and subsequently
used in the cost-benefit analysis.

It should be noted that we have not continued with other calculations included in Tables D26 and
D27 due to the fact that these are weighted figures. Unfortunately, there appears to be no
explanation in the Restriction proposal as to what weightings have been used, where these come
from and how they have been utilised. This makes it impossible to reproduce these findings.

Human health costs in relation to hypospadias (incidence)

Regarding the supposed incidence of hypospadias being 3% (as reported by the dossier submitter,
and summarised within Table 5 of the SEAC draft opinion), further evidence presented in Norden
(2014) suggests that the figure is far lower than this, based on the various sources cited on page 48
of the report. The figures used for Nordic countries which were the focus of the report are shown in
the table below.

Table 3: Expected incidence of hypospadias per live male birth

Country Expected incidence of hypospadias per live male
birth (EUROCAT & Swedish Patients Registry)

Denmark 0.32%

Finland 0.38%

Norway 0.45%

Sweden 0.51%

Iceland* 0.43%

Rest of EU-28 0.43%

* The incidence rates for Iceland and the rest of the EU are assumed to be equal to the weighted average of

the four other countries

Human health costs in relation to hypospadias (surgery costs)

We note that the SEAC draft opinion does not take into consideration DEZA’s expressed concerns
with regard to the overestimation of health costs associated with hypospadias. Indeed, this is
further inferred by the Restriction RCOM document which highlights that “SEAC also noted your
point regarding the percent of cases of hypospadias for which surgery is carried out. However, when
consulting the internet page of the British association of urologists your comment refers to, we were
unable to see a statement that surgery was not carried out for milder cases, but found a description
how surgery is carried out for milder cases. Therefore, we did not see a need to change or comment
on the Dossier Submitter’s assessment off this issue”.

We would like to provide additional information and evidence to support our original claims. Firstly,
please note the reference regarding the extent to which surgery is carried out on hypospadias
mentioned was from the British Association of Plastic Reconstructive and Aesthetic Surgeons





(BAPRAS)® and not the British association of urologists as stated by the SEAC Rapporteur. The page
in question includes the following statement in the text:

“In 70% of hypospadias cases, the abnormality is mild, with the urethral opening only marginally
misplaced near the tip of the penis.

In 30% of cases, however, hypospadias can be more serious, with the urethra opening on the shaft or
at the base of the penis. The penis will be noticed to look unusual at birth or soon after. There is no
urgency to treat this condition, but once recognised you will be referred to a specialist to discuss
surgery to correct the problem.”

It is also noted that within the RCOM document the SEAC Rapporteur omits to make any reference
to the alternative source mentioned in our earlier comments i.e. the US Hypospadias and Epispadias
Association (HEA) Inc, which estimates that 60-65% of cases are mild and that the vast majority of
these do not result in surgery?®.

The HEA states:

“About 60 to 65% of all cases of hypospadias are of the coronal or glanular type, which means the
defect is confined to the glans or head of the penis or just at the junction of glans and shaft. For the
most part, these children can urinate standing, and the erection is straight enough for intercourse in
adulthood. A great majority of men and boys in this classification of hypospadias do not have
corrective surgery, so this is a completely valid option that many parents have chosen.”

Further evidence that a significant number of hypospadias do not result in surgery comes from the
Hypospadias UK Trust, which states?®:

“In cases of severe hypospadias, it is highly likely that some surgery should be performed.

However, by far the majority of men who have mild or moderate hypospadias do not have surgery,
and they appear to function without difficulty even when they have their opening located quite far
down the shaft of their penis, or when they have chordee. Many of these men do not even know they
have hypospadias or that they are “different” from other men.”

The above examples indicate that surgery is often not required, in particular in what are considered
minor cases. Additional evidence exists on the extent to which hypospadias range from “mild” to
“severe”. An article published by the Encyclopaedia of Surgery!! estimates that approximately 80—
85% of hypospadias are classified as mild; 10-15% as mild to moderate; and 3—6% as severe.?

8 See http://www.bapras.org.uk/public/patient-information/surgery-guides/hypospadias.

9 See http://heainfo.org/index.php/2015/06/06/hypospadias-repair-surgery/.

10 See http://www.hypospadiasuk.co.uk/hypospadias-surgery/.

11 See http://www.surgeryencyclopedia.com/Fi-La/Hypospadias-Repair.html#ixzz4fRZCWq4d.

12 The severity of hypospadias is defined by the authors according to the distance of the urethral opening from
its normal location at the tip of the penis. In mild hypospadias, which is sometimes called coronal/glandular
hypospadias, the urethral opening is located on the shaft of the penis just below the glans. In mild to moderate
hypospadias, the opening is located further down the shaft of the penis toward the scrotum. In severe
hypospadias, which is also called penoscrotal hypospadias, the urethral opening is located on the scrotum.
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A further illustration comes from an article published by Peaceful Parenting!® which finds that in 70%
of hypospadias cases, the difference between the location of the urinary opening and where it
would otherwise be is only marginal and makes little difference to the full functioning of the penis.

Similarly, Medscape, a leading online global destination for physicians and healthcare professionals
worldwide, claims that:

“Minor cases of hypospadias, in which the meatus is located up toward the tip of the glans, may not

require surgical repair and may simply be managed with observation.**#”

Finally, the Department of Urology of the University of California, San Francisco confirms that not all
boys with hypospadias require surgery and that the very mild cases will not have a major impact on
a child’s life, noting that some parents will still opt for surgery for cosmetic reasons?®.

Based on the evidence presented by such a wide range of sources authoritative on the very subject
of hypospadias, we consider the SEAC rapporteurs insistence on taking an overly conservative
approach to the issue of surgery for hypospadias is scientifically unjustified and unwarranted. As
such, we would also like to restate the (still valid) calculations provided in our prior response?:

The following two tables compare the assumptions and calculations in the Restriction proposal with
others based on Eurocat data as well as prevalence rates indicated by the British Association of
Plastic Reconstructive and Aesthetic Surgeons (BAPRAS). It is assumed that 30% of cases are treated
by surgery in the BAPRAS and Eurocat calculations. Otherwise, the same figures for attribution to
chemicals and phthalates, as well as direct, indirect and intangible costs associated with the
condition, as used in the Restriction proposal are applied to the other two sets of data.

Table 4: Assumptions used to calculate costs arising from Hypospadias

British Association of
Restriction Proposal Plastic Reconstructive and Eurocat
Aesthetic Surgeons
Percentage Cumulative Percentage | Cumulative | Percentage | Cumulative
Incidence in EU 3% 0.33% 0.18%
population
A -
ssumed non 85% 2.57% 85% 0.28% - 0.18%"7
hereditary
Require surgery 100% 2.57% 30% 0.085% 30% 0.053%
Attributable to chemicals
mid 20% 0.51% 20% 0.017% 20% 0.01%
low 2% 0.05% 2% 0.002% 2% 0.00%
high 50% 1.28% 50% 0.043% 50% 0.03%
Attributable to phthalates
mid 0.021% 0.0007% 0.000423%
4% 4% 4%
low 0.002% 0.0001% 0.000042%

13 Frisbie, D. (2010). "Hypospadias: Surgery and Circumcision." At Peaceful Parenting:

http://www.drmomma.org/2010/04/hypospadias-surgery-and-circumcision.html.

14 See http://emedicine.medscape.com/article/1015227-treatment.

15 See https://urology.ucsf.edu/patient-care/children/genital-anomalies/hypospadias.
16 For full details see Comment Ref. 1505 attachment, at:
https://echa.europa.eu/documents/10162/6b0b771b-150f-4d5a-8621-647c8b8351d7.
17 This figure already accounts for genetic conditions.
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Table 4: Assumptions used to calculate costs arising from Hypospadias

British Association of
Restriction Proposal Plastic Reconstructive and Eurocat
Aesthetic Surgeons

Percentage Cumulative Percentage | Cumulative | Percentage | Cumulative
high 0.051% 0.0017% 0.001057%
Addlt.pnal health 25% 25% 25%
conditions

Applying the assumptions from the table above results in annual costs (discounted at 4%) of only
€301,812 (using the BAPRAS data) or €187,691 (using Eurocat data) for the mid-point estimates.
These figures are clearly vastly less than the €9,133,000 estimated in the Restriction proposal. In the
event that even 50% of cases of hypospadias resulted in surgery, the mid-point estimates would only
increase to €312,819 for the Eurocat data and €503,019 for the BAPRAS data, which are still
significantly lower than those presented in the Restriction proposal.

It is noted that the BAPRAS and Eurocat estimates focus only on those patients that are treated with
surgery. The 70% (or 50% in the above sensitivity analysis) of cases which are considered minor may
still involve some distress to parents and the children themselves as they get older, but the value
that could be placed on this in terms of intangible costs will be drastically less than that used in the
Restriction proposal and likely minimal since by definition, these cases do not warrant treatment (so
there will be no surgery) and people will be minimally affected by the condition.
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Table 5: Summary of estimated social damage related to hypospadias due to exposure to DEHP, DBP, DIBP and BBP in articles (EU-28)

Restriction Proposal Eurocat BAPRAS

Item Low Mid-point High Low Mid-point High Low Mid-point High

estimate estimate estimate estimate estimate estimate estimate estimate estimate
Average annual male births 2,600,000 2,600,000 2,600,000 2,600,000 2,600,000 | 2,600,000 | 2,600,000 | 2,600,000 | 2,600,000
(EuroStat, 2020 - 2050)
Fraction of cases of
hypospadias attributable to 0 0 0 0 o o 0 o 0
DEHP, DBP, DIBP, and BBP 0.002% 0.021% 0.051% 0.000042% 0.000423% 0.001057% 0.0001% 0.0007% 0.0017%
in articles
Number of cases of
hypospadias due to DEHP,
DBP, DIBP, and BBP in 50 540 1340 1 11 27 2 18 44
articles
Direct costs (€) 551,100 5,511,000 13,778,000 - - - - - -
Indirect costs (€) 82,100 821,000 2,053,000 - - - - - -
Intangible (WTP) (€) 522,400 5,223,700 13,059,400 - - - - - -
Total annual social damage 1,156,000 11,556,000 28,891,000 23,749 237,489 593,724 38,189 | 381,888 | 954,720
of hypospadias™® (€)
\c’\;‘:;g(hgfd average cost per 21,600 21,600 21,600 21,600 21,600 21,600 21,600 21,600 21,600
Total annual costs

1 1 22 18,7 187,691 469,22 ,181 1,812 754,52

(discounted to 2014) (€) 913,000 9,133,000 ,833,000 8,769 87,69 69,228 30,18 301,8 54,529

18 Figures under Eurocat and BAPRAS were calculated by multiplying weighted average cost per case established in the Restriction Proposal by the number of cases
attributable to the four phthalates in articles.
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3. DEZA comments on ‘Justification that an EU wide measure is needed’

Introduction

The Restriction proposal remains completely out of sync with the proportionality principle of the
European Commission’s Better Regulation Agenda (‘EU action must not exceed what is necessary to

%), We would once again point out that it is not yet known what more is

achieve the objectives
necessary to achieve the objectives beyond the current Authorisation which is in place, because

post-Authorisation data are not yet available.

Only two weeks after DEZA had submitted its first set of comments on the Restriction proposal, the
European Commission published a press release ‘State of the Union 2016: Commission presents
results of Better Regulation approach’®. This reinforces DEZA’s argumentation and emphasises the
fact that “Better Regulation is a shared agenda requiring sustained efforts from all EU institutions

and from national governments”.

Food contact material legislation and its effectiveness in the context of phthalates

One of DEZA’s core concerns on this issue is in relation to the fact that the Restriction does not take
into consideration important routes of potential exposure, i.e. food-related applications, as
recognised by the authors themselves. Indeed, the Restriction proposal suggests that 75% of the
intake of DEHP is attributable to food (incl. drinks), whereas for DBP, DIBP and BBP it is assumed that
25% is attributable to food. DBP and DIBP are together responsible for the highest contribution to
the combined risks from their use in articles. Note again that only DEHP has applications for
Authorisation for consumer uses (DBP has applications for industrial uses and no applications were
submitted for DIBP or BBP) and that these applied for uses specifically exclude use in food contact
materials.

DEZA has previously highlighted that a more suitable strategy would be to:

1. Adopt an approach to regulating the risk of exposure which focuses on exposure via food for
DEHP while (primarily) focusing on exposure via articles for DBP and DIBP (BBP appears to
make a very small contribution). A significant reduction (if not elimination) in exposure from
food-related sources would make a real positive difference to the RCR values assumed in the
Restriction proposal, which, it should be noted, are below 1 for DEHP; and

2. Restrict the import and placing on the EU market of articles specifically excluded from the
DEHP AfA. These articles account for a small volume of DEHP used (i.e. impacts on the
supply chain would be limited) but account for potentially significant reasonable worst case
exposures, particularly of children (and for this reason they were not covered by the AfA).

DEZA has also previously highlighted that certain RCRs may be over 1 due to non-compliance issues
relating to food contact materials. The Restriction proposal acknowledges that (a) food contact
materials (FCM) and other food-related articles contribute substantially to human health risks, (b)
there is a need to address the risks associated with exposure from the four phthalates under the

19 See https://ec.europa.eu/priorities/democratic-change/better-regulation_en.
20 See http://europa.eu/rapid/press-release IP-16-3014 en.htm.
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FCM legislation, and (c) the best course of action is sector-specific legislation which would lead to
more efficient use of regulatory resources.

Whilst the Restriction proposal (p69) states:

“It is assumed that FCMs such as food packaging and articles that are used during the processing of
food (e.g., tubes, gloves, tools, recipients, etc.) are the principle source of food contamination.”,

within the RCOM document, the RAC Rapporteur comments that:

“Although RAC notes the important contribution of food consumption to exposure to the four
phthalates, addressing the risks solely through the existing FCM legislation is not considered the best
option. One reason is that it is not clear what the contribution of FCMs is to the exposure via food,
relative to other sources”.

To sum up, the Restriction proposal clearly shows (and indeed quantifies) the significant contribution
of food and FCM to the estimated exposure of consumers to the four phthalates and recognises the
role of specific types of articles in the potential occurrence of phthalate food contamination. Yet,
the SEAC dismiss the idea of addressing this specific issue in favour of a blanket, untargeted
Restriction. We consider this approach disproportionate, misguided and out of step with the ‘shared
agenda’ principle of better regulation.

DEZA believes that the option of addressing food-related exposure risks through the existing FCM
legislative framework would offer distinct advantages as it would:

e Be more specific and focused;

e Allow less room for (incorrect) interpretation of its scope and applicability (as opposed to
requiring economic operators to make judgements as to whether an article is an ‘indoors’ or
‘outdoors’ one or subject to sufficiently long or short dermal contact);

e ‘Target’ a smaller number of economic operators;

e Offer greater opportunity to ensure adequate enforcement, since the assumption is that
most FCMs originate from within the EU; and

e Potentially allow for the use of relevant post-Authorisation data (to determine the scope
and focus of such a targeted programme).

On the topic of enforcement, DEZA would like to further highlight the issue of non-compliance with
FCM legislation within the EU (in the context of phthalates) and the fact that improving compliance,
rather than introducing new Restrictions would be a far more proportionate approach to addressing
the human health concerns associated with exposure to DEHP (this point also relates more broadly
to the enforceability of the proposed Restriction, which is discussed further below).
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It is important to note that simply because legislation is in place, this does not guarantee that it will
be enforced adequately. In fact, the Commission itself also takes note of this point in the better
regulation agenda?®! and identifies the need for stepping up enforcement, observing that:

“Often it is not the lack of EU legislation that is the source of problems. It is rather the lack of its
effective application (...). There is still a significant gap between what is in the EU rule book and the
rules applied on the ground.”

The Rapid Alert System for Food and Feed (RASFF) operated by the Commission lists a number of
cases where notifications were made regarding non-compliant use of the four phthalates over the
past 10 years. A study carried out by Geueke & Muncke?? highlighted that:

“Between 1 January 2007 and 23 November 2016, 102 notifications published by the Rapid Alert
System for Food and Feed (RASFF) reported the migration of phthalates from FCMs and/or high
contents of phthalates in FCMs. DEHP, DBP, DiBP and BBP were measured in 72, 10,1 and 1 cases,
respectively.”

The report noted that in some of the most recent notifications, high concentrations of DEHP had
been found and that this observation is supported by a significant number of peer-reviewed studies
over the period 2012-2016, which reported that phthalates are still present in FCM’s and migration
is still occurring. These studies are not listed here but are easily identifiable in the main report.

The report also illustrates the fact that whilst notifications peaked in 2008 (it is speculated that this
might have been the result of improved control activities after European authorities were trained to
analyse phthalates in 2007), they still continue to be made right up to the present. This implies that
enforcement activities may be insufficient to ensure that the objectives of the legislation are met
and that as a result, the anticipated benefits will not occur. Importantly, the numbers notified to the
RASFF will be only a proportion of real life cases where limits are exceeded.

Another study?® carried out in 2014 and focusing on European enforcement campaigns highlighted
the need for more effective enforcement. According to the report, the first joint European
enforcement campaign on the migration of plasticisers from gaskets revealed that 24% of samples
studied exceeded the legal limits for migration. In the follow-up campaign, legal limits were
exceeded in 29% of those with free oil in contact with the gasket.

21 Brussels, 14.9.2016 COM (2016) 615 final, COMMUNICATION FROM THE COMMISSION TO THE EUROPEAN
PARLIAMENT, THE EUROPEAN COUNCIL AND THE COUNCIL, Better Regulation: Delivering better results for a
stronger Union. Available at https://ec.europa.eu/info/sites/info/files/better-regulation-delivering-better-
results-stronger-union_sept 2016 _en.pdf.

22 Sybstances of Very High Concern in Food Contact Materials: Migration and Regulatory Background by Birgit
Geueke and Jane Muncke, available at: http://onlinelibrary.wiley.com/doi/10.1002/pts.2288/full.

23 Survey of plasticizers migrating from the gaskets of lids into oily food in glass jars: The second European
enforcement campaign shows poor compliance work by Gregor McCombie, Antje Harling, Maurus
Biedermann, Sandra Biedermann-Brem, Angela Eicher, Gaby Suter, Maria Morandini, Sylvia Pechstein, Gabriele
Schmaéschke, Uwe Lauber, Koni Grob (2014), available at:
http://www.sciencedirect.com/science/article/pii/S0956713514004848.
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Furthermore, low compliance levels regarding phthalates legislation on food contact materials in
Denmark were highlighted by the Technical University of Denmark in a report?* published by the
International Journal of Food Contamination. The report notes the results of the Danish Food
Authorities control in 2008 and 2009, which showed that 23% of samples taken were non-compliant.
Food contact materials made from plasticised PVC and sold as suitable for contact with fatty
foodstuffs were particularly problematic and targeted follow up control campaigns were arranged by
the Danish and Nordic food authorities in a common campaign in 2014.

Food contact material plastics were subsequently analysed for phthalate content (and additionally
tested for migration of phthalates as required) under the more recent control campaigns. These
found that approximately 1/3 of the samples analysed exceeded the current maximum limits for
phthalates (especially DBP and DEHP) in plastics or showed migration into the fatty food simulant
above the specific migration limits. Legal limits for phthalates were exceeded in many of the
samples analysed, including a large proportion of conveyor belts and gloves. Whilst the proportion
of non-compliant conveyor belts, hoses and gaskets was lower in 2013 and 2014 than in 2008-2009,
the proportion of non-compliant gloves increased, clearly indicating that the legislation was not
being adequately enforced.

The issues cited above clearly reinforce the comments previously made by DEZA that more effective
enforcement of FCM legislation at the national level could be a far more cost-effective method of
reducing the projected combined RCRs that are assumed to exceed 1. As such, the proposed
Restriction contains insufficient justification that it is the most appropriate EU wide measure, also
taking into account that it is based on data which pre-dates the EU wide Authorisation measure
already in place.

Use of DEMOCOPHES data

DEZA previously made the following comment:

“Even if it were correct that Restrictions are warranted, the geographical scope of the proposed
Restriction is inappropriate. The Restriction proposal presents DEMOCOPHES data from 2011-2012
and makes projections to the year 2039 which show that exposure is clearly on the decline. As a
result, only two Member States (Poland and Romania) could be associated with combined RCR values
higher than 1 in mothers and only 6 Member States might be associated with RCR values for
combined exposure higher than 1 in children, under the baseline scenario.”

Of course, in this context we use the word ‘only’ to highlight these results are confined to a minority
of the EU Member States covered by DEMOCOPHES data. We note that the RAC rapporteur has
responded on this point within the RCOM document, that

“There is no reason to assume that the situation in the Member States that did not participate in the
DEMOCOPHES project would be very different from the Member States that participated. Therefore,
it is to be expected that without a Restriction in place, the number of Member States with an RCR >1
in 2039 will certainly be higher than “only” 6”.

24 Phthalates in soft PVC products used in food production equipment and in other food contact materials on
the Danish and the Nordic Market 2013-2014 - Jens Hgjslev Petersen, Lisbeth Kriiger Jensen.
http://orbit.dtu.dk/files/123095037/art 3A10.1186 2Fs40550 016 0026 6.pdf.
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We disagree that it would be certain that RCR’s would be 21 in additional Member States when
there is no data available from said Member States to support this curious assumption, which seems
to completely disregard the effect of the current Authorisation measures (indeed, if Authorisation is
the correct choice of risk management measure, it can be reasonably anticipated that no Member
States should have an RCR >1 in 2039). Such a simplistic extrapolation fails to take into account
national and regional differences which are clearly at play. Thus, reaching the conclusion that there
is a need for Restriction across the EU is premature and contrary to the principles of subsidiarity and
proportionality of the Treaty on European Union. As DEZA has previously highlighted, concerns
arising from biomonitoring results focus on specific countries, typically in the easternmost Member
States (plus Belgium and Spain for children) in 2039, and ignore the impacts of the Authorisation.

We believe that it is important to establish the reasons for this phenomenon which is evidenced in
the old data, to better understand the underlying factors so as to better assess the need for and to
target any further regulatory intervention and ensure the cost-effectiveness of any such
intervention. This is something that the dossier submitter, RAC and SEAC have failed to do. As we
discuss, one of the causes for this situation which may no longer exist, could potentially be due to
the now illegal use of the phthalates as a plasticiser in food grade plastics. If new data established
for the current situation indicate that this is still the case, targeted intervention at national level
would clearly be more cost-effective.

4. DEZA comments on ‘Justification that the Restriction is the most
appropriate EU wide measure’

Enforcement issues

Within the RCOM document, we note that the SEAC rapporteur comments that:

“Regarding enforcement costs SEAC recognises that testing of articles for enforcement of the
Restriction were not taken account in the Background Document. SEAC developed this point in its
opinion and concluded that, under realistic assumptions, these costs are small compared to material
substitution costs”.

Based on the Restriction proposal and the additional calculations undertaken by SEAC within the
draft opinion, DEZA do not believe that the issue of enforcement has been adequately considered.
Realistically, enforcement costs could be considered small compared to material substitution costs
only if they were to be underestimated to the extent that enforcement is rendered inadequate and
thus ineffective.

The SEAC draft opinion highlights uncertainties with regard to the figure of €55,600 for enforcement
costs for Member States. In particular, it is pointed out that this figure only accounts for
administrative costs and excludes analytical costs®. This was not made clear in the original
Restriction proposal.

25 Unfortunately, only within the draft opinion has it become clear that the information was also from an
unpublished report. DEZA has not seen the report.
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We therefore need to address two points:

e The required number of tests; and
e The analytical cost of each test, as this appears to have been disregarded.

As far as the number of tests is concerned the draft opinion highlights that “SEAC carried out an
illustrative scenario calculation of annualised costs, based on an initial 100 samples per Member
State and year”. It is noteworthy that the Swedish Chemicals Agency report?® used to justify SEAC’s
approach to assessing enforcement costs, states that:

“The selection of products for testing is conducted from an enforcement perspective. It is not a
statistical selection, rather articles and products that are judged to have a greater probability of

shortcomings are prioritised”.
Elsewhere, the Swedish Chemicals Agency report similarly states:

“..the selection of article samples for analysis has been made so as to facilitate effective
enforcement, not to survey the market. Such products as may be suspected to contain hazardous

substances have, as a rule, been selected for testing”.

The above indicate that resources are directed to those articles (and Restrictions) where there is
greater risk of non-compliance or where the hazards are considered greater. Given that the scope of
the Restriction being proposed is likely to cover a higher proportion of articles manufactured outside
the EU than other Restrictions, it is likely that more articles will need to be assessed for enforcement
to be effective (compared to other Restrictions where a greater percentage of articles are produced
within the EU).

Regarding the numbers of articles tested, figures included in the report from the Swedish Chemicals
Agency are presented in the table below.

Table 6: Swedish Chemicals Agency figures on tested articles (2014/2015)

Article category No. of articles tested No. of articles non- Non-compliance rate
compliant
Toys and childcare articles 119 18 15.13%
Clothing, shoes and accessories 1,449 230 15.87%
Electrical products 127 49 38.58%
Building materials and furniture 128 6.25%
Sports and leisure equipment 55 7.27%
Chemical products 49 6.12%
Total 1927 312 16.19%
Average (per category) 321 52 16.19%

As can be seen from the table above, the number of tests undertaken by the Swedish authorities is
significantly higher than the figure of 100 per year assumed by the SEAC in its draft opinion (even
when considering that the results cover a two-year period). However, it is also noticeable that there
is significant variation in the number of analyses carried out. As indicated by the Swedish Chemicals

26 The Swedish Chemicals Agency's Analyses in Conjunction with Enforcement 2014-2015.
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Agency, a risk-based approach is taken for targeting those to then be analysed, and there is no basis
for assuming that a particularly low level of 100 samples will be taken for analysis by each Member
State to enforce this particular Restriction, given the very large number of different articles that will
fall under its scope. Interestingly, clothing, shoes and accessories which fall within the scope of the
proposed Restriction were tested far more than any other product category (1449 samples out of
1927).

The report from the Swedish Chemicals Agency also says that “the number of products analysed has
increased in recent years”, so it may be the case that the above figures underestimate future levels
of effort.

The table above also indicates an average non-compliance rate of 16% and all non-compliance rates
indicated in the Swedish example were significantly higher than the 5% assumed in the SEAC
opinion. It is noted that the non-compliance rate for electrical products is as high as 39%. In fact,
the report noted that for the sub-category of “cheap electrical products”, the non-compliance rate
was as high as 55%.

It is therefore possible to reach the following conclusions:

e Enforcement of a Restriction is an important step towards the effective implementation of a
Restriction encompassing consumer products. If the enforcement regimes in Member States
do not result in 100% compliance (which in real life is near impossible to achieve), then the
benefits calculated and presented in the Restriction proposal would not be fully achieved.
For every 1% of phthalates contained articles that are non-compliant, a 1% reduction in the
benefits calculated in the SEAC draft opinion should be assumed. Clearly, the fewer the
number of samples taken and tested, the higher the likelihood of non-compliant products
continuing to be placed on the market;

e Enforcement is very important, particularly in cases where consumer products are primarily
imported from outside the EEA where EEA Member State authorities cannot exercise direct
oversight. This is the case with the types of articles which fall under the scope of the
proposed Restriction (a pertinent example is Table 7 in the Annex which shows every EU
Commission RAPEX notification for ‘phthalates’ in ‘toys’ issued since the first public
consultation deadline associated with the phthalates Restriction report, in September 2016.
96% of the non-compliant articles were imported from outside the EU);

o Non-compliance levels can be high, significantly higher than the assumption of 5% used in
the SEAC draft opinion. A rate of 16% has been shown in Sweden where, due to the
proactive stance of the authorities, market surveillance mechanisms may be presumed to be
much more effective in identifying non-compliant articles than in many other Member
States;

e Numerous studies and data point to limited enforcement of existing legislation relating to
phthalates (again, see Table 7 in the Annex). Consequently, assuming that similar levels of
enforcement would be sufficient to enforce the current Restriction proposal, as is the case in
the SEAC draft opinion, appears misguided. Basing cost estimates of enforcement activities
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on the past levels of effort taken by both national authorities (as well as industry along its
supply chain) will most certainly underestimate the costs involved to enforce the Restriction
adequately; and

e Sweden, a country with a population of ca. 10 million and with a market much smaller than
many other countries in the EEA, collected 1927 samples between 2014/15, as shown above
(NB. the entire EEA of 31 Member States has a population of ca. 514 million). It is difficult to
accept that a number of 100 samples per year per Member State would be sufficient —
indeed, at the early stages of implementation, enforcement efforts would need to be
extensive. It must be appreciated that the higher the number of samples, the higher the
probability that non-compliant articles are removed from the market and the stronger the
deterrent to unscrupulous manufacturers and suppliers placing on the market non-
compliant articles.

In conclusion, the assumption that 100 samples per Member State would suffice, is not supported by
real life situations, past experience of Member States and the enormity of the enforcement task.

Better targeting of Restrictions and better enforcement of existing Restrictions

As compliance with existing Restrictions on toys is still poor, it would be important to first consider
whether inadequate enforcement of this Restriction leads to toys being a significant contributor to
the levels of child exposure to phthalates, alongside food contact materials. In other words, better
enforcement of existing Restrictions alongside measures targeted to the sources of highest exposure
(food and food contact materials, which, importantly, are excluded from the uses applied for
Authorisation) would make a material difference to the control of consumer exposure to phthalates.

On the other hand, as far as the analytical cost of sampling is concerned, comments previously
submitted by DEZA give guidance on how these could be estimated. Based on a study published by
the Danish Environmental Protection Agency?, the analytical cost per sample would be an estimated
€250. If all 31 EEA Member States tested 100 samples per year (the figure assumed in the SEAC
draft opinion), the overall cost would be €250 x 31 x 100 = €0.78 million per year. If a more realistic
number of samples per Member State is assumed (for example, a few hundred per year), the
analytical cost would increase to several million of Euros per year. This more realistic cost is much
higher than the very modest administrative cost assumed in the Restriction proposal.

At present, the true scale of the costs of such enforcement are being ignored.

Industry testing costs

As highlighted within the SEAC draft opinion, the Restriction proposal dismisses the compliance
(testing) costs that would arise for the supply chain as largely irrelevant or otherwise considered
under other cost elements. In relation to testing costs, the proposal states:

27 DEPA - Danish Environmental Protection Agency (2010): Inclusion of HBCDD, DEHP, BBP, DBP and
additive use of TBBPA in annex IV of the Commission’s recast proposal of the RoHS Directive, COWI A/S. Danish
Ministry of Environment, Environmental Project No. 13172010. Authors Maag J, Brandt K, Mikkelsen S, Lassen
C. 87 pp.
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“...although industry would likely continue to conduct testing to ensure compliance, these costs,
whose magnitude is highly uncertain (due to diverse industry practices), are likely largely not
attributable to the proposed Restriction (due to existing practices to monitor the presence of
phthalates in articles under EU regulatory obligation or voluntary policies, e.g., Eco label). Any minor
uncertainties related to societal costs due to testing as a result of the Restriction are already taken
into account in the estimation of the substitution costs of imported articles”.

We do not consider this argumentation justified for the following reasons:

e The proposed Restriction would encompass articles manufactured and supplied by
companies which currently are not concerned with testing. It follows that many more
economic actors, such as importers, would need to spend time and money on testing
products placed on the EU market for all four restricted phthalates. As these actors will
incur the additional testing costs, these additional costs should be taken into account in the
cost benefit analysis;

e It cannot be acceptable that testing costs are incorporated into the estimates of the cost of
substitution. Either substitution takes place (at a cost) and there is no need for testing or
substitution does not take place (or it is uncertain if it has taken place, particularly if the
article is manufactured overseas) and thus testing must be undertaken (at least by law-
abiding economic actors) to ensure compliance;

e Attributing costs of testing to voluntary policies such as the Ecolabel scheme is
inappropriate. To start with, the Ecolabel refers to products and services that hardly relate
to the articles within the scope of the proposed Restriction. See Figure 1 below which
presents the range of products/services that have attained the Ecolabel and compare this to
the list of articles targeted by the proposed Restriction (flooring, coated fabrics and paper,
recreational gear and equipment, mattresses, footwear, office supplies and equipment,
wires and cables, and other articles moulded from or coated with plastic). The overlaps are
minimal, if any at all.

Overall, the uncertainties in the cost estimates are not minor, as claimed in the Restriction proposal.
It is also worth noting the discrepancy between the arguments made in the proposal to statements
made in the SEAC draft opinion.

DEZA would also like to respond more specifically to several of the bullet points on page 24 of the
SEAC draft opinion relating to testing costs:

e “The majority of companies ensure compliance with EU and national legislation primarily
using contractual obligations for the suppliers to abide by the law and by providing
information on the restricted substances to their suppliers”.

We note that there will be additional costs to those under the current regime because the
Restriction applies to all articles as defined and this will require extending current compliance
systems, whatever form they are in. Contractual obligations will need to be incorporated to this
effect, to a wider number of suppliers, requiring additional time, potential translation costs, etc.
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e “Compliance testing by buyers is used in rare occasions, primarily for spot checks. This is
practiced primarily by larger companies”.

We note that given the wider scope of the Restriction proposal, it is likely that additional testing will
be carried out by those companies who already do so through spot checks. Since the legislation may
apply to a wider number of actors, these also may feel it necessary to carry out such spot checks and
therefore additional costs will be incurred.

e “The testing costs are primarily dependant on the frequency of testing. Company practices
are highly diverse and are often dependent on the track record of the international supplier
and the variety of products supplied. Often, international suppliers are required to provide
testing results, which could be used for multiple shipments and buyers”.

The arguments relating to compliance levels that DEZA has provided above clearly apply to this
statement. Also, no information is provided on the numbers of actors that currently carry out
testing nor on the frequency of testing. The opinion simply says that these are uncertain and
therefore disregards them. By doing this, the costs are assumed to be zero which further distorts
the balance between the estimated costs and benefits of the Restriction.

e “It is unlikely that these costs would occur indefinitely in the future. It is feasible to assume
that the need for any testing for phthalates would decline over time with the increased
familiarity with regulatory practices and the decreased incentive to use the four phthalates
instead of their alternatives”.

As indicated above (and previously), significant numbers of toys not complying with regulations have
been found 10+ years since legislation was enacted. There can be no reason to assume the same
would not be true for this proposed Restriction. Therefore, companies importing components or
complete articles will need to be vigilant for a significant time period, possibly decades, after
legislation is enacted and, therefore, future costs should be considered for some considerable time.

e “Dossier Submitter also noted that in a similar case, in the Restriction proposal for NPE in
textiles, testing costs were considered highly uncertain and were not taken into account in
assessing the efficiency of the Restriction”.

We strongly object to this approach and find the justification particularly poor. Just because the
approach in another dossier was inadequate does not justify using such a practice for other cases.
Just because testing costs might be considered highly uncertain this is not an excuse for simply not
taking them into account. Doing so effectively assumes that they are zero, which inevitably results
in an underestimation of the costs, in this case potentially a significant underestimation. Further
work should be carried out to develop reasonable estimates of the extent of these costs prior to
continuing with any proposed enacting of a Restriction for these phthalates (particularly due to the
fact that in the cost-benefit analysis the overall difference between estimated costs and benefits,
despite significant effort to demonstrate that the benefits of the proposed Restriction are greater
than the costs, is not great). Clearly, given that the difference is not large, if appropriate post-
Authorisation data were to be used, these current-scenario data can justifiably be expected to
demonstrate a different cost-benefit ratio, one that demonstrates that Authorisation has worked
and does not support the case for this proposed Restriction.
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Total:2031

Total:2010

Total:1958

Total:1924

Total:1873

g0  TA: Touristaccommodation services
APC: All-purpose cleaners & sanitary cleaners

Lippy: Indoor paints and varnishes

: TP: Tissue paper

50 . HD: Hand dishwashing detergents

g C8: Campsite services

u PP: Printed paper

A LU: Lubricants

B335C: Soaps, shampoos, and hair conditioners
CGP: Copy and graphic paper

. LD: Laundry detergents

. RoC: Rinse-off cosmetics

g "OPV: Outdoor paintsand varnishes

g TE: Textiles

B DD: Detergents for dishwashers

¥ |0PV: Indoor & outdoor paints andvarnishes

¥ 181AD: 18] automatic dishwasher detergents

o : HC: Hard coverings

. *31: Soil improvers
*GM: Growing media
*FW: Footwear

Other: Product groups with less than 9 licences each

*Please note that the validity of these EU Ecolabel product groups expired
and have been replaced by other product groups. See ‘Specificities onthe
reporting periods' for more information.

TE 37

DD: 26

10PV: 61

0 Other: 37 Other: 32 i o Other: 39

Sept. 2014 March 2015 Sept. 2015 March 2016 Sept.2016

Figure 1: Total EU Ecolabel licences per product/service group
Source: http://ec.europa.eu/environment/ecolabel/facts-and-figures.html
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Annex: Non-compliance with existing Restriction on phthalates in toys

Table 7, below, reports every EU Commission RAPEX notification for ‘phthalates’ in ‘toys’ issued

since the first public consultation deadline associated with the phthalates Restriction report, in
September 2016.

Table 7: EU Commission rapid alerts concerning phthalates in toys (issued since the first public consultation
deadline associated with the phthalates Restriction report, in September 2016)

RAPEX
report
number

RAPEX
Report
Date

Alert number

Product

Description

35

02/09/2016

A12/1081/16

Plastic doll set

The head of the small doll contains di(2-
ethylhexyl) phthalate (DEHP) (measured value
22% by weight) and di(2-butyl) phthalate (DBP)

(measured value 0.39% by weight)

35

02/09/2016

A12/1081/16

Plastic doll set

The head of the doll contains di(2-ethylhexyl)
phthalate (DEHP) (measured value 27% by
weight) and di(2-butyl) phthalate (DBP)
(measured value 0.16% by weight).

36

09/09/2016

A12/1090/16

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 30.1% by weight)

36

09/09/2016

A12/1092/16

Plastic doll

The head of the doll contains di(2-ethylhexyl)
phthalate (DEHP) (measured value 34% by
weight).

36

09/09/2016

A12/1105/16

Plastic doll

The head of the doll contains di(2-ethylhexyl)
phthalate (DEHP) (measured value 30% by
weight).

37

16/09/2016

A12/1117/16

Plastic doll with
doctor set

The head of doll contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value 36% by
weight).

37

16/09/2016

A12/1118/16

Plastic doll

The head of the doll contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value 32% by
weight).

38

23/09/2016

A12/1156/16

Plastic doll set

The plastic material of the head of the doll
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value: 8.22 % by weight)

39

30/09/2016

A12/1160/16

Soft plastic
stickers

The stickers contain di-‘isononyl’ phthalate
(DINP) (measured value: up to 9.6% by
weight).

40

07/10/2016

A12/1263/16

False nails

The glue contains dibutyl phthalate (DBP),
which is toxic to reproduction.

40

07/10/2016

A12/1264/16

False nails

The glue contains dibutyl phthalate (DBP),
which is toxic to reproduction.

40

07/10/2016

A12/1217/16

Plastic doll

The head of doll contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value 39.4% by
weight).

40

07/10/2016

A12/1218/16

Plastic doll set
with accessories

The dolls' heads contain bis (2-ethylhexyl)
phthalate (DEHP) (measured value up to 32.32
% by weight).

40

07/10/2016

A12/1219/16

Cooking Playset

The plastic packing bag contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
15.5% by weight) and di-butyl phthalate (DBP)

(measured value: 3.8% by weight).
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40

07/10/2016

A12/1221/16

Plastic doll

The head of the doll contains 38 % by weight
of bis (2-ethylhexyl) phthalate (DEHP) and
0.76% by weight of di-‘isononyl’ phthalate

(DINP).

40

07/10/2016

A12/1225/16

Plastic doll

The head, the legs and the hands of the doll
contain di-(2-ethylhexyl) phthalate (DEHP)
(measured values up to 32.4% by weight) and
the head also contains di-butyl phthalate (DBP)
(measured value: 0.2% by weight). These
phthalates may harm the health of children
causing possible damage to the reproductive
system. In addition they also contain di-
‘isononyl’ phthalate (DINP) (measured values:
up to 12.3 % by weight).Finally, the head of the
doll contains also diisodecyl phthalate (DIDP)
(measured value: 0.18% by weight).

40

07/10/2016

A12/1229/16

Plastic dolls

The plastic material of the dolls contains bis (2-
ethylhexyl) phthalate (DEHP) (measured value
up to 39.3% by weight) and di-butyl phthalate

(DBP) (measured value up to: 1.9%). These
phthalates may harm the health of children,
causing possible damage to the reproductive
system. The product also contains diisodecyl

phthalate (DIDP) (measured value up to: 1.9%)
and di-'isononyl' phthalate (DINP) (measured

value up to: 1.5%).

40

07/10/2016

A12/1232/16

Plastic dolls

The head, the hands and the legs of the doll
with brown hair contain di-(2-ethylhexyl)
phthalate (DEHP) (measured values up to:

41.6% by weight). This phthalate may harm the
health of children, causing possible damage to
the reproductive system. They also contain di-

‘isononyl’ phthalate (DINP) (measured values

up to: 0.8% by weight).

40

07/10/2016

A12/1239/16

Plastic doll

The head of doll contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value 22.7 % by
weight).

40

07/10/2016

A12/1246/16

Plastic doll

The head of the doll contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value: 34 % by
weight).

40

07/10/2016

A12/1249/16

Plastic Doll

The shoes of the doll contain bis-(2-ethylhexyl)
phthalate (DEHP) (measured value 0.5% by
weight) and dibutylphthalate (DBP) (measured
value 12.5% by weight).

40

07/10/2016

A12/1252/16

Doctor play set

The stethoscope tube of doctor play set
contains bis (2-ethylhexyl) phthalate (DEHP)
and dibutylphthalate (DBP) (measured values:
7.1% by weight and 3.4% respectively).

40

07/10/2016

A12/1270/16

Plastic ball

The plastic of the ball contains di-isobutyl
phthalate (DiBP) (measured value 41% by
weight).
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41

14/10/2016

A12/1299/16

Children's chair

The seat contains di-(2-ethylhexyl) phthalate
(DEHP) (measured value 9.31 % by weight).

41

14/10/2016

A12/1273/16

Plastic toy

The toys contains di-(2-ethylhexyl) phthalate
(DEHP) (measured value 13.7% by weight).

41

14/10/2016

A12/1278/16

Plastic doll

The plastic material of the doll’s head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 32.3% by weight)

41

14/10/2016

A12/1282/16

Plastic doll

The plastic material of the doll’s head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 30.6% by weight).

41

14/10/2016

A12/1286/16

Plastic doll

The plastic material of the dolls contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
up to 7.9 % by weight) and dibutylphthalate
(DBP) (measured value up to 0.76 % by
weight). These phthalates may harm the
health of children, causing possible damage to
the reproductive system. In addition, it
contains di-isononylphtalate (DINP) (measured
value up to 1.5 % by weight).

41

14/10/2016

A12/1300/16

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 26.9% by weight).

41

14/10/2016

A12/1303/16

Toy pony set

he plastic material of the pony contains di-(2-
etylhexyl) phthalate (DEHP) (measured value
17% by weight).

41

14/10/2016

A12/1304/16

Plastic doll

The head of the doll contains di-(2-etylhexyl)
phthalate (DEHP) (measured value 26% by
weight).

41

14/10/2016

A12/1308/16

Plastic doll set

The head of the small doll contains di-(2-
etylhexyl) phthalate (DEHP) (measured value
20% by weight).

41

14/10/2016

A12/1309/16

Plastic toy set

The pink pony contains di-(2-etylhexyl)
phthalate (DEHP) (measured value 26% by
weight).

43

28/10/2016

A12/1385/16

Toy gun

The projectiles contain di-(2-
ethylhexyl)phthalate (DEHP) (measured value:
7.7 % by weight) and dibutylphthalate (DBP)
(measured value: 15 % by weight).

43

28/10/2016

A12/1386/16

Toy gun set

The plastic of the projectiles contains di-(2-
ethylhexyl)phthalate (DEHP) (measured value
8.7% by weight) and dibutylphthalate (DBP)
(measured value 14% by weight).

43

28/10/2016

A12/1387/16

Plastic doll

The plastic of the doll contains di-(2-
ethylhexyl)phthalate (DEHP) (measured value:
33% by weight).
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43

28/10/2016

A12/1388/16

Plastic doll and
pony

The plastic of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
31 % by weight). This phthalate may harm the
health of children, causing possible damage to

the reproductive system. In addition, it
contains di-isononylphtalate (DINP) (measured
value: 5% by weight).

44

04/11/2016

A12/1398/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
9 % by weight).

44

04/11/2016

A12/1405/16

Loomband kit

The plastic material of the charms contains
di(2-ethylhexyl)phthalate (DEHP) (measured
value: up to 12% by weight).

45

11/11/2016

A12/1468/16

Plastic doll set

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
34.7% by weight).

45

11/11/2016

A12/1469/16

Toy police set

The suction cups contain di-(2-ethylhexyl)
phthalate (DEHP) and dibutyl phthalate
(DBP) (measured values >1% by weight). These
phthalates may harm the health of children,
causing possible damage to the reproductive
system. They also contain di-isononyl
phthalate (DINP) (measured value 0.12% by
weight).

46

18/11/2016

A12/1492/16

Kitchen play set
with doll

The plastic material of the doll contains di-(2-

ethylhexyl) phthalate (DEHP) (measured value:

15.7% by weight) and di-butyl phthalate (DBP)
(measured value: 0.18 % by weight).

46

18/11/2016

A12/1493/16

Water pistols

The toys contain di-(2-ethylhexyl) phthalate
(DEHP) (measured value: >20% by weight).

47

25/11/2016

A12/1525/16

Plastic doll set

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
4.83 % by weight).

47

25/11/2016

A12/1540/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
16.3 % by weight).

48

02/12/2016

A12/1563/16

Decorative soap
with plastic duck

The plastic material of the duck contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
26% by weight).

48

02/12/2016

A12/1547/16

Plastic doll set

The plastic material of the dolls contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
more than 20% by weight).

48

02/12/2016

A12/1548/16

Plastic doll set

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
more than 20% by weight).

48

02/12/2016

A12/1556/16

Princess fancy
dress set

The plastic material of the handbag contains

cadmium (measured value: 1300 mg/kg) and

di(2-ethylhexyl)phthalate (DEHP) (measured
value: 0,32%).
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48

02/12/2016

A12/1557/16

Pony with
accessories

The plastic material of the toy contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
15.8% by weight).

48

02/12/2016

A12/1565/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
25.5% by weight). This phthalate may harm the
health of children, causing possible damage to
the reproductive system. In addition, it
contains di-isononyl phthalate (DINP)
(measured value 14.3% by weight).

48

02/12/2016

A12/1567/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
28.6% by weight).

48

02/12/2016

A12/1578/16

Plastic doll set

The plastic material of the dolls contains di-(2-
ethylhexyl) phtalate (DEHP) (measured value
more than 20% by weight).

48

02/12/2016

A12/1579/16

Plastic doll with
accessories

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
more than 20% by weight).

48

02/12/2016

A12/1580/16

Water pistols

The plastic animal heads on the toy contain di-
(2-ethylhexyl) phthalate (DEHP) (measured
value more than 20% by weight).

49

09/12/2016

A12/1603/16

Plastic doll set

The plastic material of the dolls contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
up to 33.1% by weight).

49

09/12/2016

A12/1604/16

Plastic doll

The plastic material of the doll/the shoes
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value up to 3.7% by weight).

49

09/12/2016

A12/1616/16

Plastic doll

he plastic material of the dolls contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
up to 30% by weight).

49

09/12/2016

A12/1618/16

Plastic doll set

The plastic material of the dolls contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
30% by weight).

49

09/12/2016

A12/1619/16

Plastic dinosaur

The dinosaur contains di (2-ethylhexyl)
phthalate (DEHP) (measured value 28% by
weight) and di-butyl phthalate (DBP)
(measured value: 0.37 % by weight).

50

16/12/2016

A12/1648/16

Plastic doll

The head of the doll contains di (2-etylhexyl)
phthalate (DEHP) (measured value 30% by
weight).

50

16/12/2016

A12/1659/16

Plastic doll

The head of the doll contains di (2-etylhexyl)
phthalate (DEHP) (measured value 30% by
weight).

50

16/12/2016

A12/1670/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
9.4% by weight).
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50

16/12/2016

A12/1681/16

Plastic doll set

The head of the doll contains di-(2-etylhexyl)
phthalate (DEHP) (measured value 30% by
weight) and di-(2-butyl) phthalate (DBP)
(measured value 0.134% by weight).

51

23/12/2016

A12/1711/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
25% by weight).

51

23/12/2016

A12/1712/16

Plastic dolls

The plastic material of the doll and the
snowman contains di-(2-ethylhexyl) phthalate
(DEHP) (measured value up to 32.4% by
weight).

51

23/12/2016

A12/1721/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
33% by weight).

51

23/12/2016

A12/1722/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
31% by weight).

51

23/12/2016

A12/1723/16

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
up to 27% by weight)

51

23/12/2016

A12/1736/16

Inflatable beach
ball

The plastic film of the ball contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
27.9 % by weight)

51

23/12/2016

A12/1737/16

Fancy-dress mask

The inside part of the mask contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
22.9% by weight).

51

23/12/2016

A12/1740/16

Plastic doll

The plastic of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
44.9% by weight).

51

23/12/2016

A12/1741/16

Plastic toy

The plastic material of the horses contains di-
(2-ethylhexyl) phthalate (DEHP) (measured
value: 13.6% by weight).

13/01/2017

A12/0002/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 28.6% by weight).

13/01/2017

A12/0003/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 28.4% by weight).

13/01/2017

A12/0004/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 28.1% by weight).

20/01/2017

A12/0057/17

Toy scooter

The plastic of the grips contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
4.6% by weight) and dibutyl phthalate (DBP)
(measured value 0.4 % by weight).

03/02/2017

A12/0075/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 25.5% by weight).

03/02/2017

A12/0078/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 29.5% by weight).

29






Table 7: EU Commission rapid alerts concerning phthalates in toys (issued since the first public consultation
deadline associated with the phthalates Restriction report, in September 2016)

RAPEX
report
number

RAPEX
Report
Date

Alert number

Product

Description

27/01/2017

A12/0107/17

Soap bubble toy

The soft part of the bubble blowing fingers
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value: 7.4% by weight).

27/01/2017

A12/0110/17

Toy gun set

The red suction cups contain bis(2-ethylhexyl)
phthalate (DEHP) (measured value: 7.3 % by
weight) and dibutyl phthalate (DBP) (measured
value 19 % by weight). They contains also di-
isononyl phthalate (DINP) (measured value: 1.5
% by weight).

27/01/2017

A12/0116/17

Plastic strings

The plastic strings contain di-(2-ethylhexyl)
phthalate (DEHP) (measured value up to 22%
by weight).

27/01/2017

A12/0120/17

Key ring

The plastic material of the orange dinosaur
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value 37 % by weight). This
phthalate may harm the health of children,
causing possible damage to the reproductive
system.

In addition, it also contains di-isononyl
phthalate (DINP) and di-isodecylphthalate
(DIDP) (measured values: 13% and 2,3 % by
weight respectively).

10/02/2017

A12/0152/17

Carnival Mask

The plastic material of the inside part of the
mask contains di-(2-ethylhexyl) phthalate
(DEHP) (measured value 0.3% by weight).

10/02/2017

A11/0017/17

Goalkeeper
gloves for
children

The synthetic rubber/plastic on the palm side
of the gloves contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value 22% by
weight).

10/02/2017

A11/0018/17

Goalkeeper
gloves for
children

The synthetic rubber/plastic in the back (dorsal
side) of the gloves contains di-(2-ethylhexyl)
phthalate (DEHP) (measured value 22% by
weight)

17/02/2017

A12/0175/17

Babies' sleeping
bag

The black textile (with plastic laminate on the
back) and the anti-slip knobs on the back of
the sleeping bag contain di-(2-ethylhexyl)
phthalate (DEHP) (measured values up to 6%
by weight).

17/02/2017

A12/0176/17

Babies' sleeping
bag

The anti-slip knobs on the back of the sleeping
bag and the "Troller" plastic label contain
bis(2-ethylhexyl) phthalate (DEHP) (measured
value: 11% and 0.5% respectively).

17/02/2017

A12/0177/17

Babies' sleeping
bag/foot warmer

The anti-slip knobs on the back of the sleeping
bag contain di-(2-ethylhexyl) phthalate (DEHP)
(measured value: to 5.4% by weight).

17/02/2017

A12/0178/17

Babies' sleeping
bag/footmuff

The anti-slip knobs on the back of the sleeping
bag contain bis(2-ethylhexyl) phthalate (DEHP)
(measured value: 9%).
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17/02/2017

A12/0180/17

Bath Animals

The plastic material of the toy contains di-(2-

ethylhexyl) phthalate (DEHP) (measured value

10.5% by weight) and dibutyl phthalate (DBP)
(measured value 2.4 % by weight).

03/03/2017

A12/0261/17

Glow stick

The plastic material of the tiger's head
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value 10.3 % by weight).

11

17/03/2017

A12/0302/17

Plastic dolls

The plastic material of the dolls contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
17.2% by weight).

11

17/03/2017

A12/0306/17

Toy police set

Moreover, the product contains di-(2-
ethylhexyl) phthalate (DEHP) (4% by weight)
and dibutyl phthalate (DBP) (23% by weight).

11

17/03/2017

A12/0313/17

Wooden toy

The transparent varnish and the printed
coatings on the wood contain benzyl butyl
phthalate (BBP) (measured value up to 1.27 %
by weight).

11

17/03/2017

A12/0315/17

Plastic dolls

The plastic material of the dolls' heads
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value more than 20% by weight).

This phthalate may harm the health of

children, causing possible damage to the
reproductive system.

11

17/03/2017

A12/0318/17

Toy dinosaur

The plastic material of the toy contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
45.8% by weight).

11

17/03/2017

A12/0319/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 38 % by weight).

11

17/03/2017

A12/0321/17

Plastic doll

The plastic material of the doll's head contains
di-(2-ethylhexyl) phthalate (DEHP) (measured
value 16.4 % by weight).

13

24/03/2017

A12/0372/17

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
34.3% by weight).

13

24/03/2017

A12/0378/17

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
16.6% by weight).

13

24/03/2017

A12/0379/17

Plastic doll set

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
12% by weight).

14

07/04/2017

A12/0407/17

Plastic toys

The plastic material of the toys contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
up to 0.5 % by weight).

14

07/04/2017

A12/0432/17

Plastic dolls

The plastic material of the dolls' heads
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured values more than 20 % by weight).
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14

07/04/2017

A12/0436/17

Toy police set

The plastic suction cups contain di-(2-
ethylhexyl) phthalate (DEHP) (measured value
4.1 % by weight) and dibutyl-phthalate (DBP)

(23% by weight).

14

07/04/2017

A12/0437/17

Toy gun set

The plastic suction cups contain di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
4.6 % by weight) and dibutyl-phthalate (DBP)
(measured value: 21% by weight).

15

14/04/2017

A12/0488/17

Plastic doll

The plastic material of the doll's head contains
di(2-etylhexyl) phthalate (DEHP) (measured
value 34% by weight).

15

14/04/2017

A12/0489/17

Plastic doll

he plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
25% by weight) and di-butyl phthalate (DBP)
(measured value: 0.3 % by weight).

16

21/04/2017

A12/0505/17

Plastic doll

The plastic material of the doll's head contains
di(2-ethylhexyl) phthalate (DEHP) (measured
value 35% by weight).

16

21/04/2017

A12/0520/17

Doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value
34.4 % by weight).

16

21/04/2017

A12/0525/17

Plastic doll

The plastic material of the doll contains di-(2-
ethylhexyl) phthalate (DEHP) (measured value:
26% by weight) and di-butyl phthalate (DBP)
(measured value: 0.2 % by weight).

16

21/04/2017

A12/0526/17

Plastic doll set

The plastic material of the dolls' heads
contains di-(2-ethylhexyl) phthalate (DEHP)
(measured value up to 34% by weight).

16

21/04/2017

A12/0527/17

Plastic doll

The plastic material of the doll's head contains
di(2-etylhexyl) phthalate (DEHP) (measured
value 11% by weight).

18

05/05/2017

A12/0592/17

Plastic toy

The plastic material of the chicken contains di-
(2-ethylhexyl) phthalate (DEHP) (measured
value more than 25 % by weight).

Source: https://ec.europa.eu/consumers/consumers_safety/safety products/rapex/alerts/

As can be seen, there continues to be numerous reports of RAPEX notifications (on an almost weekly
basis) despite the phthalates ban in toys which entered force in 2005. It is also noteworthy, that
there has been no significant reduction in the number of notifications to the RAPEX system over
time. In fact, the number of notifications has risen, as can be seen from Figure 2. It should also be
emphasised that over 96% of these RAPEX notifications are associated with a non-EU ‘country of

origin’.
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Figure 2: Number of RAPEX notifications per year*
*Based on a search of the RAPEX Alert System Database of “Phthalate” in product categories
‘Childcare articles and children’s equipment’ and ‘toys’

As mentioned previously, the fact that phthalates are continuing to be found in quantities in excess
of the legal limits indicates that enforcement activities (on both the part of industry as well as
national authorities) have proved insufficient or unable to eliminate their use above legal limits.
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Clarification for ECHA SEAC concerning
the derogation for boots and wellingtons
containing Soft PVC Recyclate

In a previous position paper the European Plastics Converters (EUPC) requested a derogation
for boots with an interior lining as the overall contribution of this application to the overall risk is
very limited and would have a disproportionate economic impact on several highly
specialised plastics converters. This request was rejected on the grounds that it would be
difficult to enforce and result in only a 1 — 2% increase in the cost price of a typical pair of
boots. In this 2-Pager we will try to clarify that this 1 — 2% cost increase can have consequences
for a converting company.

The background documentation states:

As an illustration, take Wellington boots, which cost between €15 and €50 a pair, depending
on the quality, design etc. A pair weighs about 1 kg. If the price of raw material increased by
€0.35/kg (i.e. €350/t) the material costs of the boots would increase by about 1-2%, if DEHP
containing recycled PVC could not be used in the boots as a result of the proposed restriction.
The price of boots using rubber or DEHP free (virgin) PVC would be unaffected.

The illustration assumes that all value of a pair of Wellington boots is added by a single legal
entity, which sells directly to consumers. This is far from reality. In general, a significant share of
the value added of products is incurred by design and marketing activities!, the plastics
converting companies in question add just a fraction of the total sales value.

Apart fromm comparing the raw material price increase with the value added by the converter
one should consider the fact that it is not the revenue of the converter that determines if the
company performing this economic activity continues to exist. The continued existence is only
guaranteed if the company produces a profit. As distributors and retailers (i.e. the parties
adding value through marketing activities) are unlikely to accept price increases and labour
cost being inflexible, the increased raw material cost is likely to reduce the share of value
captured by the company profits. Such a reduction would likely result in a situation where
company profits would become negative, which forms a fundamentally unsustainable
proposition; thus likely resulting in the closure of production facilities.

To illustrate this EUPC has collected information on a particular value chain in one
geographical area, anonymised the data and hereby provides this as a case study for

1 For example an iPod with a retail price of $299, 10% is estimated to be captured by distributors and an
additional 15% is estimated to be captured by retailers, while the gross profit margin of Apple was
estimated to be 27% leaving just 48% of the value to be captured in the manufacturing process. Dedrick
et al. (2009) - Who profits from innovation in global value chainse: a study of the iPod and notebook PCs
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consideration by SEAC (supporting unanonymised date will be provided in a
confidential annex).

Case Study: Recycling Value Chain resulting in Boots

An overview of the Recycling Value Chain can be found in Figure 1. In short, a Soft PVC
Recycler/Compounder takes in cable waste and performs a compounding activity to
produce a ready to use compound for the plastic converter. The Plastic Converter produces
boots, which are sold to distributors/retailers, which sell to consumers.

Soft PVC
Recycler/Compounder

Cable Waste

Plastic Converter

Distributors/Retailers Consumers

Figure 1 Structure of the Recycling Value Chain resulting in Boots

Soft PVC Recycler/Compounder: Company A

In an interview with a consultant duly authorised by company A to report the activities of
Company A, EUPC learned that the plastics material from cable waste is available for free, as
alternatively it would have be landfiled or incinerated which carries costs. Company A
processes the cable waste and adds a plasticiser in a compounding operation. The resulting
material is sold for around 500 — 600 €/ton.

Content of DEHP

The material that Company A receives has a varying quantity of DEHP. Over the past 4 years
this concentration has ranged from 2.24 — 7.31%, with a seemingly downward trend. Historically,
the company would add 30 - 40% DEHP to produce a compound that resulted would meet
the technical/mechanical requirements of the customer Company B. Since some time, the
producer has switch to DOTP to achieve the required mechanical properties, which means
DEHP content in the finished article will be lower than in the incoming waste. This means DEHP
content would not exceed 5% (w/w) in the finished article.
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Plastic Converter: Company B

EuPC interviewed the CEO of Company B and obtained the most recent financial statement
from Company B. The plastic converter purchases the compound almost exclusively from
Company A for the price of 600 — 700 €/ton (in the remainder of this documents an average
value of 650 €/ton is assumed). The company would be able to purchase virgin material for a
cost of 1300 €/ton. Roughly 80% (w/w) of the raw material cost is recycled compound from
Company A. Company B sells roughly 45% of its products info what can be considered as
faling under the scope of the proposed restriction. Thus 36% of its raw material cost would
double in the event the restriction triggers it to be forced to switch to virgin material.

Effect of Restriction

The effect of the price increase for the converter would be a doubling of 36% of its raw
material cost. In the highly competitive market for boots there is little to no possibility to offset
this cost by increasing prices, otherwise the company would already have done so to
maximise profits. The effect has been simulated in the income statement from 2015 and
reveals that the gross profit margin would drop from 7% to —13% resulting in bankruptcy and
the loss of 35 — manufacturing jobs (see confidential annex).

Distributors and Retailers

Distributors and Retailers purchase the boots fromm company B. Distributors and Retailers also
have the option to purchase boots on the highly competitive world market. Currently, the
boots produced by Company B are an attractive option. However, if the cost of a pair of
boots goes up it would likely opt for alternative suppliers from countries where labour costs are
lower in order to maximise profits. As the core competence of a distributor or retailer is the
purchase of goods at the lowest possible price and the sale at a higher price it is highly
doubftful that it would continue to purchase boots from Company B.

The feasibility of using Post-Industrial waste

It should be noted that within this value chain, a significant volume of soft PVC from cable
waste is recycled that would otherwise end up being incinerated and/or landfilled. Although
not ideal from an environmental perspective, a switch from post-consumer to post-industrial
waste was considered, whereby the material would be bought on the secondary market.

One first observation obtained from the CEO of Company B was that the secondary market is
currently very tight, i.e. demand appears to be greater than supply. This situation has
developed due to:

e Firstly, the relatively high price of raw material has resulted in an increase in the uptake
by plastics converters in in-house recycling technology. This means that instead of
selling scraps on the secondary market companies are increasingly reintfroducing this
material in their own production facilities

e Secondly, within the secondary market there is increased demand from China, which is
driving up the prices significantly.
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Furthermore, there is seasonal variation in supply which would result in a situation
whereby the company would not be able to purchase sufficient raw material during the off
season.

Lastly, as the volume of soft PVC that is handled in this value chain is so great the local
secondary market would react to the entrance of this new participant by increasing prices,
which are currently already at a level which would not permit the continued existence of
Company B.

All of the above results in a situation whereby reorientation of the value chain to the post-
industrial market is not a viable option.

Request for a derogation

As presented in the case study above, the effect of this restriction for companies producing
boots is not an insignificant price increase of 1 — 2%, but rather a substantial cost increase that
threatens the future of the company in question. In the presented case study, we are talking
about a likely bankruptcy scenario whereby 35 — 50 jobs? are at stake, millions of euro in
economic activity is threatened, and thousands of tons of cable waste material will be
landfilled and/or incinerated. Therefore, EUPC considers the socio-economic impact of a
derogation for boots significant enough to justify a derogation.

Regarding the enforceability of the restriction, which was mentioned as a reason not to
provide this restriction, the converter would have to prove that it is purchasing raw material
from a recycler/compounder or buys post-consumer waste.

2In an earlier EUPC paper we estimated the effect to encompass 50 — 100 workers as this case study is
an example of the effect this restriction can have on one company, while several companies are likely
to be affected.
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[redacted information]

Avenue de Cortenbergh 71 - B-1000 Brussels ® Phone: +32 (0)2 732 41 24 « Fax: +32 (0)2 732 42 18
info@eupc.org ¢« www.plasticsconverters.eu



mailto:info@eupc.org

http://www.plasticsconverters.eu/




image6.emf
ref_317.pdf


ref_317.pdf
Position Paper

ORGALIME

Brussels, 22 May 2017

RESPONSE TO ECHA CONSULTATION ON
SEAC DRAFT OPINION ON THE PROPOSAL FOR A NEW REACH
RESTRICTION ON 4 PHTHALATES IN ARTICLES

Orgalime thanks ECHA for the consultation on its Socio-Economic Assessment Committee’s
(SEAC) draft opinion on a proposal for a REACH restriction on articles containing the four
phthalates DEHP, DBP, BBP and DIBP in concentrations equal to or greater than 0.1% by weight.

Orgalime reiterates that the RoHS Directive already restricts the use of DEHP, DBP, BBP and
DIBP in electrical and electronic equipment (EEE) with a maximum 0.1% concentration values
tolerated by weight in homogeneous materials, following the adoption of Commission Delegated
Directive (EU) 2015/863 of 31 March 2015 amending the list of RoHS restricted substances in
Annex Il

Orgalime would therefore like to express its general support for point 3d) in the text of the draft
restriction. Point 3 lists articles that would be excluded from the scope of the restriction. Indent d)
refers to EEE covered under Directive 2011/65/EU on the restriction of the use of certain
hazardous substances in electrical and electronic equipment (RoHS Directive).

However, since the reworded draft REACH restriction now suggests to be applied not only to
certain articles but also_any parts thereof, this approach should be also reflected in the
subparagraph 3d) to further on ensure legal consistency. This is well suggested for paragraph 3c)
but not 3d).

Therefore, similarly to paragraph 3c) the notion “or components for such equipment” should also
be added to paragraph 3d) regarding EEE covered by the RoHS Directive.

Orgalime, the European Engineering Industries Association, speaks for 41 trade federations representing the mechanical, electrical,
electronic, metalworking & metal articles industries of 24 European countries. The industry employs some 10.9 million people in the EU
and in 2015 accounted for more than €1,900 billion of annual output. The industry accounts for over a quarter of manufacturing output
and a third of the manufactured exports of the European Union.

www.orgalime.org

ORGALIME aisbl | BluePoint | Boulevard A Reyers 80 | B1030 | Brussels | Belgium
Tel: +32 2 206 68 83 | e-mail: secretariat@orgalime.org
Ass. Intern. A.R. 12.7.74 | VAT BE 0414 341 438
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Manufacturers Association

To whom it may concern

Brussels, May 2017

SUBJECT: ACEA COMMENTS ON THE PUBLIC CONSULTATION ON SEAC’s
DRAFT OPINION FOR THE RESTRICTION PROPOSAL OF DIISOBUTYL PHTHALATE
(DIBP), DIBUTYL PHTHALATE (DBP), BENzYL BUTYL PHTHALATE (BBP),
BIS(2-ETHYLHEXYL) PHTHALATE (DEHP)

The European Automobile Manufacturers’ Association (ACEA) represents the fifteen Europe-based car,
van, truck and bus makers: BMW Group, Daimler, DAF, Fiat, Ford of Europe, General Motors Europe,
Hyundai Motor Europe, Iveco, Jaguar Land Rover, PSA Peugeot Citroén, Renault, Toyota Motor Europe,
Volkswagen Group, Volvo Cars and Volvo Group.

We have contributed to the consultation on the above mentioned phthalates before and would like to
reiterate that it is our understanding that it is the goal of REACH Restrictions to address unacceptable
risks to human health or the environment, arising from the manufacture, use or placing on the market of
substances. As we have explained and will explain again we can exclude any potential risk either caused
by exposure through skin contact or by inhalation as of the time a restriction will be applied.

Regarding Clause 1a - Exposure via skin contact

Based on actual assessments ACEA members can confirm that they do not have any articles in a vehicle
that contains one of the four phthalates and giving rise to prolonged skin contact during regular use.

We have also evaluated spare parts that may fall under this clause and can confirm that potentially only
a very small number of spare parts would have potential for prolonged skin contact. These particular
parts are not safety critical and volumes are so low that substitution for these spare parts would be
possible.

Therefore, an exemption for spare parts with a potential exposure through skin contact would not be
required.

Regarding Clause 1b - Exposure via inhalation.

ACEA members test the interior air of their vehicles according to the requirements of different regions.
The Japanese Manufacturers Association (JAMA) has a requirement for DEHP in interior air of 120pg/m3.
During testing by our members, we are consistently well below an interior threshold of 100ug/m3.

For an interior air concentration of 100ug/m3, exposure to DEHP is well below the DNEL of
0.034mg/kg/bw/day under normal and reasonably foreseeable conditions. This has been measured and
documented over a large number of measurements in the vehicle interior. According to these results no
problems or potential risks were reported.

We therefore concluded that there is no risk caused by a potential inhalation of the Phthalates in the
interior of our vehicles and thus that we are not impacted by the clause 1b.

It has been however explained by ECHA that this reasoning cannot be supported and will subsequently
not be considered in applying / enforcing? the restriction.
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ACEA still has difficulties to understand this reasoning as the main reason of the restriction is to reduce
the risk that can be caused by the related substance and our members can ensure that prolonged skin
contact during regular use can be excluded and potential emissions to interior air are well below the
above mentioned DNEL. The current interpretation of the draft text therefore stands in contradiction to
the overall objectives of the REACH Restriction.

Sometimes these materials (polymers and plastics, e.g. polyvinylchloride (PVC)) require the use of
plasticizers, many of them are phthalates that increase the elasticity and durability of a material.
Phthalates have been important and are widely used plasticizers in automotive products for many years.
Due to flexible polymers, today’s vehicles are more safe, comfortable and longer lasting.

The automotive industry is committed to phasing out the use of the phthalates Diisobutyl phthalate
(DIBP), Dibutyl phthalate (DBP), Benzyl butyl phthalate (BBP), Bis(2-ethylhexyl) phthalate (DEHP) in
current production vehicles by 2022. DEHP is by far the most abundant of these phthalates in our
materials, accounting for more than 90% of the four phthalates in our vehicles and primarily used as
plasticizer in PVC.

Although DEHP has been one of the prominent phthalates used in our industry, its use has significantly
declined over the past 5 years, starting with the voluntary actions of the chemicals producers and
product manufacturers in certain markets and gaining speed with the inclusion of DEHP onto the REACH
Authorisation List.

In most of the parts produced in Europe the use of the concerning phthalates has already been reduced
to a minimum or stopped completely. The vast majority, if not already all of the potentially affected
parts are imports from non-EU countries.

The automotive vehicles covered by this declaration include cars, trucks and buses. The most relevant
applications are wiring harnesses, sealings, components in electric/electronic equipment and artificial
leather applications.

For serial production, ACEA members are already well into the process of substituting the four
phthalates in question and will have completed this task by 2022 at the very latest.

As this is already a substance of focus for the automotive industry, we believe that we are well prepared
to meet these challenges for new models — our biggest concerns are the implications for the following:

1. EU running series vehicles (still in production) and spare parts for these vehicles.
2. Vehicles and spare parts imported from non-EEA areas.
3. Service parts on stock and legacy service parts.

EU Running Series.

Vehicles that are still in volume production in the EU were designed several years ago and they still may
contain phthalates in a number of applications. These vehicles are likely to be replaced with newer
models within subsequent years. The four phthalates in scope are already being phased out for newer
models, so these models will be free from these plasticizers.

The industry has furthermore already started to replace the substances in running production.
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Due to global nature of the automotive industry, the time required for development, validation and
testing of parts including for safety-relevant applications and other mandatory standards, a timeframe of
five (5) years is required to responsibly reengineer parts. Many items, such as O-rings, insulators,
washers, hoses and wiring harnesses, parts in steering columns, trim components, carpeting, seats,
mirror assemblies, console assemblies, window regulators, and instrument panels contain one or more
of the 4 phthalates proposed for regulation in their imported subcomponents and need to be
reengineered. Itis not feasible to reengineer all of these parts in the time proposed by ECHA. Also
retrofitting is not possible in many cases.

In particular, for importing parts and vehicles we currently cannot estimate if substitution in all
applications is technically feasible.

However, as previously reported, ACEA members do not have any articles in a vehicle that contains one
of the four phthalates and giving rise to prolonged skin contact during regular use therefore the
exposure risk to vehicle passengers is minimal.

Vehicles and spare parts imported from non-EEA areas.

The main producers of the phthalates in scope are now located outside of Europe and it follows that
parts and vehicles produced in these regions could potentially contain more phthalate applications.
Sufficient time should be given for these vehicle producers to comply with the restriction proposals.
Depending on the required testing and evaluation of the part application or the entire vehicle a redesign
can take between 3-5 years This would need to be factored in to the entry into force date which must
not be earlier than 2022. This timescale is needed due to the number of affected parts and the validation
required to move to suitable alternatives within the entire supply chain.

Without such a derogation, new materials in older applications cannot be fully evaluated and may
present an unacceptable risk during substitution. As vehicle manufacturers will remain to be responsible
for the safety and functionality of the spare parts they are providing to their customers sufficient testing
and validation during the (re)development of spare-parts with compliant substitutes is considered to be
paramount.

In order to ensure the current EU fleet can be repaired, a derogation for legacy service parts intended for
vehicles produced before the date of enforcement will be required (see below).

We furthermore request to consider all replacement/service parts designed for vehicles that are
manufactured before the restriction deadline in the exemption. In addition to the reasons listed above
for production vehicles, replacement parts for many of the types of components that will be affected by
this regulation are produced in bulk during or at the end of a vehicles production cycle. Requiring those
parts to meet the proposed restriction date for the 4 phthalates would cause OEMs to have to scrap pre-
built parts and re-engineer parts for vehicles that are out of production which is impracticable and
results in increased waste and expense.

Legacy service/spare parts

Automotive manufacturers commit to replacing the parts of their models for up to 20 years after the
vehicle has ceased to be manufactured. For different reasons the resulting spare part demands cannot
be satisfied through stockpiling (corrosion, aging, etc.). Instead such Legacy Spare parts (Parts for
vehicles which have ceased mass production) is continued by SME’s in very low volumes. In the vast
majority of cases, the SME does not have the knowledge of the implications of changing a material, nor
are they able to afford the costs of the re-validation that would be required. It is also important to note
that the vehicles for which the legacy spare parts will be produced are no longer available if testing on
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vehicle level is required. This has led to the “Repair as Produced” discussions in the EU, relating to the
REACH legislation. Again, this issue was also recognised within the ELV-directive 2000/53/EC, which was
resolved by Commission decision 2005/438/EC which grants the repair as produced-principle.

In order to meet the commitment to ensure the availability of suitable spare parts for many models, the
continued use of the four phthalates in scope in replacement legacy spare parts should be permitted.

For spare parts the substances are still needed as there is not the opportunity to fully evaluate
alternatives in all vehicle applications.

Accurate tonnages for the four phthalates in scope are impossible to predict accurately for the following
reasons:

= Supply Complexity - several thousand operators / SMEs are producing spare parts in very small
volumes for thousands of vehicles that are no longer produced.

= There is no steady demand for individual spare parts containing the subjected phthalates (they are
ordered when they are required).

= Accuracy and completeness of reported data from the supply chain for legacy spare parts varies as
they were also designed before or during the early stages of our reporting activities.

Due to the latest information on ACEA members elimination activities for the four phthalates will be
completed 2022 for current production. Due to the limited time frame it was not possible to calculate a
reliable annual tonnage of phthalates for the use in spare parts in the EU.

As already calculated for general demands of spare parts it can be stated that the amounts of the
substances required are significantly decreasing over time. Usually more than 90% of the LSPs have a
demand volume below 1000 units/a and around 75% have a demand volume even 100 units/a calculated
on a basis of 1 Mio vehicles in the reference period (with thousands of individual parts).

OEM & Suppliers Supplier / SME
Intensive Production equipment F:::__:_J___:__________:,\
testing Design specifications r

SOP: Start of Production
EOP: End of Production
Product and
Process
Validation

SOP Serial Production EOP

volume

Legacy

Spare Parts Production
| time >

Certification
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The role of testing:

Alternatives have to be assessed on a case by case basis to understand the most effective alternative
substance for the application, including all interactions with surrounding materials, physical conditions
etc.

There is no way to completely eliminate the application of the four subjected phthalates from legacy
spare parts without jeopardising consumer safety for certain applications.

Tests can’t be performed by the suppliers

Identify Identify Send Material Part System Vehicle Vehicle
vehicle Vehicle requirements Design and Manufacture Manufacture Build and Sign-offand
market and Attributes. to component testing. and testing. and testing. Verification certification.
budget. How will it supplier in Does it meet Does it meet Does the part Includes
look? “Request For requirements requirements work in the Vehicle OK to sell to
How will it Quotation™ ? ? system? Level tests public
drive? It needs to do Can I make it Do parts —e.g. crash
What Engine? this function. to quality and pass System tests.
e.g. volume? tests?
Agree Budget It must not Do parts pass (e.g. engine
—we will contain Deca- component test)
need €450m BDE tests?
to deliver

END (+48)

Main testing phases

Note: Typical development timelines can vary between 4-6 years

Beside the considerable demand of time and testing capacity also costs have to be considered.

It costs between €20,000 - €150,000 for material testing to introduce a new material into automotive
applications. These costs do not include any system / vehicle level validations. Vehicle validation costs
can be kept to a minimum if the automotive industry is able to introduce new materials in the
development of a new vehicle (rather than current production changes) as these vehicle validations are
part of the normal vehicle development process.

The estimations below are only a very rough estimation. Due to the limited time we were not able to
validate the figures with a broader variety of our members and therefore our reply can only give an
order of magnitude.

However the figures and processes below are a first expert-opinion giving an indication of how relevant
the problem would be for our industry.
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#1 New developments

release /validation

of new materials and new semi-finished products

Process step

Average costs [€]

Administrative issues of product, (e.g change of the part
numbers, ...)

10,000

Test of product / material (upper costs if lifetime and ageing
have to be assessed)

3,000 - 50,000

Process validation and line trials at suppliers facilities (can
they produce the parts to the right quality and quantity?)

5,000 - 50,000

Functional testing of parts & test reports

3,000

Test of part inference with components in the surrounding
area & test reports ( migration)

5,000

IN TOTAL (per material semi-finished product)

20,000 - 150,000

After that the components are tested during total vehicles
development and are approved

#2 Changes in current application

Process step

Average costs [€]

Administrative issues ( product data, changes of drawing /
specifications quality control issues)

10,000

Test of product / material (ageing, durability, free
of restricted substances, release of volatile organic
components, compatibility with other components ....)

3,000 - 50,000

Process validation and line trials at suppliers facilities (can they
produce the parts to the right quality and quantity?)

5,000 - 50,000

functional testing of parts & test reports

3,000

Test of part inference with components in the surrounding
area & test reports ( migration)

5,000

Process validation and line trials at each individual OEM facility
(can we manufacture/assemble the parts to the right quality
and quantity?) - Multiplication of effort because of
decentralization

5,000 - 50,000

Possible new investment into plant equipment

Not to specify

New part introduction: Use of old stock vs. scrapping old parts
(0 to many hundreds of thousands, depending on the amount
and value of parts on stock)

IN TOTAL — per material semi-finished product

40,000 — 150,000

#3

Changes of spare parts
= |f incompatibilities with existing components e.g. damaging of surrounding components are

detected by migration of ingredients no change would be possible.

= |If model specific test equipment (e.g. related vehicles) is not available any more (mainly for

legacy spare parts), tests are impossible.
= [f changing is possible costs are in a similar order of magnitude as under #2
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To adequately address these issues, ACEA kindly requests two exemptions of the restriction of
DIISOBUTYL PHTHALATE (DIBP), DIBUTYL PHTHALATE (DBP), BENZYL BUTYL PHTHALATE (BBP), BIS(2-
ETHYLHEXYL) PHTHALATE (DEHP).

Request for an exemption for running production:

By way of derogation, paragraph 1b shall not apply to automotive vehicles and spare parts that were
produced before [date of publication + five (5) years]

Request of an exemption for legacy spare parts:

By way of derogation, paragraph 1b shall not apply to Legacy Spare Parts for vehicles that have ceased
mass production prior to [date of publication + five (5) years].

We would like to thank you for taking these points in to consideration.

With best regards

/ ///’ //.;
/é {,«’(S ////"‘:

Tobias Bahr
Environmental Policy Director
ACEA — European Automobile Manufacturers Association

Attachments

Annex A:  Key Information on the Automotive Sector
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A. Key INFORMATION ON THE AUTOMOTIVE SECTOR

1. Importance and Structure of the EU Automotive Market

Vehicle manufacturing is a strategic industry in the EU, where 16.2 million cars, vans, trucks and buses
were manufactured in 2012. In the same year, the sector employed 12.9 million people (representing
5.3% of the EU’s employed population) and the 3 million high-skilled jobs in automotive manufacturing
represented 10% of EU manufacturing employment (ACEA, 2013).

ACEA’s members operate 208 vehicle assembly and production plants in 22 countries across Europe. In
2012, motor vehicle production in the EU-27 accounted for 19% of worldwide motor vehicle production
and passenger car production accounted for 23%. The European automotive industry is truly a global
player, delivering 6.6 million ‘Made in Europe’ vehicles around the world, and bringing in a €92 billion
trade surplus. The €840.5 billion turnover generated by the automotive sector in EU 27 in 2011
represented 6.9% of EU GDP and the industry has ripple effects throughout the economy, supporting a
vast supply chain and generating an array of business services (ACEA, 2013).

Figure 1 provides a breakdown of the EU automotive market (based on the ca. €800 billion turnover of
the industry).
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Figure 1: EU Automotive Market Breakdown (DG Enterprise, 2012a)
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Automotive parts are generally defined as either:

o Original Equipment (OE) parts, which are used in the assembly of a new motor vehicle or are
purchased by the manufacturer for its service network; or

o Aftermarket parts, which can be divided into two categories: past model service parts (which are
automotive parts built or re-manufactured to replace original equipment parts as they become worn
or damaged and accessories) and accessories (which are parts made for comfort, convenience,
performance, safety, or customisation, and are designed for add-on after the original assembly of the
motor vehicle) (DG Enterprise, 2012a).

The manufacture of parts and accessories accounts for around €200 billion (ca. % of the market) and
aftermarket parts is estimated at around half of this (€100 billion), split evenly between the independent
side (accessories) and the original equipment side (past model service parts) (European Aftermarket
Report, 2009; DG Enterprise, 2012a). As shown in Figure 1, the manufacture of current vehicle parts and
past model service parts forms a significant proportion of the overall automotive market and this is
perhaps not surprising when one considers the incredibly diverse nature of systems and components
produced and used within the automotive industry.

2. Numbers of Components and Parts

Typically, in a single vehicle, there are between 4,000 — 9,000 different main components and assemblies
(without multiple entries for one specific part). The following figures give an indication of the range of
parts and components used in automotive manufacture®. Figure 2 shows (in the main) a car dismantled
into its constituent parts, and Figure 3 shows the principal parts of a car engine.

1 Please note: Asthese examples are illustrative only, their technical accuracy has not been verified.
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Figure 2: A car dismantled into constituent parts (Volkswagen AG, 2013)

Figure 3: Principal engine parts of a car (HubPages, undated)
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3. Structure of the supply chain

In addition to being one of the most economically important industries in the EU, the automotive sector
is also one of the most technically complex. This high degree of technical sophistication within the
industry has also characterised its supply chain structure, which has formed over the decades as
companies have focussed on their core competencies to preserve high efficiency.

Automotive supply chains will typically evolve around Original Equipment Manufacturers (OEMs), who
assemble vehicles and deliver them to dealers. The assembly is performed in a network of
manufacturing plants. These plants do not merely put together vehicles but form a multi-tier
manufacturing system including the manufacturing of such parts as exterior sheets and engines (Chandra
& Grabis, 2007).

Traditionally, the value chain of the automotive industry can be said to be in a pyramid structure, as
shown (simplistically) in Figure 4, below.

OEM Retail Customer
| Cars, trucks, buses f ~ Cars, trucks, buses | B | Cars, trucks, buses v 4
=& i _'...-A_g’,_\\ | S =34
| Tier 1 -
J Components , = \
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| Tier 2 — . . .
} Value adding parts ll AL \ Typically there are 3-7 tiers of suppliers.
A - e ! At each level, communication within the
e supply chain becomes more complex.
' Tier 3 "
Steel, raw materials l < \

Figure 4: Basic structure of the automotive industry (Heneric et al., 2005)

Typically, around 75% of a vehicle’s original equipment, components and technology are sourced from
automotive suppliers (European Commission, 2013).

As reported by DG Enterprise (2012b), Tier 1 suppliers are component manufacturers delivering directly
to the final vehicle manufacturers or OEMs. These suppliers are typically responsible for the
manufacture of separate technical units and components (such as the safety belts, tyres, glass, exhaust
systems, replacement brake linings, etc.) and, as such, have the primary responsibility for seeking type-
approval for them. Tier 1 suppliers work closely with vehicle manufacturers/OEMs to design,
manufacture and deliver these complicated automobile systems, although they rarely deliver their
products to only one OEM. Tier 1 suppliers also tend to be large or very large enterprises originating
from the USA, Japan, or Europe (but all active within Europe) and may be active not only in the
manufacturing of motor vehicles, but also in other sectors such as electronics, mechanical and electrical
engineering, information technology, steel, chemicals, plastics, metals and rubber, etc. These suppliers
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also have considerable turnover and the largest Tier 1 suppliers have over 1,000 subcontractors (mostly
SMEs operating in lower tiers). A few SMEs can also be found in niche segments of the automotive
market at this tier (e.g. body builders).

Tier 2 suppliers are companies that produce value-adding parts or more simplistic individual components
(e.g. the housing of a fuel pump) in the sub-assembly phase. Tier 2 suppliers buy parts or raw materials
(from Tier 3 and others) and deliver components to companies in the higher tiers. A significant
proportion of SMEs in the automotive sector are generally found in this tier of suppliers.

Tier 3 and lower suppliers are companies supplying engineered materials and special services, to
companies in the higher tier. They rank below Tiers 1 and 2 in terms of the complexity of the products
they provide and SMEs can also be found in this tier of suppliers.

4, Key Issues: Current Production Parts

At the present time, OEMs are facing enormous challenges — with ongoing globalisation, companies are
competing against more competitors and deal with expanding individual customer requirements.
Competition is also becoming more complex (Schmitt & Schmitt, 2013).

In order to meet customer requirements and remain globally competitive, the pace of innovation has
accelerated, product lifecycles are getting shorter and the variety of different product variants is
increasing. As a result, the ramp-up phase (i.e. the phase between the development and serial
production) is of high importance as it is passed through more often. Indeed, for OEMs the number of
ramp-up processes has tripled in the last two decades and, at the same time, the number of different
vehicle versions had increased 61% (between 1999-2005) (Schmitt & Schmitt, 2013).

These tendencies are of major economic importance and a delayed product launch results in lost sales
which cannot be compensated for due to shorter product lifecycles, especially since prices are higher
shortly after entering the market. Furthermore, resources are tied into finding and implementing
solutions generating additional costs. A major cause for delays is fulfilling quality requirements. Most
product flaws and defects originate from early product phases (Schmitt & Schmitt, 2013).

The automotive industry has rigorous testing and validation procedures to prevent these failures
reaching the customers. This means that a longer period of time may be required to effectively
substitute the use of a particular substance.

As discussed, thousands of individual components are used to manufacture automobiles, and where a
substance is to be phased out or replaced in the affected components, the automotive industry must
revalidate all relevant components and parts using suitable alternative materials. To implement such
changes requires significant efforts and time from a variety of actors in the supply chain. Indeed, even
identifying the original source of the parts is a very complex task - increasingly complicated supply chains
have created a situation where parts’ data is distributed across a wide network of suppliers' databases.
The challenge of parts tracking in this environment requires maintaining data views across constantly-
restructuring networks of information systems as new suppliers are contracted and subassemblies are
outsourced (Robson et al., 2007).

Furthermore, what was not previously noted in relation to Figure 4 is the sheer number of companies
operating at each level of the automotive supply chain and the potential for individual companies to also
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act at more than one level, e.g. a single company may be a Tier 1 supplier to one company and a Tier 2
supplier to another (see Figure 5). Industry experts note that an OEM can have (on average?) between
1500-4500 Tier 1 parts suppliers and a Tier 1 supplier can have between 500-1500 Tier 2 suppliers.
Combining the lower estimates with a conservative assumption that a Tier 2 supplier has 50 Tier 3
suppliers, suggests that even the shortest automotive supply chains have the potential for millions of
potential supplier linkages for individual components. As a result, it is often very difficult for the end
user to identify the country of origin.

Levels

Tier1
Tier2
Tier 3
Tier4
Tier5
Tier 6

Tier7

Figure 5: Schematic representation of the automotive supply chain (ACEA, 2009)

The traceability of parts is further complicated by the following issues (as discussed in DG Enterprise
2012a):

« Tracing capabilities are heavily customised to support existing trading partner relationships, with a
lack of the transparency needed to track parts flows across the entire supply chain. With no means
to trace defective parts to the subset of vehicles affected by them, auto manufacturers have, as a
matter of safety, followed a sweeping approach in which vehicles of entire model years are recalled.
This may be the single most important reason that recalls are so costly and inefficient ;

« Most components are currently traced by lot and stored at the point of manufacturing or assembly,
rather than by serial number. Because of the lack of a one-for-one relationship in identifying the
actual parts that make up the final assembly and the unique identification of the final assembly itself,
this creates a blind spot in tracing a part genealogy. Also, while engines, air bags and other safety-
related parts are traced by serial number, most existing traceability solutions for non- safety-related
parts are not automated; and

« Traceability data is often stored in multiple applications, and seldom shared with supply chain
partners. Different coding and presentational formats also increase the technical effort at the
supplier side and make data capture difficult.

N

Depending on the size and sourcing strategy of the individual OEM.
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The above information also has to be considered within the framework of the overall development
cycles for automobiles within the automotive industry, which is 3-5 years.

The automotive industry needs sufficient time to revalidate components containing the affected
substances, and subsequently the availability of the affected components could be affected.
Furthermore, attempts to replace components with alternatives not evaluated thoroughly enough could
occur if substitution were to take place within an accelerated timescale. Such pressures could lead to
failures in the field and later product recalls. As well as the paramount issues of consumer safety, such
recalls have the potential to damage carefully developed brand equity, spoil customers’ quality
perceptions, tarnish a company’s reputation and lead to losses of both revenue and market share
(Ciravegna, 2012).

5. Key Issues: Past Model Service Parts

To enable the automotive industry to continue to supply past model service parts, an unlimited
exemption is required for the following reasons:

e Legal type approval requirements and minimum 10 year warranty obligation (availability of past
model service parts) must be fulfilled;

e Stockpiling of past model service parts has only limited possibility: Storage capacity / availability,
expiry dates e.g. for rubber parts;

e Re-development & re-validation is very costly and technically very difficult;

e Substitution of substances can cause changes in function, geometry, thermal durability and may
have an unexpected impact on other related parts.

Both of these requirements and the surrounding issues are discussed individually below. These
discussions should be read bearing in mind the context provided on the structure and importance of the
EU automotive market (Section 1 above), the vast array of parts and components manufactured (Section
2 above), and the complex and intertwining activities of actors at all levels of the supply chain (Section 3
above).

As discussed above, past-model service (or ‘aftermarket’) parts form an important and economically
valuable piece of the automotive supply chain (a more detailed breakdown of the aftermarket landscape
can be seen in Figure 6). The production and supply of past model service parts essentially addresses a
major challenge in the automotive industry with regard to the different lifecycle periods associated with
entire vehicles versus their integrated components (i.e. as the life cycle of a vehicle is significantly longer
than the lifecycle of, for example, embedded electrical components, these will need to be replaced
during the vehicle’s lifetime, and therefore past model service parts need to be available to the
consumer).

Typically, past model service parts are provided during the production life of the vehicle but also for a
minimum of ten years after serial production has finished. This period can often extend to the lifetime of
a vehicle which was produced thirty or more years ago.
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Figure 6: Overview of European aftermarket landscape (divided into ‘authorised’ and ‘independent’
channels) (BCG, 2012).

As can be seen in Figure 7, ca. 36% of the EU passenger car fleet (which, based on an overall figure of 224
million (from ANFAC, 2010) equates to ca 80 million cars) is over 10 years old. When one considers the
age of the fleet, the importance of guaranteeing an efficient past model service parts supply beyond the
end of serial production cannot be over-emphasised. Essentially, long supply periods are vital to offer a
high degree of service for many millions of EU consumers.

25.69% Cars > 10 yearsold

22.19% Cars 5-10 years old

Cars < 5years old

Figure 7: EU Passenger car fleet (% share by age in 2010). Note: Information from 12 EU member
states where information was available (ACEA, 2013)

As parts cease production for running series / volume manufacture, quite often the tooling and bill of
designs are transferred from a large manufacturer to another supplier (usually an SME) to enable low
volume manufacture of spares to continue, extending the serviceable life of the vehicle.

These SMEs have the technical capabilities to produce the past model service parts according to the
original method; but are likely to lack the expertise necessary to develop and test an alternative spare
part (as would be the necessary case if no exemption to the use of substances in these parts was
granted). Changing one or more substances used in the current past model service parts is not a simple,
straightforward task; it requires serious efforts for development and testing, which is in many cases
neither economically nor technically feasible when one considers the low production volumes of these
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service parts. Furthermore, distributing the costs of development and testing between such a small
number of products would drive the prices of past model service parts produced by EU manufacturers to
an excessively high level, and only seek to encourage the import of components and parts from outside
the EU. Furthermore, the re-validation of the altered spare part has to be based on the original vehicle,
which in many cases may not be available to the spare part manufacturer. In addition, each model has
been tested for safety; reliability etc. with the past model service parts currently in production; there is
no guarantee that the same standards would be met after changing affected substances. Substitution of
substances can cause changes in function, geometry, durability and may have an unexpected impact on
other related parts. Consequences of failing to meet the original standards cannot be overstated when
considered in the context of safety critical applications.

The impacts of the substance having to be phased out by the sunset date may have considerable impacts
throughout the supply chain (including on consumers), causing overall business disruption, as well as
potential problems related to disposal of unsold parts. In addition to the aforementioned concerns, a
decrease in the availability of past model service parts could also cause an increase in the dangerous
import of counterfeit automotive parts. This is a particular concern at this time as Europol (2013) have
recently reported that automotive parts (such as counterfeit brake pads, tyres, suspension components,
steering linkages and other accessories) are being distributed and sold to consumers in greater volumes.
Not only could this be a major concern for the health and security of consumers but it could also
threaten legitimate EU suppliers.

There is also no guarantee that a substance used as a replacement would not itself face the
requirements of substitution in the future, meaning the industry would again have to also repeat
expensive requalification and remanufacturing campaigns. This further justifies the need for an unlimited
exemption for past model service parts for the four phthalates.

6. Conclusions

Manufacturers of service parts for past models require an unlimited exemption on the use of the four
phthalates in legacy spare parts. Due to the potentially long service life of these vehicles and the need to
ensure that their performance is not compromised. This exemption is also essential to ensuring that
industry warranty obligations and legal type approval requirements are fulfilled. The risk of using one of
the four phthalates in legacy spare parts is already low and will further decrease over time due to the
low volumes of spare parts manufactured and diminishing demand.

For the complexity of both, supply chain and automotive products the redesign of vehicles is requiring up
to five years. Therefore, a derogation for five years for serial production is also required.

To meet these objections we would propose adding the following derogation to the REACH restriction:

Exemption for running production:
By way of derogation, paragraph 1b shall not apply to automotive vehicles and spare parts that were
produced before [date of publication + five (5) years]

Exemption for legacy spare parts:
By way of derogation, paragraph 1b shall not apply to Legacy Spare Parts for vehicles that have ceased
mass production prior to [date of publication + five (5) years].
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