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General comments and answers to specific information requests

Specific information requests:

1. Any further information on uses of Dechlorane Plus as a flame retardant in adhesives/sealants and polymers or as an extreme pressure additive in greases in the automotive sector, the aviation sector, electrical and electronic equipment and fireworks but also in electrical batteries and accumulators, fabrics, textiles and apparels, and plastic articles. Although the above uses have been reported as identified uses, very limited information was collected during the consultation that took place during the preparation of the restriction proposal. Relevant information could include, amounts currently used, site-specific emission data (associated with manufacture, service-life or end-of-life), and any impacts (costs and benefits to society) of the proposed restriction on these uses (in line with the elements of a socio-economic analysis (SEA) as outlined Annex XVI of REACH).
2. Information on chemical and non-chemical alternatives to Dechlorane Plus when used as a flame retardant or as an extreme pressure agent. In particular information on any specific technical criteria relevant to specific uses that could not be fulfilled by the listed alternatives or by other flame retardants or lubricants.
3. Information on actual concentration of Dechlorane Plus in recycled materials (or as impurity in substances and mixtures) and information on how recycling (especially of plastic materials) could potentially be affected by the proposed restriction.

	Ref.
	Date/Type/Org.
	Comments

	3332
	Date:
2021/07/08  07:10
Content:
Scope or restriction option analysis
Description of analytical methods
Information on alternatives
Information on benefits
Transitional period
Request for exemption

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
Japan Auto Parts Industries Association
Org. country:
Japan
Attachment:


 
	General Comments:
The Japan Auto Parts Industries Association (JAPIA) was established in August 1969 as a “public interest incorporated association” aimed at working to promote the auto parts industry of Japan.
Since its reorganization in December 2011 as a “general incorporated association”, JAPIA has been engaging in various activities for the further development of the industry.

For automobile safety and comfortable driving, the high quality of each automobile part is a great contribution. The environmental situation in the auto parts industries ran into unprecedented difficulties such as structural change, promotion of international corporations, etc. However, JAPIA actively makes an effort towards these problems together with JAPIA member companies.

The number of Japanese Automotive Suppliers are 6,700 companies with 686,000 people directly employed. The yearly sales is 290.2 billion euros. Automobile industries accounts for 17.5% of the total manufacturing shipment value in Japan. Automobile parts account for more than 50% of total automobile industry shipment value and half of them are from JAPIA member companies.


	
	
	Answer to specific info request 1:
As stated in the ANNEX XV Restriction report, the Automotive Industry is the largest user of “Dechlorane Plus”. The main applications of “Dechlorane Plus” used in vehicle* parts  can be found in the following 4 categories. - Wire harness, adhesive, tape and ‘diallyl phthalate prepolymer’   *: vehicle includes automobile, construction, machinery, agriculture and so on

	
	
	Dossier submitter response:

Thank you for the response and for providing further information on the use, availability of alternatives and need for exemptions in the automotive industry. The information provided is mostly in line with the assumptions made in the restriction dossier, albeit some differences have been noted. 
 
· Previously provided information by the automotive industry (ACEA, CLEPA and JAPIA) indicated that the industry used ~50% of the total DP volume, i.e. 500 t/y. The Dossier Submitter has noted that this has been updated to 700t/y, which will be incorporated into the Background document. 
· We expect that the statement on p.2 "Concentrations of "Dechlorane Plus" in the final products are very small amount (less than 0.1%) in final products." refers to the vehicle in itself and not to mixtures or articles as defined in REACH, as this contradicts other information in JAPIA's submission and information that was received during the stakeholder consultation.  
· It is noted that the suitability of the alternative flame retardants assessed in the restriction proposal should be discussed with the upstream market and not with downstream users such as JAPIA. It is further noted that some of JAPIA member companies have already started switching to inorganic flame retardants. 
· It is unclear from the comment whether DP may be substituted in PDAP resin or not. In the submission it is stated that “we need two years to develop materials and three years to evaluate customers because of evaluating materials and parts in each tiers and OEMs, for a total of five years”, whilst it is later claimed that an “permanent exemption” is needed for this material. 

To fully assess the information, we would kindly request JAPIA to provide some additional information on the following:
· [bookmark: _Hlk80349891][bookmark: _Hlk80350105]It is mentioned that Japan manufactures 200 tonnes of Dechlorane Plus (DP) per year. Information received during the restriction proposal development indicated that there was only one manufacturer, ADAMA Agriculture BV, and only one production site located in China. Can you please confirm that manufacture of DP occurs in Japan, and if possible, also provide the supplier’s name?
· JAPIA states that, on average, each manufactured car contains 200-300 gram DP, but that this number includes the weight of the resin containing Dechlorane Plus. As described in the restriction dossier, previous information from the European Automobile Manufacturers’ Association indicated that each car contains between 2 and 35 g of DP, and that the automotive industry consumed between 68 to 130 tonnes of DP in 2020. 
· Any available information on R&D carried out between DP was identified as an SVHC in 2018 and to date. This should include any alternatives assessed and information on why they could not be applied in applications in question. 
· Justification for why the time to substitute has increased from ~5 years (information provided by the automotive industry in the stakeholder consultation) to ~7 years for general applications. 
· Justification for why a “permanent exemption” is needed, if substitution takes 5 years. 

Lastly, we would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Hence, we disagree with your statement that there is no indication of adverse effects from DP. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

The Dossier Submitter notes that ECHA sent additional questions to JAPIA on 18 October 2021 requesting supporting information to the initial comments received on 8 July 2021. Please also see our response to the additional information submitted by JAPIA in comment #3527.

	
	
	RAC Rapporteurs comments:
Thanks for this comment and your comment #3527. Unfortunately, for both comments the scientific background and scientific argumentation is missing concerning “no evidence of adverse effects to human health or the environment has been established for Dechlorane Plus. There is also no indication of adverse effects.” As Dechlorane Plus has been scientifically proven to be very persistent and very bioaccumulative in the environment RAC is interested in how OCs and RMMs can minimise the emissions of this substance of very high concern (SVHC) in compliance with REACH Annex I section 6.5. Furthermore, no data or information is given by the JAPIA how much emission into the environment the requested derogations and exemptions will cause in the future.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comments and for providing further information on the use, availability of alternatives and the current use scenario of DP in the Japanese automotive industry. It was noted that several companies have already switched from DP to alternatives, and the use volumes of DP by European companies is lower than the use volumes of Japanese companies of the same sector. Therefore, it is not clear for SEAC the availability of technically feasible alternatives for the industries you represent. It was also noted that several companies need to substitute other brominated-based flame retardants, which cannot be considered as a consequence of the current restriction. SEAC rapporteurs note the lack of information on the specific uses for which a derogation would be justified to complete the substitution and related use volumes and emissions.



	3352
	Date:
2021/07/26  11:28
Content:
Scope or restriction option analysis
Information on alternatives
Other socio economic analysis (SEA) issues
Transitional period

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
COCIR
Org. country:
Belgium
Attachment:


 
	General Comments:
COCIR represent companies producing medical imaging (MRI, CT, X-ray, PET , SPECT, Ultrasound and combined modalities) and radiotherapy devices (Linacs, Brachythrapy, Radiosurgery, Particle therapy). Most of such devices weight 5 to 10 tons on average (up to hundreds), have 15-20+ years long life and contains hundreds of thousands of components (and millions of articles).

DP was added to the candidate list in 2018. So far, several applications of DP have been identified, covering hundreds of parts used in medical imaging devices. A more detailed analysis of the uses will be submitted later on during the consultation.

Nonetheless, the complexity of the involved technology (MRI, CT, Beam/particle Therapy, X-ray, etc) also implies that some applications of the targeted substances may be discovered at a later stage and substitution might turn out to be not possible in a short period of time.

As medical devices can be used for 10 to 20 years, it is essential such devices can be repaired to avoid downtimes that will prevent patients from getting their exams. The “repair as produced” principle enshrined in the RoHS Directive and internationally recognized, should be included in the Dechlorane restriction.


	
	
	Answer to specific info request 1:
Information on uses will be provided later on before the end of the consultation as they are now under investigation.

	
	
	Dossier submitter response:
Thank you for your comment. The use of DP in medical imaging and radiotherapy devices was not identified during the preparation of the restriction proposal, and we appreciate you coming forward with information on this use. The Dossier Submitter has noted:
· The full range of uses of DP in medical devices is currently unknown.
· A minimum of additional 5-7 years after the entry into force for other sectors is needed for substitution, however, there may be some uses for which substitution is not achievable. 
· A time-unlimited derogation is requested for repair, maintenance and expansion of medical devices is included in the wording of the restriction, re-instating the “repaired as produced” principle. 
· Due to the high adverse impacts on human health and the EU healthcare sector, a derogation as an ‘essential’ sector is advised by COCIR. 

This and any information submitted later in the consultation will be assessed, and the Background document will be updated to reflect the information provided. We acknowledge that medical imaging and radiotherapy devices are important for the functioning of the society, which we will take into account for the revisions of the Background document.

We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. We therefore appreciate that COCIR tracks the use of DP along the supply chain by companies, and welcome COCIR's intention of submitting more detailed analysis of the uses of DP in medical imaging and radiotherapy devices. In order to fully assess the information, we would kindly request that an indicative estimate of volume DP used in the sector is provided alongside more detailed information on the product longevity of these devices.
The Dossier Submitter notes that ECHA sent additional questions to COCIR on 18 October 2021 requesting supporting information to the initial comments received on 26 July 2021. Please also see our response to the additional information submitted by COCIR in comment #3537.

	
	
	RAC Rapporteurs comments:
Thanks for this comment. RAC notes, that Dechlorane Plus, since it has been identified as SVHC in 2018, has been added to your own internal “list of regulated/declarable substances and has been tracked along the supply chain by companies”. Although this process is ongoing since over three years, you assume that “some applications of Dechlorane Plus may be discovered at a later stage”. RAC notes that “the applications of DP in the medical technology sector are not fully known today”. Unfortunately, in your comment you do not give any data nor any information how it is possible to implement OCs and RMMs to minimise the emission of this substance of very high concern (SVHC) if the application of Dechlorane Plus is still not known. Also, no data or information is given by the COCIR how much emission into the environment the requested derogations and exemptions will cause in the future.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comment #3537.



	3353
	Date:
2021/07/27  15:48
Content:
Scope or restriction option analysis
Information on alternatives
Information on benefits
Other socio economic analysis (SEA) issues
Request for exemption

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
AeroSpace and Defence Industries Association of Europe (ASD)
Org. country:
Belgium
Attachment:


 
	General Comments:
Information on the elements selected above are included in the non-confidential attachment

	
	
	Answer to specific info request 1:
Information is provided in the non-confidential attachment

	
	
	Answer to specific info request 2:
Information is provided in the non-confidential attachment

	
	
	Dossier submitter response:
Thank you for your comment and the information provided. The Dossier Submitter has noted that the volumes used in A&D applications (lower end of 1-10t) could be lower than that assumed in the restriction proposal (~20t) and that more specific information on the use areas of DP within the aerospace and defence sector is provided. This will be updated in the Background document. 
We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 
It is further noted that the impacts of no derogation for A&D applications will be comparable to that estimated in the Application for Authorisation for the use of Octyl Phenol Ethoxylate (OPE). 

In its submission ASD requests a time-unlimited derogation for all applications within the A&D industry. It is noted that, generally, the time to switch to alternatives is long within the A&D industry, due to the stringent regulations it needs to adhere to. However, information provided during the stakeholder consultation indicates that alternatives will likely become available (at least for some uses), within ~5 years. In order to fully assess the information submitted by ASD, we therefore kindly request that further information is provided on: 
· Which specific applications of DP within the A&D sector will need a transition period beyond 5 years; 
· How long time is needed for each of these applications; and 
· Why a longer time is needed for these applications. 

The Dossier Submitter notes that ECHA sent additional questions to ASD on 18 October 2021 requesting supporting information to the initial comments received on 27 July 2021. Please also see our response to this additional information submitted by ASD in comment #3531. 

	
	
	RAC Rapporteurs comments:
Thanks for this comment (see also comment #3355). RAC notes that, although Dechlorane Plus has been added to the list of substances of very high concern (SVHC), the Candidate List for authorisation, you are still working to gather data in order to validate the volumes of DP used in A&D products and processes in the EEA. RAC welcomes that OEMs (original equipment manufacturers) are working to remove DP as soon as feasible. Unfortunately, you do not provide any data or information on use volumes, on OCs and RMMs to minimise the emission of this substance of very high concern (SVHC) and how much emission into the environment the requested derogations and exemptions will cause in the future.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comment #3531.



	3354
	Date:
2021/07/28  03:43
Content:
Transitional period
Request for exemption

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
Japan Electronics and Information Technology Industries Association(JEITA)
Org. country:
Japan
Attachment:


 
	General Comments:
[bookmark: _Hlk93408063][bookmark: _Hlk93408189]We can basically support the gist of the proposal, especially the proposed threshold which is manageable and proportionate to the possible risk. However, our products, electrical and electronic equipment, are made at the end of the global long and winding supply-chain, and chemicals are used at upstream in many cases. Therefore, we would like to propose some modification to make the proposed restriction manageable for complicated products having relatively long useful-life.

(1) At least 36 months should be provided as transitory period before the restriction for complicated articles such as electric and electronic equipment. Products with longer design cycle, such as production machinery and infrastructure equipment, would need much longer transitory period.
Justification:
The proposed restriction covers an industrial chemical currently used. In such cases, based on the experience of compliance with the RoHS Directive, a period of at least three to four years is necessary to implement substitution in the article. Please note that products with longer design cycle, such as production machinery and infrastructure equipment, would need much longer transitory period.

(2) Derogation for spare parts for old products should be set. A general exemption of spare parts without expiry date would be indispensable for complex articles to extend their useful life, if their original products are placed on EU market before the requirement comes into force.
Proposed derogation:
Paragraph 2(c) shall not apply to spare parts for the repair and the reuse of the articles (or electric or electronic equipment) already placed on the EU market before the date referred to in paragraph 2 [36 months from entry into force of the regulation].
Justification:
We believe that the procedures to make it possible to use the spare parts and recycled materials should be established from the view-point of circular economy. Availability of spare part must be secured to establish circular economy. Complex products such as EEE need spare parts same as those used in the first production of each product, because changing a part is not simple a procedure as shown below. Especially when the sale of a product model is discontinued, only old spare parts produced before the restriction would be available for such model. If EEE cannot have spare parts as produced, the EEE will not be able to be repaired and then it might shorten its lifetime and abandoned earlier than its intended lifetime.

(3) Derogation for articles already placed on the market before implementing the restriction should be provided. With such derogation, used, repaired or refurbished products would be able to be used after the restriction without problems.
Proposed derogation:
Paragraph 2(c) shall not apply to articles already placed on the EU market before the date referred to in paragraph 2 [36 months from entry into force of the regulation].

Justification:
After its service life some Electrical and Electronic Equipment is refurbished and sold again. In the light of the ambition for a circular economy, the re-use of products is one of the most effective measures. The current wording of the proposed restriction prohibits the refurbishment and sales of older product. A general restriction on articles with Dechlorane Plus would make it impossible to be certain about compliance for refurbished products. We will not be able to refurbish products in the future and will be forced to dispose of them.
We therefore ask for a derogation for articles already placed on the market before entry into force of the restriction.

	
	
	Dossier submitter response:
[bookmark: _Hlk92370908]Thank you for your comments and the support for the proposed restriction and threshold for DP. Please also see our responses to comments #3356, 3390 and 3536.

The Dossier Submitter has noted that JEITA requests: 
· A 3-year transition period for all EEE articles;
· [bookmark: _Hlk93408373]~7-10 years to substitute DP in ‘EEE for social infrastructure’;
· A time-unlimited derogation for spare parts; and
· A time-unlimited derogation for reuse and recycling. 

As shown in the restriction dossier, recycling is believed to be one of the largest contributors to emissions of DP to the environment. If a derogation for recycling is to be recommended, we would need to know more about the emissions anticipated from these activities, what measures are/will be put in place to minimise these emissions as well as the specific concentration threshold needed to maintain recycling activities. No specific derogation for recycling has been proposed in the restriction dossier, as there is no information that the use of the recycled material is limited to clearly defined applications where there is no negative impact on consumer health and the environment, and where the use of recycled material compared to virgin material is justified. In order to meaningfully assess a need to derogate articles and/or mixtures for recycling, quantitative information is necessary on why the 0.1% limit is not appropriate.

When scrutinising these requests, we suggested that further information was provided on: 
· R&D undertaken on alternatives so far, including alternatives assessed, the remaining steps needed for successful substitution and the respective timeline.
· Threshold needed to ensure the continuation of recycling of EEE articles.

The Dossier Submitter notes that ECHA sent additional questions to JEITA on 18 October 2021 requesting supporting information to the initial comments received on 28 July 2021, without receiving response. 
The Dossier Submitter also refer to the information received in comment #3398 from the plastic recycling industry confirming that a concentration limit of 0.1% will not affect the recycling industry while preventing the intentional use of the substance. This information supports the information already included in the Background document and the Dossier Submitter therefore sees no grounds to justify any derogations from the proposed restriction when it comes to recycling.  
We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 
The Dossier Submitter does not support any general derogations for electrical and electronic equipment as it may represent a significant source of emissions of DP to the environment. Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.  

	
	
	RAC Rapporteurs comments:
Thanks for your comment. While you state that Dechlorane Plus is an industrial chemical currently used it remains unclear how these uses are in compliance with REACH Annex I 6.5 and the obligation to implement and recommend risk management measures which minimise exposures and emissions to humans and the environment, throughout the lifecycle of the substance that results from manufacture or identified uses. Unfortunately, you do not provide any data or information on use volumes, on OCs and RMMs to minimise the emission of this substance of very high concern (SVHC) and how much emission into the environment the requested derogations and exemptions will cause in the future.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comments and your support. SEAC notes your claims for different transition periods extensions, according to the complexity of the equipment, as well as a derogation for spare parts and reuse and recycling. However, SEAC also notes that currently, there are alternatives for several uses. Therefore, a general derogation for EEE has to be grounded on more detailed information on what are the specific uses where DP cannot be substituted, the ongoing substitutions plans, the DP’s use volumes allocated to those uses and its contribution to the emissions.
Regarding the spare parts, in SEAC view, remain unclear the ground for a claim of a time-unlimited general derogation for EEE spare parts. As for several products or components, it seems that there are likely already alternatives in the market.
SEAC agree with the Dossier Submitter comments related to materials recycling.
SEAC highlight that the current proposal do not cover EEE already in the market before the EiF of the restriction.



	3355
	Date:
2021/07/28  18:37
Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
Raytheon Technologies (RTX)
Org. country:
Belgium
Attachment:


 
	General Comments:
Raytheon Technologies (NYSE: RTX) is an aerospace and defence company that provides advanced systems and services for commercial, military and government customers worldwide. RTX was formed in 2020 through the combination of Raytheon Company and the United Technologies Corporation's aerospace businesses. Raytheon Technologies (www.rtx.com) consists of four highly specialized businesses: (1) Collins Aerospace; (2) Pratt & Whitney; (3) Raytheon Intelligence & Space; and (4) Raytheon Missiles & Defense. RTX employs 190.000 people worldwide, of which more than 20.000 in 22 European countries. RTX has contributed to the comments submitted by the European AeroSpace and Defence Industries Association (ASD) as part of this public consultation on Dechlorane Plus (DP) and fully supports those ASD comments. For your convenience, we attached the ASD paper in Section IV below.

	
	
	Dossier submitter response:
Thank you for your comment and submitted information. Please see our response to the AeroSpace and Defence Industries Association (ASD) in comments #3353 and 3531.

	
	
	RAC Rapporteurs comments:
Thank you for this comment (see also comment #3353) and especially for providing volumes of Dechlorane Plus used in aerospace and defence in the EEA. RAC notes that, although Dechlorane Plus has been added already in 2018 to the list of substances of very high concern (SVHC), the Candidate List for authorisation, you are still working to gather data in order to validate the volumes of DP used in A&D products and processes in the EEA. RAC welcomes that OEMs (original equipment manufacturers) are working to remove DP as soon as feasible. To RAC it remains unclear if the SDS take the vPvB properties of Dechlorane Plus into account and if the SDS supports the minimisation of emissions also at the end of the life cycle and in the waste stage. 
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comment #3531.



	3356
	Date:
2021/07/28  23:33
Content:
Scope or restriction option analysis
Information on alternatives
Other socio economic analysis (SEA) issues
Transitional period
Request for exemption

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
Fédération des Industries Electriques, Electroniques et de Communication
Org. country:
France
	General Comments:
In the electrical equipment sector, Dechlorane Plus (DP) is used in wires combined with a thermal protector to withstand high temperatures imposed by the normative requirements. This substance has been added to the Candidate list on 15th January 2018. Due to these delays, to date companies using Dechlorane Plus have not been able to :
- Initiate and finalise substitution procedures with their suppliers for all their products;
- Assess whether potential alternatives could meet their requirements;
- Implement the necessary changes on their products and processes;
- Carry out the tests necessary for the placing of CE mark, including laboratory tests.
Any change to a safety feature in electrical and electronical equipment (EEE) or components requires to ensure that the alternative solution does not negatively impact other safety parameters for users. The necessary development processes require a sufficiently long period, which we estimate at five years.
Our sector faces long lifetimes and high reliability and safety requirements on equipments. The availability of spare parts is essential to guarantee longer product lifetimes, prevent waste generation earlier than necessary and preserve a sufficient level of performance over the products lifetimes. To extend the lifetime of products by way of repair represent a core element of EU’s resource efficiency policies, EU waste treatment hierarchy and has recently been encouraged by the Commission implementing regulation (EU) 2021/876 of 31 May 2021 laying down rules for the application of Regulation (EC) No 1907/2006 as regards applications for authorisation and review reports for the uses of substances in the production of legacy spare parts and in the repair of articles and complex products no longer produced and amending Regulation (EC) No 340/2008.
Furthermore, our sector faces increasing requirements regarding the incorporation of recycled content in new products and obligations of public buyers to purchase an increasing rate of products that have been reused, repaired or that incorporate recycled materials.
For all of the above reasons:
- A transitional period of at least five years' duration will be necessary to implement the proposed restriction of Dechlorane Plus for electrical and electronic equipment (EEE);
- A derogation for spare parts for existing EEE during their lifetime must be considered to prevent any inconsistency between separated regulations and waste generation;
- A derogatory concentration threshold for products containing DP in recycled material must be considered, for uses that do not pose a risk to human health or the environment, to prevent any inconsistency between separated regulations and limit the possibilities of integrating recycled materials.


	
	
	Dossier submitter response:
Thank you for your comments. Please also see our responses to comments #3354, 3390 and 3536.
The Dossier Submitter has noted that Fédération des Industries Electriques, Electroniques et de Communication requests: 
· A 5-year transition period for all EEE articles;
· A time-unlimited derogation for spare parts; and
· A higher threshold for reuse and recycling. 

No specific derogation for recycling has been proposed in the restriction dossier, as there is no information that the use of the recycled material is limited to clearly defined applications where there is no negative impact on consumer health and the environment, and where the use of recycled material compared to virgin material is justified. In order to meaningfully assess a need to derogate articles and/or mixtures for recycling, quantitative information is necessary on why the 0.1% limit is not appropriate. 

Further, more information would be needed on:
· Indicative volumes of DP used in the EEE industry;
· Information on R&D that has been undertaken since the identification of DP as an SVHC (2018) until today, including alternatives assessed.  
· Justification for why a 5-year transition period is needed, including a detailed substitution timeline;
· Threshold needed to ensure the continuation of recycling of EEE articles. 
· Estimated volumes and use areas of DP in spare parts for EEE articles.

The Dossier Submitter also refer to the information received in comment #3398 from the plastic recycling industry confirming that a concentration limit of 0.1% will not affect the recycling industry while preventing the intentional use of the substance. This information supports the information already included in the Background document and the Dossier Submitter therefore sees no grounds to justify any derogations or higher thresholds related to recycling.
We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 
The Dossier Submitter does not support any general derogations for electrical and electronic equipment as it may represent a significant source of emissions of DP to the environment. Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.  

	
	
	RAC Rapporteurs comments:
Thanks for your comment. To RAC it remains unclear how these uses are in compliance with REACH Annex I 6.5 and the obligation to implement and recommend risk management measures which minimise exposures and emissions to humans and the environment, throughout the lifecycle of the substance that results from manufacture or identified uses. RAC notes, that while a longer transitional period and derogations are requested no data and no information on use volumes, on OCs and RMMs to minimise the emission of this substance of very high concern (SVHC) and how much emission into the environment the requested longer transitional period and derogation will cause in the future has been provided.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to the AeroSpace and Defence Industries Association (ASD) in comment #3354.



	[bookmark: _Hlk92273357]3390
	Date:
2021/09/14  14:34
Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
DIGITALEUROPE
Org. country:
Belgium
Attachment:


 
	Dossier submitter response: 

Thank you for your comments. Please also see our responses to comments #3354, 3356 and 3536.
The Dossier Submitter has noted that DIGITALEUROPE requests 
· A 36 months transition period for articles
· A derogation for spare parts for Electrical and Electronic Equipment placed on the market before entry into force
· A derogation for articles already placed on the market before entry into force
It is further noted that DIGITALEUROPE states that its member companies do not have detailed information about the amounts of DP placed on the market in their products, because the substance is used mainly by suppliers earlier in the supply chain.
We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 
The Dossier Submitter does not support any general derogations for electrical and electronic equipment as it may represent a significant source of emissions of DP to the environment. Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.


	
	
	RAC Rapporteurs comments:
Thanks for your comment. To RAC it remains unclear how these uses are in compliance with REACH Annex I 6.5 and the obligation to implement and recommend risk management measures which minimise exposures and emissions to humans and the environment, throughout the lifecycle of the substance that results from manufacture or identified uses. RAC notes, that while a longer transitional period and derogations are requested no data and no information on use volumes, on OCs and RMMs to minimise the emission of this substance of very high concern (SVHC) and how much emission into the environment the requested longer transitional period and derogation will cause in the future has been provided.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to the AeroSpace and Defence Industries Association (ASD) in comment #3354.
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	General Comments:
[bookmark: _Hlk92379220]Plastics Recyclers Europe (PRE), the association representing the plastics recycling industry, welcomes the opportunity to provide clarifications on the annex XV restriction report for Dechlorane Plus (DP) at 0,1%. The attached document focuses on the recycling section of the proposal targeting end of life vehicles (ELV) and the waste electrical and electronic equipment (WEEE).

	
	
	Answer to specific info request 1:
Please see the attached document.

	
	
	Answer to specific info request 3:
Please see the attached document.

	
	
	Dossier submitter response:
[bookmark: _Hlk92401633]Thank you for your comments and the support for the proposed restriction for DP. 
The Dossier Submitter notes that the information provided by Plastics Recyclers Europe (PRE) confirms that a concentration limit of 0.1% will not affect the recycling industry while preventing the intentional use of the substance. This is related to the plastics containing DP and entering the recycling facilities already being sorted to fractions that are to be sent to destruction and only low DP concentrations in plastics from end-of-life vehicles (ELV) and the waste electrical and electronic equipment (WEEE) entering the recycling operation. This aligns with information presented in the Background document related to recycling, and thereby confirms the conclusion by the Dossier Submitter that a derogation for this sector is not needed.
The Dossier Submitter further appreciates the clarifications provided in the comment related to the volume of WEEE recycling in the EU presented in the restriction dossier. The Background document will be reviewed accordingly to reflect this and other relevant input from PRE. 

	
	
	RAC Rapporteurs comments:
Thanks for your comment. RAC notes, that no information was provided by PRE about the amount of emissions from the recycling process or the waste resulting after the separation process or the recycling process and the OCs and RMMs applied by the recycling industry to minimise emissions of Dechlorane Plus into the environment.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comments and data update that clarifies the eventual impact of this restriction in the sector. It was very useful for assessing a derogation for the recycling sector.
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	General Comments:
The Japan Auto Parts Industries Association (JAPIA) was established in August 1969 as a “public interest incorporated association” aimed at working to promote the auto parts industry of Japan.
Since its reorganization in December 2011 as a “general incorporated association”, JAPIA has been engaging in various activities for the further development of the industry.

For automobile safety and comfortable driving, the high quality of each automobile part is a great contribution. The environmental situation in the auto parts industries ran into unprecedented difficulties such as structural change, promotion of international corporations, etc. However, JAPIA actively makes an effort towards these problems together with JAPIA member companies.

The number of Japanese Automotive Suppliers are 6,700 companies with 686,000 people directly employed. The yearly sales is 290.2 billion euros. Automobile industries accounts for 17.5% of the total manufacturing shipment value in Japan. Automobile parts account for more than 50% of total automobile industry shipment value and half of them are from JAPIA member companies.

Submit answers to additional questions.


	
	
	Answer to specific info request 1:
In JAPIA's calculation, 20 to 60g is used per car.   In Japan, wire harnesses containing DP are widely used. The content per vehicle in Japan includes this wire harnesses application. On the other hand, in Europe, where inorganic flame retardants (Inorganic hydroxides such as aluminum hydroxide and magnesium hydroxide) are easily available, DP is rarely used for wire harness applications, so I think the figure reported by ACEA is smaller than that of JAPIA.   In addition, the consumption of JAPIA includes construction equipment and industrial vehicles that share parts with automobiles, so I think there is a big difference in the overall consumption.   Alternative costs in the Japanese auto parts industry  - The one-off costs a company would incur to alternate 　24,000-450,000€ per company - Total one-off costs e.g. R&D, test (euro)    685,000-21,200,000€ per company 　(Too diffucult to estimate the cost of spare parts)

	
	
	Answer to specific info request 2:
As an alternative to DP  - Wire harnesses: Plan to change to inorganic flame retardant.  - Tape: Plan to change to inorganic flame retardant.    Since these are already in use today, as stated in the written opinion   - Material development: 2 years　Done   - Evaluation of material, parts: 1 year   - Parts approval by customers: 1 year   - Alignment/Update of production line/facility: 1year   - Change-over (Engineering change release, Production control): 2 years  It is carried out on this schedule. We believe that these parts can be replaced if there is time to 2027.  As for PDAP resin, no alternative material with the same performance has been found at present. Change to inorganic flame retardant(Metal hydroxide) has the effect of deteriorating electrical characteristics (high tracking resistance) which is the excellent characteristic of PDAP resin, As we answered in our document, we have a plan that Changing from PDAP to no restricted halogen flame retardant while keeping capability of flame retardant and workability but it can be disappointing alternative plan. PDAP resin which has better tracking resistance than phenol resin is adopted by parts of next-generation vehicle and it is needed by the world including Europe. Under the situation of proceeding the EV conversion of vehicles and increasing demand for PDAP resin, we believe that it is necessarry to pay attention to the use of PDAP resin while considering contribution to the environment.

	
	
	Answer to specific info request 3:
At the time of manufacture, the effects on the human body and the environment are considered to be properly controlled.  There is no concern about DP release from components. In the case of this, concern is only about release of the disposal phase.  When we look at the release at the disposal phase, recycling rate of vehicles has already achieved at 95% to comply with the ELV Directive, therefore, it can be concluded that the release to the environment will be extremely low.

	
	
	Dossier submitter response:
Thank you for your comments and responses to ECHA’s request for additional information. 

The Dossier Submitter notes that there is a significant difference in the volume DP per vehicle manufactured in the EU (2g-35g) versus in those manufactured in Japan (20g-60g). From your submission we understand that this difference is primarily due to alternatives (inorganic flame retardants) being readily available and, to some extent, already in use in wire harnesses and tape in the EU. Information submitted by ACEA during the restriction proposal development phase indicated that electric wire harnesses, tape and adhesives comprise around 90% of the total volume used in the automotive sector. For the further discussions on the restriction dossier, it would be appreciated if the corresponding share for JAPIA’s members could be provided. 

Thank you for providing the substitution timeline and costs of transitioning to alternatives (inorganic flame retardants) for wire harnesses and tape, where you have noted that this process is expected to be completed by end of 2027. For PDAP resin we understand that transitioning to halogenated flame retardants is a potential option, but that it is not guaranteed that this will be successful. 

It is noted that JAPIA members use PDAP resin to maintain the integrity of electric components in electric vehicles and therefore consider this material to be essential for the continued electrification of the carpark as well as other vehicles. It is, however, not clear whether this is the only use of PDAP resin. The Dossier Submitter recommends that further information on the uses and corresponding use volumes of PDAP resin is provided in the 60-day consultation on the SEAC draft opinion. 

[bookmark: _Hlk93432557]The use of DP as a flame retardant in materials for electric insulation (such as PDAP resin) was first mentioned in the public consultation (see also comment #3536).  Furthermore, this use of DP has only been reported by Japanese vehicle and machinery manufacturers, whilst it has not been put forward as a use by the equivalent EU-based manufacturers. Additional information (e.g. volumes on the EU market, specific applications, and technical requirements) and further discussions may therefore be needed to determine whether specific derogations are warranted for this use. 

We also would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should be minimised. 
It is understood that it is not economically meaningful for manufacturers to substitute DP in spare parts, and a restriction would therefore lead to early replacements of vehicles which conflict with other environmental goals in the EU.  

Your requests for a time-unlimited derogation for PDAP resin as well as spare parts have been noted, as well as the need for a transition period up until and including 2027 to substitute DP in other uses. 

The Dossier Submitter supports the request for a derogation for spare parts. The Dossier Submitter does not support any general derogations for the automotive sector as it represents a significant source of emissions of DP to the environment. Without further information on the uses of PDAP resin, corresponding DP volumes and alternatives (e.g. alternatives may exist in the EU) a derogation for this material is not considered justified. Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.

	
	
	RAC Rapporteurs comments:
See answer in comment #3332.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comments #3332.
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[bookmark: _Hlk92273739]
Japan Agricultural Machinery Manufacturers Association (JAMMA)

JAMMA’s Comments for “Dechlorane Plus” restriction proposal of ECHA Public Consultation


1. Introduction
JAMMA was established in 1939 and is the nationwide organization of agricultural machinery manufacturers in Japan, and aims at contributing to the sound development and progress of agricultural machinery industry and the growth of national economy. We work on a wide range of activities such as development of technology, safety, environment and standardization.
We are working on solving various problems in collaboration with agricultural machinery industry associations of other countries, and we have a particularly friendly relationship with Japan Auto Parts Industries Association (JAPIA).

2. Problems of restriction proposal
Agricultural machinery has a long life cycle used by farmers, and manufacturers are responsible for the continuous supply of maintenance parts needed by the farmers who own their products.
- “Dechlorane Plus” is essential for flame retardance and seizure resistance, and is used in agricultural machinery for components such as harnesses, polymers, greases, etc.
- The restriction proposal will not only put a heavy burden on companies that manufacture agricultural machinery, but will also put a burden on farmers in EU.
- It is not possible to directly replace with an alternative technology, or it takes a lot of time to prepare replacements, and the procurement cost is high.
Lead time is necessary to complete the following actions;
Material development: 2 years
Evaluation of material, parts: 1 year
Parts approval by customers: 1 year
Alignment/Update of production line/facility: 1 year
Change-over (Engineering change release, Production control): 2 years

3. Conclusion
JAMMA and JAPIA (Japan Auto Parts Industries Association) have discussed the problems associated with the restriction of Dechlorane plus under the REACH regulation, and as a result,
we strongly support JAPIA's position.
JAMMA also believes that this timing of regulation is too early, so we would like to see flexible compliance with the regulation, including exemptions.
If “Dechlorane Plus” is to be regulated, please take into consideration the following transition period.
- Parts (except PDAP resin) for current model: 7 years
- PDAP resin: Subject to indefinite application (requiring permanent exemption)
- Spare parts for past model: Impossible (requiring permanent exemption)

JAMMA appreciates your consideration of our comments.



Toshihiko Tamura
Senior Managing Director, Japan Agricultural Machinery Manufacturers Association
Phone : +81 3 3433 0415   E-mail : tamura@jfmma.or.jp


	
	
	Dossier submitter response:
Thank you for providing information on the uses of DP in agricultural machinery (wire harnesses, polymers and greases) and the timeline for transitioning to alternatives. We have also noted your concern for economic impacts on manufacturers and users of agricultural machinery.  

The information provided specifically relating to agricultural machinery is limited. This makes it challenging to assess whether a 7-year transition period is warranted for this application. The substitution plan and requests for derogations you present are similar to that of JAPIA, so please see our response to comment #3527 for further details. 

We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

The Dossier Submitter supports the request for a derogation for spare parts. The Dossier Submitter does not support any general derogations for the automotive sector as it represents a significant source of emissions of DP to the environment. Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.

	
	
	RAC Rapporteurs comments:
Thanks for your comment. While you request a longer transitional period and derogations, no data or information is given which OCs and RMMs have already been implemented since the identification of Dechlorane Plus as SVHC in 2018 by the agricultural machinery industry to minimise the emissions into the environment.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comments #3332. Your comment does not provide additional information related to the automotive sector that might justify a general derogation to extend the transition period, but SEAC takes note the spare parts are also a concern for your associated companies.
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	General Comments:
Please see the non-confidential attachment for more detailed comments.

	
	
	Dossier submitter response:
Thank you for your comments and your support for the intent to limit emission of Dechlorane Plus into the environment. It is also confirmed that information from ACEM and ACEA was received in the call for evidence and the stakeholder consultation held in 2020, and the information provided in these consultations was considered during the development of the restriction proposal. 

The Dossier Submitter has noted that ACEM requests a 60-months transition period for “Type Approved, and vehicles declared in conformity with Machinery Directive”. Information received from other stakeholders (see comment #3527 in particular) indicate that there are readily available alternatives for wire harnesses and tape in the EU. This is also reinforced by the fact that the volume DP per vehicle in the EU is significantly lower than in Japan. The Japanese manufacturers believe they can substitute DP in these uses by 2027, which means that most EU manufacturers should be able to substitute even quicker. Based on this, the Dossier Submitter does not consider there to be sufficient evidence for a derogation for these uses beyond 2027. Specific applications of DP in the automotive industry will be assessed separately. 

We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

The Dossier Submitter supports the request for a derogation for spare parts. The Dossier Submitter does not support any general derogations for the automotive sector as it represents a significant source of emissions of DP to the environment. Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.

	
	
	RAC Rapporteurs comments:
Thanks for your comment and that you support the intention to limit the emission of Dechlorane Plus into the environment. However, no data and no information are given how this is ensured while the L-category vehicles are serviced, repaired and maintained. RAC notes, that while a derogation is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comments #3332. Your comment does not provide additional information related to the automotive sector that might justify a general derogation to extend the transition period, but SEAC takes note the spare parts are also a concern for your associated companies.
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	Dossier submitter response:
Thank you for your comments and your support for the intent to limit emission of Dechlorane Plus into the environment. 

ATVEA states that your input is in line with information submitted by ACEM (European Motorcycle Manufacturers Association) and ACEA (European Automotive Manufacturers Association). We can confirm the receipt of information from ACEM, see comment #3529.  Please note that ACEA has not submitted information on Dechlorane Plus into the public consultation (see RCOM to comment #3532), but information was received during the stakeholder consultation in the Dossier Submitter's preparation of the restriction proposal.    
 
Please also see our responses to comments #3529 and comment #3527 for further details on the request for derogations.

	
	
	RAC Rapporteurs comments:
Thanks for your comment, RAC notes that you support the intent to limit the use of Dechlorane Plus. However, the intention is to limit the amount of emissions into the environment. Unfortunately, you do not provide any data and information on the emissions into the environment of Dechlorane Plus caused by ATVs (All-Terrain Vehicles) and Side-by-Side Vehicles. While a derogation is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comments #3332. Your comment does not provide additional information related to the automotive sector that might justify a general derogation to extend the transition period, but SEAC takes note the spare parts are also a concern for your associated companies.
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	General Comments:
ASD would like to provide updated comments as well as responses to the questions raised by ECHA on the input submitted by ASD in July 2021. New parts in the document are marked as "NEW" and responses to the questions are included in the Annex 1. ASD thanks ECHA for their kind consideration and remains at disposal for further exchanges.

	
	
	Answer to specific info request 1:
Please kindly refer to the document uploaded at the end of this consultation

	
	
	Answer to specific info request 2:
Please kindly refer to the document uploaded at the end of this consultation

	
	
	Dossier submitter response:
Thank you for the detailed and well-prepared information and for the continued dialogue with ECHA. 

The Dossier Submitter appreciate the additional information on uses of DP in Aerospace and Defence applications, and on the challenges associated with transitioning to alternatives. 

The regulatory and testing regime that aerospace and defence applications must adhere to is well documented in your response and provides good justifications for a derogation for uses of DP within this sector. It is noted that the time to transition to alternatives ranges from 3 years for less challenging applications up to 10 years for complex applications. It is also acknowledged that it is not feasible to substitute DP in spare parts and maintenance applications. 

The submitted information provides more details for the further assessments and refinement of the Restriction options and will be included and assessed in the Background Document. 
The Dossier Submitter propose that a transition period of minimum 5 years seems to be necessary for this sector. It is further suggested that a review clause for the transition time should be considered, where extended derogations can be assessed for specific applications for which it is not possible to transition to alternatives within the 5-year period. The request for a derogation for spare parts in this sector is also supported.

	
	
	RAC Rapporteurs comments:
Thanks for your comment. Unfortunately, you do not provide any data and information which OCs and RMMs have already been implemented since the identification of Dechlorane Plus as SVHC in 2018. While a derogation and longer transitional period is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you very much for the detailed provided information related to the uses, use volumes, testing demands, legal approvals. 
SEAC notes that alternatives are implemented already for several uses, and substitution programmes are ongoing on several sector players. 
SEAC also notes that the information provided is essentially related to the aerospace industry but acknowledged that it also can cover the defence industry once there are similar requirements materials, articles and uses in both industry sectors.
SEAC appreciate that the claim for a derogation until 2031 was supported in a timeline taking into account the development stages usual in the sector. However, SEAC did not find arguments to justify a deviation from the initial claim of a derogation of 5 years. In SEAC view, taking into account that five years of derogation will extend the EiF for the sector likely until 2028 and the PBT/vPvB properties of the substance, identified as such since 2018, advise that the substitution is to be accelerated. Notwithstanding, SEAC support that a review clause for the transition time should be considered for specific uses where the substitution fails, proposed by the Dossier Submitter.
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	General Comments:
please see attachment

	
	
	Dossier submitter response:
Thank you for your comment. 
The Dossier Submitter notes that the attachment submitted by ACEA unfortunately does not contain any relevant information on the restriction proposal for Dechlorane Plus. ACEA has already provided information through the stakeholder consultation during the preparation of the restriction dossier and it is recommend that further information is submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.


	
	
	RAC Rapporteurs comments:
Thanks for your comment. RAC notes that the submitted attachment does not contain relevant information.

	
	
	SEAC Rapporteurs comments:
SEAC have non-additional comments.



	3533
	Date:
2021/12/22  16:12
Content:
Scope or restriction option analysis
Information on alternatives
Transitional period
Request for exemption

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
[bookmark: _Hlk92274196]The European Garden Machinery Industry Federation – EGMF
Org. country:
Belgium
Attachment:


 
	General Comments:
[bookmark: _Hlk93409619][bookmark: _Hlk93409548]EGMF is the European federation representing major garden, landscaping, forestry and turf equipment manufacturers. Through its 30 European corporate members and 7 National Associations, EGMF represents about 18 million units placed on the European market every year, accounting for around 80% of garden machinery, and EGMF members employ over 120,000 people in the EU.

We welcome the opportunity to comment on the draft restriction proposal on 1,6,7,8,9,14,15,16,17,17,18,18-Dodecachloropentacyclo[12.2.1.16,9.02,13.05,10]octadeca-7,15-diene (“Dechlorane Plus”™).

These substances are used to various applications in garden and outdoor power equipment, such as wire harness, adhesive, tape and grease. Their main functions are flame retardance and seizure resistance. They are widely used not only in the EU but also in other regions such as in Asia and in the USA. Until appropriate substitutes are found, these substances remain critical to guarantee the durability and safety of our equipment.

Therefore, we aim to share our key observations and asks on the restriction proposal:
• To further assess the impact of the proposed restriction on specific types of machinery
• To grant exemptions for applications and equipment where no appropriate substitute is available, including outdoor power equipment, as well as for spare parts to ensure that products could be repaired and reused and to provide safety products to consumers
• To have sufficient time (7 years) to develop and test alternative substances, as other substances do not offer similar properties, thus not ensuring the necessary safety and durability of equipment.

	
	
	Answer to specific info request 1:
There are many critical applications in the garden machinery sector for which Dechlorane Plus are essential. These substances are used due to their properties offering very good flame retardance and seizure resistance and cannot be easily substituted.  Specific applications of Dechlorane Plus are polymers requiring flame retardance, and grease requiring seizure resistance: • Flame retardance: when Chlorine bond substance is heated, it emits the Chlorine. Chlorine replaces the oxide in the oxidation reaction thus stopping the fire. • Seizure resistance: when Chlorine bond substance is heated in contact with metals, it reacts with the metals and forms metal chloride film. This film reduces the friction.  Other substances do not offer similar properties, thus not ensuring the necessary safety and durability of equipment. Therefore, we would require at least 7 years’ transitional period to ensure providing safety products to consumers.

	
	
	Answer to specific info request 2:
There are many critical applications in the garden machinery sector for which Dechlorane Plus are essential. These substances are used due to their properties offering very good flame retardance and seizure resistance and cannot be easily substituted.  Specific applications of Dechlorane Plus are polymers requiring flame retardance, and grease requiring seizure resistance: • Flame retardance: when Chlorine bond substance is heated, it emits the Chlorine. Chlorine replaces the oxide in the oxidation reaction thus stopping the fire. • Seizure resistance: when Chlorine bond substance is heated in contact with metals, it reacts with the metals and forms metal chloride film. This film reduces the friction.  Other substances do not offer similar properties, thus not ensuring the necessary safety and durability of equipment. Therefore, we would require at least 7 years’ transitional period to ensure providing safety products to consumers.

	
	
	Dossier submitter response:
Thank you for providing information on the uses of DP as a flame retardant and for seizure resistance in garden, landscaping, forestry and turf equipment. The Dossier Submitter also appreciates the information on the time needed to transition to alternatives. 

We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

The information provided specifically relating to garden, landscaping, forestry and turf equipment is limited. This makes it challenging to assess whether a 7-year transition period is warranted for these applications. The substitution plan and requests for derogations you present are similar to that of JAPIA, so please see our response to comment #3527 for further details. 


	
	
	RAC Rapporteurs comments:
Thanks for your comment. Unfortunately, you do not provide any data and information which OCs and RMMs have already been implemented since the identification of Dechlorane Plus as SVHC in 2018. While a derogation and longer transitional time is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comments #3332. Your comment does not provide additional information related to the automotive sector that might justify a general derogation to extend the transition period, but SEAC takes note the spare parts are also a concern for your associated companies.
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	Dossier submitter response:
Thank you for providing information on the uses of DP in industrial trucks (wire harnesses, polymers and greases) and the timeline for transitioning to alternatives. The Dossier Submitter has also noted your concern for economic impacts on manufacturers and downstream users of industrial trucks.
  
The information provided specifically relating to industrial trucks is limited. This makes it challenging to assess whether a 7-year transition period is warranted for this application. 

We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

The substitution plan and requests for derogations you present are similar to that of JAPIA, so please see our response to comment #3527 for further details.


	
	
	RAC Rapporteurs comments:
[bookmark: _Hlk93407714]Thanks for your comment. Unfortunately, you do not provide any data and information which OCs and RMMs have already been implemented since the identification of Dechlorane Plus as SVHC in 2018. While a derogation and longer transitional time is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. Please see our response to your comments #3332.
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	Date:
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Content:
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Information on benefits
Transitional period
Request for exemption

Type:
BehalfOfAnOrganisation
Org. type:
Industry or trade association
Org. name:
[bookmark: _Hlk92274366]The Marine Engine Committee (IMEC) of the International Council of Marine Industry Associations (ICOMIA)
Org. country:
Belgium
Attachment:


 
	General Comments:
[bookmark: _Hlk93409877]Dechlorane Plus provides a critical function as it is used as a flame retardant and as an anti-seize compound in products used in engines / powertrains in the marine leisure industry, including wire harnesses, adhesives, tape and grease for marine power equipment. They are widely used throughout the world – including in EU and in other regions such Asia and North America.

IMEC would like to share our key observations below and kindly requests that:

• An exemption to the proposed restriction is granted for use of these substances used on spare parts in our industry in order to ensure that products can be repaired, reused and remain safe for consumers

• Sufficient time is allowed, i.e. 5 years, to develop and test alternative substances which provide the necessary function

Justification:
The current proposal to implement these restrictions for articles 18 months after publication in the Official Journal is not feasible for our industry, considering the broad and important usage of products containing Dechlorane Plus in our applications.

Dechlorane Plus is critical in specific applications, such as in polymers/articles where flame retardance is required, and in greases which resist seizure of parts during assembly and reassembly.  Dechlorane plus functions as follows:

• Flame retardance: where Chlorine bond in the substance is heated, it emits Chlorine. Chlorine replaces the oxide in the oxidation reaction thus stopping the fire

• Seizure resistance: where Chlorine bond in the substance is heated in contact with the metals, it reacts with the metals and forms metal chloride film. This film reduces the friction.

Although uses of products / articles in EU containing Dechlorane Plus are gradually decreasing, non-EU regions still rely on its characteristic importance and use big volumes. Given the complexity of the global supply chains in our industry, an adequate transitional time, i.e. 5 years, is required to substitute all usages with alternative products which ensures safety, maintains the relevant functionality of products / articles and gives time for appropriate technical / regulatory approvals needed for use in our sector.

Moreover, we respectfully request that an indefinite derogation from the restriction is granted for use of products containing Dechlorane Plus on spare parts. This will ensure that products can be safely repaired and reused by customers. In line with the ‘repaired as produced’ principle enshrined in the EU RoHS Directive, we suggest adding a new exemption for:

"spare parts for the repair, reuse, updating of functionalities and upgrading of capacity of equipment placed on the market before (implementation date of this restriction)"

This amendment will bring substantial benefits to the environment and users and benefit a Circular economy as it will prevent additional generation of waste and the unnecessary use of more raw materials. It will enable operators to prolong the lifetime of their products without having to bear any additional costs due to the re-designing, re-testing and re-manufacturing of spare parts.

IMEC also associates and agrees with comments submitted in this consultation by The European Automobile Manufacturers’ Association (ACEA).


	
	
	Answer to specific info request 1:
Dechlorane Plus provides a critical function as it is used as a flame retardant and as an anti-seize compound (critical in assembly /disassembly / component reuse) in products used in engines/powertrains in the marine leisure industry, e.g. wire harnesses, adhesives, tape and grease for marine power equipment. They are widely used throughout the world – including in EU and in other regions such Asia and North America. Typical concentrations in products used are  :  • 13-20%w/w in coating of electric wires • 20-25%w/w in grease De-chlorane plus brings substantial benefits to users and benefits a Circular economy as they facilitate reuse of components and prevent additional generation of waste and the unnecessary use of more raw materials. It enables operators to prolong the lifetime of their products without having to bear any additional costs due to the re-designing, re-testing and re-manufacturing of spare parts.

	
	
	Answer to specific info request 2:
At this time (due to tie constraints associated with us preparing this input) we do not have information to submit on chemical / non-chemical alternatives but will seek to obtain this from our members.

	
	
	Dossier submitter response:
Thank you for providing information on the use of DP and the lack of alternatives available in the marine industry. Note that ACEA has not submitted information on Dechlorane Plus into the public consultation (see RCOM to comment #3532), however, your response is broadly aligned with the information submitted by other actors within the automotive industry.

The information provided specifically for marine applications is somewhat limited, which makes it challenging to assess whether the requested derogation for the marine industry is warranted. 

The Dossier Submitter supports your request for a derogation for spare parts. We are however unable to support your requests for further derogations as sufficient evidence (e,g. volumes, alternatives, substitution plans etc.) has not been provided. 
We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.

	
	
	RAC Rapporteurs comments:
Thanks for your comment. Unfortunately, you do not provide any data and information which OCs and RMMs have already been implemented since the identification of Dechlorane Plus as SVHC in 2018. While a derogation and longer transitional time is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment and submitted information. As mentioned by the Dossier Submitters' response, SEAC rapporteurs also note that your comment is aligned with the information submitted by other automotive industry players. Please see our response to your comments #3332. Your comment does not provide additional information related to the automotive sector that might justify a general derogation to extend the transition period, but SEAC takes note the spare parts are also a concern for your associated companies.
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[bookmark: _Hlk92274404]Würth Elektronik eiSos GmbH & Co. KG
Org. country:
Germany
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	General Comments:
[bookmark: _Hlk92796321]Certified electrical and flammability requirements will be impacted by the Dechlorane Plus restrictions.

Würth Elektronik is a world market leader in printed circuit boards and components and modules for controls, wireless data communication, energy-harvesting, power, smart metering, and wireless charging and discrete magnetic components including custom designed inductors and transformers.  These products are used in consumer, industrial, automotive, and medical EEE to provide suppression and control of electromagnetic interference and emission, conversion, control, and transfer of electrical energy, signal and communications handling, integrated circuit application, and may otherwise be anywhere circuits are deployed in EEE.

Among the components most impacted by Dechlorane, those with certified electrical and flammability requirements, such as transformers and inductors, are expected to have the most complex and potentially challenging path of conversion away from Dechlorane.


	
	
	Answer to specific info request 1:
We agree with proposals to support the planned obsolescence of the substance, trademark name Dechlorane, but it is important to recognise the lack of alternatives in the marketplace today. In certain applications it will not be possible to replace Dechlorane within a minimum of 5-7 years because materials and systems using alternatives to Dechlorane must be tested and successfully meet performance and safety tests relevant to each application.  Even then, operational and commercial changes are required. Dechlorane is used as a thermoset plastic additive providing critical benefit in the electrical safety, flammability, and efficiency of electronic components and associated EEE end products.  Safety characteristics currently conferred by Dechlorane prevent transfer of harmful electrical energy to users and articles and resist the start and propagation of fire. Efficiency characteristics relating to Dechlorane enable less mass of materials, less energy consumption, and less end-of-life waste.  These characteristics are particularly important for electric vehicle drive motors, charging systems of all kinds, battery management, mains power management, and medical and heavy industrial equipment where failure can have severe consequences.  Dechlorane’s successful performance over decades in thermoset plastic has enabled smaller, lighter, safe and reliable parts, fostering innovation across a broad range of markets stretching from green energy projects in alternative energy and smart metering to fast charging of electrical vehicles and complex control of automated products.

	
	
	Answer to specific info request 2:
We have aimed to set out below some of the primary considerations relevant to replacement of Dechlorane by Würth Elektronik and its value chain to highlight the critical role of Dechlorane in EEE today and the challenges associated with its replacement. Due to the highly complex, technical, inter-related and, at this point, uncertain nature of any such activity, a detailed assessment of the impact of a broad restriction on use of Dechlorane is not possible. However, clearly it will be vital to understand and resolve critical dependencies and we would be happy to provide addition information or clarification to the extent we are able to support this consultation and process.

	
	
	Dossier submitter response:
Thank you for your general support for the planned obsolescence of DP and for the specific information on the function and availability of alternatives to DP in certain applications. 
We have noted that DP is used as an additive (typical concentration about 8%) in providing flame retardancy.
The information that DP improves the CTI-performance of the thermoset plastic was first mentioned in the public consultation. It is not clear to the Dossier Submitter whether the use of DP in electric insulation is a separate or additional technical function than flame retardancy. 
[bookmark: _Hlk93403564][bookmark: _Hlk93409937]We have also noted that you request time-limited derogations for DP-containing thermoset plastic mixtures and articles made from DP-containing thermoset plastic mixtures and used as coil forms and coil assembly mounts, such as bobbins, bases, and headers, and inductors, transformers, and other passive electromagnetic components, either discrete or contained within other EEE articles, intending to meet VDE Group 1 CTI requirement coupled with UL Class B requirement and/or UL Class F requirement and/or medical devices. We have noted that you suggest that a transitional period of 9 years after the entry into force of the restriction should apply to these mixtures and articles. Furthermore, a transitional period of 20 years after entry into force should apply to spare parts for the same applications.
In order to fully assess the information, an indicative estimate of volume DP used for EEE articles, intending to meet VDE Group 1 CTI requirement coupled with UL Class B requirement and/or UL Class F requirement and/or medical devices should be provided. Furthermore, more detailed information on the product longevity of these devices, alternatives to DP and the costs related to substitution of DP within these use areas would be necessary.
The Dossier Submitter does not support any general derogations for electrical and electronic equipment as it may represent a significant source of emissions of DP to the environment. 

[bookmark: _Hlk93413854]We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information. 

Further information can be submitted in the 60-day consultation on the SEAC draft opinion, which SEAC will consider before adopting their opinion.

	
	
	RAC Rapporteurs comments:
Thanks for your comment. RAC also welcomes your general support for the planned obsolescence of Dechlorane Plus. Unfortunately, you do not provide any data and information which OCs and RMMs have already been implemented since the identification of Dechlorane Plus as SVHC in 2018. While a derogation and longer transitional time is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause. 
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you for your comment. The use of DP in thermoset plastics are not mentioned by other respondents nor treated individually in the Annex VV report. 
SEAC has a concern related to how to access if your claims for derogations are covered by the derogations claimed by other industry sectors.
SEAC agree to the Dossier Submitter comment regarding the lack of information to access your claims for derogations.
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[bookmark: _Hlk92274458]COCIR
Org. country:
Belgium
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	General Comments:
COCIR Members, in the medical imaging ans radiotherapy devices sector believe DP+ can be substituted succesfully with limited impacts to industry, innovation, healthcare providers in EU and patients is a proper transition period is granted and additional conditions are included in the restriction text, as argumented and proposed in the attached COCIR Report

	
	
	Answer to specific info request 1:
DP+ has been included in BOMcheck afte the inclusion in the candidate list. BOMcheck, originally created by COCIR is today a very efficient system to track the use of substabces along the supply chain. COCIR managed to collect information about uses in medical imaging and radiotherapy devices but not about the quantities or concentrations as such information was not required by REACH article 33. the findings are included in the attached report.

	
	
	Answer to specific info request 2:
COCIR does not exclude that the alternatives proposed in the DP+ restriction report may work in most applications but their use needs to be extensively tested for safety, reliability and clinical performances (e.g. interference with image quality). Additional information on possible alternatives and estimation of time required for substitution are reported in the attached report.

	
	
	Dossier submitter response:
Thank you for the detailed report on the use of DP in medical imaging and radiotherapy devices. 

It is noted that DP is used in: 
· Cables and wiring, electrical connectors;
· Printed circuit boards, other plastic electrical components;
· Other non-electrical components, such as housings; and 
· Mechanical parts.

It is understood that COCIR members do not directly use DP, but that it is constituent insert parts of medical imaging and radiotherapy devices manufactured by supplier. Parts containing DP has been identified through supply chain communication. However, volumes have not be possible to obtain, as there are currently no legislative reporting requirements for the substance. It is strongly encouraged that COCIR continues its communication within the supply chain to obtain volume data, to allow for a considered assessment of the requested derogations in the committees and the European Commission.  

We would like to point out that DP is a very persistent and very bioaccumulative substance (vPvB) and its emissions should therefore be minimised regardless of evidence on adverse effects to the environment and human health. Please see: https://echa.europa.eu/management-of-pbt-vpvb-substances for further information.   

It is noted that alternatives have not yet been investigated by COCIR members, hence no suitable alternatives are known at the present time. Due to stringent regulatory requirement and the societal importance of medical imaging and radiotherapy devices, the Dossier Submitter acknowledges that an extended transition period for medical devices is needed to allow for the identification, testing and implementation of alternatives. 

Based on the information provided in the report, the Dossier Submitter supports COCIR's suggested derogations for:
· Medical imaging devices placed on the market before Entry Into Force (EiF) +7 years;
· Radiotherapy devices/installations placed on the market before EiF+10 years;

The Dossier Submitter also agrees that a review clause for the derogations should be considered, where extended derogations can be assessed for specific applications for which it has not been possible to transition to alternatives.

Considering the long lifetime of these devices, the Dossier Submitter also supports a derogation for spare parts, refurbishment and reuse of such devices.

	
	
	RAC Rapporteurs comments:
Thanks for your comment. RAC notes your claim that only limited information about concentration or quantities is provided by suppliers as it is not a legislative requirement, even for EU suppliers. To RAC it remains unclear if this describes the situation prior to the identification of Dechlorane Plus as SVHC in 2018. RAC also notes the discrepancy between your prior statement and your statement that all COCIR members do separate all plastic parts containing Dechlorane Plus as part of the WEEE disposal processes. To RAC it remains unclear how this is practically possible if, as claimed above, only limited information on the use of Dechlorane Plus is available to COCIR members. While a derogation and longer transitional time is requested, no data and information are given how much emissions into the environment of Dechlorane Plus this will cause.
Requests by stakeholders for derogations and longer transition periods must be sufficiently substantiated with data and information on use volumes, emissions and implemented OCs and RMMs and have by RAC been evaluated from an emission minimisation perspective only. Evaluation of proportionality and cost/benefit for restricting as well as derogating uses will be performed by SEAC.

	
	
	SEAC Rapporteurs comments:
Thank you very much for your comments. They allowed the identification of devices where DP is used, that were not identified in the initial Annex XV report. Your comments highlight the complexity of the medical imaging and radiotherapy devices, the complexity of the supply chain and the relevant requirements and testing demands for approval of the articles/materials used in such devices. This information, together with the benefits for the society that such equipment still continues available for health providers, from the view of SEAC rapporteurs, is enough to support the derogation proposed by the Dossier Submitters for new equipment and the production of spare parts. SEAC notes the statement that only limited information about concentration, or quantities, is provided by suppliers as it is not a legislative requirement, even for EU suppliers. However, article 7(2) of the REACH Regulation demands that any producer or importer of articles shall notify ECHA if an SVHC is present in those articles in quantities totalling over one tonne per producer or importer per year and the substance is present in those articles above a concentration of 0,1 % weight by weight (w/w). You also state that a very efficient system to track the use of substances along with the supply chain is implemented, but not about the quantities or concentrations, as such information was not required by REACH article 33. However, nothing is said about the demand imposed by article 7(2). Although the SCIP database contains several entries for articles with DP, there are no entries to articles containing DP in the ECHA's database for SVHCs in articles notification.
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Japan Auto Parts Industries Association (JAPIA) 


Response to ECHA Public Consultation 
 


 


 


Introduction 
The Japan Auto Parts Industries Association (JAPIA) was established in August 1969 as a 


“public interest incorporated association” aimed at working to promote the auto parts 


industry of Japan.  


Since its reorganization in December 2011 as a “general incorporated association”, JAPIA 


has been engaging in various activities for the further development of the industry. 


 


For automobile safety and comfortable driving, the high quality of each automobile part 


is a great contribution. The environmental situation in the auto parts industries ran into 


unprecedented difficulties such as structural change, promotion of international 


corporations, etc. However, JAPIA actively makes an effort towards these problems 


together with JAPIA member companies.  


 


The number of Japanese Automotive Suppliers are 6,700 companies with 686,000 


people directly employed. The yearly sales is 290.2 billion euros. Automobile industries 


accounts for 17.5% of the total manufacturing shipment value in Japan. Automobile 


parts account for more than 50% of total automobile industry shipment value and half 


of them are from JAPIA member companies.  


 


 


1. Japan Auto Parts Industries Association (JAPIA) is concerned about the  


consequences of the current “Dechlorane Plus” restriction proposal 


 
Specific applications of “Dechlorane Plus” are polymers requiring flame retardance, and 


grease requiring seizure resistance. Key functions of “Dechlorane Plus” are the 


followings;  


- Flame retardance: When Chorine bond substance is heated, it emits the Chlorine (Cl).  


Chlorine replaces the oxide in the oxidation reaction thus stopping the fire. 


- Seizure resistance: When Chlorine bond substance is heated in contact with the metals, 


it reacts with the metals and forms metal chloride film. This film reduces the friction. 
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Concentrations of “Dechlorane Plus” in the final products are very small amount 


(less than 0.1%) in final products.  


(c.f.; 13% - 20% contained in coating in electric wires) 


 


At the present, we confirm with our upper stream makers that it is not possible to 


directly replace with an alternative technology to “Dechlorane Plus” such as ‘Chlorendic 


anhydride’, ‘Ammonium polyphosphate’, ‘Aluminium hydroxide’ and ‘EBP’ written in the 


ANNEX XV Restriction Report. Because the performance of “Dechlorane Plus” as a flame 


retardant is very high. It is necessary to discuss the alternative technology with upper 


stream makers, not from downstream makers such as JAPIA.  


 


The “Dechlorane Plus” restriction proposal has a huge impact to the Automobile Industry, 


Construction and Machinery Industry as well as many other sectors. The transitional 


period of 18 months is too short to give a chance to upper stream makes to change any 


alternatives comparable to “Dechlorane Plus”. A certain period of evaluation time in 


downstream makers is needed even if upper stream makers succeed to change any 


alternatives in this case.  


 


In order to restrict “Dechlorane Plus”, alternative substances should be safe, 


environmentally-friendly and technical feasibility. Therefore, the restrictions should take 


into consideration for the usage stage of vehicles, not only for alternative substances and 


production of materials.  


 


 


2. Dechlorane Plus used in vehicle* parts 


 
As stated in the ANNEX XV Restriction report, the Automotive Industry is the largest user 


of “Dechlorane Plus”. The main applications of “Dechlorane Plus” used in vehicle* parts  


can be found in the following 4 categories. 


- Wire harness, adhesive, tape and ‘diallyl phthalate prepolymer’  


 


*: vehicle includes automobile, construction, machinery, agriculture and so on 
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3. Purpose of “Dechlorane Plus” used in automobile parts 


 
The main materials and its purpose of use of “Dechlorane Plus” in vehicle parts are as 


follows; 


 Polymers used in parts that require flame retardance 


 Greases used in parts that require seizure resistance 


The purpose of using flame retardants in vehicle parts is to reduce the flame and protect 


the lives of passengers in the event of a vehicle fire. 


 


 


4. Total amount of production volume and use of “Dechlorane Plus” 


 
The total amount of production volume and use in vehicle parts of “Dechlorane Plus” 


are as follows (the following information is provided by upper stream makers);  


 


The total amount of production volume:  


Globally, the production volume of “Dechlorane Plus” is 1,000 tons per year. About 70% 


of “Dechlorane Plus” is intended for use in Automobile Industry.  


In Japan, the production volume of “Dechlorane Plus” is 200 tons per year. 140 tons per 


year of the production volume of “Dechlorane Plus” is used in Automobile Industries. 


 


The total use of “Dechlorane Plus” per vehicle (in the case of vehicle production volume 


being 90 million per year): 


Globally, usage is 200 to 300 grams (in average) per vehicle due to many vehicles using 


“Dechlorane Plus” for wire harness, tape, grease and PDAP resin. This average usage 


includes the weight of the resin containing Dechlorane Plus. The average value per 


vehicle in the following other regions is the same idea. Usage in Japan is 200 grams per 


vehicle in average. In Europe, the amount used was 200g per vehicle in average, but the 


amount imported for “Dechlorane Plus” has decreased, and the amount for each vehicle 


seems to have decreased from 200 g in average. However, considering the fact that 


“Dechlorane Plus” containing products are exported to Europe, since “Dechlorane Plus” 


is used all over the world, it does not seem to have decreased significantly.  
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5. Differences in the Mechanism of Combustibility between Chlorine-


Based Flame Retardants (Dechlorane Plus) and Other Flame Retardants 
 


1) Chlorinated Flame Retardant (including Brominated Flame Retardant)  


 


 


 


 


 


 


 


 


 


 


 


 


 


2) Inorganic Flame Retardant  


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


   Resin 


Oxygen 


HCl generation 


Flame Retardant Auxiliary 


Catalysis 


Incombustible Gas Phase 


Flame Retardant 


⚫ Covered from oxygen by 


generating HCl (non-


flammable gas). 
⚫ The flame-retardant additive 


catalyzes the generation of HCl 


from the flame-retardant. 


⚫ Flame resistance is high 


because the Cl content per unit 


weight is large. 


 


Resin 


H2O 
H2O 


Flame Retardant 


⚫ Pyrolysis of aluminum hydroxide 


produces water. Prevention of fire 


spreading and delay of fire 


spreading are promoted by water. 


⚫ Low thermal decomposition 


temperature makes it difficult to use 


for engineering plastics with high 


heat resistance. 
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3) Summary 


Inorganic flame retardants cannot ensure flame retardancy equivalent to that of 


chlorinated flame retardants. 


Inorganic flame retardants require a large amount of flame retardants in order to ensure 


flame retardancy equivalent to that of chlorinated flame retardants, and resins are 


difficult to achieve. 


Considering flame retardancy and compatibility with materials, it takes time to change 


wire harnesses and tapes to inorganic flame retardants. 


For PDAP resin, this material is indispensable in consideration of heat resistance and 


electrical characteristics when considering the future electrification of vehicles, and 


there is no flame retardant other than Decloran Plus that can achieve equivalent 


performance. 


 


 


6. Reasons for exemption and/or postponent  


 
1) Wire harness and tape (resin and rubber other than PDAP resin) 


In some cases, wire harnesses and tapes are being switched from chlorine-based flame 


retardants such as “Dechlorane Plus” to bromine-based flame retardants. At present, 


there are some products that use alternative flame retardants. The main concern is that 


most of the wire harness tapes and other products that do not use “Dechlorane Plus” 


use brominated flame retardants, which are being regulated in some areas and are 


unlikely to be used continuously in the future. To avoid a regrettable replacement, this 


product line might require to be switched to inorganic flame retardants. Some of JAPIA 


member companies have already started switching to inorganic flame retardants, but as 


their characteristics are very different, they require some lead time to complete the 


following actions; 


  - Material development: 2 years 


  - Evaluation of material, parts: 1 year 


  - Parts approval by customers: 1 year 


  - Alignment/Update of production line/facility: 1year 


  - Change-over (Engineering change release, Production control): 2 years 
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2) PDAP resin 


PDAP resin has high electrical characteristics, especially high tracking resistance and high 


heat resistance, which are the main reasons why it is used in parts such as vehicles. 


Switching to inorganic flame retardants to avoid being a regrettable replacement is 


difficult because it is unlikely to ensure the same electrical characteristics and heat 


resistance. Although we are aiming to switch to the same halogenated compounds, we 


need two years to develop materials and three years to evaluate customers because of 


evaluating materials and parts in each tiers and OEMs, for a total of five years. (Results 


of inquiries to material manufacturers) 


Because of its excellent electrical properties and heat resistance, PDAP resin is being 


adopted as a component for next-generation electric vehicles, and it is necessary to 


secure this material globally, including in Europe. As the demand for PDAP resin 


increases in the trend toward EVs in vehicles, it is necessary to extend the application of 


PDAP resin for at least five years in consideration of its contribution to the environment. 


 


3) Spare part 


Since the life cycle of automobiles and other vehicles is expanding year by year and the 


cases in which users use them for a long period of time are increasing, we, as a parts 


manufacturer, have a responsibility to continuously supply supplies for old vehicles so as 


not to cause inconvenience to users. Under these circumstances, if this rule is applied to 


older supplies, the supply of supplies to the user may not be possible. The reason for 


this is that it is very expensive to design, develop, and manufacture old type supplies, so 


they are once supplied with manufactured parts. However, when the regulations are 


applied, it may become impossible to do so, which may lead to the conclusion that 


existing vehicles cannot be used continuously, which is not environmentally friendly. For 


this reason, older supplies are exempt from this regulation. It is necessary. 
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7. Conclusion  


 
According to the ANNEX XV Restriction Report, the Persistent Organic Pollutants 


Review Committee (POPRC) currently assessed the intrinsic properties of DP 


(UNEP/POPS/POPRC.16/9) and decided to defer its decision on the draft risk profile 


for DP to the next meeting, tentatively scheduled to September 2021. However, 


POPRC noted that the information on persistence, bioaccumulation and the potential 


for long-range environmental transport was conclusive but the Committee was 


unable to agree that the information on adverse effects was sufficient to reach a 


conclusion on the risk profile for DP (UNEP/POPS/POPRC.16/9, Annex I, Decision 


POPRC-16/1) (POPRC, 2021a).  


 


No evidence of adverse effects to human health or the environment has been 


established for “Dechlorane Plus”. There is also no indication of adverse effects.  


 


JAPIA believes that this timing of regulation is too early, so we would like to see flexible 


compliance with the regulation, including exemptions. 


 


If “Dechlorane Plus” is to be regulated, please take into consider the following transition 


period, which is close to RO3 described in Restriction Report. 


- Parts (except PDAP resin) for current model: 7 years (until 2027)  


- PDAP resin: Subject to indefinite application (requiring permanent exemption) 


- Spare parts for past model: Impossible (requiring permanent exemption) 


 


JAPIA also requests this exemption to the parts to be mounted on all vehicles, not just 


for automobile use. 


 


 


 


 


 


Kiyonori SEKIGUCHI 


Director 


Technical Department 


Japan Auto Parts Industries Association 
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COCIR CONTRIBUTION  


TO THE CONSULTATION ON THE RESTRICTION DOSSIER FOR 
DECHLORANE PLUS 
 


COCIR1, the European Association of the Radiological, Electromedical and Healthcare IT 


Industry, is pleased to submit the following contribution to the consultation on the 


restriction dossier for Dechlorane Plus (DP) 


 


COCIR represent companies producing medical imaging (MRI, CT, X-ray, PET , SPECT, 


Ultrasound and combined modalities) and radiotherapy devices (Linacs, Brachythrapy, 


Radiosurgery, Particle therapy). Most of such devices weight 5 to 10 tons on average (up 


to hundreds), have 15-20+ years long life and contains hundreds of thousands of 


components (and millions of articles). 


 


DP was added to the candidate list in 2018. Since then, the substance has been added to 


the COCIR list of regulated/declarable substances and has been tracked along the supply 


chain by companies, many of them thanks to the use of BOMcheck. 


 


So far, several applications of DP have been identified, covering hundreds of parts 


used in medical imaging devices. A more detailed analysis of the uses will be submitted 


later on during the consultation. 


 


Nonetheless, the complexity of the involved technology (MRI, CT, Beam/particle Therapy, 


X-ray, etc) also implies that some applications of the targeted substances may be 


discovered at a later stage and substitution might turn out to be not possible in a short 


period of time. 


 


As medical devices can be used for 10 to 20 years, it is essential such devices can be 


repaired to avoid downtimes that will prevent patients from getting their exams. The 


“repair as produced” principle enshrined in the RoHS Directive and internationally 


recognized, should be included in the Dechlorane restriction. 


 


Therefore, for now, we can only confirm that the proposed restriction is going to have a 


negative impact on the Medical Devices Sector and on the EU healthcare system unless: 


• 5 to 7 years are granted, after the entry into force for other sectors, as transition 


time for companies to find and adopt suitable alternatives and to allow the sales of 


legacy devices. This time has been considered a bare minimum by other EU 


legislation, e.g. the RoHS Directive. 


• Exemptions are granted for applications where substitution will turn out to be not 


possible before the entry into force of the ban. 


• The exclusion for spare parts for repair, maintenance and expansion of medical 


devices should be included in the wording of the restriction, re-instating the 


“repaired as produced” principle. 


 


 


 


 


 


 


                                           
1 www.cocir.org 
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DETAILED ANALYSIS 


 


Availability of alternatives 


As the applications of DP in the medical technology sector are not fully known today it may 


be assumed that alternatives are not available for all the applications. But even when 


alternatives are available, substitution of substances in the medical sector is far different 


from the same process in other sectors.  


The EU and global frameworks on the safety of medical devices ensure that no applications 


of a substance can be substituted without extensive testing on a part-, component-, sub-


assembly- and then at system-level. 


 


Time required for substitution of DP in medical devices 


When a substitution is required, this may involve redesign, testing for reliability and for 


patient safety and to obtain the data needed to gain approval in the EU and in the rest of 


the world. This can take many years especially if the change in design is significant, which 


is very likely to occur when material properties are changing.  


 


COCIR did a study to assess the time needed by the sector to substitute the 4 phthalates 


proposed for a ban under the RoHS Directive, concluding a minimum of 5 years was 


needed. The report assessed 4 phthalates, but the results are easily applicable to DP+ as 


the substitution process and the testing phases oftentimes do not depend on the substance 


itself.  


 


• Testing alternatives: rarely there is a ready-available alternative with the same 


physical, chemical and mechanical properties for each application.  


 


• Redesign: very often the identified alternative requires changes in design at 


component or system level. 


 


• Resource limitation: limited availability of specialised engineers with the 


experience and expertise to carry out the work to redesign and assess compliant 


versions of complex medical devices. The pool of engineers available globally is 


limited and so the medical industry cannot shorten the timescale by employing more 


engineers, instead other engineering projects and the development of new products 


must be postponed.  


 


• Development cycles:  the proposed restriction applies to small medical devices, 


complex imaging medical devices, but also to large scale installations like linear 


accelerators or particle therapy installations. For imaging devices, the development 


cycle is typically 5-7 years, while for bigger therapy systems the development cycles 


can reach 11 years. Substances can be substituted successfully with reasonable 


costs during a development cycle.  


On the contrary, the cost of substitution for already existing models is going to be 


extremely high and normally is not a viable option. Devices providing good clinical 


results will therefore be discontinued before their intended phase out, leaving EU 


hospitals with a lower quality healthcare at higher costs. Depending on the stage of 


the development cycle individual companies have for their product portfolio, this 


might also result in that certain companies will not be able to continue business 


lines due to the uneven playing field. 
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Exemptions 


The classic approach of restricting substances with specific exemptions while it has been 


used since 2014, does not work properly for the medical devices sector. The number of 


known applications of DP is not known, but many more can be expected to be discovered 


in the coming years. As usual, some critical ones at the very last minute. For 10 substances 


under the RoHS Directive more than 40 exemptions had been needed for the medical 


sector. This becomes even more critical when considering that the medical sector does 


only make up 1% of the whole electric and electronic industry, while approx. 30% of all 


exemptions had been needed and granted specifically for this sector.  


 


The only workable option is to ensure that medical technology is given ample time after 


the entry into force of the restriction for other sectors, at last 5 to 7 years. Such a 


period of time is required to adopt solutions developed by other sectors with a far larger 


market impact, test them extensively and substitute DP where possible. Experimenting not 


well-known alternatives on devices that are critical for the life of patients and that are 


supposed to be in service for 10-15 years is not an option.  


 


Even more, such a solution would avoid discouraging manufacturers of components using 


DP to just discontinue production leaving manufacturers of medical devices unable to 


continue the production of critical devices. This is not hypothetical as it is already 


happening for the restriction of PFOA recently introduced in the POP Regulation. 


 


“Repair as produced” principle 


According to EU legislation on medical devices (Regulation 2017/745) medical devices can 


only be repaired with approved parts. Devices installed before the entry into force of a 


restriction must be repaired with “non-compliant” parts specifically designed for such 


equipment.  


The “repaired as produced” principle ensures devices can be repaired and maintained, thus 


preventing waste creation, one of the most important elements of a circular economy. 


 


Failing to include the repaired a produced principle in the DP restriction would end up in 


most of the medical devices installed today in hospitals and clinics today to be impossible 


to be repaired. This would have dire consequences for healthcare systems in EU: 


• Hospitals would be forced to discard their equipment worth million of euros to buy 


new ones, if they could afford it. 


• Healthcare services will be jeopardized with extensive downtimes as instead of a 


simple repair, hospitals will have to buy (often trough tenders) and install a new 


device. 


• Thousands of perfectly functioning devices (weighting several tons each) will be 


discarded as waste and sent to disposal unnecessarily 


 


 


Impact on innovation 


Medical devices are used to cure illness and save lives and so manufacturers are constantly 


carrying out research into products with better performance that will improve patients’ 


chances of being diagnosed correctly and of being cured. The engineers who develop new 


products would be the same engineers that have the necessary expertise to design and 


develop compliant versions by replacing substances of concern. These would need to be 


diverted to compliance in order to shorten the time needed to comply with substance 


restrictions as far as is feasible. This can be achieved however only at the expense of 


developing fewer new products and so having to comply with DP restriction could harm 
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human health in the longer term due to diverting resources and this may also indirectly 


result in increased healthcare costs.  


 


CONCLUSIONS 


• 5 to 7 years are granted to the medical devices sector, after the entry into 


force for other sectors, as transition time for companies to find and adopt suitable 


alternatives and to allow the sales of legacy devices. This time has been considered 


a bare minimum by other EU legislation, e.g. the RoHS Directive. 


• Exemptions are granted for applications where substitution will turn out to be not 


possible before the entry into force of the ban. 


• The exclusion of spare parts for repair, maintenance and expansion of medical 


devices is included in the wording of the restriction, re-instating the “repaired as 


produced” principle. 


 


COCIR underlines that any sunset date for medical devices shorter than the 


requested one risks having a negative impact on the medical sector and on 


healthcare providers, while not providing a significant positive effect on human 


health and the environment. 


 


All considered, we believe the best option in this case would be a general 


exemption for our sector as “essential use”, for further and more detailed 


evaluation after 5 to 7 years. 
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DP RESTRICTION CONSULTATION RESPONSE 


Contact: Maria Chiara Detragiache 
 


ASD |  Rue dur Trône 100  I  1050 Brussels, Belgium  I  T: +32 2 775 81 10  I  info@asd-europe.org  I  www.asd-europe.org 


Response to consultation on DP restriction proposal 


AeroSpace and Defence Industries Association of Europe (ASD) supports a derogation of the proposed EU 


REACH Annex XVII Dechlorane Plus™ restriction to accommodate the relatively small but critical aerospace 


and defence uses described below.  


Please contact ASD if additional information or clarification is required to support Annex XVII decision-


making. Contact information is provided on the last page of this document.  


 


1. Use of Dechlorane Plus™ in the aerospace and defence industry in the EEA 


ASD members still rely on the use of Dechlorane Plus™ (DP) in formulations used in the EEA for both 


production and repair of aerospace and defence (A&D) products. ASD members also import articles 


containing DP (>0,1%) into the EEA. 


The percentages of DP found in aerospace and defence articles range from 0,1% up to 20% for certain 


types of articles. 


 


1.1. Volumes of Dechlorane Plus™ used in aerospace and defence in the EEA 


ASD has surveyed our members to understand the volumes of DP used in aerospace and defence products 


in the EEA. Surveying is still ongoing to understand the quantities in circulation, but based on preliminary 


data, we understand that the volumes used by our members are at least as follows:  


*In some cases, aerospace companies have stockpiled strategic DP-containing articles to guarantee the serviceability 


of products that are existing on the market but where DP is no longer used in the manufacture of newer products. 


We are still working to gather data in order to validate the volumes of DP used in A&D products and 


processes in the EEA. We will revise the quantities above in future revisions of this document if revision 


of the values is indicated; however, we expect the overall volumes to remain relatively low (i.e., closer to 


1 tonne than 10 tonnes).  This expectation is based on the information that we have already gathered and 


noting that there is currently no active registration for any one legal entity to import over 1 tonne per 


year of DP into the EEA. 


1.2 Dechlorane Plus™ uses in aerospace and defence products in the EEA 


As previously reported in the responses provided to the call for information, DP is still used across certain 


products in the aerospace and defence industry in the EEA. DP is not chosen as an intentional ingredient 


by aerospace and defence companies; it is present in such designs because of a reliance on formulations 


(often initially chosen and qualified decades prior) that contain it. ASD has confirmed with members that 


Use Quantity (estimated) 


EEA A&D production 200 kg per annum  These estimates are based on 
preliminary responses, to be 
revised when more data is 
available. These figures include 
values previously reported by 
aerospace respondents to the 
call for information. 


EEA A&D repair 600 kg per annum  


EEA A&D imported or pre-
manufactured* articles 


800 kg per annum  



https://www.asd-europe.org/about-us
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the following A&D uses are still required in the EEA, although OEMs (original equipment manufacturers) 


are working to remove DP as soon as feasible: 


1.2.1. Aero engine manufacture and repair 


DP is present as a flame retardant in fillers used by engine manufacturers. This affects both EEA engine 


production, the repair of engines in the EEA and the import of engines or engine parts into the EEA. 


DP-containing fillers are used across a variety of aero engine parts made by several manufacturers. 


Affected parts include aircraft jet engine fan blade abradable rub strips and the use of DP includes the 


related void filling abradable compound for manufacturing and repair.  


There are additional specific confidential uses in defence and security programs and uses for the 


manufacture and repair of other safety-critical parts. 


1.2.2. Missile rocket motors 


DP is used in insulation materials for rocket motors. It is present as a flame retardant in the insulation 


materials that are purchased by OEMs. The DP-containing insulation material is vulcanized during the 


manufacturing process to achieve its final design/form. The function of the insulation material is critical 


to the rocket motors. 


1.2.3. Electrical items 


DP is present in several electrical items for A&D use, that are both manufactured within and imported 


into the EEA. Affected articles include connectors, wires, cables, switches and equipment labels. 


1.2.4. Structural panels 


Structural filling adhesives containing DP are used to fill honeycomb edges in panels used to manufacture 


aircraft. These honeycomb structures are used in aircraft to provide strength and rigidity between thin 


layer panels. They allow the aircraft strength whilst significantly reducing the weight.  


 


2. Status of alternatives and challenges to remove DP from aerospace and defence products 


A&D products are subjected to some of the most aggressive environments around the world. They must 


operate successfully in extremes, not limited to, altitude, temperature, pressure and precipitation, while 


having to fulfil the highest possible technical reliability and safety requirements. To ensure aircraft safety, 


comprehensive airworthiness regulations1 have been in place in the European Union (as well as around 


the world) for decades. These regulations require qualification of all materials and processes according to 


a systematic and rigorous process to meet stringent safety requirements that are ultimately subject to 


independent certification and approval. Parallel requirements2 are in place to ensure airworthiness for 


defence systems in Europe. Ground and sea-based defence systems are subject to similar rigorous 


qualification requirements. Space systems must also meet the highest specifications for consistent 


reliability and performance in extreme environments over many years, since repair or maintenance is 


practically impossible once the technology is launched.  


 
1 E.g. European Union (EU) Regulation No 216/2008 and the EASA CS-25 and EASA CS-E in the EU 
2 The European Aviation Requirements (EMARs) established by the European Defence Agency (EDA) 


Airworthiness Authorities (MAWA) Forum  
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OEMs and the formulators who supply them have been working to remove DP from their products for 


several years already. In many cases, it has already been possible to move away from DP-containing 


formulations; however, there are still certain uses within portfolios for which successful substitutions 


have not yet been achieved. 


It is important to understand that, when looking to qualify new alternatives to DP-containing 


formulations, aerospace and defence companies must ensure that the functional requirements 


performed by the entire formulation, as a whole, are still met. The focus is not specifically on the function 


of DP, but the function of the formulation in which it is used. Thus, when providing information on the 


technical functions that are necessary for any alternative, information that has been provided is focused 


on the required functions for a replacement formulation rather than a replacement substance and will 


vary according to the different OEMs, products and parts where a replacement needs to be used. 


It is also important to convey that although A&D companies are working to substitute DP, success is not 


guaranteed. In many cases, companies hope to eliminate reliance on DP before the proposed restriction 


would come into force. There are, however, also cases where this is less likely and if alternatives fail any 


part of the testing criteria, substitutions would not be achieved in time.  


Further, there are some cases where alternatives development is predicted to well exceed the proposed 


restriction date.  These are cases where DP formulations are used for certain aerospace and defence 


products which are subject to long and rigorous testing programmes.  The rigorous testing is required to 


assure that any new (DP-free) formulation that is used does not compromise the integrity of those 


components or the safety of the product as a whole. 


Estimated timeframes to complete the alternatives work for removal of DP from the aerospace and 


defence products previously described in section 1.2 range from 3 years, in cases anticipated to be less 


challenging, up to 10 years for more complex instances. It must be remembered that these timelines are 


assuming that alternatives programmes are successful and run to plan. 


2.1.      Challenges for alternatives development and deployment 


To help convey the challenges involved in alternatives development and deployment for A&D uses we call 


your attention to a paper produced by the Global Chromates Consortium for Aerospace’s (GCCA), titled 


Aerospace & Defence Qualification Process Impacts on Ability to Substitute Cr(VI) Substances3. 


Please note this particular paragraph of the GCCA paper: 


“Aerospace and defence (A&D) products operate and carry people in extreme environments over 


extended timeframes, while having to fulfil extremely challenging technical, reliability, and safety 


requirements. To ensure the safety and reliability of aerospace products, comprehensive airworthiness 


regulations have been in place globally for decades. These regulations require a systematic and rigorous 


framework to be in place to qualify all materials and processes to meet stringent safety requirements 


that are subject to independent certification and approval through EASA and other agencies 


requirements. Air, ground and sea-based defence systems, and also space systems, are subject to similar 


rigorous qualification requirements. Changes to A&D hardware offer unique challenges that are not seen 


in other industries.” 


 
3 The entire paper can be found here on the GCCA website.  


 



https://ramboll.com/-/media/files/reh/GCCAAerospaceDefenceQualificationProcessImpactsonAbilitytoSubstituteCrVISubstanceswhitepaper
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Although the GCCA paper was written to support hexavalent chromium Authorisation applications, the 


qualification and certification processes described are also applicable to substitution of other substances, 


including DP. The following illustration, which has been adapted from that paper, supports the 


substitution timeline discussed in the previous section. 


 


Figure 1. Illustration of the development, qualification, validation, certification and industrialisation process required 
in the aerospace industry – taken from the GCCA paper on Aerospace & Defence Qualification Process Impacts on 
Ability to Substitute Cr(VI) Substances3 & Joint Analysis of Alternatives and Socio-Economic Analysis, Authorisation 
application 0203-024. 


 


As also indicated in the GCCA paper, “The complex relationship between each component (in aerospace 


and defence systems) and its performance requirements within its own unique design parameters 


requires certification of each substitution individually (see Figure 2). Qualification in one particular 


application does not guarantee that use in another application is qualified. Every application must be 


individually assessed to determine that requirements are met. This process must be independently 


replicated across all A&D products by each A&D company. A&D products (e.g. a specific aircraft model) 


may be in service for 30-50 years (even longer in defence uses), requiring maintenance, repair and spare 


parts over their entire service lives. Any changes to these parts or processes must be fully validated and 


certified to ensure safety and performance are not compromised.” 
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Figure 2. Systems assessment and validation overview, taken from the GCCA paper on Aerospace & 


Defence Qualification Process Impacts on Ability to Substitute Cr(VI) Substances3. 


 


3. Impacts in the case that DP is restricted in A&D products prior to certifying alternatives (non-use 


scenario) 


In a non-use scenario, production and repair of the aerospace and defence products that rely on DP-


containing formulations would have to cease within the EEA. This would include small ‘on wing’ repairs 


(i.e., repairs undertaken at airports directly on the affected aircraft) as well as larger/more complex repair 


and maintenance procedures necessary to keep aircraft flying. Imports of replacement and refurbished 


A&D parts and products that contain DP would not be permitted. This would, in effect, prevent the repair 


of existing aircraft and defence products in the EEA and would prohibit the delivery of certain new, 


replacement or refurbished A&D components to the EEA. This non-use scenario would lead to the 


grounding of aircraft.  


In some cases, companies hold strategic stocks of components containing DP, where the DP is no longer 


being used to manufacture new components but stock has been previously manufactured and retained 


in order to be able to repair and maintain existing aerospace and defence products throughout their 


service lives in the EEA. Aerospace and defence products are designed to have extremely long service lives 


(decades long in many cases). 


If DP were prohibited in articles before the retirement of existing A&D products, then those products 


would no longer be able to be maintained in service in the EEA and the stock of DP-containing components 


would become unusable. 


Please refer to Figure 3, which shows the viability of options for A&D companies in the case that a 


restriction for DP comes into force before DP has been successfully removed from all affected products, 


parts and processes. 
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Figure 3. Impacts of non-use scenario for A&D companies relying on DP in products and processes 


 


3.1.  Economic consequences if DP is restricted for use in A&D products before it can be substituted 


If DP were restricted from use in A&D products in the EEA, before all uses can be substituted, the economic 


impacts would be substantial. It would affect not just A&D companies, their supply chains and third-party 


MRO (Maintenance, Repair and Overhaul) facilities, but would also have significant impacts for customers 


(including airlines and defence agencies) and those who rely on the products and services provided by the 


A&D industry. 


Economic impacts within the aerospace and defence sector would include: 


• Loss of profits – OEMs, suppliers, airlines, repair and maintenance facilities, etc. 


• Costs associated with unused stock disposal 
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• Costs for relocation of work outside of EEA – OEMs, suppliers, repair and maintenance facilities, 


etc. 


• Penalties for failures to meet contracts (e.g., where servicing cannot be completed leading to 


aircraft being grounded) 


• Economic consequences of commercial and freight aircraft groundings and flight cancellations 


3.2.  Social and wider consequences if DP is restricted for use in A&D products before it can be 


substituted 


There would be interruptions to new A&D product delivery and to the maintenance and repair (servicing) 


of existing products, until DP-free alternative formulations can be certified for the uses on the myriad 


parts and repair/maintenance schemes affected. The widespread implications for such a scenario cannot 


be understated and include: 


• Cease in production of A&D products within the EEA 


• Cease in delivery of A&D products and spare parts to the EEA 


• Inability to service and repair existing A&D products in the EEA or to import repaired and 


refurbished DP-containing components to the EEA – aircraft would be grounded, including 


defence fleets 


• Loss of functioning A&D equipment in EEA 


• Premature retiring from service of A&D equipment in EEA 


• National security implications for Member States if they cannot maintain, deploy or operate 


affected defence products containing DP 


• Reduced supply and increased costs of perishable goods transported by air including fruit and 


vegetables, fish and cut flowers 


• Price increase and reduced schedules for passenger flights and air freight 


• Loss of jobs  


• Closure of EEA-based facilities 


To provide some context for the associated monetary impact in the case that DP is restricted from use in 


A&D products and processes prior to successful alternatives being certified, the EU REACH Authorisation 


application number 0203-02 serves as an example.  This Authorisation application included estimated 


values in the case of non-use of OPE (Octyl Phenol Ethoxylate) in sealants for manufacture and repair of 


A&D products. Although the DP is used in different formulations to the OPE, the effect of non-use on parts 


manufacture and repair across the industry are comparable. The joint AOA and SEA document4 within the 


OPE Authorisation application puts a conservative value on the loss to the A&D industry in the several 


billion Euros region, with further (non-quantified) impacts for other industries and bodies that rely on the 


smooth functioning of the A&D industry (air travel, cargo, tourism, national defence, humanitarian relief 


missions etc). In the case of DP, the monetised impact is likely to be significantly higher still since in the 


OPE non-use scenario, it would still be possible to manufacture using OPE outside of the EEA, unlike the 


 
4 Joint Analysis of Alternatives and Socio-Economic Analysis (non-confidential report) - EU REACH Authorisation 


application number 0203-02 concerning Mixing, by Aerospace and Defence Companies, and their associated supply 


chains, including the Applicants, of base polysulfide sealant components with OPE-containing hardener, resulting in 


mixtures containing < 0.1% w/w of OPE for Aerospace and Defence uses that are exempt from authorisation under 


REACH Art. 56(6)(a). 



https://echa.europa.eu/documents/10162/b951f4f8-bd18-8b6e-0e3f-2066c7c1b60a
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situation for DP, where it would not be possible to import articles critical for the manufacture and 


servicing of affected A&D products. 


 


4. Protection of human health and the environment in the use of DP 


DP is used in the manufacturing and repair of A&D products by trained professionals, in factory/industrial 


settings including repairs at airports.  Each formulation containing DP is accompanied by a safety data 


sheet (SDS) created by the manufacturer of the formulation, which is a standard document recognised by 


EEA member states.  Within each SDS, the manufacturer is bound to describe the formulation’s chemical 


constituents, health and safety hazards, precautions, disposal considerations and other helpful 


information.   


Industrial A&D users of formulations containing DP follow the information on the SDS and local laws to 


protect human health and the environment in the industrial settings described above (OEM 


manufacturing, factory repairs of components, and repairs at airports).    


To re-state the information above, the quantity of DP that will be required for the cases where substitutes 


have not been qualified and implemented is relatively small. 


 


Summary 


ASD supports a derogation of the proposed Annex XVII DP restriction to accommodate the A&D uses 


described above based on: 


• The relatively small amounts of DP believed to be in use in the EEA 


• The lack of available qualified substitutes for critical A&D uses 


• The relatively long timeline (years) to identify and qualify substitutes for each individual use 


• The untenable consequences if A&D products cannot be maintained in the EEA (grounding of aircraft 


and inability to use A&D products)  


• The ability of the A&D industry to manage the ongoing use of DP in a manner that is protective of 


human health and the environment 


• The A&D industry’s commitment to actively seek and qualify substitutes 


ASD will update this paper if more information becomes available.  Please contact Maria Chiara 


Detragiache, Environment Manager, ASD (mariachiara.detragiache@asd-europe.org) if specific additional 


information or clarification is required to support Annex XVII decision-making regarding Dechlorane 


Plus™.   


 


[Signature on file], Jan Pie, ASD Secretary General, 27th July 2021 


 



mailto:mariachiara.detragiache@asd-europe.org
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Japan 4EE Comments on draft Annex XV restriction report on 


1,6,7,8,9,14,15,16,17,17,18,18-Dodecachloropentacyclo 


[12.2.1.16,9.02,13.05,10]octadeca-7,15-diene (“Dechlorane Plus”™). 


  


28 July, 2021 


 


Name of the associations which make this input:  


The Japanese electric and electronic (E&E) industrial associations:  


JEITA (Japan Electronics and Information Technology Industries Association) 


CIAJ (Communications and Information Network Association of Japan) 


JBMIA (Japan Business Machine and Information System Industries Association)  


JEMA (Japan Electrical Manufacturers’ Association) 


With the endorsement of the following Medical and Monitoring & Control Equipment 


Industrial Associations:  


JAIMA (The Japan Analytical Instruments Manufacturers’ Association) 


JEMIMA (Japan Electric Measuring Instruments Manufacturers’ Association) 


JFMDA (The Japan Federation of Medical Devices Associations) 


JIMA (The Japan Inspection Instruments Manufacturers’ Association) 


JMIF (The Japan Measuring Instruments Federation) 


NECA (Nippon Electric Control Equipment Industries Association) 


SEAJ (Semiconductor Equipment Association of Japan)
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Contact details of responsible person for this contribution: 


Organization: Japan Electronics and Information Technology Industries Association (JEITA)  


Name:      Emi Yamamoto Function:              Secretariat 


Address:  Ote Center Bldg., 1-1-3, Otemachi, Chiyoda-ku, Tokyo 100-0004, Japan 


E-Mail:                 emi.yamamoto@jeita.or.jp 


Tel.:                     +81 3 5218 1056 


Substance name: 1,6,7,8,9,14,15,16,17,17,18,18-Dodecachloropentacyclo 


[12.2.1.16,9.02,13.05,10]octadeca-7,15-diene (“Dechlorane Plus”™) 


 


We, Japanese electric and electronic industrial associations (JEITA, CIAJ、JBMIA and JEMA) have 


been vigorously committed to improving energy efficiency and to complying with chemical 


regulations set by other countries, including Europe, the U.S. and China, etc. We thank ECHA very 


much for the opportunity to provide input to the current consultation on the proposed restriction on 


1,6,7,8,9,14,15,16,17,17,18,18-Dodecachloropentacyclo [12.2.1.16,9.02,13.05,10] octadeca-7,15-


diene (hereinafter, “Dechlorane Plus”™). 


We can basically support the gist of the proposal, especially the proposed threshold which is 


manageable and proportionate to the possible risk. However, our products, electrical and electronic 


equipment, are made at the end of the global long and winding supply-chain, and chemicals are used 


at upstream in many cases. Therefore, we would like to propose some modification to make the 


proposed restriction manageable for complicated products having relatively long useful-life.  


From the point of view above, we would be very happy if you consider the following opinions 


carefully.  


 


 


(1) At least 36 months should be provided as transitory period before the restriction for 


complicated articles such as electric and electronic equipment. Products with longer design 


cycle, such as production machinery and infrastructure equipment, would need much 


longer transitory period. 


 


Justification:  


The proposed restriction covers an industrial chemical currently used. In such cases, based on the 


experience of compliance with the RoHS Directive, a period of at least three to four years is 


necessary to implement substitution in the article. Please note that products with longer design cycle, 


such as production machinery and infrastructure equipment, would need much longer transitory 


period. The proper operation of such products must be secured socio-economically.  



mailto:emi.yamamoto@jeita.or.jp
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Even if some alternatives are proposed by chemical manufacturers, there is no guarantee that the 


same performance as before can be obtained. When the substance concerned may be contained in 


parts having very important functions in products, product design will have to be carefully reviewed 


and it would take a long period. Even though some "similar" parts without the substance become 


available, many processes would be needed until the reliability and durability of a whole product can 


be finally guaranteed. Each level of article manufacturers (of parts, of components or units, and of 


finished products) must have their own technical processes for reviewing and developing 


substitution, testing its quality and reliability, and acquiring certification on applicable standards 


such as on safety as necessary.  


 


a) Necessary steps for typical electrical and electronic equipment 


Necessary steps to be taken for typical electrical and electronic equipment are as follows:  


 


i. Procurement and Assessment of Substitute Parts with Suppliers 


This includes following two actions:  


 Identification of parts / materials containing Dechlorane Plus 


 Development and evaluation of alternatives at suppliers 


Electrical and electronic equipment is composed of a large number of parts that may exceed tens of 


thousands for complex items. In addition, there are thousands of primary suppliers who supply parts 


directly, in complex and multi-layered supply chains with secondary and tertiary suppliers that 


supply parts for those parts. Therefore, it takes additional time to check and identify Dechlorane Plus 


containing parts though Dechlorane Plus is already listed as SVHC.  


After the substance-containing parts / materials are identified, replacement by alternative products 


must be investigated.  


 


ii. Internal Quality Assessments 


Evaluation items differ depending on the category of the final product (electrical and electronic 


equipment), but they can be roughly divided into the following items: 


1. performance evaluation 


2. long-term reliability evaluation 


For performance evaluation, following actions are necessary: processing / molding test of purchased 


parts /materials, assembly test, and mechanical / electrical performance evaluation. In addition the 


long-term reliability evaluation includes an accelerated test under high temperature and high 


humidity conditions.  
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iii. Quality and Safety Certification 


As an example, final products (electrical and electronic equipment) acquiring EN62368-1 


certification need to be certified for each individual product, but the acquisition period varies 


depending on the product specifications. It takes ideally about 1 to 3 months from the preparation of 


application documents to the issuance of type tests and test reports, and about 1 month when 


conducting factory audits of suppliers at the shortest. In addition, changing the parts may require 


energy saving and re-acquisition of other certifications such as EMC, which may take longer. In 


addition, it should be taken into consideration that the lead time tends to be longer due to the 


COVID-19 situation.  


 


iv. Supplier Coordination and Manufacturing Changes 


At production plant of final product and parts / material suppliers, parts inventories are usually held 


for 1 to 3 months. In addition, lead time for new orders to suppliers after completion of replacement 


evaluation is usually required to be 3 months at the shortest. Based on the supply amount and timing 


of these inventories and alternative parts / materials and sales status of the final product, we 


determine the production plan. At the same time, manufacturing changes will be made to switch to 


alternative parts/materials. Necessary actions include changing the manufacturing process, designing 


prototype/verification, preparing prototype for pre-mass production /verification, and confirming 


mass production / quality.  


 


Based on this, compliance actions for typical electrical and electronic equipment containing 


Dechlorane Plus require at least 30 months (2.5 years) provided that each step is ideally proceeded 


and generally takes about 3 years considering the wide variety of such electrical and electronic 


equipment. It should be noted that a preparation period of about 4 years is given to comply with EU 


RoHS Directive. Based on the success of RoHS but considering that Dechlorane Plus is already 


managed as SVHC, we would like to request a grace period of at least 3 years for electrical and 


electronic equipment in general.  


 


b) Necessary timeframe for electrical and electronic equipment for industrial and social 


infrastructures  


Electrical and electronic equipment (EEE) used for social infrastructures, such as medical practice 


(such as clinical, diagnostic, inspection, analysis, monitoring and others) and  industrial and other 


types of monitoring, control, analysis, measurement equipment and manufacturing equipment (such 


as FA devices, etc.), in laboratories, infrastructures of transportation, lifelines, security, disaster 


preventions, communications and process control of many types of productions (here in after 
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collectively called as “EEE for social infrastructures”) are widely used in society. The EU RoHS 


Directive categorises medical devices as Category 8, and control and monitoring (analysis, 


measurement and manufacturing) equipment as Category 9. 


EEE for social infrastructures is produced in small numbers for use over long periods without 


modification or changes; it has to be reliable and needs long-term test for reliability. Certificates and 


approvals are required for some of EEE for social infrastructures. 


EEE for social infrastructures are typically replaced after 7-10 years or more from the release of the 


products. The respective supply chains are very long, and it takes time to eliminate restricted 


substances from them. 


As a comparison, the EU RoHS Directive was originally published in 2002, the recast directive 


(“RoHS 2”) was published in 2011, and EEE for social infrastructures fell within the scope only in 


2014-2017. It took 12 years for the EU to implement substance restriction contained in EEE for 


social infrastructures as proven.  


In the case of industrial equipment and infrastructure equipment, the number of parts is large and 


there are many custom parts, moreover safety confirmation needs to be performed much more 


strictly than for consumer products. Therefore, it requires the following time to complete the 


substitution.  


Followings are the necessary steps and ideal timeframe to substitute a substance in EEE for 


industrial and social infrastructures:  


 Redevelopment and Redesign of Alternatives: 6 months 


 Procurement and Assessment of Substitute Parts with Suppliers: 12 months 


 Internal Quality Assessments: 24 months 


 Quality and Safety Certification: 12 months 


 Customer approval: 12 months 


 Supplier Coordination and Manufacturing Changes: 12 months 


It takes 6 months to redesign a custom part and 12 months for manufacturing and evaluation of the 


parts at suppliers. Then, it takes 24 months to perform internal quality and safety testing after 


obtaining the parts from the supplier, and 12 months to obtain official quality and safety 


certification. After that, it takes 12 months to obtain customer approval including confirmation of 


quality and safety. Finally, it takes 12 months to coordinate with the supplier for parts procurement, 


change the manufacturing process of the factory and manufacture the alternative product.  


 


(2) Derogation for spare parts for old products should be set. A General exemption of spare 


parts without expiry date would be indispensable for complex articles to extend their 
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useful life, if their original products are placed on EU market before the requirement 


comes into force.  


 


Proposed derogation:  


Paragraph 2(c) shall not apply to spare parts for the repair and the reuse of the articles (or electric or 


electronic equipment) already placed on the EU market before the date referred to in paragraph 2 [36 


months from entry into force of the regulation]. 


 


Justification:  


We believe that the procedures to make it possible to use the spare parts and recycled materials 


should be established from the view-point of circular economy. 


Availability of spare part must be secured to establish circular economy. Complex products such as 


EEE need spare parts same as those used in the first production of each product, because changing a 


part is not simple a procedure as shown below. Especially when the sale of a product model is 


discontinued, only old spare parts produced before the restriction would be available for such model. 


If EEE cannot have spare parts as produced, the EEE will not be able to be repaired and then it might 


shorten its lifetime and abandoned earlier than its intended lifetime. 


RoHS Directive 2011/65/EU sets uniform exclusions for cables or spare parts for the repair, the 


reuse, the updating of functionalities or upgrading of capacity of the products placed on the market 


before the date when the restriction started to apply to them. We believe that similar exclusion of 


spare parts would be indispensable in the future restriction also under REACH for realising the 


circular economy.  


The change of important parts (including the change of their materials) is never a simple task. Even 


if some alternatives are proposed by chemical manufacturers in future, there is no guarantee that the 


same performance as before can be obtained. The device manufacturers such as semiconductor 


industry must assess their performance, reliability, safety or any other features of such alternatives. 


Furthermore, the change of the very important parts often needs redesign of the finished products as 


a whole. Such redesign is beyond "repair" process. 


Especially in the cases of long life and large products such as those used as parts of social 


infrastructure or production plant, their useful life would be very long (often longer than 20 years). 


The manufacturers can repair such products "as produced" by replacing same parts as before, but 


cannot redesign parts, components or the whole system to use similar but different parts. In such 


cases, it would be almost impossible to assure the same or similar performance, safety and reliability 


as before. 
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About making use of recycled material, there are similar problems as spare parts. Recycled materials 


or parts may come from products before some restriction. If substance of concern can be removed 


from recycled parts or materials by cost-effective and relatively easy procedures, or if there is some 


legal arrangement for them, the manufacturers can choose them. However, if not, nobody can make 


use of them.  


Therefore, we sincerely consider that the exclusion of spare parts for products which have already 


been placed on the market before a restriction is in effect, as well as some arrangement on recycled 


materials, would contribute to establish sustainable society and circular economy.  


 


Manufacturers often need to store spare parts in their warehouses as either in the state of spare parts 


as such, or as constituent components or raw materials because they have the duty to provide those 


parts to their customers over long periods and there is risk that some of the components or raw 


materials that constitute those spare parts get discontinued.  


In case that such stored spare parts cannot be distributed, it would cause not only significant 


confusion among supply chain but also generate tremendous waste, representing a major 


disadvantage from the viewpoint of the common global issue of effective resource utilization. 


 


As a consequence of the disruption in the supply of spare parts, it will not be possible to repair main 


products that fail and ensure its continued to use, so it will have to be discarded due to the absence of 


spare parts. The seller who undertakes disposal and also consumers who purchase the new product 


will incur a large amount of cost. Therefore, we request the exclusion of spare parts for products 


manufactured by the date of implementing restriction (36 months after entry into force). 


 


Reason 1: 


When considering alternatives to spare parts that have been found to contain regulated substances, 


evaluation using the finished product is essential to ensure quality and performance (functionality). 


In case the finished product has been discontinued, such evaluation cannot be implemented. 


 


Reason 2: 


Since there is an obligation to provide spare parts over long periods of time, and there are many 


cases where production of components and raw materials is discontinued during that interval, in 


many cases continual procurement of parts becomes difficult. For that reason, spare parts are kept as 


such or in the state of components or raw materials in the manufacturers’ warehouses. For such 


cases, it is almost impossible to obtain information on substance content for discontinued 


components or raw materials from suppliers on the upstream side of the supply chain. 
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Reason 3: 


In case spare parts that cannot be surveyed for substance inclusion, that is, parts that cannot be 


checked for conformity, become unavailable due to the reasons explained above, it will not be 


possible to repair the faulty product and continue to use it, so it will have to be disposed. This will 


incur significant expenses for both the seller who undertakes the disposal (operations) and the end 


user who purchases the new product. 


In addition, this also results into large waste of resources.  


 


Reason 4: 


As an example of EEE of social infrastructures, industrial measurement equipment used in the 


production and inspection processes in customers' factories are required to maintain a certain 


reproducibility of measurement results over long periods of time. In other words, the product life of 


these industrial measurement equipment is extremely long, and some products have been on sale for 


more than 20 years since their launch. In addition, variations in measured values due to parts 


changes for repairs are not allowed. Furthermore, in order to change the spare parts dedicated for 


measurement equipment which are specifically adjusted for customers' manufacturing processes for 


the purpose of substitution of Dechlorane Plus, it is necessary that the substituted parts fulfill the 


individual specifications for each one of the customers. Therefore, a large amount of cost will be 


incurred.  


 


 


(3) Derogation for articles already placed on the market before implementing the restriction 


should be provided. With such derogation, used, repaired or refurbished products would 


be able to be used after the restriction without problems.  


 


Proposed derogation:  


Paragraph 2(c) shall not apply to articles already placed on the EU market before the date referred to 


in paragraph 2 [36 months from entry into force of the regulation]. 


 


Justification:  


Under current REACH, used or refurbished products must comply with the same requirements as 


new products. However, other technical legislations under the New Legislative Framework exclude 


products which were already placed on the EU market before the legislative requirements are 


applied. Though REACH is a chemical law, it is also technical requirements as the complicated 


articles concerned, and similar consideration as NLF would be needed for such products. In fact, 


such a derogation is also common for other existing REACH restrictions of substances in articles.  
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After its service life some Electrical and Electronic Equipment is refurbished and sold again. In the 


light of the ambition for a circular economy, the re-use of products is one of the most effective 


measures. The current wording of the proposed restriction prohibits the refurbishment and sales of 


older product. A general restriction on articles with Dechlorane Plus would make it impossible to be 


certain about compliance for refurbished products. We will not be able to refurbish products in the 


future and will be forced to dispose of them. 


 


This will result into huge adverse impact on the environment and economy in the EU, which will 


hinder the recovery from the unprecedented impact caused by the COVID-19 crisis. Also, if the 


product to be reused or refurbished has been manufactured before enforcement of the restriction or 


before its listing as SVHC, it is simply impossible to check the compliance of the product since the 


product was not managed to comply with the restriction. 


 


We therefore ask for a derogation for articles already placed on the market before entry into force of 


the restriction.  


 


We would very much appreciate it if ECHA would well consider our input above. 
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About Japanese electric and electronic (E&E) industrial associations: 


About JEITA 


The objective of the Japan Electronics and Information Technology Industries 


Association (JEITA) is to promote the healthy manufacturing, international trade and 


consumption of electronics products and components in order to contribute to the 


overall development of the electronics and information technology (IT) industries, and 


thereby further Japan's economic development and cultural prosperity. 


 


About CIAJ 


Mission of Communications and Information network Association of Japan (CIAJ). 


With the cooperation of member companies, CIAJ is committed to the healthy 


development of info-communication network industries through the promotion of info-


communication technologies (ICT), and contributes to the realization of more enriched 


lives in Japan as well as the global community by supporting widespread and advanced 


uses of information in socio-economic and cultural activities. 


 


About JBMIA 


Japan Business Machine and Information System Industries Association (JBMIA) is 


the industry organization which aims to contribute the development of the Japanese 


economy and the improvement of the office environment through the comprehensive 


development of the Japanese business machine and information system industries and 


rationalization thereof. 


 


About JEMA 


The Japan Electrical Manufacturers' Association (JEMA) consists of major Japanese 


companies in the electrical industry including: power & industrial systems, home 


appliances and related industries. The products handled by JEMA cover a wide 


spectrum; from boilers and turbines for power generation to home electrical appliances. 


Membership of 291 companies, http://www.jemanet.or.jp/English/ 


  



http://www.jemanet.or.jp/English/
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About the coalition of Category 8&9 industry associations in Japan:  


About JAIMA 


The Japan Analytical Instruments Manufacturers’ Association (JAIMA) is a sole industry association 


of Analytical Instruments in Japan, which established under the Japanese law. JAIMA is to 


contribute to the development of the Japanese economy and the cultural lives of citizens in Japan 


through efforts to improve and advance technologies related to analytical instruments and the 


analytical instruments industry for the purpose of the advancement of science & technology. 


About JEMIMA 


Japan Electric Measuring Instruments Manufacturers' Association (JEMIMA) is the only one 


association representing this industry in Japan. Electric measuring instruments support all kinds of 


manufacturing industries as so-called "Mother tools" that support innovative activities for research, 


development, design and manufacturing. 


JEMIMA has active committees that collect technical and market information of electric measuring 


instruments, and provide member companies with useful information for their businesses. Regarding 


regulations such as environmental, safety and EMC (Electro-Magnetic Compatibility) issues, 


JEMIMA has been investigating details and providing proposals to legislative organizations 


summarizing requirements from the industry in cooperation with international related organizations. 


Through these activities, JEMIMA will continue to contribute to the steady growth of electric 


measuring instruments and related industries in Japan. 


 


About JFMDA  


The Japan Federation of Medical Devices Associations (JFMDA) was founded in February 1984 by 


medical device associations consisting of manufacturers and suppliers of medical and health-care 


devices, equipment, instruments and materials. Since then, JFMDA has been addressing various 


national and international issues related to all its member associations. By taking appropriate actions 


on these issues, and through the support of innovation and sustainable supply of medical devices and 


technologies to the world, JFMDA has contributed to the growth of the industries it represents and to 


the improvement of welfare and health care in Japan. JFMDA became a legal entity as of January 


6th, 2014. 


 


About JIMA 


The Japan Inspection Instruments Manufacturers’ Association (JIMA) is a corporation aggregate of 


manufactures and sellers for non-destructive inspection instruments and systems. JIMA is the only 


industry group in Japan for non-destructive inspection instruments. JIMA would eventually 


contribute to the safety of social capital and facilities, and quality assurance in various productions 
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through non-destructive inspection technology, and supports the safety and reassurance of people's 


lives. 


 


About JMIF 


The Japan Measuring Instruments Federation (JMIF) is a corporation aggregate with leading 


manufacturers and organizations of measuring instruments in Japan as its members. JMIF was 


established in 1952 in order to upgrade measuring instruments and to develop the whole measuring 


instruments industry, through which JMIF would eventually contribute to the development of the 


economy and society of Japan and to the improvement of Japanese people’s living. 


The main activities by JMIF include supporting new technology development of measuring 


instruments, conducting demand trends survey, developing domestic and overseas markets, and 


enhancing global cooperation. 


 


About NECA 


NIPPON ELECTRIC CONTROL EQUIPMENT INDUSTRIES ASSOCIATION (NECA) was 


established in 1964 and promoting the growth of the electric control equipment fields such as 


Relays, Switches, Sensors, PLC/FA System Equipment and others, Safety Control Equipment.  


The aim of NECA is to contribute to the growth of national economy by creating new customer-


oriented demands in the field of electric control equipment industries, through proposals and 


promotion activities to member companies and consumers. 


NECA also actively assists its member companies in the global market by mediating exchanges with 


associations and companies throughout the world. 


https://www.neca.or.jp/en/ 


 


About SEAJ 


Semiconductor Equipment Association of Japan (SEAJ), founded in March 1985, promoted by the 


major semiconductor equipment manufacturers, is a nationwide organization of semiconductor 


manufacturing equipment, flat panel display (FPD) manufacturing equipment and equipment 


manufacturers that applied their technology and related equipment manufacturers. 


SEAJ had existed as an incorporated association from July in 1995.  From April 1st in 2012, SEAJ 


has been authorized by Cabinet Office as a General Incorporated Association that related to the 


reform of the public-interest corporations system. 


The Japanese semiconductor manufacturing equipment, FPD manufacturing equipment and 


equipment industries that applied their technology is playing great role in supporting the world's 


semiconductor industry due to the manufacture of semiconductors, FPDs that lay the foundation of 



https://www.neca.or.jp/en/
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the advanced information oriented industries by supplying manufacturing equipment and the 


indispensable producer goods to the semiconductor industry to Japan and abroad.  


In order to promote the development of the semiconductor manufacturing equipment industry and 


other related industries and to contribute to the further development such as investigative research on 


production and distribution, proposing and indicating the direction of semiconductor equipment 


technologies, investigating and studying the area of Emerging Technology, the activities of 


popularization and enlightenment by conducting of various seminars and lectures, planning of 


project and promotion of standardization. 
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DP RESTRICTION CONSULTATION RESPONSE 


Contact: Maria Chiara Detragiache 
 


ASD |  Rue dur Trône 100  I  1050 Brussels, Belgium  I  T: +32 2 775 81 10  I  info@asd-europe.org  I  www.asd-europe.org 


Response to consultation on DP restriction proposal 


AeroSpace and Defence Industries Association of Europe (ASD) supports a derogation of the proposed EU 


REACH Annex XVII Dechlorane Plus™ restriction to accommodate the relatively small but critical aerospace 


and defence uses described below.  


Please contact ASD if additional information or clarification is required to support Annex XVII decision-


making. Contact information is provided on the last page of this document.  


 


1. Use of Dechlorane Plus™ in the aerospace and defence industry in the EEA 


ASD members still rely on the use of Dechlorane Plus™ (DP) in formulations used in the EEA for both 


production and repair of aerospace and defence (A&D) products. ASD members also import articles 


containing DP (>0,1%) into the EEA. 


The percentages of DP found in aerospace and defence articles range from 0,1% up to 20% for certain 


types of articles. 


 


1.1. Volumes of Dechlorane Plus™ used in aerospace and defence in the EEA 


ASD has surveyed our members to understand the volumes of DP used in aerospace and defence products 


in the EEA. Surveying is still ongoing to understand the quantities in circulation, but based on preliminary 


data, we understand that the volumes used by our members are at least as follows:  


*In some cases, aerospace companies have stockpiled strategic DP-containing articles to guarantee the serviceability 


of products that are existing on the market but where DP is no longer used in the manufacture of newer products. 


We are still working to gather data in order to validate the volumes of DP used in A&D products and 


processes in the EEA. We will revise the quantities above in future revisions of this document if revision 


of the values is indicated; however, we expect the overall volumes to remain relatively low (i.e., closer to 


1 tonne than 10 tonnes).  This expectation is based on the information that we have already gathered and 


noting that there is currently no active registration for any one legal entity to import over 1 tonne per 


year of DP into the EEA. 


1.2 Dechlorane Plus™ uses in aerospace and defence products in the EEA 


As previously reported in the responses provided to the call for information, DP is still used across certain 


products in the aerospace and defence industry in the EEA. DP is not chosen as an intentional ingredient 


by aerospace and defence companies; it is present in such designs because of a reliance on formulations 


(often initially chosen and qualified decades prior) that contain it. ASD has confirmed with members that 


Use Quantity (estimated) 


EEA A&D production 200 kg per annum  These estimates are based on 
preliminary responses, to be 
revised when more data is 
available. These figures include 
values previously reported by 
aerospace respondents to the 
call for information. 


EEA A&D repair 600 kg per annum  


EEA A&D imported or pre-
manufactured* articles 


800 kg per annum  



https://www.asd-europe.org/about-us
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the following A&D uses are still required in the EEA, although OEMs (original equipment manufacturers) 


are working to remove DP as soon as feasible: 


1.2.1. Aero engine manufacture and repair 


DP is present as a flame retardant in fillers used by engine manufacturers. This affects both EEA engine 


production, the repair of engines in the EEA and the import of engines or engine parts into the EEA. 


DP-containing fillers are used across a variety of aero engine parts made by several manufacturers. 


Affected parts include aircraft jet engine fan blade abradable rub strips and the use of DP includes the 


related void filling abradable compound for manufacturing and repair.  


There are additional specific confidential uses in defence and security programs and uses for the 


manufacture and repair of other safety-critical parts. 


1.2.2. Missile rocket motors 


DP is used in insulation materials for rocket motors. It is present as a flame retardant in the insulation 


materials that are purchased by OEMs. The DP-containing insulation material is vulcanized during the 


manufacturing process to achieve its final design/form. The function of the insulation material is critical 


to the rocket motors. 


1.2.3. Electrical items 


DP is present in several electrical items for A&D use, that are both manufactured within and imported 


into the EEA. Affected articles include connectors, wires, cables, switches and equipment labels. 


1.2.4. Structural panels 


Structural filling adhesives containing DP are used to fill honeycomb edges in panels used to manufacture 


aircraft. These honeycomb structures are used in aircraft to provide strength and rigidity between thin 


layer panels. They allow the aircraft strength whilst significantly reducing the weight.  


 


2. Status of alternatives and challenges to remove DP from aerospace and defence products 


A&D products are subjected to some of the most aggressive environments around the world. They must 


operate successfully in extremes, not limited to, altitude, temperature, pressure and precipitation, while 


having to fulfil the highest possible technical reliability and safety requirements. To ensure aircraft safety, 


comprehensive airworthiness regulations1 have been in place in the European Union (as well as around 


the world) for decades. These regulations require qualification of all materials and processes according to 


a systematic and rigorous process to meet stringent safety requirements that are ultimately subject to 


independent certification and approval. Parallel requirements2 are in place to ensure airworthiness for 


defence systems in Europe. Ground and sea-based defence systems are subject to similar rigorous 


qualification requirements. Space systems must also meet the highest specifications for consistent 


reliability and performance in extreme environments over many years, since repair or maintenance is 


practically impossible once the technology is launched.  


 
1 E.g. European Union (EU) Regulation No 216/2008 and the EASA CS-25 and EASA CS-E in the EU 
2 The European Aviation Requirements (EMARs) established by the European Defence Agency (EDA) 


Airworthiness Authorities (MAWA) Forum  
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OEMs and the formulators who supply them have been working to remove DP from their products for 


several years already. In many cases, it has already been possible to move away from DP-containing 


formulations; however, there are still certain uses within portfolios for which successful substitutions 


have not yet been achieved. 


It is important to understand that, when looking to qualify new alternatives to DP-containing 


formulations, aerospace and defence companies must ensure that the functional requirements 


performed by the entire formulation, as a whole, are still met. The focus is not specifically on the function 


of DP, but the function of the formulation in which it is used. Thus, when providing information on the 


technical functions that are necessary for any alternative, information that has been provided is focused 


on the required functions for a replacement formulation rather than a replacement substance and will 


vary according to the different OEMs, products and parts where a replacement needs to be used. 


It is also important to convey that although A&D companies are working to substitute DP, success is not 


guaranteed. In many cases, companies hope to eliminate reliance on DP before the proposed restriction 


would come into force. There are, however, also cases where this is less likely and if alternatives fail any 


part of the testing criteria, substitutions would not be achieved in time.  


Further, there are some cases where alternatives development is predicted to well exceed the proposed 


restriction date.  These are cases where DP formulations are used for certain aerospace and defence 


products which are subject to long and rigorous testing programmes.  The rigorous testing is required to 


assure that any new (DP-free) formulation that is used does not compromise the integrity of those 


components or the safety of the product as a whole. 


Estimated timeframes to complete the alternatives work for removal of DP from the aerospace and 


defence products previously described in section 1.2 range from 3 years, in cases anticipated to be less 


challenging, up to 10 years for more complex instances. It must be remembered that these timelines are 


assuming that alternatives programmes are successful and run to plan. 


2.1.      Challenges for alternatives development and deployment 


To help convey the challenges involved in alternatives development and deployment for A&D uses we call 


your attention to a paper produced by the Global Chromates Consortium for Aerospace’s (GCCA), titled 


Aerospace & Defence Qualification Process Impacts on Ability to Substitute Cr(VI) Substances3. 


Please note this particular paragraph of the GCCA paper: 


“Aerospace and defence (A&D) products operate and carry people in extreme environments over 


extended timeframes, while having to fulfil extremely challenging technical, reliability, and safety 


requirements. To ensure the safety and reliability of aerospace products, comprehensive airworthiness 


regulations have been in place globally for decades. These regulations require a systematic and rigorous 


framework to be in place to qualify all materials and processes to meet stringent safety requirements 


that are subject to independent certification and approval through EASA and other agencies 


requirements. Air, ground and sea-based defence systems, and also space systems, are subject to similar 


rigorous qualification requirements. Changes to A&D hardware offer unique challenges that are not seen 


in other industries.” 


 
3 The entire paper can be found here on the GCCA website.  


 



https://ramboll.com/-/media/files/reh/GCCAAerospaceDefenceQualificationProcessImpactsonAbilitytoSubstituteCrVISubstanceswhitepaper
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Although the GCCA paper was written to support hexavalent chromium Authorisation applications, the 


qualification and certification processes described are also applicable to substitution of other substances, 


including DP. The following illustration, which has been adapted from that paper, supports the 


substitution timeline discussed in the previous section. 


 


Figure 1. Illustration of the development, qualification, validation, certification and industrialisation process required 
in the aerospace industry – taken from the GCCA paper on Aerospace & Defence Qualification Process Impacts on 
Ability to Substitute Cr(VI) Substances3 & Joint Analysis of Alternatives and Socio-Economic Analysis, Authorisation 
application 0203-024. 


 


As also indicated in the GCCA paper, “The complex relationship between each component (in aerospace 


and defence systems) and its performance requirements within its own unique design parameters 


requires certification of each substitution individually (see Figure 2). Qualification in one particular 


application does not guarantee that use in another application is qualified. Every application must be 


individually assessed to determine that requirements are met. This process must be independently 


replicated across all A&D products by each A&D company. A&D products (e.g. a specific aircraft model) 


may be in service for 30-50 years (even longer in defence uses), requiring maintenance, repair and spare 


parts over their entire service lives. Any changes to these parts or processes must be fully validated and 


certified to ensure safety and performance are not compromised.” 
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Figure 2. Systems assessment and validation overview, taken from the GCCA paper on Aerospace & 


Defence Qualification Process Impacts on Ability to Substitute Cr(VI) Substances3. 


 


3. Impacts in the case that DP is restricted in A&D products prior to certifying alternatives (non-use 


scenario) 


In a non-use scenario, production and repair of the aerospace and defence products that rely on DP-


containing formulations would have to cease within the EEA. This would include small ‘on wing’ repairs 


(i.e., repairs undertaken at airports directly on the affected aircraft) as well as larger/more complex repair 


and maintenance procedures necessary to keep aircraft flying. Imports of replacement and refurbished 


A&D parts and products that contain DP would not be permitted. This would, in effect, prevent the repair 


of existing aircraft and defence products in the EEA and would prohibit the delivery of certain new, 


replacement or refurbished A&D components to the EEA. This non-use scenario would lead to the 


grounding of aircraft.  


In some cases, companies hold strategic stocks of components containing DP, where the DP is no longer 


being used to manufacture new components but stock has been previously manufactured and retained 


in order to be able to repair and maintain existing aerospace and defence products throughout their 


service lives in the EEA. Aerospace and defence products are designed to have extremely long service lives 


(decades long in many cases). 


If DP were prohibited in articles before the retirement of existing A&D products, then those products 


would no longer be able to be maintained in service in the EEA and the stock of DP-containing components 


would become unusable. 


Please refer to Figure 3, which shows the viability of options for A&D companies in the case that a 


restriction for DP comes into force before DP has been successfully removed from all affected products, 


parts and processes. 
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Figure 3. Impacts of non-use scenario for A&D companies relying on DP in products and processes 


 


3.1.  Economic consequences if DP is restricted for use in A&D products before it can be substituted 


If DP were restricted from use in A&D products in the EEA, before all uses can be substituted, the economic 


impacts would be substantial. It would affect not just A&D companies, their supply chains and third-party 


MRO (Maintenance, Repair and Overhaul) facilities, but would also have significant impacts for customers 


(including airlines and defence agencies) and those who rely on the products and services provided by the 


A&D industry. 


Economic impacts within the aerospace and defence sector would include: 


• Loss of profits – OEMs, suppliers, airlines, repair and maintenance facilities, etc. 


• Costs associated with unused stock disposal 







 
 


  
 


Page |  7  


• Costs for relocation of work outside of EEA – OEMs, suppliers, repair and maintenance facilities, 


etc. 


• Penalties for failures to meet contracts (e.g., where servicing cannot be completed leading to 


aircraft being grounded) 


• Economic consequences of commercial and freight aircraft groundings and flight cancellations 


3.2.  Social and wider consequences if DP is restricted for use in A&D products before it can be 


substituted 


There would be interruptions to new A&D product delivery and to the maintenance and repair (servicing) 


of existing products, until DP-free alternative formulations can be certified for the uses on the myriad 


parts and repair/maintenance schemes affected. The widespread implications for such a scenario cannot 


be understated and include: 


• Cease in production of A&D products within the EEA 


• Cease in delivery of A&D products and spare parts to the EEA 


• Inability to service and repair existing A&D products in the EEA or to import repaired and 


refurbished DP-containing components to the EEA – aircraft would be grounded, including 


defence fleets 


• Loss of functioning A&D equipment in EEA 


• Premature retiring from service of A&D equipment in EEA 


• National security implications for Member States if they cannot maintain, deploy or operate 


affected defence products containing DP 


• Reduced supply and increased costs of perishable goods transported by air including fruit and 


vegetables, fish and cut flowers 


• Price increase and reduced schedules for passenger flights and air freight 


• Loss of jobs  


• Closure of EEA-based facilities 


To provide some context for the associated monetary impact in the case that DP is restricted from use in 


A&D products and processes prior to successful alternatives being certified, the EU REACH Authorisation 


application number 0203-02 serves as an example.  This Authorisation application included estimated 


values in the case of non-use of OPE (Octyl Phenol Ethoxylate) in sealants for manufacture and repair of 


A&D products. Although the DP is used in different formulations to the OPE, the effect of non-use on parts 


manufacture and repair across the industry are comparable. The joint AOA and SEA document4 within the 


OPE Authorisation application puts a conservative value on the loss to the A&D industry in the several 


billion Euros region, with further (non-quantified) impacts for other industries and bodies that rely on the 


smooth functioning of the A&D industry (air travel, cargo, tourism, national defence, humanitarian relief 


missions etc). In the case of DP, the monetised impact is likely to be significantly higher still since in the 


OPE non-use scenario, it would still be possible to manufacture using OPE outside of the EEA, unlike the 


 
4 Joint Analysis of Alternatives and Socio-Economic Analysis (non-confidential report) - EU REACH Authorisation 


application number 0203-02 concerning Mixing, by Aerospace and Defence Companies, and their associated supply 


chains, including the Applicants, of base polysulfide sealant components with OPE-containing hardener, resulting in 


mixtures containing < 0.1% w/w of OPE for Aerospace and Defence uses that are exempt from authorisation under 


REACH Art. 56(6)(a). 



https://echa.europa.eu/documents/10162/b951f4f8-bd18-8b6e-0e3f-2066c7c1b60a
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situation for DP, where it would not be possible to import articles critical for the manufacture and 


servicing of affected A&D products. 


 


4. Protection of human health and the environment in the use of DP 


DP is used in the manufacturing and repair of A&D products by trained professionals, in factory/industrial 


settings including repairs at airports.  Each formulation containing DP is accompanied by a safety data 


sheet (SDS) created by the manufacturer of the formulation, which is a standard document recognised by 


EEA member states.  Within each SDS, the manufacturer is bound to describe the formulation’s chemical 


constituents, health and safety hazards, precautions, disposal considerations and other helpful 


information.   


Industrial A&D users of formulations containing DP follow the information on the SDS and local laws to 


protect human health and the environment in the industrial settings described above (OEM 


manufacturing, factory repairs of components, and repairs at airports).    


To re-state the information above, the quantity of DP that will be required for the cases where substitutes 


have not been qualified and implemented is relatively small. 


 


Summary 


ASD supports a derogation of the proposed Annex XVII DP restriction to accommodate the A&D uses 


described above based on: 


• The relatively small amounts of DP believed to be in use in the EEA 


• The lack of available qualified substitutes for critical A&D uses 


• The relatively long timeline (years) to identify and qualify substitutes for each individual use 


• The untenable consequences if A&D products cannot be maintained in the EEA (grounding of aircraft 


and inability to use A&D products)  


• The ability of the A&D industry to manage the ongoing use of DP in a manner that is protective of 


human health and the environment 


• The A&D industry’s commitment to actively seek and qualify substitutes 


ASD will update this paper if more information becomes available.  Please contact Maria Chiara 


Detragiache, Environment Manager, ASD (mariachiara.detragiache@asd-europe.org) if specific additional 


information or clarification is required to support Annex XVII decision-making regarding Dechlorane 


Plus™.   


 


[Signature on file], Jan Pie, ASD Secretary General, 27th July 2021 


 



mailto:mariachiara.detragiache@asd-europe.org
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DIGITALEUROPE’s contribution to proposed 
restriction of Decholorane Plus 


 


 


 


 


 Executive summary 


DIGITALEUROPE, the association representing the digital technology industry in 


Europe, welcomes the opportunity to provide input to the current consultation on 


the proposed Annex XV Restriction Report: Proposal for a Restriction 


1,6,7,8,9,14,15,16,17,17,18,18- 


Dodecachloropentacyclo[12.2.1.16,9.02,13.05,10]octadeca-7,15-diene 


(“Dechlorane Plus”TM) [covering any of its individual anti- and syn-isomers or any 


combination thereof]. 


Dechlorane Plus is used in components in Electrical and Electronic Equipment. 


We appreciate that the proposed threshold concentration of 0.1% by weight of 


Dechlorane Plus in articles is proportionate and manageable. DIGITALEUROPE 


member companies do not have detailed information about the amounts of 


Dechlorane Plus placed on the market in their products, because the substance is 


used mainly by suppliers earlier in the supply chain. The presence of Dechlorane 


Plus is communicated according to Reach article 33, but the amounts are not. For 


the same reason, only partial information about technical function or the costs of 


substitution is available. 


Assessment, availability and maturity of alternatives 


Electronic products and their components can have long supply chains. When a 


substance restriction is upcoming and an alternative is implemented by the manufacturer, 


it can take a long time before the products containing the new parts are sold to the final 


customer. Furthermore, depending on the function, components using alternatives will 


have to be carefully assessed and tested for their impacts on the safety, reliability, and 
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durability of the complex/final product. A transition period of 18 months is not sufficient to 


replace all parts with Dechlorane Plus in time. At least 36 months is required. 


Repair and availability of spare parts 


Electrical and Electronic Equipment often has a lifetime of several years. During these 


years spare parts are made available by the manufacturer. The situation might occur that 


while new products have been modified to remove Dechlorane Plus, certain spare parts 


for existing products are only available containing Dechlorane Plus. The proposed 


REACH restriction in the current form prohibits placing on the market of these spare 


parts, shortening product lifetimes and leading to the premature discarding of products. 


We therefore request a derogation for spare parts used to repair equipment placed on the 


market before entry into force of the restriction, similar to the spare parts derogation in the 


RoHS Directive under the ‘repair as produced principle’. 


Re-use/refurbishment  


After its service life some Electrical and Electronic Equipment is refurbished for resale. 


From a circular economy perspective such re-use is considered to be  one of the most 


effective measures. The current wording of the proposed restriction prohibits the 


refurbishment and resale of older products. In particular, this is a problem for products 


placed on the market in 2018 or before. Dechlorane Plus was added to the SVHC list in 


2018 and information about its presence only became known after the listing. A general 


restriction on articles with Dechlorane Plus would make it impossible to be certain about 


compliance for refurbished products. We therefore ask for a derogation for articles 


already placed on the market before entry into force of the restriction. Such a derogation 


is also common for other REACH restrictions of substances in articles. 


In summary, DIGITALEUROPE requests to: 


 Have a 36 months transition period for articles 


 Implement a derogation for spare parts for Electrical and Electronic Equipment 


placed on the market before entry into force 


 Implement a derogation for articles already placed on the market before entry into 


force 
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FOR MORE INFORMATION, PLEASE CONTACT: 


 Hugh Kirk 


Policy Manager 


hugh.kirk@digitaleurope.org / +32 490 11 69 46 


 


  



mailto:hugh.kirk@digitaleurope.org
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About DIGITALEUROPE 


DIGITALEUROPE represents the digital technology industry in Europe. Our members include 


some of the world’s largest IT, telecoms and consumer electronics companies and national 


associations from every part of Europe. DIGITALEUROPE wants European businesses and 


citizens to benefit fully from digital technologies and for Europe to grow, attract and sustain the 


world’s best digital technology companies. DIGITALEUROPE ensures industry participation in 


the development and implementation of EU policies.  


 


DIGITALEUROPE Membership  
 


Corporate Members  


Accenture, Airbus, Amazon, AMD, Apple, Arçelik, Assent, Atos, Autodesk, Bayer, Bidao, Bosch, Bose, 


Bristol-Myers Squibb, Brother, Canon, Cisco, DATEV, Dell, Dropbox, Eli Lilly and Company, Epson, 


Ericsson, ESET, Facebook, Fujitsu, GlaxoSmithKline, Global Knowledge, Google, Graphcore, Hewlett 


Packard Enterprise, Hitachi, HP Inc., HSBC, Huawei, Intel, Johnson & Johnson, JVC Kenwood Group, 


Konica Minolta, Kyocera, Lenovo, Lexmark, LG Electronics, Mastercard, Microsoft, Mitsubishi Electric 


Europe, Motorola Solutions, MSD Europe Inc., NEC, NetApp, Nokia, Nvidia Ltd., Oki, OPPO, Oracle, Palo 


Alto Networks, Panasonic Europe, Philips, Pioneer, Qualcomm, Red Hat, ResMed, Ricoh, Roche, Rockwell 


Automation, Samsung, SAP, SAS, Schneider Electric, Sharp Electronics, Siemens, Siemens Healthineers, 


Sky CP, Sony, Swatch Group, Technicolor, Texas Instruments, Toshiba, TP Vision, UnitedHealth Group, 


Visa, VMware, Waymo, Workday, Xerox, Xiaomi, Zoom. 


National Trade Associations  


Austria: IOÖ 


Belarus: INFOPARK 


Belgium: AGORIA 


Croatia: Croatian  


Chamber of Economy 


Cyprus: CITEA 


Denmark: DI Digital, IT 


BRANCHEN, Dansk Erhverv 


Estonia: ITL 


Finland: TIF 


France: AFNUM, SECIMAVI,  


numeum 


Germany: bitkom, ZVEI 


Greece: SEPE 


Hungary: IVSZ 


Ireland: Technology Ireland 


Italy: Anitec-Assinform 


Lithuania: INFOBALT 


Luxembourg: APSI 


Netherlands: NLdigital, FIAR 


Norway: Abelia  


Poland: KIGEIT, PIIT, ZIPSEE 


Portugal: AGEFE 


 


Romania: ANIS 


Slovakia: ITAS 


Slovenia: ICT Association of 


Slovenia at CCIS 


Spain: AMETIC 


Sweden: Teknikföretagen,  


IT&Telekomföretagen 


Switzerland: SWICO 


Turkey: Digital Turkey Platform, 


ECID 


United Kingdom: techUK 
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Technical clarifications – dechlorane plus 
Plastics Recyclers Europe (PRE), the association representing the plastics recycling industry, 


welcomes the opportunity to provide clarifications on the annex XV restriction report for Dechlorane 


Plus (DP) at 0,1%. The present document focuses on the recycling section of the proposal targeting 


end of life vehicles (ELV) and the waste electrical and electronic equipment (WEEE).  


 


Recycling volumes 


The restriction report presents data on collected and recycled WEEE. It is notably estimated that 


under 19 000 tons of WEEE are being recycled. Based on the mentioned collected volume of WEEE 


in 2017 of 3.7 million tons and the applied 39.4% recycling rate, the total volume of recycled material 


is of about 1.5 million tons. By applying the 20% share of plastics in EEE, the recycled plastics volume 


from WEEE is roughly 300 000 tons. The graph below illustrates the WEEE collected, reused, and 


recycled through the years (data: Eurostat).  


Considering this data, PRE concludes that the volume presented is well underestimated and should 


be reviewed accordingly as there is a significant gap between the data that is reported and the reality 


of WEEE recycling in the EU. 


 


Figure 1: WEEE collected, recycled and reuse from 2011 to 2018 (source: Eurostat) 
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Plastics recycling process and DP quantification  


As reported in the risk profile, DP has been used as a flame retardant in a variety of different 


polymers such as acrylonitrile butadiene styrene (ABS), high impact polystyrene (HIPS), polyolefins 


(PO) and technical plastics such as nylon (PA66) and polybutylene terephthalate (PBT).  


 


 


Figure 2: Recycling process for plastics originating from WEEE and ELV 


Most recycling processes for plastics originating from WEEE and ELV are designed with a sink/float 


technology (Figure 2). The latter allows for the separation of plastics type based on the intrinsic 


density of the polymer. A bath with a set density at 1.1g/cm³ separates the plastics with a density 


above 1.1g/cm³ (sink fraction) and below (float fraction).  


The sink fraction (>1.1 g/cm³) concentrates the lighter plastics containing POP PBDEs (density 


above 1.1g/cm³) as well as denser polymers (e.g., PA66, PBT). Typically, though not always, this 


fraction of material contains POP PBDEs above their Low POP Content Limit (LPCL) making it POP 


waste. In the absence of technology to further separate the denser polymers from the polymers 


containing the POP PBDEs, this entire fraction is to be sent for destruction in an environmentally 


sound manner.  


The float fraction goes through several sink/float processes to sort the PP/PE, the ABS and the 


PS/HIPS. To comply with REACH, POP and RoHS (if the material is intended to be used in the 


electronics sector), the recycler applies a compliance testing routine usually consisting of XRF 


testing to detect trigger chemical elements (chlorine in case of DP). According to the detection limit 


of such devices, a limit of 0.1% for DP would allow the recycler to state with confidence that its 
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output material contains DP above or below the 0.1% limit. A lower limit would let uncertainty on 


whether the recycled plastic contains DP since it would be challenging to accurately quantify low 


chlorine level of this order of magnitude with the current tools used today at recyclers’ facilities. 


Hence, the 0.1% limit strongly promotes the safety of recycled plastics by supporting the quality 


routine in place at recyclers.  


More dense polymers (e.g., PA66, PBT) that are collected and treated have an intrinsic density higher 


than 1.1g/cm³ and will not be recovered as they will sink in the 1.1g/cm³ bath (reject fraction). 


Therefore, the presence of DP in polymers denser than 1.1 g/cm³ do not cause a threat as they are 


already to be sent to destruction.  


PO containing DP are mainly used in cables and wires. Those products being valuable due to their 


copper and aluminium content, they are sent to cable strippers for the recovery of the metals. 


Consequently, today this type of plastic sheathing tends not to be recycled.  


The only source of DP that could find its way in the market through recycled plastics is the styrenics. 


A study commissioned by the Norwegian Environment Agency quantifies DP in waste from ELV and 


WEEE [1]. DP was detected in input plastics and in the rejects at a concentration below 0.1%. No DP 


was quantified in the output recycled plastics showing that the recycling process managed to safely 


cluster the DP containing plastics into the various reject fractions to be sent to destruction. If a DP 


limit lower than 0.1% would be set, the sink/float process would not manage to separate with 


accuracy the styrenics containing DP from the ones free of DP considering (i) the density of the DP 


and (ii) the initial concentration of use. The sink/float process would not be sensitive enough to lead 


to a precise separation. As of today, no technology is available at production scale to accurately 


separate DP at a limit lower than 0.1%. 


Based on the type of plastics containing DP and in correlation with the recycling processes, a limit 


of 0.1% is appropriate to allow recycled plastics to find their way in new products while preventing 


intentional use of the substance.  


According to the clarifications above, manual dismantling activities of parts containing DP, as 


highlighted in the restriction proposal, will not be of relevance because of (i) the low DP 


concentrations in plastics from ELV and WEEE entering the recycling operation, (ii) the efficiency of 


the recycling processes to cluster plastics containing DP and treat them accordingly. 


 


Conclusion 


Overall, PRE strongly believes that a restriction at 0.1% will not affect the recycling industry while 


preventing the intentional use of the substance. As illustrated above, most of the plastics containing 


DP and entering the recycling facilities are already sorted to fractions that are to be sent to 


destruction. Setting a restriction limit at 0.1% enables an environmentally sound management of 


plastics containing DP while still allowing the recycler to perform their compliance testing routine 


for potential DP detection. Any lower limit might make compliance verification a more costly process 


and render the actual process inadequate for separation of styrenics containing DP.  
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About  


Plastics Recyclers Europe (PRE) is an organization representing the voice of the European plastics recyclers 


who reprocess plastic waste into high quality material destined for production of new articles. Recyclers are 


important facilitators of the circularity of plastics and the transition towards the circular economy. Plastics 


recycling in Europe is a rapidly growing sector representing €3bn in turnover.  


www.plasticsrecyclers.eu 
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Follow-up on your response to the Consultation JAPIA's Comments


•	In your comment, JAPIA states that, on average, each manufactured car contains 200–300-


gram Dechlorane Plus, but that this number includes the weight of the resin containing


Dechlorane Plus. As described in the restriction dossier, previous information from the


European Automobile Manufacturers’ Association (ACEA) indicated that each car contains


between 2 and 35 g of DP, and that the automotive industry in the EU consumed between 68


to 130 tonnes of DP in 2020. In order to check whether the information from ACEA is


contradictory to yours, we would like to ask you to provide information about the average


weight of the resin and the weight of Dechlorane plus in each car separately.


In JAPIA's calculation, 20 to 60g is used per car.


In Japan, wire harnesses containing DP are widely used. The content per vehicle in Japan includes this wire


harnesses application. On the other hand, in Europe, where inorganic flame retardants (Inorganic hydroxides such as


aluminum hydroxide and magnesium hydroxide) are easily available, DP is rarely used for wire harness applications,


so I think the figure reported by ACEA is smaller than that of JAPIA.


In addition, the consumption of JAPIA includes construction equipment and industrial vehicles that share parts with


automobiles, so I think there is a big difference in the overall consumption.


•	In case of availability of alternatives, some further information on at what tonnage the


alternative substance is used would be appreciated (see section 5.5 of the Guidance, linked


above) as justification for the time needed to substitute. What is needed to change to


alternative techniques? Is there a need for further research and development and what is the


timeframe for investing, installing, and taking to operation the necessary equipment?


We think that we need not to develop new substitute materials because alternative materials of Wire harnesses and


Tape are already exsisted.


However, changing materials of vehicle parts needvarious approve and adjust material for each application according


to the characteristics used currently.


The folloiwing items are necessary because of the schedule for approval and so on mentioned above.


  - Evaluation of material, parts: 1 year


  - Parts approval by customers: 1 year


  - Alignment/Update of production line/facility: 1year


  - Change-over (Engineering change release, Production control): 2 years


As described in the comments, PDAP resin materials that can withstand electric characteristics and high voltage are


essential for the future electrification of vehicles.


In consideration of future environmental policies, the electrification of vehicles is indispensable, and PDAP resin is


indispensable as a material to assist the electrification. Therefore, we would like to request the indefinite exemption


of PDAP resin.


Information on any impacts (costs and benefits to society) of the proposed restriction on these


identified uses.


Alternative costs in the Japanese auto parts industry


- The one-off costs a company would incur to alternate


　24,000-450,000€ per company


- Total one-off costs e.g. R&D, test (euro)


   685,000-21,200,000€ per company


　(Too diffucult to estimate the cost of spare parts)


Information on what efforts are/can be taken to minimise releases of Dechlorane Plus from


the identified.


At the time of manufacture, the effects on the human body and the environment are considered to be properly


controlled.


There is no concern about DP release from components. In the case of this, concern is only about release of the


disposal phase.


When we look at the release at the disposal phase, recycling rate of vehicles has already achieved at 95% to comply


with the ELV Directive, therefore, it can be concluded that the release to the environment will be extremely low.


As an alternative to DP


 - Wire harnesses: Plan to change to inorganic flame retardant.


 - Tape: Plan to change to inorganic flame retardant.


Since these are already in use today, as stated in the written opinion


  - Material development: 2 years　Done


  - Evaluation of material, parts: 1 year


  - Parts approval by customers: 1 year


  - Alignment/Update of production line/facility: 1year


  - Change-over (Engineering change release, Production control): 2 years


It is carried out on this schedule. We believe that these parts can be replaced if there is time to 2027.


As for PDAP resin, no alternative material with the same performance has been found at present. Change to inorganic


flame retardant(Metal hydroxide) has the effect of deteriorating electrical characteristics (high tracking resistance)


which is the excellent characteristic of PDAP resin, As we answered in our document, we have a plan that Changing


from PDAP to no restricted halogen flame retardant while keeping capability of flame retardant and workability but it


can be disappointing alternative plan.


PDAP resin which has better tracking resistance than phenol resin is adopted by parts of next-generation vehicle and


it is needed by the world including Europe.


Under the situation of proceeding the EV conversion of vehicles and increasing demand for PDAP resin, we believe


that it is necessarry to pay attention to the use of PDAP resin while considering contribution to the environment.


•	We would welcome more information on alternatives to Dechlorane Plus for the critical uses.


If there are no alternatives, we ask you to provide further information as to why no suitable


alternatives are available, for which specific applications in the Automobile Industry no


alternatives are available and on what analysis this conclusion is based on. Section 5.5


(information on alternatives) of the Guidance document (linked above) may be helpful to


justify this further, in particular, the description of the use and function of the substance


(technical performance requirements for the function; quality durability or end product


performance role, economic importance in terms of reduced costs).
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ACEM comments on Dechlorane Plus restriction 


 


ACEM, the European Association of Motorcycle Manufacturers, is the trade association that represents manufacturers 


of powered-two and three-wheelers as well as quadricycles (L-category vehicles) in Europe. The membership of our 


Brussels-based organization includes 18 manufacturing companies and 20 national industry associations active in 17 


European countries. Together these companies provide around 90% of the European market’s demand. About 300,000 


jobs depend on the motorcycle, moped, tricycle and quadricycle industry in Europe. 


ACEM works closely with the EU institutions, as well as with a wide range of stakeholders, in different policy-areas. 


These include type-approval of L-category vehicles, road safety and transport policies, international trade negotiations, 


and of course environmental and health matters, including REACH related topics. 


As part of its ordinary working process, ACEM teamed up and aligned with ACEA (European Automotive Manufacturers 


Association) to express concerns on draft restriction proposal of Dechlorane Plus which has been an important and 


widely, i.e. not only in EU but also in other regions such as Asia, US, used flame retardant and seizure resistant to our 


industry as we had provided already detailed applications and estimated annual consumption in 2020 during the ECHA 


public consultation.  


Therefore, we request a sufficient lead time for the implementation of the restriction and an indefinite derogation for 


legacy spare parts for our applications by adding the following derogation to the current restriction text: 


• Paragraph 2(c) shall not apply to vehicles Type Approved, and vehicles declared in conformity with Machinery 


Directive before [60 months after entry into force] and its spare parts. 


ACEM supports the intention to limit the emission of Dechlorane Plus into the environment and is aware of its decreased 


uses of Dechlorane Plus in EU. However, we still believe that the above derogation is indispensable considering its 


essential uses for our industry and the complex supply chains all over the world. Without the requested derogation, the 


supply of legacy spare parts will be severely compromised, which is in strong contradiction to the overall strategic goals 


of the circular economy. We have a responsibility to our consumers to support the longevity of their current vehicles by 


ensuring that these products can be serviced, repaired and maintained in such a manner as to not be detrimental to 


their function, safety and reliability. 


Extending the lifetime of a vehicle is essential to reduce costs for consumers, as well as conserving natural resources 


and energy.  


Lastly, we want to refrain that ACEM members are part of the so-called automotive industry, meaning that L-category 


vehicles are to be considered “automotive” products. 


Thank you in advance for considering our comments as part of your assessment. We remain at your disposal should you 
need further information.  
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Tel : +32 2588 24 26 - e-mail : secretariat@atvea.org  


ATVEA feedback on the draft restriction proposal of Dechlorane Plus 


Brussels, 8 December 2021 


On behalf of ATVEA, the All-Terrain Vehicle Industry European Association, we would like to herewith 
submit our concerns to the European Chemical Agency (ECHA) draft restriction proposal of Dechlorane 
Plus. 


ATVEA is a non-profit industry association representing the manufacturers of  ATVs (All-Terrain 
Vehicles) and Side-by-Side Vehicles, which are widely used in a professional and utility context (e.g. 
for agricultural or forestry applications) as well as for leisure. 


The products of ATVEA Members will be affected by the restrictions introduced by ECHA on Dechlorane 


Plus, which has been an important and widely-used flame retardant.  


In line with comments raised by ACEM (European Motorcycle Manufacturers Association) and ACEA 


(European Automotive Manufacturers Association), ATVEA also requests a sufficient lead time for the 


implementation of the restriction for type-approved vehicles, and vehicles declared in conformity with 


the Machinery Directive, as well as an indefinite derogation for legacy spare parts. 


Although we understand and support the intent to limit the use of Dechlorane Plus, our industry needs 


more leadtime to adjust, considering the complexity of our global supply chain. In addition, we are 


concerned that without the requested derogation, the supply of legacy spare parts will be severely 


compromised, which would contradict the Commission’s objectives towards a more circular economy. 


Our consumers expect the industry to ensure that their vehicles can be serviced, repaired and 


maintained throughout their entire lifecyle in safe and reliable fashion. 


See below our proposed amendment in green: 


Designation of the substance, of the group of 
substances or of the mixture 


Conditions of restriction 


1,6,7,8,9,14,15,16,17,17,18,18- 
Dodecachloropentacyclo 
[12.2.1.16,9.02,13.05,10] octadeca7,15-diene 
(“Dechlorane Plus”) [covering any of its individual 
antiand syn-isomers or any combination thereof]  
 
CAS No 13560-89-9; 135821-74-8; 135821-03-3  
 
EC No 236-948-9; -; - 


1. Shall not be manufactured, or placed on the 
market as a substance on its own from [18 
months after entry into force].  
 
2. Shall not, from [18 months after entry into 
force], be used in the production of, or placed on 
the market in:  
(a) another substance, as a constituent;  
(b) a mixture;  
(c) an article,  
 
in a concentration equal to or above 0.1% by 
weight. 


3. Paragraph 2(c) shall not apply to type-
approved vehicles and vehicles declared in 
conformity with Machinery Directive before 
[60 months after entry into force] and its 
spare parts. 


 


-- 


About ATVEA 


ATVEA’s four objectives are: 



mailto:secretariat@atvea.org

https://www.atvea.org/
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• To promote the correct and responsible use of ATVs and Side-by-Sides (SbS) in Europe; 


• To contribute to the development of an appropriate legal and regulatory framework regarding 
the design and use of ATVs and SbS at the European and national level; 


• To contribute to ATV and SbS user education and training; 


• To seek to cooperate with other industry stakeholders on an international basis. 


 


ATVEA’s members are:  


ARCTIC CAT (Textron), 


BRP (Bombardier Recreational Products Inc.),  


CFMOTO (ZHEJIANG CFMOTO POWER CO., LTD.),  


HONDA (Honda Motor Europe Ltd),  


KAWASAKI (Kawasaki Motors Europe NV),  


KYMCO (KWANG YANG MOTOR CO., LTD.),  


POLARIS (Polaris Industries Inc.), 


YAMAHA (Yamaha Motor Europe NV) 


 



mailto:secretariat@atvea.org




image11.emf
ref_3531_public.pdf


ref_3531_public.pdf


 


 


Updated ASD paper on DP 


Contact: Maria Chiara Detragiache 
 


ASD |  Rue du Trône 100  I  1050 Brussels, Belgium  I  T: +32 2 775 81 10  I  info@asd-europe.org  I  www.asd-europe.org 


 


UPDATED ASD DP RESTRICTION CONSULTATION RESPONSE – 21 December 2021 


 


Summary of changes from previous version 


 


Section Changes 
Introduction Clarification on necessary scope of derogations added 
1.2.3 Additional information on use of DP in aerospace electrical components 


added 
1.2.5 Section on use of DP in naval systems added 
Appendix 1 Appendix added to address queries received by ECHA 


     


 


Introduction 


ASD supports a derogation of the proposed EU REACH Annex XVII Dechlorane Plus™ (DP) restriction to 


accommodate the relatively small but critical aerospace and defence uses described below.  


 


NEW - We would like to clarify that derogations would need to allow for use/presence of DP in the 


manufacture, maintenance and repair of aerospace and defence parts and products as described in the 


examples for which we provide further detail throughout this paper. The critical uses of DP in aerospace 


and defence products go beyond merely uses in aircraft and would need to be in place until actors have 


successfully qualified and introduced alternatives to avoid critical obsolescence across the sector in the 


EU. As we explain in this paper, complete replacement of DP in all affected Aerospace and Defence 


products could require at least 10 years based on current available information and assuming all material 


substitution work is successful. Whilst a 5 year derogation (as suggested in the comments and queries 


received back from ECHA in October 2021, and which we address in appendix 1 of this document) should 


be sufficient for alternatives development and substitution work to take place in most cases, based on 


information currently available, we would reiterate that success of alternatives testing programmes is not 


assured.  


 


Please contact ASD if additional information or clarification is required to support Annex XVII decision-


making. We would appreciate the opportunity for dialogue if there are outstanding information 


requirements needed to further support the derogation requested. As mentioned, a derogation will be 


required for the continued and uninterrupted use of DP-containing products and formulations in 


aerospace and defence products, until substitutions have been successfully implemented. Contact 


information is provided on the last page of this document. 


 


1. Use of Dechlorane Plus™ in the aerospace and defence industry in the EEA 


ASD members still rely on the use of Dechlorane Plus™ (DP) in formulations used in the EEA for both 


production and repair of aerospace and defence (A&D) products. ASD members also import articles 


containing DP (>0,1%) into the EEA. 


The percentages of DP found in aerospace and defence articles range from 0,1% up to 20% for certain 


types of articles. 
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1.1. Volumes of Dechlorane Plus™ used in aerospace and defence in the EEA 


ASD has surveyed our members to understand the volumes of DP used in aerospace and defence products 


in the EEA. Surveying is still ongoing to understand the quantities in circulation, but based on preliminary 


data, we understand that the volumes used by our members are at least as follows:  


*In some cases, aerospace companies have stockpiled strategic DP-containing articles to guarantee the serviceability 


of products that are existing on the market but where DP is no longer used in the manufacture of newer products. 


We are still working to gather data in order to validate the volumes of DP used in A&D products and 


processes in the EEA. We will revise the quantities above in future revisions of this document if revision 


of the values is indicated; however, we expect the overall volumes to remain relatively low (i.e., closer to 


1 tonne than 10 tonnes). This expectation is based on the information that we have already gathered and 


noting that there is currently no active registration for any one legal entity to import over 1 tonne per 


year of DP into the EEA. 


1.2 Dechlorane Plus™ uses in aerospace and defence products in the EEA 


As previously reported in the responses provided to the call for information, DP is still used across certain 


products in the aerospace and defence industry in the EEA. DP is not chosen as an intentional ingredient 


by aerospace and defence companies; it is present in such designs because of a reliance on formulations 


(often initially chosen and qualified decades prior) that contain it. ASD has confirmed with members that 


the following A&D uses are still required in the EEA, although OEMs (original equipment manufacturers) 


are working to remove DP as soon as feasible: 


1.2.1. Aero engine manufacture and repair 


DP is present as a flame retardant in fillers used by engine manufacturers. This affects both EEA engine 


production, the repair of engines in the EEA and the import of engines or engine parts into the EEA. 


DP-containing fillers are used across a variety of aero engine parts made by several manufacturers. 


Affected parts include aircraft jet engine fan blade abradable rub strips and the use of DP includes the 


related void filling abradable compound for manufacturing and repair.  


There are additional specific confidential uses in defence and security programs and uses for the 


manufacture and repair of other safety-critical parts. 


1.2.2. Missile rocket motors 


DP is used in insulation materials for rocket motors. It is present as a flame retardant in the insulation 


materials that are purchased by OEMs. The DP-containing insulation material is vulcanized during the 


manufacturing process to achieve its final design/form. The function of the insulation material is critical 


to the rocket motors. 


Use Quantity (estimated) 


EEA A&D production 200 kg per annum  These estimates are based on 
preliminary responses, to be 
revised when more data is 
available. These figures include 
values previously reported by 
aerospace respondents to the 
call for information. 


EEA A&D repair 600 kg per annum  


EEA A&D imported or pre-
manufactured* articles 


800 kg per annum  
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1.2.3. Electrical items 


DP is present in several electrical items for A&D use, that are both manufactured within and imported 


into the EEA. Affected articles include connectors, wires, cables and switches. 


NEW - In some cases, final products such as aerospace PCBs/PCUs and other electronics are manufactured 


outside the EU and are not sold directly to EU customers, however it is possible that aerospace articles 


containing such components may be imported or used on the EU market at a later stage. 


1.2.4. Structural panels 


Structural filling adhesives containing DP are used to fill honeycomb edges in panels used to manufacture 


aircraft. These honeycomb structures are used in aircraft to provide strength and rigidity between thin 


layer panels. They allow the aircraft strength whilst significantly reducing the weight.  


NEW - 1.2.5. Naval systems 


DP is present as a fire retardant in polymeric components of imported articles used for the manufacture 


and maintenance of some naval systems. DP is an important component of polymers used in these 


systems, where resistance to ignition and self-extinguishment are important imparted functional 


properties. 


At present there are not alternative DP-free polymers that are certified for use in the affected parts and 


products and work to reengineer affected systems is required. 


If the articles containing DP could no longer be placed on the EU market for use in the affected naval 


systems before alternatives became available, then existing stocks of new and refurbished parts could not 


be used.  This would prevent the continued supply of affected naval systems to EU defence agencies until 


alternatives were available and qualified for use.  


The refurbishing of pre-existing parts is another concern. If parts and systems containing DP can no longer 


be reused, it will cause them to be disposed of much earlier than would otherwise be the case, rather 


than be put back into service. 


2. Status of alternatives and challenges to remove DP from aerospace and defence products 


 


A&D products are subjected to some of the most aggressive environments around the world. They must 


operate successfully in extremes, not limited to, altitude, temperature, pressure and precipitation, while 


having to fulfil the highest possible technical reliability and safety requirements. To ensure aircraft safety, 


comprehensive airworthiness regulations1 have been in place in the European Union (as well as around 


the world) for decades. These regulations require qualification of all materials and processes according to 


a systematic and rigorous process to meet stringent safety requirements that are ultimately subject to 


independent certification and approval. Parallel requirements2 are in place to ensure airworthiness for 


defence systems in Europe. Ground and sea-based defence systems are subject to similar rigorous 


qualification requirements. Space systems must also meet the highest specifications for consistent 


 
1 E.g. European Union (EU) Regulation No 216/2008 and the EASA CS-25 and EASA CS-E in the EU 
2 The European Aviation Requirements (EMARs) established by the European Defence Agency (EDA) 


Airworthiness Authorities (MAWA) Forum  
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reliability and performance in extreme environments over many years, since repair or maintenance is 


practically impossible once the technology is launched.  


OEMs and the formulators who supply them have been working to remove DP from their products for 


several years already. In many cases, it has already been possible to move away from DP-containing 


formulations; however, there are still certain uses within portfolios for which successful substitutions 


have not yet been achieved. 


It is important to understand that, when looking to qualify new alternatives to DP-containing 


formulations, aerospace and defence companies must ensure that the functional requirements 


performed by the entire formulation, as a whole, are still met. The focus is not specifically on the function 


of DP, but the function of the formulation in which it is used. Thus, when providing information on the 


technical functions that are necessary for any alternative, information that has been provided is focused 


on the required functions for a replacement formulation rather than a replacement substance and will 


vary according to the different OEMs, products and parts where a replacement needs to be used. 


It is also important to convey that although A&D companies are working to substitute DP, success is not 


guaranteed. In many cases, companies hope to eliminate reliance on DP before the proposed restriction 


would come into force. There are, however, also cases where this is less likely and if alternatives fail any 


part of the testing criteria, substitutions would not be achieved in time.  


Further, there are some cases where alternatives development is predicted to well exceed the proposed 


restriction date.  These are cases where DP formulations are used for certain aerospace and defence 


products which are subject to long and rigorous testing programmes.  The rigorous testing is required to 


assure that any new (DP-free) formulation that is used does not compromise the integrity of those 


components or the safety of the product as a whole. 


Estimated timeframes to complete the alternatives work for removal of DP from the aerospace and 


defence products previously described in section 1.2 range from 3 years, in cases anticipated to be less 


challenging, up to 10 years for more complex instances. It must be remembered that these timelines are 


assuming that alternatives programmes are successful and run to plan. 


2.1.      Challenges for alternatives development and deployment 


To help convey the challenges involved in alternatives development and deployment for A&D uses we call 


your attention to a paper produced by the Global Chromates Consortium for Aerospace’s (GCCA), titled 


Aerospace & Defence Qualification Process Impacts on Ability to Substitute Cr(VI) Substances3. 


Please note this particular paragraph of the GCCA paper: 


“Aerospace and defence (A&D) products operate and carry people in extreme environments over extended timeframes, 
while having to fulfil extremely challenging technical, reliability, and safety requirements. To ensure the safety and 
reliability of aerospace products, comprehensive airworthiness regulations have been in place globally for decades. These 
regulations require a systematic and rigorous framework to be in place to qualify all materials and processes to meet 
stringent safety requirements that are subject to independent certification and approval through EASA and other 
agencies requirements. Air, ground and sea-based defence systems, and also space systems, are subject to similar rigorous 
qualification requirements. Changes to A&D hardware offer unique challenges that are not seen in other industries.” 


 
3 The entire paper can be found here on the GCCA website.  


 



https://ramboll.com/-/media/files/reh/GCCAAerospaceDefenceQualificationProcessImpactsonAbilitytoSubstituteCrVISubstanceswhitepaper
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Although the GCCA paper was written to support hexavalent chromium Authorisation applications, the 


qualification and certification processes described are also applicable to substitution of other substances, 


including DP.  The following illustration, which has been adapted from that paper, supports the 


substitution timeline discussed in the previous section. 


 


Figure 1. Illustration of the development, qualification, validation, certification and industrialisation process required in 
the aerospace industry – adapted from the GCCA paper on Aerospace & Defence Qualification Process Impacts on Ability 
to Substitute Cr(VI) Substances3 & Joint Analysis of Alternatives and Socio-Economic Analysis, Authorisation application 
0203-024   . 
 


As also indicated in the GCCA paper, “The complex relationship between each component (in aerospace 


and defence systems) and its performance requirements within its own unique design parameters 


requires certification of each substitution individually (see Figure 2). Qualification in one particular 


application does not guarantee that use in another application is qualified. Every application must be 


individually assessed to determine that requirements are met. This process must be independently 


replicated across all A&D products by each A&D company. A&D products (e.g. a specific aircraft model) 


may be in service for 30-50 years (even longer in defence uses), requiring maintenance, repair and spare 


parts over their entire service lives. Any changes to these parts or processes must be fully validated and 


certified to ensure safety and performance are not compromised.” 
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Figure 2. Systems assessment and validation overview, reproduced from the GCCA paper on Aerospace 


& Defence Qualification Process Impacts on Ability to Substitute Cr(VI) Substances3. 


 


3. Impacts in the case that DP is restricted in A&D products prior to certifying alternatives (non-use 


scenario) 


In a non-use scenario, production and repair of the aerospace and defence products that rely on DP-


containing formulations would have to cease within the EEA. This would include small ‘on wing’ repairs 


(i.e., repairs undertaken at airports directly on the affected aircraft) as well as larger/more complex repair 


and maintenance procedures necessary to keep aircraft flying. Imports of replacement and refurbished 


A&D parts and products that contain DP would not be permitted. This would, in effect, prevent the repair 


of existing aircraft and defence products in the EEA and would prohibit the delivery of certain new, 


replacement or refurbished A&D components to the EEA. This non-use scenario would lead to the 


grounding of aircraft.  


In some cases, companies hold strategic stocks of components containing DP, where the DP is no longer 


being used to manufacture new components but stock has been previously manufactured and retained 


in order to be able to repair and maintain existing aerospace and defence products throughout their 


service lives in the EEA. Aerospace and defence products are designed to have extremely long service lives 


(decades long in many cases). 


If DP were prohibited in articles before the retirement of existing A&D products, then those products 


would no longer be able to be maintained in service in the EEA and the stock of DP-containing components 


would become unusable. 


Please refer to Figure 3, which shows the viability of options for A&D companies in the case that a 


restriction for DP comes into force before DP has been successfully removed from all affected products, 


parts and processes. 
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Figure 3. Impacts of non-use scenario for A&D companies relying on DP in products and processes 


3.1.  Economic consequences if DP is restricted for use in A&D products before it can be substituted 


If DP were restricted from use in A&D products in the EEA, before all uses can be substituted, the economic 


impacts would be substantial. It would affect not just A&D companies, their supply chains and third-party 


MRO (Maintenance, Repair and Overhaul) facilities, but would also have significant impacts for customers 


(including airlines and defence agencies) and those who rely on the products and services provided by the 


A&D industry. 


Economic impacts within the aerospace and defence sector would include: 


• Loss of profits – OEMs, suppliers, airlines, repair and maintenance facilities, etc. 


• Costs associated with unused stock disposal 


• Costs for relocation of work outside of EEA – OEMs, suppliers, repair and maintenance facilities, 


etc. 
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• Penalties for failures to meet contracts (e.g., where servicing cannot be completed leading to 


aircraft being grounded) 


• Economic consequences of commercial and freight aircraft groundings and flight cancellations 


3.2.  Social and wider consequences if DP is restricted for use in A&D products before it can be 


substituted 


There would be interruptions to new A&D product delivery and to the maintenance and repair (servicing) 


of existing products, until DP-free alternative formulations can be certified for the uses on the myriad 


parts and repair/maintenance schemes affected. The widespread implications for such a scenario cannot 


be understated and include: 


• Cease in production of A&D products within the EEA 


• Cease in delivery of A&D products and spare parts to the EEA 


• Inability to service and repair existing A&D products in the EEA or to import repaired and 


refurbished DP-containing components to the EEA – aircraft would be grounded, including 


defence fleets 


• Loss of functioning A&D equipment in EEA 


• Premature retiring from service of A&D equipment in EEA 


• National security implications for Member States if they cannot maintain, deploy or operate 


affected defence products containing DP 


• Reduced supply and increased costs of perishable goods transported by air  


• Price increase and reduced schedules for passenger flights and air freight 


• Loss of jobs  


• Closure of EEA-based facilities 


 


To provide some context for the associated monetary impact in the case that DP is restricted from use in 


A&D products and processes prior to successful alternatives being certified, the EU REACH Authorisation 


application number 0203-02 serves as an example.  This Authorisation application included estimated 


values in the case of non-use of OPE (Octyl Phenol Ethoxylate) in sealants for manufacture and repair of 


A&D products. Although the DP is used in different formulations to the OPE, the effect of non-use on parts 


manufacture and repair across the industry are comparable. The joint AOA and SEA document4 within the 


OPE Authorisation application puts a conservative value on the loss to the A&D industry in the several 


billion Euros region, with further (non-quantified) impacts for other industries and bodies that rely on the 


smooth functioning of the A&D industry (air travel, cargo, tourism, national defence, humanitarian relief 


missions etc). In the case of DP, the monetised impact is likely to be significantly higher still since in the 


OPE non-use scenario, it would still be possible to manufacture using OPE outside of the EEA, unlike the 


situation for DP, where it would not be possible to import articles critical for the manufacture and 


servicing of affected A&D products. 


 


 
4 Joint Analysis of Alternatives and Socio-Economic Analysis (non-confidential report) - EU REACH Authorisation 


application number 0203-02 concerning Mixing, by Aerospace and Defence Companies, and their associated supply 


chains, including the Applicants, of base polysulfide sealant components with OPE-containing hardener, resulting in 


mixtures containing < 0.1% w/w of OPE for Aerospace and Defence uses that are exempt from authorisation under 


REACH Art. 56(6)(a). 



https://echa.europa.eu/documents/10162/b951f4f8-bd18-8b6e-0e3f-2066c7c1b60a
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4. Protection of human health and the environment in the use of DP 


 


DP is used in the manufacturing and repair of A&D products by trained professionals, in factory/industrial 


settings including repairs at airports.  Each formulation containing DP is accompanied by a safety data 


sheet (SDS) created by the manufacturer of the formulation, which is a standard document recognized by 


EEA member states.  Within each SDS, the manufacturer is bound to describe the formulation’s chemical 


constituents, health and safety hazards, precautions, disposal considerations and other helpful 


information.   


 


Industrial A&D users of formulations containing DP follow the information on the SDS and local laws to 


protect human health and the environment in the industrial settings described above (OEM 


manufacturing, factory repairs of components, and repairs at airports).    


 


To re-state the information above, the quantity of DP that will be required for the cases where substitutes 


have not been qualified and implemented is relatively small. 


 


Summary 


 


ASD supports a derogation of the proposed Annex XVII DP restriction to accommodate the A&D uses 


described above based on: 


 


• The relatively small amounts of DP believed to be in use in the EEA 


• The lack of available qualified substitutes for critical A&D uses 


• The relatively long timeline (years) to identify and qualify substitutes for each individual use 


• The untenable consequences if A&D products cannot be maintained in the EEA (grounding of aircraft 


and inability to use A&D products)  


• The ability of the A&D industry to manage the ongoing use of DP in a manner that is protective of 


human health and the environment 


• The A&D industry’s commitment to actively seek and qualify substitutes 


 


ASD will update this paper if more information becomes available.  Please contact Maria Chiara 


Detragiache, Environment Manager, ASD if specific additional information or clarification is required to 


support Annex XVII decision-making regarding Dechlorane Plus™.   


 


Contact details : 


 Maria Chiara Detragiache 


 Environment Manager, ASD 


mariachiara.detragiache@asd-europe.org 


+32 2 775 8122 


  



mailto:mariachiara.detragiache@asd-europe.org
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NEW Appendix 1 – Further information provided in response to queries received from ECHA October 


2021 


We appreciate the opportunity to engage with ECHA during this process in order to provide the 


information that is needed to support necessary derogations for the use of DP in the aerospace and 


defence industry.  


We received queries from ECHA in October 2021, as a result of our initial submission of this paper (Issue 


date 28 July 2021). We provide our response to those queries (re-stated in italics) below.  


In order to allow us to consider derogations within the aerospace and defence industry, we (ECHA) require 


the following information: 


It is noted that, generally, the time to switch to alternatives is long within the aerospace and defence 


industry, due to the stringent regulations it needs to adhere to. However, information provided during the 


stakeholder consultation, as part of the process of preparing the restriction proposal, indicates that 


alternatives will likely become available (at least for some uses), within ~5 years. In order to fully assess 


the information submitted by ASD, we would appreciate further information on:  


• We would welcome more information for which specific applications of Dechlorane Plus within 


the aerospace and defence sector a transition period beyond 5 years would be appropriate.   


 


ASD response: We believe that a derogation period of 5 years should be appropriate to complete 


alternatives development and implementation for the uses we have identified, and available information 


on current substitution work supports this timeframe. We would highlight that successful substitution, 


whilst expected in this timeframe, is not guaranteed. Hence it is likely that there will be cases whereby 


such a derogation period is exceeded even though this may not be indicated at this time.  


 


o If there are no alternatives, we ask you to provide further information as to why no 


suitable alternatives are available, for which specific applications in the aerospace and 


defend sector no alternatives are available and on what analysis this conclusion is based 


on.  


 


ASD response: Primarily a 5-year transitional period is likely to be exceeded for cases where alternatives 


work currently underway, is not successful. Failure of the current alternatives being pursued could occur 


at any point during that 5-year period and would see affected applications likely to exceed such a 


transitional period. It is also possible that substitution in non-EU manufactured articles will be further 


behind in terms of alternatives development and could therefore exceed 5 years. Further examples for 


impacts of DP in Aerospace and Defence articles, that should be taken into consideration for derogation, 


are provided in response to the next question. 


 


• Possible information whether Dechlorane Plus in articles will continue to be imported in the 


future (in light of the presumed cessation of import of the substance itself) and whether the 


import in articles could increase. If articles are no longer manufactured in the EU how would EU 


Downstream Users foresee obtaining Dechlorane Plus from alternative sources in the future.  
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ASD response: Since the proposed restriction would also restrict the presence of DP in articles, we do not 


foresee a situation where DP-containing article import would increase as a result of cessation of the 


substance use in the EU. However, the following scenarios exist whereby DP contained in articles for A&D 


products could continue to be imported into the EU, and these scenarios need to be considered as part 


of a derogation:  


• Parts or products containing DP that are already on the EU market, where they are sent outside 


of the EU for repair using DP and then reimported. 


• Parts or products containing DP that are already on the EU market, where they are sent outside 


of the EU for repairs using non-DP containing materials. Repaired parts re-imported may still 


contain DP if the original DP-containing article(s) in the part is not repaired and/or if an article 


containing DP is repaired with non-DP containing material it may still have some remaining 


(original) DP in the article over 0.1%. 


• Import of DP containing ‘spare’ parts to support the continued service life of products already 


on the market (where parts are no longer in production and the spares are taken from stock 


previously manufactured to support the whole service life of an existing product). 


• Import of refurbished products (containing articles that have DP present as part of the original 


manufacture) that have previously been taken out of service and are being placed back onto the 


market. 


• Import of DP-containing articles that are originally manufactured outside of the EU for non-EU 


customers, but that are then imported to the EU at a later date. 


 


• Information on any impacts (costs and benefits to society) of the proposed restriction on these 
identified uses.   


 
ASD response: We would refer you back to section 3 of this document for potential impacts if the 
restriction came into force before aerospace and defence uses could be substituted. Appreciably the 
impact may be more limited to only certain product types if it is the case that (as expected) the majority 
of uses are successfully substituted within the next 5-10 years. Unfortunately, we are not able to predict 
which instances of DP could exceed a 5-year transitional period for substitution since the primary driver 
for this would be a failure in the current alternatives development programmes. 
 


• Information on what efforts are/can be taken to minimise releases of Dechlorane Plus from the 
identified.  


 
ASD response: Where DP is known to be present in aerospace and defence articles and/or used for 
manufacture and repair of such products in the EU, its use is in accordance with manufacturers 
(formulators) guidance from the SDS, which would indicate that release to the environment should not 
take place and waste shall be disposed of as hazardous waste.  
Regarding the supply of aerospace and defence articles that contain DP, under REACH article 33 
companies are obliged to provide any safe use guidance necessary. In the case of Aerospace and Defence 
articles that are known to contain DP, information according to REACH article 33 is provided for DP-
containing articles so that recipients are aware of the concerns for avoiding environmental release during 
repair/maintenance and disposal of used parts.  
 
 


[Signature on file], Jan Pie, ASD Secretary General, 21st December 2021 
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December 2021 


ACEA COMMENTS ON THE PUBLIC CONSULTATION ON ECHA’S RECOMMENDATION 


FOR INCLUSION OF BISPHENOL A AND BOSC (CAS 80-05-7) IN THE ANNEX XIV  


In the context of the 2nd Public Consultation is noted that the substances BPA and BosC are 


used in the manufacturing and formulation or processing of a huge number of automotive parts 


(several thousand-part numbers). Bisphenols are key substances for the production of various 


materials that are used in significant volumes in the automotive industry. 


Amongst other ACEA would like to reference to the submission of the Polycarbonate/Bisphenol 


A group (PC/BPA-group), PlasticsEurope, the Epoxy-Resin Committee (ERC), 


PlasticsEurope, ETRMA, European Tyre and Rubber Manufacturers´ Association and the 


Bisphenol A-REACH-Consortium. 


Main uses 


1. Bisphenol A (BPA) and BosC are well applied as monomers for the synthesis of the 
following polymers that are present in our components: 
Thermosets like epoxy resins 


- Epoxy, present in PCBs (Printed Circuit Boards) and electronic components, (coil, 
diodes, resistors); 


- Epoxy, present as main resin (component) in Adhesives and Sealants; 
- Epoxy in fibre reinforced performance thermosets 
- Epoxy for Lacquers, present in body shell, many kind of components: subframe, shock 


absorber, tubes… 
 


Epoxy resin, normally synthesized by Bisphenol A and BosC, is one of the key substances for 


the production of high performance FRP (fibre reinforced plastics) lightweight materials for 


automotive parts. As Automotive Industry has to ensure the high quality of their parts a stable 


supply chain is necessary. 


 


These resins are used for their exceptional properties, i.e., adhesion and corrosion protection, 


electrical insulation, durability and resistance to heat, chemicals, mechanical stress, and 


general wear. 


BPA and BosC are currently considered essential for the production of Epoxy Resins. 


Substituting Bisphenols would imply a revalidation process for each impacted component.  


Most of the applications are not exposed to weathering or are painted. 


 


2. Bisphenol A (BPA) is well applied as monomer for the synthesis of the following 
polymers that are present in our components: 
 


- Polycarbonate, present e.g. in lighting glazing, dashboard, electric/electronic devices, 
biw (body in white) glazing 


- Polycarbonate Co Polymers / Blends  
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Impacted components: Seats, bumper, door panels, gear assy, air conditioner system, engine 


covers, parcel shelf, instrument panel, tabs, elements, steering wheel, and decorative finishers 


inside the car. 


Polycarbonate has many properties, like transparency, strength, ductility, heat resistance, 


impact resistance, that makes it safe in case of accident. 


BPA is currently considered indispensable to produce Polycarbonate.  


Most of the applications are not exposed to weathering or are painted. 


3. Bisphenols can also be present in the following mixtures used in the Automotive Industry 
processes: 


- As additive in the lubricants; 
- As additive in the brakefluids;  
- As additive in the greases.  


 


4. Bisphenol A is present in other materials and used as an additive in thermoplastics, 
mainly and decreasing in PVC, to enhance material properties (an example: cables). 


 


5. Bisphenol AF is used to secure performance and the quantities of Bisphenols in rubber 
components. The use of Bisphenols in General Rubber Goods (GRG) mixtures and 
applications is reduced to high demanding technical rubber goods.  Most of the 
applications are not exposed to weathering. 


 


Consequences of a restriction 


A restriction of BPA and BoSC in one or more uses will have a huge impact on the cost and 


keep/improve products performance for Industry.  


Properties, performances and quality should be completely revalidated. It could be necessary 


to review the processes for PC and Epoxy Resins production to fulfil the threshold limits, or, in 


alternative, to find materials and solutions that still do not exist.   


Automotive Industry could run into the following possible scenarios: 


 


1. Cost of compliance: industry should demonstrate its compliance and provide analytical 
data about the concentration and release limit values defined by the restriction 
(threshold and/or migration limits). 
This cost would be repeated for all the components produced using Bisphenols. At the 


moment we are aware that 70-80% of the Polycarbonate components and other epoxy 


resins and rubber components would not fulfil the 10 ppm threshold limit requirement. 


In case the values cannot be met, other processes and materials will have to be 


developed and there would be: 


2. Cost of substitution. 
 


3. Performance of substitution 
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Today Polycarbonate has been replaced in some limited BPA free applications, but either the 


costs are higher (i.e. Durabio) or the performance is lower (i.e. PMMA in lights) and therefore 


substitution by these materials for Polycarbonate is limited. 


Limiting BPA in the production of PC and BPA and BosC in Epoxy Resins would be a damage, 


at least from the point of view of the Green Deal.  


In fact, Polycarbonate is a very resistant but light material, and this guarantee the achievement 


of CO2 reduction. 


On the other hand, technical rubbers, based on a BPAF technology, are well employed in the 


electrification of the vehicles due to their performances and this is of help to meet the Green 


Deal goals. 


New process developments are time and cost consuming.   


For each model vehicle, Automotive Industry should revalidate or demonstrate the compliance 


for: 


- Around 20 components of Polycarbonate  
- Thousands of PCBs (Printed Circuit Boards)  
- Thousands of rubber components 
- Adhesive and sealants 
- The electro-coating technology 


 
with a huge impact for costs. 


Each component will have to be redesigned/revalidated, otherwise the car cannot be placed 


on the market. 


The life cycle of a car is very long, it could last 15 or 17 years. It would be necessary to cluster 


different applications and define specific tests, but it would not be certain they would be really 


representative of the real life cycle. The representative tests have not been defined yet. 


Moreover, defining many different tests and carrying them out would be time consuming and 


it would not necessarily bring advantage because the measurements could be influenced by 


other factors like the presence of Bisphenols in the environment. 


Especially for Polycarbonate, there is no currently any possible alternative. To substitute it, it 


would be necessary to develop something else from the beginning, and then to qualify it for 


the industrial use and finally to introduce it in the current production. The time could be 


quantified in 15 years, at least for safety relevant parts, and not less than 5 years for the 


other parts. 


 


Conclusions 


In case of restriction of Bisphenols an appropriate transition period should be determined to 


minimize the consequence on the European industry. 


Focus of the restriction should be on articles whose uncoated surface materials are directly 


exposed to weathering with possible release into the environment. 
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The restriction should allow practical waiving options if no environmental entry is to be 


expected, e.g. for interior components or for coated exterior components of the automotive 


industry. 


If migration testing is required, this should be done on exemplary model formulations of the 


materials (e.g. common PC blends) by the chemical manufacturers and not on the individual 


articles (e.g. all individual components in a vehicle). 


We would ask the scope of the restriction includes only New Type vehicles. 


We would propose a repair-as-produced clause, so that legacy spare parts are exempted, 


due to our complex supply chain. 


 


Hoping that the Committees will find this information useful, we gladly offer further consultation 


with representatives of the automotive industry to help define a sensible and pragmatic 


approach to the current issue. 


 


 


 







 


 


ABOUT THE EU AUTOMOBILE INDUSTRY 


• 14.6 million Europeans work in the auto industry (directly and 


indirectly), accounting for 6.7% of all EU jobs 


• 11.5% of EU manufacturing jobs – some 3.7 million – are in the 


automotive sector 


• Motor vehicles are responsible for €398.4 billion of tax revenue for 


governments across key European markets 


• The automobile industry generates a trade surplus of €74 billion for 


the European Union 


• The turnover generated by the auto industry represents more than 


8% of the EU’s GDP 


• Investing €62 billion in R&D per year, automotive is Europe's largest 


private contributor to innovation, accounting for 33% of the EU total 


REPRESENTING EUROPE’S 15 MAJOR  


CAR, VAN, TRUCK AND BUS MANUFACTURERS 


ACEA 


European Automobile 


Manufacturers’ Association  


+32 2 732 55 50  


info@acea.auto 
 


www.acea.auto 


 
twitter.com/ACEA_auto 


  


 linkedin.com/company/acea 


  


 youtube.com/c/ACEAauto 


  


  



https://www.acea.auto/

https://twitter.com/ACEA_auto

https://www.linkedin.com/company/acea

https://www.youtube.com/c/ACEAauto
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EGMF position paper  
 


EGMF comments on a Dechlorane Plus restriction 
 


22 December 2021 
 


 
 


 


 


The current proposal to implement the restriction for articles, only 18 months after publication in the 


Official Journal, is not feasible in our industry considering the various applications in our industry. 


 


There are many critical applications in the garden machinery sector for which Dechlorane Plus are 
essential. These substances are used due to their properties offering very good flame retardance and 
seizure resistance and cannot be easily substituted.  
 


EGMF is the European federation representing major garden, landscaping, forestry and turf 


equipment manufacturers. Through its 30 European corporate members and 7 National 


Associations, EGMF represents about 18 million units placed on the European market every year, 


accounting for around 80% of garden machinery, and EGMF members employ over 120,000 people 


in the EU.  


 


We welcome the opportunity to comment on the draft restriction proposal on 


1,6,7,8,9,14,15,16,17,17,18,18-Dodecachloropentacyclo[12.2.1.16,9.02,13.05,10]octadeca-7,15-


diene (“Dechlorane Plus”™). 


 


These substances are used to various applications in garden and outdoor power equipment, such 


as wire harness, adhesive, tape and grease. Their main functions are flame retardance and seizure 


resistance. They are widely used not only in the EU but also in other regions such as in Asia and in 


the USA. Until appropriate substitutes are found, these substances remain critical to guarantee 


the durability and safety of our equipment. 


 


Therefore, this paper aims to share our key observations and asks on the restriction proposal: 


• To further assess the impact of the proposed restriction on specific types of machinery 


• To grant exemptions for applications and equipment where no appropriate substitute is 


available, including outdoor power equipment, as well as for spare parts to ensure that 


products could be repaired and reused and to provide safety products to consumers 


• To have sufficient time (7 years) to develop and test alternative substances, as other 


substances do not offer similar properties, thus not ensuring the necessary safety and 


durability of equipment. 


  



https://www.echa.europa.eu/web/guest/restrictions-under-consideration/-/substance-rev/63301/term
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Specific applications of Dechlorane Plus are polymers requiring flame retardance, and grease requiring 


seizure resistance: 


• Flame retardance: when Chlorine bond substance is heated, it emits the Chlorine. Chlorine 


replaces the oxide in the oxidation reaction thus stopping the fire. 


• Seizure resistance: when Chlorine bond substance is heated in contact with metals, it reacts 


with the metals and forms metal chloride film. This film reduces the friction.  


 
Other substances do not offer similar properties, thus not ensuring the necessary safety and durability 


of equipment. Therefore, we would require at least 7 years’ transitional period to ensure providing 


safety products to consumers. 


 
Moreover, we would require benefitting from indefinite derogation for spare parts to ensure that 
products could be repaired and reused and to provide safety products to consumers. In line with the 
‘repaired as produced’ principle enshrined in the RoHS Directive, we suggest adding a new exemption 
for ‘spare parts for the repair, reuse, updating of functionalities and upgrading of capacity of 
equipment placed on the market before (implementation date of this restriction)’.    
 
This amendment will bring substantial benefits to the environment and users. It will enable operators 
to prolong the lifetime of their products without having to bear any additional costs due to the re-
designing, re-testing and re-manufacturing of spare parts. Ultimately, this amendment prevents 
additional generation of waste and the unnecessary use of more raw materials.  
 
 
 
 
 
 
 
 
 
 
For further information, please contact: EGMF Secretariat, secretariat@egmf.org  


 
 
 


The European Garden Machinery Industry Federation – EGMF – has been 
the voice of the entire garden machinery industry in Europe since 1977. 
With 30 European corporate members and 7 National Associations 
representing manufacturers of garden, landscaping, forestry and turf 
maintenance equipment, we are the most powerful network in this sector 
in Europe.  


www.egmf.org 



mailto:secretariat@egmf.org

http://www.egmf.org/en/members/companies/

http://www.egmf.org/
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Tobu Building, 5-26, 1-chome, Moto-Akasaka, Minato-ku, Tokyo, 107-0051, Japan





JIVA’s Comments for “Dechlorane Plus” restriction proposal of ECHA Public Consultation



1. Introduction

JIVA is established in 1948 and has been the leading organization of industrial truck manufacturers in Japan. The aim of JIVA is to contribute the sound development and progress of industrial trucks industry and the growth of national economy. We are working on a wide range of activities such as development of safety, environmental-friendly, and high productivity in intralogistics sector.  



2.  Problems of restriction proposal

Industrial trucks have a long life cycle used at factories, warehouses, and almost of all working places of intralogistics sector and industrial trucks manufacturers are responsible for the continuous to supply of maintenance parts needed by our customers.

- “Dechlorane Plus” is essential for flame retardance and seizure resistance, and is used in various customers in logistics industry for components such as harnesses, polymers, greases, etc.

- The restriction proposal will not only put a heavy burden on companies that manufacture 

of Industrial trucks, but will also put a burden on customers in EU.

- It is not possible to directly replace with an alternative technology, or it takes a lot of time to prepare replacements, and the procurement cost is high.

Lead time is necessary to complete the following actions;

Material development: 2 years

Evaluation of material, parts: 1 year

Parts approval by customers: 1 year

Alignment/Update of production line/facility: 1 year

Change-over (Engineering change release, Production control): 2 years

 





3. Conclusion

JIVA shares concern about the measures taken by the restriction of “Dechlorane plus” under the REACH regulation as JAPIA and JAMMA.　　



JIVA also believes that this timing of regulation is too early, so we would like to see flexible 

compliance with the regulation, including exemptions.

If “Dechlorane Plus” is to be regulated, please take into consideration the following transition period.

- Parts (except PDAP resin) for current model: 7 years

- PDAP resin: Subject to indefinite application (requiring permanent exemption)

- Spare parts for past model: Impossible (requiring permanent exemption)



JIVA appreciates your consideration of our comments.



Ken’ichiro Takase 

Managing Director, Japan Industrial Vehicles Association

Phone : +81 3 3403 5556  Fax : +81-3 3403 5057 E-mail : takase@jiva.or.jp    

image1.jpeg

@ JAPAN INDUSTRIAL VEHICLES ASSOCIATION
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The Post House, Kitsmead Ln 

Longcross, Chertsey KT16 0EG

United Kingdom



Tel: +44 (0) 1784 22 3702 

Fax: +44 (0) 1784 27 0428 

Email: info@icomia.com

www.icomia.org











IMEC comments on Dechlorane Plus restriction

The Marine Engine Committee (IMEC) of the International Council of Marine Industry Associations is a distinct trade association representing the recreational marine engine and personal watercraft manufacturers worldwide. Members of IMEC include BRP, Cummins, Honda, Ilmor, Indmar, Kawasaki, Mercury Marine, Nanni Diesel, Scania, Selva Marine, Suzuki, Tohatsu, Volvo Penta, Vetus, Yamaha, Yanmar.

IMEC welcomes the opportunity to comment on the proposal for a restriction under the REACH Regulation of:



1,6,7,8,9,14,15,16,17,17,18,18-Dodecachloropentacyclo[12.2.1.16,9.02,13.05,10]octadeca-7,15-diene (“Dechlorane Plus”™) – EC 236-948-9



Dechlorane Plus provides a critical function as it is used as a flame retardant and as an anti-seize compound in products used in our industry, e.g. wire harnesses, adhesives, tape and grease for marine power equipment. They are widely used throughout the world – including in EU and in other regions such Asia and North America.



IMEC would like to share our key observations below and kindly requests that:



· An exemption to the proposed restriction is granted for use of these substances used on spare parts in our industry in order to ensure that products can be repaired, reused and remain safe for consumers



· Sufficient time is allowed, i.e. 5 years, to develop and test alternative substances which provide the necessary function



Justification:

The current proposal to implement these restrictions for articles 18 months after publication in the Official Journal is not feasible for our industry, considering the broad and important usage of products containing Dechlorane Plus in our applications.



Dechlorane Plus is critical in specific applications, such as in polymers/articles where flame retardance is required, and in greases which resist seizure of parts during assembly and reassembly.  Dechlorane plus functions as follows:



· Flame retardance: where Chlorine bond in the substance is heated, it emits Chlorine. Chlorine replaces the oxide in the oxidation reaction thus stopping the fire



· Seizure resistance: where Chlorine bond in the substance is heated in contact with the metals, it reacts with the metals and forms metal chloride film. This film reduces the friction. 



Although uses of products / articles in EU containing Dechlorane Plus are gradually decreasing, non-EU regions still rely on its characteristic importance and use big volumes. Given the complexity of the global supply chains in our industry, an adequate transitional time, i.e. 5 years, is required to substitute all usages with alternative products which ensures safety, maintains the relevant functionality of products / articles and gives time for appropriate technical / regulatory approvals needed for use in our sector.   



Moreover, we respectfully request that an indefinite derogation from the restriction is granted for use of products containing Dechlorane Plus on spare parts. This will ensure that products can be safely repaired and reused by customers. In line with the ‘repaired as produced’ principle enshrined in the EU RoHS Directive, we suggest adding a new exemption for:



spare parts for the repair, reuse, updating of functionalities and upgrading of capacity of equipment placed on the market before (implementation date of this restriction)’  



This amendment will bring substantial benefits to the environment and users and benefit a Circular economy as it will prevent additional generation of waste and the unnecessary use of more raw materials. It will enable operators to prolong the lifetime of their products without having to bear any additional costs due to the re-designing, re-testing and re-manufacturing of spare parts. 



IMEC also associates and agrees with comments submitted in this consultation by The European Automobile Manufacturers’ Association (ACEA). 



Jeff Wasil	Udo Kleinitz	Julian Hunter

Chair	Secretary General	Head of Sustainability

IMEC	IMEC	IMEC



December 2021

Chair: J WASIL	    Secretary General:  U KLEINITZ	Hon. Treasurer:  P METHVEN OBE
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03.01.2021 


1615 DE-eiSos / contact: Michael Weser 


3773 US –eiSos / contact: John Hauber 


 


Certified electrical and flammability requirements will be impacted by the Dechlorane Plus 


restrictions.  


 


Würth Elektronik is a world market leader in printed circuit boards and components and modules for 


controls, wireless data communication, energy-harvesting, power, smart metering, and wireless 


charging and discrete magnetic components including custom designed inductors and transformers.  


These products are used in consumer, industrial, automotive, and medical EEE to provide suppression 


and control of electromagnetic interference and emission, conversion, control, and transfer of electrical 


energy, signal and communications handling, integrated circuit application, and may otherwise be 


anywhere circuits are deployed in EEE. 


 


Among the components most impacted by Dechlorane, those with certified electrical and flammability 


requirements, such as transformers and inductors, are expected to have the most complex and 


potentially challenging path of conversion away from Dechlorane. 


 


We agree with proposals to support the planned obsolescence of the substance, trademark name 


Dechlorane, but it is important to recognise the lack of alternatives in the marketplace today. In certain 


applications it will not be possible to replace Dechlorane within a minimum of 5-7 years because 


materials and systems using alternatives to Dechlorane must be tested and successfully meet 


performance and safety tests relevant to each application.  Even then, operational and commercial 


changes are required.   


 


Dechlorane is used as a thermoset plastic additive providing critical benefit in the electrical safety, 


flammability, and efficiency of electronic components and associated EEE end products.  Safety 


characteristics currently conferred by Dechlorane prevent transfer of harmful electrical energy to users 


and articles and resist the start and propagation of fire.  Efficiency characteristics relating to Dechlorane 


enable less mass of materials, less energy consumption, and less end-of-life waste.  These characteristics 


are particularly important for electric vehicle drive motors, charging systems of all kinds, battery 


management, mains power management, and medical and heavy industrial equipment where failure 


can have severe consequences.  Dechlorane’s successful performance over decades in thermoset plastic 


has enabled smaller, lighter, safe and reliable parts, fostering innovation across a broad range of 


markets stretching from green energy projects in alternative energy and smart metering to fast charging 


of electrical vehicles and complex control of automated products. 


 


We have aimed to set out below some of the primary considerations relevant to replacement of 


Dechlorane by Würth Elektronik and its value chain to highlight the critical role of Dechlorane in EEE 


today and the challenges associated with its replacement. Due to the highly complex, technical, inter-


related and, at this point, uncertain nature of any such activity, a detailed assessment of the impact of a 


broad restriction on use of Dechlorane is not possible. However, clearly it will be vital to understand and 
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resolve critical dependencies and we would be happy to provide addition information or clarification to 


the extent we are able to support this consultation and process.  


 


 


I. The Dechlorane EEE supply chain is complex. There are numerous successive qualification 


requirements across various tiers, leading to substantial accumulation of time and 


resource necessary for redesigns and requalifications if Dechlorane is removed from the 


market. 


a. The substance Dechlorane is used as an additive (typical concentration about 8%) in 


thermoset plastic. 


i. Dechlorane provides flame retardancy to the thermoset, to suppress ignition 


and flame propagation, especially in power electronics or at higher operating 


temperature. 


ii. Dechlorane improves critical Comparative Tracking Index (CTI) performance of 


the thermoset, which is a rating indicating an insulator’s ability to prevent 


electrical energy flow across the insulator surface, flow that leads to field 


failures and possible electric shock. 


b. The mixture thermoset plastic, containing Dechlorane, is used to form injection-molded 


subcomponents, such as bobbins (coil forms) and bases/headers (coil assembly mounts) 


that are supplied to Würth Elektronik. 


i. The flame retardancy and CTI properties of the thermoset are imparted to the 


subcomponents. 


ii. The thermoset enhances component dimensional stability during the higher-


temperature, lead-free solder termination and board-mounting processes (both 


of which are unavoidable due to solder melting temperatures), by preventing 


terminal position changes and, therefore, preserving required safety distances. 


iii. The thermoset is qualified as having a VDE Group 1 CTI. 


iv. The thermoset is qualified as an insulation material within Underwriter’s 


Laboratories Electrical Insulation Systems (ULEIS) for UL temperature Class B 


(130°C) and Class F (155°C). 


v. The thermoset is rated at the most critical level in the ULEIS as ‘Ground Rated 


Insulation,’ which means it establishes the foundation of electrical safety in 


subcomponents. 


vi. The thermoset resists deformation and structural changes, as molded 


subcomponents, within its elevated-temperature performance range. 


vii. The thermoset maintains its electrical insulating ability within its elevated-


temperature performance range, which is important for maintaining mains 


power safety and resisting potentially destructive transient electrical energy 


exposure. 


c. The articles bobbins and bases/headers are assembled into component articles 


inductors and transformers. 


i. The flame retardancy and CTI properties of the subcomponents are imparted to 


the components. 


ii. The components must meet additional safety standards from various agencies 


(e.g. UL/VDE/TUV/CSA/FCC/etc.) and numerous international safety standards, 


such as IEC60601-1,  60335-1, 61558-2, 60950, etc. 
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1. Supply chain complexity means that these requirements accumulate up 


the supply chain or occur separately at different tiers.  Würth Elektronik 


has to meet the requirements of OEMs, while the OEMs also have to 


meet specific requirements particular to each and every application. 


2. Working across multiple sectors and clients to understand and address 


various requirements, whether they are due to customer definition, 


standards agencies, or regulatory or legislative constraints, is why 


substitution is difficult to accurately predict at this time. 


d. Würth Elektronik provides an estimated average 748,714 components per month or 


8,984,573 pieces per year to EU destinations.  Conservatively, this means that over 50 


million EEE downstream in the supply chain could be impacted, plus the impact from 


other providers in the market. 


 


II. Replacement or substitution of Dechlorane-bearing thermoset plastics is not 


straightforward.  There is limited opportunity to substitute alternatives and there is a 


substantial process to identify, test, qualify, and implement potential alternatives. 


a. The timeframe for substitution is difficult to accurately predict because it requires 


working through the complex supply chain across multiple sectors and clients to 


understand, address and successfully achieve various requirements, whether they be 


customer defined, standards, or regulatory and legislative constraints.  Prior experience 


indicates that it will take years of effort with multiple customers and sectors to establish 


and verify correct attributes of any substances, mixtures, and article replacements. 


b. For some finished product designs in specific cases, as outlined in II.b.i below, it has 


been possible to successfully substitute with either of only two other thermosets (II.b.ii): 


i. When other than a VDE Group 1 CTI or UL Class F rating is specified, different 


ULEIS materials are available for subcomponent construction. 


ii. Within the different available ULEISs, two other thermosets are available. 


Nevertheless, alternative designs with one or other of these thermosets must 


be successfully qualified for each subcomponent, component and system before 


it can be substituted. 


c. No drop-in replacement exists in the following circumstances: 


i. VDE Group 1 CTI requirement coupled with UL Class B requirement is fulfilled 


with one available ULEIS that requires Dechlorane-bearing thermoset. 


ii. UL Class F requirement is fulfilled with an available ULEIS that requires 


Dechlorane-bearing thermoset. 


iii. Initial investigation of Tier 1 plastic suppliers in late 2020 did not indicate any 


short term solution as they had not identified alternatives and reformulating 


had not been undertaken. 


d. Substitution planning has to account for both an extensive number of affected products, 


involving complex and long development and life cycles through multiple tiers of the 


supply chain. Components that rely on Dechlorane include thousands of designs, 


thousands of OEM customers, many tiers of supplier and explicit requirements to 


comply with regulation, safety and performance standards, requiring from nearly five 


years to slightly over nine years to requalify.  This assumes success that is not 


guaranteed, as there are many substance, mixture, and article performance aspects that 


must be attained and proven before acquiring many certifications and approvals.  The 
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following list intends to communicate the complexities, assumptions, and uncertainties 


involved. 


i. Thermoset plastic formulation and testing: 12-24 months, assuming no failure. 


1. Every substance within thermoset mixture interacts with every other 


substance; therefore, changing one substance affects the whole system 


in unknown ways and it needs to be comprehensively and extensively 


tested for performance and safety. 


2. Removing Dechlorane or replacing it changes all the interactions. 


a. Flame retardancy may decrease. 


b. CTI rating likely to change. 


c. Other properties such as strength, toughness, dimensional 


stability likely to change. 


d. Insulating ability is at risk. 


e. Process conditions likely to change. 


f. Process tools likely to change in order to accommodate process 


changes. 


3. May fail at any of the above points. 


4. May fail if supplier unwilling or unable. 


ii. Subcomponent and component redevelopment and redesign: 6-12 months 


assuming no failure. 


1. May fail if dimension restrictions cannot be met. 


2. May fail if not durable during manufacturing processes. 


3. May fail if electrical properties are unsuitable or unstable. 


4. May fail if thermal properties are unsuitable or unstable. 


iii. Development, procurement and assessment of alternates: 8-16 months, 


assuming qualified alternatives are commercially available at required scale and 


equivalent cost. 


1. May fail if suppliers are unwilling or unable. 


2. May have cost implications and socio-economic impacts that are not 


currently understood. 


iv. Safety agency approvals at VDE/TUV/UL/CSA etc.: 12-24 months, assuming no 


failure. 


1. Dependent on: 


a. Authoritative agency 


b. Supply chain tier 


c. Industry (medical, aerospace, telecommunications, etc.) 


d. Type 


e. Number 


f. Equipment classification 


g. Scheduling 


h. Materials acquisition 


i. Test sequence length 


j. Retests due to failures 


i. Example: even duplication of approved ULEIS test 


results have failed. 


2. May fail at any point in any test cycle at any supply chain tier, causing: 
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a. Test cycle repetition, or 


b. New test cycle, only if a new mixture or article is available. 


v. Intermediate Customer/Contract Electronics Manufacturer approval: 3-6 


months, . 


vi. End-customer approval and safety compliance review: 12-16 moths (plus burn-


in time). 


vii. End-customer FCC and radiated EMC approvals: 6-12 months. 


viii. There are long-life components and finished goods lasting 20 or more years, 


especially medical. 


 


III. Consequences of Restriction Proposal Item 2, 18 months after entry into force, is too short 


to prevent: 


a. All raw materials, components, and finished goods containing Dechlorane in existing 


procurement commitments would: 


i. Become waste, requiring a large mobilization of labor and resources to locate 


and dispose. 


ii. Not have alternatives available until new designs are qualified and produces at 


adequate scale. 


b. Unavailability of safety certifications bearing VDE Group 1 CTI with UL Class B (130°C) 


approvals, 


c. Unavailability of safety certifications bearing UL Class F (155°C) approval. 


d. Impossible to trace and locate every article, subassembly, component, etc. already in 


the market. 


 


IV. We respectfully recommend changing Proposal Item 2 to manage critical impacts that 


could result in: 


a. Lack of critical safe EEE components in the EU. 


b. Complete loss of invested labor and articles having long useful life (20 years or more). 


c. Complete loss of invested labor and articles within development cycles in the EU. 


d. Disruption to ‘green’ projects, such as smart metering, electric vehicles, and energy 


efficiency for the EU. 


e. Generation of unnecessary waste EEE within the EU, as a result of containing illegal 


Dechlorane content. 


f. Generation of unnecessary waste end-product EEE within the EU, due to unavailability 


of repair parts. 


g. Specifically, we request: 


i. Derogation for Dechlorane-bearing thermoset plastic mixtures and articles 


made from Dechlorane-bearing thermoset plastic mixtures and used as coil 


forms and coil assembly mounts, such as bobbins, bases, and headers, and 


inductors, transformers, and other passive electromagnetic components, either 


discrete or contained within other EEE articles, intending to meet VDE Group 1 


CTI requirement coupled with UL Class B requirement and/or UL Class F 


requirement and/or medical devices, that were existing in or on the EU market 


prior to entry into force of restrictions. 
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ii. Derogation for Dechlorane-bearing thermoset plastic mixtures and articles 


made from Dechlorane-bearing thermoset plastic mixtures and used as coil 


forms and coil assembly mounts, such as bobbins, bases, and headers, and 


inductors, transformers, and other passive electromagnetic devices, either 


discrete or contained within other EEE articles, intending to meet VDE Group 1 


CTI requirement coupled with UL Class B requirement and/or UL Class F 


requirement and/or medical devices, for 9 years after entry into force of 


restrictions. 


iii. Derogation for Dechlorane-bearing thermoset plastic mixtures and articles 


made from Dechlorane-bearing thermoset plastic mixtures and used as coil 


forms and coil assembly mounts, such as bobbins, bases, and headers, and 


inductors, transformers, and other passive electromagnetic devices, either 


discrete or contained within other EEE articles, intending to meet VDE Group 1 


CTI requirement coupled with UL Class B requirement and/or UL Class F 


requirement and/or medical devices, as replacements and spare parts for 20 


years after entry into force of restrictions. 


h. Alternatively, we suggest: 


i. That Dechlorane-bearing thermoset plastic mixtures and articles made from 


Dechlorane-bearing thermoset plastic mixtures and used as coil forms and coil 


assembly mounts, such as bobbins, bases, and headers, and inductors, 


transformers, and other passive electromagnetic components, either discrete or 


contained within other EEE articles, be exempted as a whole from the 


restriction and regulated under RoHS and WEEE, if they provide a more 


appropriate regulatory mechanism. 
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Note on report approval  


The persons identified above have signed off each stage of this report in accordance with RINA’s 


BMS/QA procedure. 


 


Disclaimer 


Whilst great care has been taken in the compilation of this report, use of the information contained herein 


is entirely at the risk of the client or recipient.  It does not constitute legal advice and should not be relied 


upon as such.  To the extent permitted by law, RINA Tech UK Limited (“RINA”) accepts no responsibility 


or liability for loss or damage arising out of acting upon or refraining from action as a result of any 


material in this publication. 
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EXECUTIVE SUMMARY 


RINA Tech UK Limited (RINA) was requested by COCIR to gather information from COCIR members 


to provide evidence in response to the call for comments on Annex XV for information on Dechlorane 


Plus (DP+)1.  COCIR members intend to phase out the use of DP+ in all applications where it is identified.  


Most COCIR members have highly developed information gathering systems and can identify 


hazardous substances quickly from supply chain data, if the supply chain itself is informed it the 


presence of hazardous substances.  Nonetheless information is hard to collect due to the complexity of 


the supply chain. COCIR Members have between 5000 to 11000 suppliers in multiple tiers all over the 


world.  It takes a very long time before companies can be certain all suppliers are able to confirm whether 


they use DP+, or where it is present. The data available at the time of the development of this report 


indicates that DP+ is present in electrical and electronic parts and mechanical parts as its use is 


widespread. Data has to be collected from all suppliers, but REACH Article 33 declarations are an 


obligation only for EU suppliers. 


The most common uses of DP+ reported were in plastics as a flame retardant in various equipment, 


including: 


- Cables and wiring, electrical connectors 
- Printed circuit boards, other plastic electrical components 
- Other non-electrical components, such as housings 
- Mechanical parts 


The use of DP+ as an extreme pressure additive was not confirmed through company data.  This may 


be because the data available focuses on the presence of substances in parts and not in mixtures like 


lubricants and greases.  Further investigation may be needed to confirm or refute this use. 


However, there are significant challenges still to be overcome by COCIR members which need to be 


considered before a restriction is put in place: 


Lack of use data: 


• Many non-EU suppliers still provide information at component or subassembly level making it 


impossible for companies to determine which plastic or sub-component utilises the DP+. 


• Limited information about concentration or quantities is provided by suppliers as it is not a legislative 


requirement, even for EU suppliers. For this reason, it is not possible to determine the total quantity 


of DP+ used by the medical imaging and radiotherapy (RT) sectors. 


• The knowledge of COCIR members about DP+ uses and its particular effects within the product is 


still under development, especially the detailed knowledge of analysis of alternatives.    


Lack of proven, available alternatives 


• Alternatives have not yet been investigated by COCIR members, and when any potential 


alternatives are tested and found suitable, due to the nature of medical equipment, it will take 


considerable time to test, approve and substitute the alternative in new designs of products. 


• Regrettable substitution is a key concern of COCIR members, as some of the alternative chemicals 


have equivalent concerns in terms of impact to human health and/or the environment.  Additionally, 


there are specialist applications which can involve irradiation, very high magnetic fields, vibration / 


fatigue, and other unusual environments which may prove challenging and reduce choice of 


alternatives. Consequently, the alternatives that may be suitable for these uses could be very 


limited, yet must meet the standards required of medical devices to be safe while still providing the 


required technical performance.  


 
1  https://echa.europa.eu/documents/10162/392a6dfd-504b-738c-cf56-d7ea4a1345e7     
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• Any DP+ restriction would have to include a suitable timeframe for substitution.  The timeframes for 


substitution are highly dependent on the type of article in question, as well as the end use of the 


article. As the articles typically need to maintain their performance and safety, any timeframe for 


substitution would need not only consider testing phases but also subsequent lengthy regulatory 


conformity assessments, and the need to keep the existing fleet of diagnostic and treatment 


equipment functional.  


Unintended consequences 


• The restriction will impact availability of medical devices for EU healthcare providers. For existing 


designs of products, currently being manufactured, there will need to be modifications to the existing 


designs to accommodate the new materials, as well as the testing, re-approval of existing equipment 


for the new material, and the replacement of the parts with the new materials.  Where DP+ is present 


in these products it is very unlikely that original equipment manufacturers (OEMs) will consider the 


redesign of these parts to be cost-effective, and therefore there will be forced obsolescence of the 


current stock of medical devices containing it; this includes MRI scanners, X-ray machines, 


ultrasound devices etc. EU healthcare providers will see for years a reduced offering of models that 


will impact the quality of healthcare in the EU. 


• The restriction will also impact circular economy. Companies active in refurbishing these medical 


devices will be unable to refurbish devices containing DP+ parts, and so their profitability will be 


affected. Devices that could be refurbished will be discarded as waste and new ones will have to be 


manufactured with additional use of energy and resources and their associated environmental 


impacts. Europe and US are the main markets (almost 80%) for refurbished equipment and the 


restriction in EU may cause refurbished equipment to be sold in US instead than in EU 


Conclusions 


The best environmental and safety option for existing equipment, to avoid or limit the impacts described 


above, would be to allow sufficient time for the transition to ensure existing equipment are maintained, 


allowing parts to be used for repair, maintenance and servicing for the duration of the life of these 


existing products.   


The time required to achieve substitution is affected by the applications in which the DP+ is used in and 


will be very variable. For, for the majority of products 7 years will be needed. There will be circumstances 


where a much longer time period is needed, such as complex RT equipment, where COCIR members 


estimate 10 years would be required.   


It is likely some alternatives could be regrettable substitutions, and therefore COCIR believes these 


should be avoided. This might mean no viable alternative exists for the foreseeable future for some 


applications and derogations would be required.   


Recommendations 


RINA has evaluated 3 possible options for wording the DP+ restriction that are presented below in order 
of preference, due to their ability to reduce impacts while ensuring transition to DP+ alternatives. 


Option 1: Excluding medical imaging and radiotherapy devices from the restriction 
altogether. 


Option 2: Restricting DP+ excluding legacy devices and allowing repair and reuse of medical 
imaging and radiotherapy devices 


Option 3: Restricting DP+ allowing repair and reuse of medical imaging and radiotherapy 
devices 
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ABBREVIATIONS AND ACRONYMS 


3D- CRT Three dimensional conformal radiotherapy 


AIMDD Active Implantable Medical Devices Directive 


AMI Advanced molecular imaging 


BOMCheck A software tool for identifying and managing hazardous substances within product parts 


COCIR European Trade Association representing the medical imaging, radiotherapy, health ICT and 


electromedical industries 


Covid Coronavirus-19 


CLP Classification, Labelling and Packaging Regulations 


CPR Construction Products Regulation 


CT Computed tomography – multi-directional X-ray for diagnostics 


DEHP Diethyl hexyl phthalate 


DoC Declaration of conformity 


DP+ Dechlorane Plus 


EBP Ethane-1,2-bis(pentabromophenyl); an alternative flame retardant 


ECHA European Chemicals Agency 


EDI Electronic data exchange 


EEE Electrical and electronic equipment 


EMC Electromagnetic compatibility 


EU European Union 


FDA Food and Drug Administration, USA 


G-force Gravitational force 


GHS / CLP Globally Harmonised System / Classification, Labelling and Packaging 


GWT Glow wire flammability test 


GWFI Glow wire flammability index test 


GWIT Glow wire temperature test 


HCIS Healthcare information systems 


ICT Information and Communications Technology 


IVDR In Vitro Diagnostic Regulation  


IVDMD In Vitro Diagnostic Medical Devices Directive 


IGRT Image guided radiation therapy 


IMAT Intensity modulated arc therapy 


IMRT Intensity modulated radiation therapy 


LCCP Long chain chlorinated paraffin: An alternative extreme pressure additive 


LINAC 


Linear particle accelerator, used for different treatment procedures (3-D CRT, IGRT, IMRT, 


SBRT, IMAT) 


MDD Medical Devices Directive 


MDR Medical Device Regulation 


ME / ME device Medical electrical / Medical electrical device 


MRI Magnet resonance imaging – detailed imaging of soft tissues 


MR signal Magnetic resonance signal 


OEM Original Equipment Manufacturer 
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OPC UA Industrial and commercial internet / connectivity hardware and cable 


QPCS A method for the determination of the gross heat of combustion 


PBT Persistent, bioaccumulative and toxic chemical 


PET Positron emission tomography – A type of nuclear imaging technique used for diagnostics 


PFHxA Polyfluoro-alkyl substances 


PVC Polyvinyl chloride 


SoC Substances of Concern 


SPECT Single photon emission tomography – A type of nuclear imaging technique used for 


diagnostics 


SVHC Substance of Very High Concern as defined in the REACH regulation, and on the Candidate 


List for Substitution 


R&D Research and development 


REACH Registration, Evaluation, Authorisation and Restriction of Chemicals Regulation 


RINA RINA Tech UK Limited 


RoHS Restriction of Hazardous Substances Regulation 


RT Radiotherapy – a photon-based X-ray cancer treatment  


SBRT / SABR Stereotactic body radiotherapy / stereotactic ablative radiotherapy 


TCP Tricresyl Phosphate: An alternative extreme pressure additive 


TV Television 


US/USA United States of America 


WEEE Waste electrical and electronic equipment 


XDA X-ray absorptiometry  
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1 INTRODUCTION 


COCIR is the European Trade Association representing the medical imaging, radiotherapy, health 


information and communications technology (ICT) and electromedical industries. RINA Tech UK Limited 


(RINA) and COCIR have gathered information from COCIR members to respond to the call for comment 


on the restriction of Dechlorane PlusTM (DP+). 


A restriction of the production, marketing and use of DP+2 is currently being developed by EU Member 


States. As part of this restriction consideration process, the impact of a restriction on society is examined 


together with information on the harm caused by the chemical to human health, safety and to the 


environment; this informs whether a restriction should be introduced and in what form.  


DP+ is a widely used flame retardant primarily in plastics, and is also used as an extreme pressure 


additive in greases and other lubricant applications. DP+ and its isomers are not known to be 


unintentionally produced as an impurity, and therefore where found are deliberately added to products.  


This report is intended to provide The European Commission, European Chemical Agency (ECHA) and 


the Member States insight into the use of DP+ within medical equipment produced by COCIR member 


companies, and to provide information about the likely impact of restriction on the refurbishment of 


medical equipment and associated spare parts. 


1.1 Profile of the COCIR membership 


COCIR members manufacture and support medical imaging technology, radiotherapy, and digital 


equipment for health.  Although COCIR is a Europe-wide organisation, it has international presence in 


China, and its members supply medical devices and equipment internationally. 


Medical Imaging Technology 


Medical Imaging technology is an essential component of the care pathway, adding value at every stage 


where it is used. It contributes to better, more accurate diagnoses from the outset and, through ongoing 


monitoring and measuring, allows for improved care decisions and more effective treatments and 


outcomes. 


  
Source: COCIR 


Figure 1: Example of COCIR member imaging equipment 


 
2 https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e184a168c4  



https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e184a168c4
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Source: COCIR 


Figure 2: COCIR member imaging and control equipment 


Medical imaging using ionising radiation includes anatomical (X-ray, CT) and physiological, or 


functional, images (Nuclear Medicine – PET and SPECT). 


• X-ray radiation can generate three kinds of medical images; conventional X-ray imaging, 


angiography (using a contrast agent), and fluoroscopy (real-time X-ray to observe movement like 


beating hearts). 


• CT scan, or Computed Tomography, is an imaging technique that combines multiple X-ray images 


taken from different angles. This produces detailed cross-sectional internal images. 


• Positron Emission Tomography (PET) and Single Photon Emission Tomography (SPECT) are types 


of nuclear imagine techniques that provide physicians with information about how tissues and 


organs are functioning. 


Medical imaging using non-ionising radiation includes Magnetic Resonance Imaging (MRI) and 


Ultrasound. 


• Magnetic Resonance Imaging (MRI) is a technology that uses radio waves and a magnetic field to 


provide detailed images of organs and tissues. The type of radiation in this kind of imaging technique 


generates images of the soft tissues, omitting the bones. This characteristic has proven highly 


effective in diagnosing a number of conditions by showing the difference between normal and 


diseased tissues. 


• Diagnostic ultrasound, also known as medical sonography or ultrasonography, uses high frequency 


sound waves to create images of the inside of the body. 


Radiotherapy 


Radiotherapy (RT) has evolved to be one of the essential therapies for cancer treatment. It uses X-ray 


photons to impact tumours and destroy its genetic material to prevent its further growth. Currently, three 


types of RT are available: external beam radiation, internal radiation (Brachytherapy) and systemic 


therapy. The type of radiation used depends on several factors including; the size of the tumour, the 


type of cancer, location in the body, age of the patient, and other possible medical conditions. 


Stereotactic radiosurgery is a form of radiation therapy that focuses gamma rays or X-rays on a small 


area of the body. Other types of radiation therapy are more likely to affect nearby healthy tissue. 


Stereotactic radiosurgery targets the abnormal area better. 


External beam radiation uses a source of X-ray or gamma ray beams directed to the patient, who is 


positioned in front of the radiation source a few centimetres away. The equipment used for this therapy 


is called Linear Accelerator (LINAC). The following are examples of External-beam radiation therapy 


devices:  
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• Ionizing radiation accelerators using X-rays and gamma rays in combination with a number of  


different treatment procedures:  


- 3 dimensional radiotherapy (3-D CRT),  


- Image guided radiation therapy (IGRT),  


- Intensity modulated radiation therapy (IMRT),  


- Stereotactic body radiotherapy / stereotactic ablative radiotherapy (SBRT),  


- Intensity modulated arc therapy (IMAT). 


• Ionizing radiation accelerators using charged particles: 


- electron beams,  


- proton beams  


- carbon ion therapy 


Lower dose Brachytherapy (Internal Beam Radiation) is performed by implanting the radiation source in 


the body of the patient; the low dose radiation energy source will decay over time, while irradiating the 


tumour. At the end of the therapy, the source material can be left in the body since the level of 


radioactivity decays within a matter of hours to days.  


High dose Brachytherapy (Internal beam radiation therapy) consists of planting a temporary catheter in 


order to reach the tumour and provide radiation directly to the tissue, removing the source at the end of 


the session. The internal beam radiation therapy can be used in combination with an external beam 


radiation therapy to boost the speed of the therapy. 
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2 MEDICAL DEVICE COMPLEXITY 


Medical imaging and radiotherapy devices are very complex technologies. Designing a new model 


requires between 5 and 12 years that can potentially remain in a company’s product portfolio for up to 


10-20 years. 


Such devices weigh between 5 and 15 tons on average, with particle therapy installation exceeding 


several hundred tonnes and consisting of up to tens of thousands of parts (1,000,000 homogenous 


materials), with thousands of suppliers in several tiers spread all over the world. 


 
Source: COCIR 


Figure 3: Example medical device: Magnetic Resonance Imaging (MRI) equipment 


Typical MRI unit weigh about 10 tonnes and comprise:  


• 3,600 assemblies  


• 27,000 sub-assemblies 


• 120,000 component parts  


• More than 1,000,000 “articles”. 


For COCIR members, the typical supply chain has 5 to 7 levels indicatively comprising:  


• 11,000 suppliers across the world  


• 10 different languages. 
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Source: COCIR 


Figure 4: Medical Device Supply Chain Illustration  


3 THE IMPORTANCE OF INNOVATION IN THE MEDICAL IMAGING 


AND RADIOTHERAPY SECTOR 


Innovation in the medical devices sector has historically been purely to develop better medical 


technologies to diagnose and treat patients in EU and worldwide. The medical devices sector is one of 


the most innovative in the EU with companies investing 7 – 8% of annual sales volume on new product 


development, and the sector is first for the number of patents every year. 


Investments in research and development (R&D) have a very long-term horizon ranging from 7 to 12 


years. This is in contrast to the fast pace of EU chemical policy as it regularly introduces new 


requirements which can impact on R&D programmes and increase the risk for long term investment, 


therefore reducing the capability of companies to develop and bring to the market new medical 


technologies that offer benefits for patients.  


Any restriction entering into force during the R&D phase can force companies to stop the project and 


lose several years in redesigning their new technologies (the closer to the end of the R&D, the worse 


this impact is). In a similar way, any restriction entering into force during the sales of a model, can halt 


the sales as redesigning existing models in not an option (see Section 11 on legacy devices). 


 
Source: COCIR 


Figure 5: Illustration of impact of introducing a substance restriction on a large medical device 







Impact of a Potential Dechlorane Plus Restriction 


Analysis of Dechlorane Plus use and potential impacts of Dechlorane Plus 
restriction on COCIR Members 


 


 


 © RINA Tech UK Ltd 


Report No. 2021-1456 Rev. 1 Page 15 of 49 
 


 


Another impact caused by restrictions is that possible medical technologies based on such restricted 


substances may never be developed. COCIR have pointed out that: 


• New semiconductor X-ray detector arrays based on cadmium telluride have been introduced in the 


last few years. These allow up to a ten-fold reduction in X-ray dose — clearly a health benefit to the 


patient and a reduction in risk to healthcare professionals. Also, the images obtained with these 


detectors are clearer so that earlier diagnosis is possible which improves survival and recovery 


rates. 


• Another example of a beneficial innovation is MRI scanners, which rely on superconducting 


connections made from lead/cadmium alloys. 


Whilst such applications can be handled by exemptions retrospectively, at least in the case of RoHS, it 


is impossible to predict future discoveries. There is no reason to assume that beneficial technologies 


based on new discoveries that rely on hazardous substances will never occur - indeed, the above 


examples indicate that precisely the opposite is likely. 


Restrictions always has a strong impact on innovation and availability of medical devices. In this report 


different solutions to mitigate such impacts are presented and summarized in Section 15, 


Recommendations. 


  







Impact of a Potential Dechlorane Plus Restriction 


Analysis of Dechlorane Plus use and potential impacts of Dechlorane Plus 
restriction on COCIR Members 


 


 


 © RINA Tech UK Ltd 


Report No. 2021-1456 Rev. 1 Page 16 of 49 
 


 


4 BACKGROUND TO THE USE OF DECHLORANE PLUS  


Dechlorane Plus (DP+) is a high production volume polychlorinated flame retardant, and as such is 


present in a large number of different applications.  


DP+ is under assessment as a persistent, bioaccumulative and toxic substance (PBT), and is proposed 


as a Persistent Organic Pollutant (POP) under the United Nations Stockholm Convention. DP+ was 


added to the list of REACH Substances of Very High Concern on January 15, 2018. As such, COCIR 


agree with and support the plan to phase-out the use of DP+ where it is found in products. 


DP+ is used generally as an additive flame retardant in electrical wire and cable coatings, plastic 


materials, connectors in TV and computer monitors, and as a non-plasticizing flame retardant in 


polymeric systems, such as nylon and polypropylene plastic3. In the Annex XV restriction report4 it is 


noted that DP+ is currently marketed as an alternative/replacement for decabromodiphenyl ether 


(decaBDE) as well as a substitute for Mirex. Furthermore, uses in a range of flame-retardant applications 


of electronic wiring and cables, wire coatings, and furniture has also been reported (Zhang et al., 2015). 


Glue, sealant, PVC line pipes and foam (such as sound absorbing foam and expanded polystyrene 


panel) contained DP+ (Hou et al., 2018).  


Medical devices and equipment are required to contain flame retardants, particularly in electrical and 


electronic parts.  Flame retardancy may be able to be provided by other substances, but they have not 


yet been investigated for suitability by COCIR members. 


The Annex XV report5 for DP+ identifies some potential alternatives which have been shown to be viable 


for other applications.  COCIR members do not know yet if they are suited to the high magnetic field / 


high radiation of MRI scanners, CT scanners and X-ray machines, because COCIR members have not 


begun yet the testing phase. It is important to COCIR members to also avoid regrettable substitutions if 


it is possible.   


During the course of the present investigation, DP+ has not been identified in parts designed directly by 


COCIR Members, but rather in parts sourced from suppliers which can be generally classified as off-


the-shelf parts. Therefore, the strategy of COCIR members is to phase out the use of DP+ in cooperation 


with suppliers, in line with the processes required for proving the safety of substances used in medical 


devices and equipment, and the associated validation tests. Due to the length nature of such tasks this 


will take time. During this period of transition, it is essential that there is no disruption to existing medical 


use within in-service equipment, and in new equipment until alternatives are in place. 


  


 
3 Reviewed in Wang et al., 2016; OxyChem, 2019. 


4 https://echa.europa.eu/documents/10162/67969d3d-2171-f6ec-9941-b9bd2980aca4  


5 https://echa.europa.eu/documents/10162/e226337f-0f0d-de37-b1bc-0687817f2615 



https://echa.europa.eu/documents/10162/67969d3d-2171-f6ec-9941-b9bd2980aca4
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5 METHODOLOGY 


To determine the consequences of the substitution of DP+, a questionnaire was devised and circulated 


to the COCIR membership during November / December 2021. The responses from the questionnaire 


were collated and analysed for common themes, in order to give a representation of the whole 


membership. RINA reviewed all of the responses and categorised them to enable the results to be 


summarised.  


COCIR members obtained the data they have on DP+ use through a variety of different sources 


depending on the member company.  Some companies do not use bespoke designed IT solutions to 


collect their restricted substance data, which can mean that it takes longer to collect information on uses.  


However many COCIR members have cross-supply chain information collection IT tools, which assist 


in the identification of specific part numbers and types which are known to contain DP+.  This information 


has been collected since DP+ was introduced into the REACH Candidate list, and so where these tools 


are used, the data is of relatively high confidence.  The most widely used information collection tools in 


use by COCIR members is BOMcheck. 


BOMcheck collects and verifies reliable information 


from thousands of suppliers worldwide, which is very 


complicated and time consuming. Certain applications 


may be discovered only very late in the process, and 


it is reported that in the past some critical applications 


were discovered too late to get derogations. 


Companies in COCIR estimated that just managing 


the flow of information through the supply chain, 


including discussion and training of suppliers’ can cost 


up to a million euro per company in terms of people 


dedicated to the task. However as not all supply chain 


members use this kind of information gathering 


systems, there may still be data gaps. In addition, 


some member companies rely on the compliance of 


their supply chain to provide Article 33 declarations for 


the products, which is even less likely to produce 


immediately accurate data over complex, lengthy 


supply chains. 


COCIR members have provided the data they have 


available, and in many cases further time would be 


required to get a more complete picture across the 


whole supply chain. 


In addition to the questionnaire, COCIR also had 


existing data which is used in support of this report, particularly in relation to the age profile of products 


and challenges related to substitution due to the regulatory environment for medical devices and 


equipment.  


  


About BOMCheck: BOMcheck1  was created in 


2008 by COCIR Members as a web-based tool 


to collect information from the supply chain about 


restricted substances. Today BOMCheck is a 


centralized block chain database, managed by 


SPHERA, used by thousands of manufacturers 


in different industrial sectors to collect 


information from their supply chain on millions of 


parts about the presence of substances that are 


restricted in any country around the world. 


BOMcheck also includes substances that are 


required to be obligated, or substances 


voluntarily tracked by industry. 


Suppliers provide declarations through 


BOMcheck about the parts they supply. Every 


time a new substance is added to BOMcheck (or 


updated) the BOMcheck team assess the uses 


screening out those uses not occurring in 


devices. All suppliers receive a notification that 


they have to update their existing declarations 


with information about the new substance. 


Manufacturers using BOMcheck can therefore 


keep track of all the Substances of Concern 


(SoC) used in their components and assess the 


compliance of their products.  
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6 USES OF DECHLORANE PLUS WITHIN COCIR MEMBER COMPANY 


PRODUCTS 


COCIR members have identified the use of DP+ as a flame retardant in a variety of plastics within their 


products, mainly for electrical and electronic parts, but also for mechanical parts. 


6.1 Overview of DP+ uses across COCIR products  


The table below summarises the product types and component containing DP+. Product use indicates 


the medical treatments that could be affected through lack of DP+ -free parts.  


Table 1. Examples of the COCIR products utilising DP+ 


Product type Product use Examples (non-exhaustive list) 


X-ray equipment 


including dual energy 


X-ray Absorptiometry 


(DXA) and 


Angiography 


equipment, dosimetry 


measurement 


devices 


Clinical diagnostics 


Electrical cables & ductwork, plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces and other plastic 


electronic parts.   


Computed 


Tomography (CT) 


equipment  


Clinical diagnostics 


Electrical cables & ductwork, plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces and other plastic 


electronic parts.   


PET / SPECT /  Cancer treatment 


Electrical cables & ductwork, plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces and other plastic 


electronic parts.   


LINACs, Particle 


Therapy, 


Brachytherapy, 


Stereotactic body 


radiosurgery 


Cancer treatment 


Electrical cables & ductwork, plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces and other plastic 


electronic parts.   


Magnetic Resonance 


Imaging (MRI) 


equipment 


Clinical Diagnostics 


Electrical cables & ductwork, plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces and other plastic 


electronic parts.   


Ultrasound 


equipment 
Clinical Diagnostics 


Electrical cables & ductwork, plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces and other plastic 


electronic parts.   


Ultrasound 


Accessories (probes 


etc) 


Clinical Diagnostics 


Plastic parts used in or on the body in 


conjunction with a gel media and for inside 


the body, a protective plastic film. 
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Product type Product use Examples (non-exhaustive list) 


Hospital Patient 


Monitoring equipment 


Central patient monitoring systems, IT 


infrastructure associated with these 


systems, patient direct monitoring 


such as continuous monitoring 


equipment, fetal monitoring and 


maternal monitoring, patient worn 


monitors and vital signs monitors. 


Electrical cables, plastic in electrical wire 


coatings, hard plastic electrical connectors, 


Printed Circuit Board items, monitor / display 


interfaces.   


Electronic Data 


Exchange / Health 


Care Information 


Systems (EDI – 


HCIS) infrastructure 


Patient care management in hospitals 


and across the community 


Electrical cables & ductwork plastic in 


electrical wire coatings, hard plastic electrical 


connectors, Printed Circuit Board items, 


monitor / display interfaces.   


Various Transportation of consumables, 


spares and provision of product 


information. 


Packaging (protective wrapping, boxes, 


cartons etc.) Manuals, information labels & 


stickers 


Currently the data available in BOMcheck does not include fluids and greases, and there is no Article 


33 REACH data provided relating to fluids highlighted to COCIR members at this time. Consequently, it 


is possible that DP+ is used as an extreme pressure additive, but is just not identified yet. 


In relation to packaging uses, and uses in manuals, labels etc., these will be the first uses to be 


substituted and doing so will not cause issues to the medical device sector.  However in relation to the 


majority of the medical devices themselves, depending on the type of equipment, some have a few parts 


containing DP+ (tens to hundreds), but for other medical devices, many tens of thousands of parts 


contain DP+ per product so the substitution of DP+ will take some time. 


6.2 Essential use 


COCIR members deem that medical equipment / devices that they manufacture are essential to society, 


on the basis that the equipment is used to diagnose and treat life threatening conditions. Therefore, the 


impact of restrictions must be evaluated based on innovation, availability of medical devices for EU 


healthcare providers and access to medical technologies. All those elements have a direct impact on 


the level of healthcare for EU citizens. For instance, in June 2020, the EU published a list of Covid-19 


essential medical devices6. Products which are manufactured by COCIR members, which are on this 


list, and that are affected by the presence of DP+, include: 


• Computed Tomography (CT) scanners / equipment and 


• Ultrasound Machines and accessories7. 


 
6 https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_list-covid19-essential-md.pdf  


7 md_list-covid19-essential-md.pdf (europa.eu)  



https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_list-covid19-essential-md.pdf

https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_list-covid19-essential-md.pdf





Impact of a Potential Dechlorane Plus Restriction 


Analysis of Dechlorane Plus use and potential impacts of Dechlorane Plus 
restriction on COCIR Members 


 


 


 © RINA Tech UK Ltd 


Report No. 2021-1456 Rev. 1 Page 20 of 49 
 


 


6.3 Potential alternatives to DP+ 


Table 2. DP+ uses and their potential alternatives 


Function 


of 


substance 


Potential 


alternatives 


identified in the 


Annex XV 


dossier 


Development level 


of alternative 


(time required to 


implement 


alternative) 


Performance 


required 
Concern 


Flame 


Retardant  


(i) aluminium 


hydroxide 


(ii) ammonium 


polyphosphate  


(iii) ethane-1,2-


bis(penta-


bromophenyl) 


(EBP) 


Not yet started (7-


10 years depending 


on device) 


Meets IEC & 


UL standards 


for flame 


retardancy and 


EN standards 


for medical 


devices . 


Aluminium hydroxide will reduce 


flexibility in the plastic. 


Ammonium polyphosphate may 


evolve cyanide gas in the event of 


a fire.  


EBP may prove to be a 


regrettable substitution being a 


potential PBT8 brominated flame 


retardant. 


Extreme 


pressure 


additive 


(v) long chain 


chlorinated 


paraffins (LCCPs);  


(vi) tricresyl 


phosphate (TCP) 


Not yet started (5-7 


years) 


Equivalent to 


current 


performance 


or better. 


LCCPs and TCP may prove to be 


regrettable substitutions –E.g. 


TCP due to neurological & safety 


concerns. LCCPs if they can 


degrade to MCCPs or SCCPs9. 


For a substitution to be successful, it must pass through all the test stages successfully, and regrettable 


substitutions should be avoided wherever possible.  As time goes on, potential alternatives are ‘filtered 


out’ as they do not meet the requirements at the next step in the process.  To have a successful 


alternative development program, many different alternatives need to be available for one to hopefully 


be successful and viable to substitute.   


Regarding DP+, it is likely that alternatives which are suitable for use as flame retardants and extreme 


pressure additives will be found. They have just not been proven suitable for these uses yet and met 


the requirements for use in medical devices.  Due to the nature of the testing and validation requirements 


for medical equipment, it is likely that more time will be needed to make the change in these applications, 


particularly in relation to maintenance and repair of existing equipment. 


For existing equipment, currently in service and being manufactured, parts as originally designed and 


validated for use. will need to continue to be available throughout the life of the equipment to maintain 


the existing validation for the equipment. Cost of revalidation of existing equipment for new parts (i..e of 


a different design owing to substitution of a substance) may be too high, and not justifiable, resulting in 


reduction in life of the medical equipment in service, which adds cost and disruption to currently 


extremely stretched MRI, CT and other services. 


6.4 Regrettable substitution 


When deciding whether to restrict a substance it is always important to consider whether safer 


alternatives exist.  It is therefore important in the context of DP+ and the potential alternatives for each 


application, to be sure that the alternative offers a benefit to either the environment or human health. 


Where alternatives are identified which are more harmful than, or no better than, the substances 


 
8 Persistent, bioaccumulative and toxic chemical 


9 MCCP: Medium Chain Chlorinated Paraffins, SCCP: Short Chain Chlorinated Paraffins 
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currently in use, COCIR recognise that these substances are not properly defensible as potential 


alternatives and should not be taken forward (e.g., for testing).  


Potential alternatives can be relatively new substances and/or substances made in smaller quantities 


where much less research has been carried out on regarding their health and environmental hazards 


than commonly is the case for large-tonnage substances that have been thoroughly studied.  Informed 


substitution is therefore crucial.  If the replacement isn’t carefully considered for its own potentially 


deleterious effects, regrettable substitution can easily occur. A sufficiently long transition time is crucial 


to ensure proper research into alternatives. 


6.4.1 Regrettable substitution risks associated with identified potential alternatives 


The alternatives below have been identified in the Annex XV dossier as potential alternatives for DP+ 


in the relevant applications. However use of either of these alternatives would constitute a regrettable 


substitution.  


Ethane-1,2-bis(pentabromophenyl) (EBP) 


Ethane-1,2-bis(pentabromophenyl) (EBP) is a brominated flame retardant alternative to DP+, which is 


currently under assessment for being persistent, bioaccumulative and toxic and may be an endocrine 


disruptor.  There is a risk that investment in this substance as an alternative will, in the relatively near 


future, lead to the need to substitute again if this substance is regulated. 


Tricresyl phosphate (TCP) 


Commercial tricresyl phosphate (TCP) is an organophosphate high-pressure additive, which is a 


heterogeneous mixture of isomers and aryl phosphate congeners, known for many years to induce 


delayed neurotoxicity (OPIDN) in humans and experimental animals10. This is listed as a hazardous 


substance in the Medical Device Directive’s design and construction requirements. It is also listed as a 


hazardous substance in the Active Implantable Medical Devices Directive.  


In general, the toxicity potential of a particular brand of TCP is related to its content of o-phenolic 


residues, whereby the maximal potential is reached when o-phenolics are 33% of the mix. Modern 


manufacturing practices tend to minimize the ortho content and thus the toxicity of TCP. In Classification, 


Labelling and Packaging (CLP) notifications this substance is very toxic to aquatic life with long lasting 


effects, is very toxic to aquatic life, causes damage to organs, is suspected of damaging fertility or the 


unborn child, is harmful if swallowed, is harmful in contact with skin and may cause an allergic skin 


reaction.  


This substance meets the criteria for a Substance of Very High Concern (SVHC) but is currently not 


listed in the candidate list.  If its use becomes as widespread as DP+, this is likely to change.  Again, 


there is a risk that investment in this substance as an alternative will then lead in the relatively near 


future, to the need to substitute again if this substance is regulated. 


  


 
10 https://pubmed.ncbi.nlm.nih.gov/10596299/  



https://pubmed.ncbi.nlm.nih.gov/10596299/
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7 MEETING GLOBAL MEDICAL DEVICE REGULATIONS & 


STANDARDS FOR FLAME RETARDANCY 


7.1 EU Medical Device Regulations 


In the EU, medical device regulation is split into 3 Directives which are replaced by 3 EU Regulations 


from 2022. 


The Directives are: 


• Council Directive 90/385/EEC on Active Implantable Medical Devices (AIMDD) (1990) 


• Council Directive 93/42/EECon Medical Devices (MDD) (1993) 


• Directive 98/79/EC of the European Parliament and of the Council on in vitro Diagnostic Medical 


Devices (IVDMD). 


The EU Regulations which are progressively replacing the above directives are as follows:  


• Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical 


devices (MDR), 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 


• 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. 


7.2 Validation requirements of medical devices 


The IEC 60601-1 standard applies to the basic safety and essential performance characteristics of 


medical electrical (ME) devices. The standard defines ME equipment as electrical (medical) devices 


with an applied part or as those that transfer or detect energy to or from the patient. A ME system is the 


combination of individual devices, at least one of which must be ME equipment. The devices are 


connected by a functional connection or a multiple socket. 


7.2.1 General flame retardancy standards and testing requirements 


Standards relating to flame retardancy may change to keep pace with the state-of-the-art technology. 
Where this occurs, COCIR members will continue to meet the requirements laid down in them. For 
electrical and electronic equipment, the common harmonised EU standards are: 


• EN50575 (Electrical cables permanently installed, and subject to the Construction Products 


Regulation (CPR)) EN 50575 is a regulation which brings together common classification, criteria 


and monitoring requirements to form seven Euroclasses. These classes have fire performance 


assessment processes based on EN 60332-1-2, EN 50399 and EN ISO 1716. There are additional 


tests for Smoke Production, Flaming Droplets and Acidity. 


• EN 60950-1 Information technology equipment 


• EN 60065 Audio, video and similar electronic apparatus 


• EN 60335-1 Household and similar electrical appliances 



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01990L0385-20071011&locale=en

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01993L0042-20071011&locale=en

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01998L0079-20120111

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0745-20170505

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0746-20170505

https://meso.vde.com/terms/iec/
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The tests used for meeting the fire safety requirements of electrical and electronic equipment to EN 


60950-1 and EN 60065 are the flammability tests to IEC/EN 60695-11-10 (UL94) (HB-V2-V1-V0) and 


IEC/EN 60695-11-20 (UL94) (5VA-5VB) and in addition the needle flame test to EN 60695-11-5. 


The tests used for appliances to EN 60335-1 are the glow wire tests to: 
 


• 60695-2-10 Glow-wire apparatus   


• 60695-2-11 Glow-wire flammability test for end products (GWT) 


• 60695-2-12 Glow-wire flammability index test for materials (GWFI) 


• 60695-2-13 Glow-wire temperature test for materials (GWIT) 


 
For cables, there are a series of ‘Euroclasses’ for the cable, which determine how and where it can be 
used.  This is assessed on the outcomes of the following test methods: 
 


• EN ISO 1716 A method for the determination of the gross heat of combustion (QPCS) of products 


at constant volume in a bomb calorimeter 


• EN 50399 Burning behaviour of bunched cables 


• EN60332-1-2 Fire test on a single cable 


Because these products are sold internationally, other standards are also used to ensure fire safety too: 


• UL94 Flammability tests of plastic materials for parts in devices and applications 


• UL 1581 Reference standard for electrical wires, cables, and flexible cords 


• UL 1694 Standard for Tests for Flammability of Small Polymeric Component Materials 


• UL 2556 Wire and cable test methods 


7.2.2 Flame resistance in IEC 60601-1 for medical devices  


In relation to fire and flammability, IEC 60601-1 specifies the maximum permissible temperatures of 


devices under certain conditions, such as whether there is skin contact or whether contact is likely. In 


general, fires or escaping flames, which can also lead to excessive temperatures, must be avoided in 


any case. Therefore, requirements are placed on Medical Electrical (ME) equipment in oxygen-enriched 


environments or the fire resistance of housings, for example.  


For ME systems, IEC 60601-1 formulates special requirements with regard to accompanying 


documents, power supply, housing structure, isolating device. 


7.2.2.1 US specific requirements relating to flame retardancy in medical equipment 


UL 60601-1 (previously UL 2601-1) is the U.S. national standard for safety testing electrical medical 


devices. The standard is based on IEC 60601-1 with U.S. national differences. These differences are 


the broadest and most detailed of all the national deviations to IEC 60601-1, and include implications 


on flame resistance. The differences arise for a variety of reasons (see Table II), including UL 


requirements for Recognized Components dealing with fire, shock, and safety hazards. These 


differences address components that do not have a harmonized IEC component standard. The 


deviations are identified in UL 60601-1 as “DC national differences”. 
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The international base standard, IEC 60601-1, does not call out requirements for flammability for 


polymeric materials. However, the U.S. national deviation in UL 60601-1 refers to the “Standard for 


Polymeric Materials—Use in Electrical Equipment Evaluations,” UL 746C. UL 746C describes many 


issues pertaining to polymeric materials. The general flammability testing requirements in the US are 


UL 94 – Standard for Tests for Flammability of Plastic Materials for Parts in Devices and Appliances. 


The U.S. national differences in UL 60601-1 require a minimum flame rating of UL 94V-2 for 


transportable equipment and UL 94V-0 for fixed or stationary equipment. If the fire enclosure is sourced 


by circuits limited to less than 15 W, flammability requirements are not required. 


7.2.3 Medical Electrical Intended for Oxygen-Rich Environment, Use with 


Flammable Anaesthetics Programmable Electrical Medical Systems  


Some of the medical devices produced by COCIR members, have to comply to higher standards 


specifically for use where there is a high risk of fire, and so flammability protection is of higher 


importance.  In addition to all the previously mentioned requirements, these kinds of equipment also 


need to comply with the appropriate standards such as EN 60601-1:1990 + A13:1995 and EN.60601-


1:2006 +, A1:2013 + A12:2014.   
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8 CHALLENGES TO SUBSTITUTION 


DP+ is reported by COCIR members to be widely used in medical devices and therefore many materials 


and components will need to be changed. In many cases, substitution will be carried out by the 


component manufacturer or the plastic material manufacturer. Once these alternatives are available, 


medical device manufacturers will then need to assess the alternative to ensure it meets the necessary 


technical and safety requirements.  


Only when all of the substitutes have been identified, replaced, evaluated and proven to be suitable, 


and proven to be no less reliable, accurate or effective and safe can they be used in a medical device, 


and it can be approved for sale in the EU.  


Additionally, changes in electronic components, such as different Integrated Circuit (IC) die attach 


formulations, will need extensive life testing to ensure the medical equipment is safe and reliable. Many 


components are used in harsh environments that produce excessive mechanical and thermal stresses, 


such as high G-forces in CT gantries, extreme temperatures in MRI magnets, and extremely high 


magnetic fields. 


As an example of this, when the Restriction of Hazardous Substances Regulation (RoHS) Directive took 


effect in 2006, it was found that many older types of integrated circuits became obsolete with no 


compliant versions being made to replace them. If this occurs due to restriction of DP+, users of these 


components will need to redesign circuitry, rewrite software and for medical devices, obtain approval 


under the MDD. In the past, exemptions under the RoHS Directive have never been granted for obsolete 


components as circuit redesign is regarded as an alternative, but this takes time. 


Clearly some parts will be relatively easy to find suitable substitutes; for example simple mains power 


cords are used in most mains powered electrical equipment and suitable replacements should be 


available once all relevant testing has been undertaken on the change. However, medical devices also 


use special cable assemblies of complex designs that need to function in unusual conditions. For 


example, there are cables in CT that need to operate at very high frequency and high power. 


 
Source: COCIR 


Figure 6: Representation of the complex internal structure of a CT cable 


There are cables used in Magnetic Resonance (MR) devices that will experience extremely low 


temperatures and severe stresses while they need to be safe in high magnetic fields and to be 


extensively tested in MR environment to ensure image quality is not affected: 


• MR signal: All materials used in or near the imaging volume of MRI scanners are required to not 


exceed a certain level of electromagnetic response in the frequency range of interest for MR imaging 


during and after exposure to electromagnetic excitation by MR transmit signals. 
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• Spikes: Any material used within the MRI exam room has to be evaluated for potential build-up of 


electrostatic energy that could discharge during imaging to an extent hampering MR imaging 


(spikes). 


Although there are many flame retardants, there will only rarely be a suitable drop-in replacement and 


so plastic material reformulation will usually be needed. In case no suitable alternative is identified, 


substitution may be achieved via redesign, and this will take much more time and will require re-approval 


by a Notified Body.  In this instance, a derogation process in the restriction would be very beneficial, or 


alternatively exclusion from the restriction altogether, so that the sector has the necessary time to 


develop an alternative for this application. 


8.1 Workflow for finding suitable alternatives 


The flowchart produced by COCIR shown over the next few figures illustrate all the steps that companies 


have to take to find suitable alternatives, from dialogue with the supplier, through the various testing at 


component and system level, redesign and regulatory approval. How the overall workflow fits together 


is illustrated in Appendix A.  


 


Source: COCIR 


Figure 7: Flowchart steps 1 & 2: Identifying alternatives working with suppliers, prototyping 


and testing of new components 
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This flowchart is continued in Figure 8 below. 


 
Source: COCIR 


Figure 8: Flowchart step 3: Implementation in serial production. If system integration tests of 


system testing fail, it is required to redesign the equipment to fit the new component or to go 


back to test a new alternative 


 
Source: COCIR 


Figure 9: Flowchart step 4: Regulatory approval of alternatives/alternative designs or 


exemption requests / discontinuing production 
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8.1.1 Workflow steps 


1: Identification of applications 


The manufacturer must collect evidence from the supply chain on the use of the banned substance. It 


is important to consider that while certain applications may be known since the beginning through simple 


evaluations, others may take longer to be identified. 


The research of an alternative cannot start until the presence of the restricted substance is identified.  


Therefore, when estimating the time needed for substitution for an entire sector, the time required to 


collect information on all the possible applications (known and unknown) have to be taken into account. 


2: Finding an available alternative 


A substance subject to a ban commonly does not have one alternative which is “available” and which 


works for all applications. Each single application needs to be analyzed and a specific suitable 


alternative substance or formulation needs to be identified. 


For the manufacturing industry, substitution will be carried out mostly by the component manufacturer 


or the plastic material manufacturer. Once this has been completed, manufacturers will then need to 


assess the alternative. Although there may be many alternatives, all have different properties so drop-


in replacements will not usually exist. Only when all of the substitutes have been identified, replaced, 


evaluated and proven to be suitable, no less reliable, accurate, effective or safe can they be used in the 


EU. Additionally, changes in electronic components will need extensive life testing to ensure safety and 


reliability in particular for components used in harsh environments or subject to excessive mechanical 


and thermal stresses. 


The process of testing/failing/testing each alternative must be included in the development process. This 


can be represented as iterative “loops” in the flowchart (see Figure 7 above). There are two kinds of 


loops in this 2nd phase: 


• Alternative Loop: An alternative substance does not pass the testing and therefore a new one has 


to be identified and tested.  


• Component redesign loop: An alternative substance does not pass testing but a redesign of the 


component/product can allow the new substance to work properly. 


Before finding the suitable alternative, many alternatives may have to be tested. Therefore, multiple 


iteration around loops may have to be considered. 


3: Implementation in the serial production 


This section encompasses all the steps required for a company to introduce a new 


component/substance into the serial production and to ensure a stable supply chain.  


Another very important aspect is “system testing”. While the new component will have been tested 


individually (mostly by the supplier) in the Step 2, in Step 3 the component is tested as part of the 


equipment by the manufacturer.  


Even in this phase there are loops that need to be represented in the flowchart: 


• New substance loop: The component fails system testing and therefore it is necessary to go back 


to Step 2, looking for a different alternative or for a design change in the component. 
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• System redesign loop: The component fails system testing but it is possible (and convenient) to 


redesign the product to make the component to work properly. 


As an example, COCIR reports a case where flexible polymers were used instead of PVC with DEHP 


in a specific cable. Due to the new stiffness, the tension on connectors was excessive and therefore 


system testing failed. The company had two alternatives: 


• New substance loop: A new alternative to PVC with DEHP could be tested (back to Step 2). 


• System redesign loop: The connectors could be redesigned to withstand the increased stress. 


There may be similar effects with changing flame retardants, where some alternatives will have an 


impact on flexibility, and others may have unwanted effects relating to magnetism, nuclear interactions 


or X-rays. 


4: Regulatory approval 


Regulatory approval is an additional aspect which should be considered for sectors where the 


assessment of conformity involves additional burden such as the involvement of notified bodies. This is 


essential because without approval a product cannot be placed on the market. For medical devices the 


approval process of new devices/components with alternative substances can take up to 1 year. 


At the same time it may be important to consider the time to achieve regulatory compliance with non-


EU regulations or certifications as this may impact negatively the competition on non-EU markets. This 


is an aspect which should be considered by the European Commission when assessing the business 


impact of a legislative proposal. 


8.2 Determining the time required for substitution of DP+ 


Medical devices have significant differences compared to other types of products in scope of the 


proposed restriction: 


• Products are often safety critical, with improvements to medical products helping to save lives or 


improve the quality of life of EU citizens. 


• The number of items produced is relatively small when compared with consumer products. 


• Medical devices can have a long product lifecycle with long lifetimes and development timeframes. 


Consequently, many products require long-term reliability of supply of parts to support long product 


lifetimes. 


• Availability of skilled engineering and leadership within the market is limited owing to the complexity 


of the products. This limits the ability of manufacturers to develop new innovative products if their 


engineers have instead to work on substitution of substances. 


• Components used in medical devices often require bespoke parts to be developed and qualified; 


therefore, the redesign and testing requirements for each company can be very significant. 


Potential alternatives must be evaluated on a case-by-case basis, taking into account technical, medical, 


regulatory as well as economic aspects. As such, qualifying alternative materials could require changes 


in the design of the devices, as well as changes in the manufacturing process to accommodate the 


properties of alternate materials – thus triggering the need for rigorous testing to ensure it does not have 


a detrimental impact on the function and performance of the medical device. Without taking into account 


such considerations for testing, the proposed restriction will have a significant and negative impact on 


the availability of medical devices in the EU. 
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The time required to accomplish each step of the process (shown as X/X in the diagram) can be 


estimated by each company’s relevant experts within a reasonable range. Factors such as the following 


must be taken into consideration: 


1. Difficulties in communication with the suppliers 


2. Difficulties in identifying a new supplier 


3. Supplier overload due to number of request from clients 


4. Lack of availability of personnel/resources due to the workload for the substitution of many 


substances at the same time 


5. Un-availability of testing labs as they are booked for testing other applications/alternatives 


6. Delays in receiving test material from supplier 


7. Delays in prototypes for testing 


8. Multiple attempts for the redesign loops 


Due to the presence of loops in the process, the time required for substitution of a substance does not 


simply mean following the flowchart from beginning to the end. The actual elapsed time will depend on 


how many different time alternatives failed and new ones had to be tested. For the same reason, 


redesign cycles can be repeated more than once. 


A “reasonable” path through this flowchart is best defined and documented according to experts’ 


judgment. This path in the flowchart determines how many times loops are repeated, and this path may 


differ for each application. An example of such a path can be represented graphically as shown below 


by the green arrow. 
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Source: COCIR 


Figure 10: ‘Reasonable path’ through the substitution flowchart 
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The figure below illustrates the timeline for substituting DP+ in an example new product based on the steps indicated in the flowchart (left column). Some testing and 


developments can be performed in parallel but mostly they have to be performed in series. This chart shows the timeline where just one component requires substitution, 


but a similar chart can be drafted for each component that requires an alternative.  


 
Source: COCIR 


Figure 11: Illustration of the timeline for substituting DP+ in new products 
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Note that where several substitution projects are proceeding in parallel, this can lead to certain tasks 


overlapping in time leading to bottlenecks such as availability of testing labs. This would further increase 


the time required for full substitution (system testing can only be performed on installed devices). 


Installation is frequently a complex procedure that requires moving several tonnes equipment in testing 


labs equipped with radiation shielding, EM shielding, safety features and the installation of all the 


electrical systems and safety testing. 


8.3 Timescale Required to Substitute in New Equipment Design 


As indicated in the previous section, time is needed to: 


1. Identify all applications where DP is used 


2. Identify alternatives 


3. Redesign if needed (and rewrite software) 


4. Test for reliability, effectiveness and safety 


5. Gain approvals 


COCIR members intend to replace DP+. The time taken to do this is affected by the application and will 


be very variable. For the majority of instances COCIR members estimate this will require 7 years to 


undertake, but there will be circumstances where a much longer time period is needed.  This is based 


on the knowledge COCIR members have on substitution of other substances, such as those regulated 


under RoHS. 


Determining the time scale for substitution is very important as the impact of a restriction on COCIR 


member is determined by the transition time allowed for the substitution to happen. The longer the 


period, the lower the impact on companies. 


As is detailed earlier in Section 8, a complex design of cable assembly can be replaced, if no problems 


are encountered, in 5 - 7 years, with 7 years being more likely.  It is believed this time period will need 


to be longer for radiotherapy equipment, with 10 years expected. Note that if a potential alternative is 


found to be unsuitable at any point in the substitution project, then the process must start again – quite 


possibly from the beginning which will therefore more time.  


The nature of the substitute assessment process means that any problems with the potential alternative 


for one single application may be enough to make it impossible for the company to place medical devices 


on the market unless enough time is granted by the restriction. Considering many applications have 


been identified with a widespread use, industry is going to have to assess multiple applications at the 


same time, which would increase the time to reach full substitution. 


On the basis of the experience gathered with the RoHS Directive, medical sector’s concerns are that:  


• Many substitute parts will not be available from suppliers to be tested and evaluated until a short 


time before the entry into force of the restriction. This has been the experience each time restrictions 


have been adopted. If a drop-in substitute is not available and so redesign is required, 7 years may 


be required for some applications: sourcing parts, rewriting software, testing, clinical trials and 


gaining MDR approval.  


• If an alternative part is sourced from a supplier, evaluated, tested in the equipment and found to be 


unsuitable, it will be necessary to start this process again. This may occasionally be unsuccessful a 


second time so a third design would need to be developed and evaluated, etc. This could take 


considerably more than five years.  


• It is possible that the only viable alternatives are themselves regrettable substitutions, and as such 


will not provide the environmental and health benefits from the restriction that are intended. In this 


case, a derogation process may be the best option until a safer alternative exists. 
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The process of screening all components for all possible applications of DP+ at a materials level, and 


gathering information for thousands of suppliers was launched in BOMcheck in 2018 after the addition 


of DP+ to the REACH Candidate List. Nonetheless it is estimated by COCIR members that it would take 


several more years before it is possible to identify all applications where problems may be encountered, 


because not all suppliers realise they have DP+ in their product, and when they become aware, it is late 


in the process. Furthermore, most businesses will not make significant investments in new designs until 


the proposed restrictions are in an advanced stage of definition, and the requirements are clear. 


This tracking and monitoring will continue even if medical devices are excluded from the restriction, and 


as such information can still be provided to allow the reduction in DP+ to be tracked through the sector. 


8.4 Conclusion on time required for substitution 


There are apparently two essential options available to ensure that a restriction of DP+ does not 


adversely affect healthcare. The simplest way is to exclude medical devices from the restriction.  If this 


is not considered feasible, COCIR members believe, based on the methodology in Section 8.2 and on 


the considerations reported above, that the minimum period required for the transition period is: 


•  7 years for medical imaging devices 


• 10 years for radiotherapy devices 


The substitute development process, as explained in this section, is complex and may including multiple 
development loops with no guarantee of success for many of these technically demanding applications.  
On top of this are other factors which may introduce further difficulties such as lack of trained personnel 
due to the high number of components needing to be reviewed and processed through the regulatory 
processes and tests. Such issues would end up causing a significant impact and even the discontinuing 
of critical medical devices. 


Recommendation: In order of preference the following options are requested to be considered: 


1) Exclusion of medical devices from the restriction  
 
2) Providing the following transition periods 


• 7 years for medical imaging 


• 10 years for radiotherapy devices  
 


Note: If recommendation 2) is followed, these transition periods are considered sufficient to 
enable the development of approved alternatives, or where this is unsuccessful to gather enough 
evidence to submit derogation requests for applications where alternatives are not available. 
Therefore, it is also requested that a mechanism be provided to extend the transition period for 
specific applications or provision of a suitable exemption application and granting process (akin 
to RoHS) to allow additional time to develop alternatives. Wording proposals are provided in 
section 15. 
  







Impact of a Potential Dechlorane Plus Restriction 


Analysis of Dechlorane Plus use and potential impacts of Dechlorane Plus 
restriction on COCIR Members 


 


 


 © RINA Tech UK Ltd 


Report No. 2021-1456 Rev. 1 Page 35 of 49 
 


 


9 SPARE PARTS FOR REPAIR AND MAINTENANCE  


Medical imaging and radiotherapy devices are capital investment equipment, designed to be easily 


repairable to ensure limited downtimes for hospitals and their patients. Manufacturers ensure spare, 


new or refurbished parts are easily available so that repairs can be performed in the shortest time 


possible and also at low cost. 


A medical device can only be repaired with spare parts that have been validated for that specific model 


during the regulatory approval process11. Using different parts is not permissible as it could cause safety 


risks that have not been assessed. Redesigning spare parts for an old equipment is impossible (it would 


require revalidating and verifying the design across all jurisdictions where the product is sold). 


If spare parts are not allowed to contain DP+ to repair medical devices that have been placed on the 


market before the entry into force of the DP+ restriction, all installed medical devices will be unable, in 


the short term, to be repaired and hospitals in EU will not be able to provide healthcare anymore to EU 


patients and citizens. 


To understand the magnitude of the impact it is useful to refer to the COCIR “Age Profile Report”. Every 


two years COCIR publishes a report12 about the age profile of the installed base both for imaging and 


radiotherapy devices. This gives an indication by age of the prevalence of older and therefore 


refurbished equipment. As can be seen from Figure 12, Figure 13, and Figure 14 taken from the COCIR 


report, on average 20 to 30% of the installed units are older than 10 years and almost 60% are older 


than 6 years. 


The several thousand installed equipment in EU need to be maintained, serviced and repaired until the 


end of their life. This often exceeds 15 years (up to 20 years in certain cases). 


 
11 Medical devices require verification and validation of the design and manufacturing processes in Eu according to the MDR. In 


the US,FDA’s rule 21 CFR 820.75, and similarly design validation and verification requirements are outlined in the FDA’s rule 21 
CFR 820.30.   
12 Medical Imaging Equipment Age Profile & Density, 2021 Edition, COCIR,  


https://www.cocir.org/fileadmin/Publications_2021/COCIR_Medical_Imaging_Equipment_Age_Profile_Density_-
_2021_Edition.pdf  



https://www.cocir.org/fileadmin/Publications_2021/COCIR_Medical_Imaging_Equipment_Age_Profile_Density_-_2021_Edition.pdf

https://www.cocir.org/fileadmin/Publications_2021/COCIR_Medical_Imaging_Equipment_Age_Profile_Density_-_2021_Edition.pdf
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Source: COCIR 


Figure 12: CT Age distribution 


 
Source: COCIR 


Figure 13: MRI Age distribution 
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Source: COCIR 


Figure 14: External Beam Radiotherapy Age distribution 


If spare parts and refurbished product containing DP+ are not available to service existing medical 


devices, then most of them will quickly become obsolete.  The older the equipment is, the sooner it may 


need to be repaired and, as a consequence of the lack of spare parts, it would become inoperable and 


then waste. 


9.1 Impact of DP+ enforced obsolescence on spares /repairs / maintenance 


and refurbishment 


Including the “repaired as produced” principle in the DP+ restriction is critically important for medical 


devices and their owners (EU healthcare providers) to avoid serious consequences: 


• EU Healthcare providers own equipment worth billions of euros that could not be repaired and would 


need to be unnecessarily disposed of. 


• The depreciation to zero of capital investment equipment. This will impact hospitals budgets, with th 


potential of bankrupting in some cases. 


• The reduced availability of medical imaging and radiotherapy devices will impact the healthcare of 


patients in EU. 


• Considering the already strained budget of national healthcare system, it is likely that waste devices 


would not be replaced with new ones for many years. 
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It is important to note that spare parts are only newly manufactured for a limited time and that for older 


products the required spare parts are not manufactured but recovered from other equipment, during 


maintenance and repair. Such parts are refurbished and reused. Therefore, the availability of DP+ for 


spare parts is going to decrease faster than the installed base reaching obsolescence even when the 


“repair as produced” principle is adopted. 


Recommendation: include the “repair as produced principle” in the DP+ restriction.  This 
principle is already included in the RoHS Directive. Wording proposals are provided in section 
15. 


9.2 Example cost / risk estimate for MRI scanner impact 


It has not been possible to estimate the overall costs to hospitals if DP+ containing spares are no longer 


available, however some illustrative information has been gleaned which may help inform the 


socioeconomic analysis.  


Given the age profile for MRI scanners in Figure 13, it is reasonable to assume that 30% of the existing 


scanners in operation in the EU (10,703 scanners, according to COCIR data) would require repair in the 


first year after DP+ restriction.  As the use of spares containing DP+ would be illegal, and alternative 


spares are not made (feasible or too costly under the MDR), these scanners will be impossible to repair, 


and will become unavailable. 


It has not been possible to estimate the cost of this to patients, in terms of life expectancy as this data 


was not available. However, the following costs / risks are expected to arise: 


• In terms of financial costs to hospitals, there will be the cost of the new MRI system, training, 


installation labour and potential changes to the building to accommodate each new scanner. COCIR 


indicates costs of at least €1.5 million and up to €3 million for the most common models.  


• If a hospital or clinic has 10 MRI technicians to retrain at 40 hours each, 400 hours of labour will be 


utilised in training with an estimated cost to the hospital or clinic of more than € 35000 for training 


assuming labour cost with overhead of € 89/hour.  


• Spares companies are contracted to provide spare parts including refurbished spare parts, which 


they will not be able to provide, as their stock contain DP+, and no DP+ free parts are available.  


These companies will be unable to fulfil their contracts.  There is a high likelihood of significant 


financial strain for these types of businesses and the possibility of business collapse due to this. 


Although these costs can only be estimated at this stage it can be clearly seen that the severity of impact 


is expected to be high for EU healthcare providers and ultimately for patients. 


10 CIRCULAR ECONOMY AND REFURBISHMENT 


Medical devices are frequently refurbished by the original manufacturer for reuse after they have been 


used by first users. Many refurbished medical devices are sold in the EU as EU hospitals have limited 


budgets and refurbished equipment provides the capability that they need. 
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Source: COCIR 


Figure 15: Refurbishment Market 


The refurbished medical devices market was valued at approximately $10,130 million in 202013, of which 


the EU is about 20% of the total according to market research undertaken by Data Bridge.14 This trend 


is anticipated to grow over the coming years in the EU.  


Refurbishment Includes actions such as repair, rework, update and replacement of worn parts with 


original/new parts from stocks or refurbished parts. Many types of part are removed from used medical 


devices during refurbishment, repair, servicing or maintenance and then these parts are re-used for the 


repair, refurbishment, servicing and maintenance of different medical devices.  


The refurbishing of medical devices is a circular economy business practice that was already introduced 


before the beginning of this century and it is now defined by the IEC 63077 standard. Refurbishment of 


medical equipment contributes to important societal challenges and is encouraged by the EU’s Circular 


Economy Policy. Refurbishment contributes to the conservation of resources by saving energy in the 


production of new equipment, reducing material consumption and related mining requirements. The 


reduction of waste, with reports such as the one released by DITTA15, estimate that around 30 MWh 


can be saved for each tonne of refurbished medical devices. 


Refurbishment uses recovered spare parts (which have also been refurbished themselves) as using 


new parts is not an option because they are no longer produced or it would be uneconomic (less than 


10% of parts used for refurbishment are new ones). Recovered and refurbished parts are also reused 


as spare parts for repair and maintenance of the installed base in the EU.  


DP+ restriction could stop refurbishment  


On average, we can expect that the first DP+ free medical devices will come back for refurbishment 


around 5 years after the entry into force of the restriction for medical devices. At that point in time, no 


DP+ free recovered spare parts would be available in the manufacturers’ warehouses for refurbishment 


as the stock is slowly build over time with more and more devices coming back for refurbishment. The 


 
13 https://www.mordorintelligence.com/industry-reports/global-refurbished-medical-devices-market-industry  


14 https://www.databridgemarketresearch.com/reports/global-refurbished-medical-device-market  


15 http://globalditta.org/  


Refurbishment market split - Source COCIR 


SHARE data 



https://www.mordorintelligence.com/industry-reports/global-refurbished-medical-devices-market-industry

https://www.databridgemarketresearch.com/reports/global-refurbished-medical-device-market

http://globalditta.org/
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activities itself is only possible thanks to a very carefully organized logistic that takes back equipment 


and parts. 


The restriction for DP+ must be worded in such a way to allow the use of DP+ containing parts to 


refurbish, when needed, and for a limited period of time. A similar wording has been already adopted 


for the RoHS Directive and has been successfully used since 2014. Recently the wording has been 


renewed and extended to the 4 substances recently added to the list of restricted ones under RoHS. If 


not allowed, the market of refurbished devices will shrink depriving healthcare providers of the possibility 


of purchasing cheap and high quality devices. 


Recommendation: Exclude medical devices from the restriction or include in the DP+ restriction 


a wording similar to RoHS exemption 31a and 47. Options are given in section 15. 


11 IMPACT OF RESTRICTION ON AVAILABILITY OF MEDICAL DEVICES  


When a restriction enters into force it applies to all medical devices, both new models and models 


already being marketed at the time they are placed on the market. We call the latter “legacy devices” 


that should not be confused with the same term used under the MDR. 


After the entry into force of the restriction legacy devices, which are almost all the medical devices being 


sold at that time, are non-compliant and cannot be sold anymore unless they are redesigned and brought 


back into compliance. This is almost never possible for many reasons: 


• R&D teams are working on the next generations and diverting them to redesign old models does 


not make sense and delays the introduction of new life savings medical technologies. 


• It is normally uneconomic, as the cost of redesign is too high compared to the possible revenues 


from the continued sales of old devices. 


Substitution of substances in existing designs is particularly undesirable because the high compliance 


cost may not be recouped by future sales, substitution does not give any health benefits to patients and 


design engineers are prevented from working on new products.  Most of the medical devices available 


to healthcare providers, containing the restricted substance are simply discontinued. The more a 


substance is used the higher the impact on the availability of medical devices. As DP+ is widely used in 


almost all medical imaging and radiotherapy devices, the impact on companies is expected to be 


significant. Companies will have to divert significant resources for R&D to find alternatives to DP+ in at 


least enough product to allow the companies to stay afloat. The others will be discontinued. This would 


have the following very strong negative impacts: 


• Hospitals could not buy the devices they may need anymore. The models left in the portfolio of the 


manufacturers may not meet the needs of the healthcare provider.  


• The higher price of new technologies compared to old models could deter hospitals from buying 


devices they need to improve the healthcare services to EU patients. 


• Companies would lose the revenue from the sale of their products and this would impact their 


capability of sustain R&D of new and better medical technologies. 
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Source: COCIR 


Figure 16: Indicative timeline showing how a restriction would prevent the sale of existing 


designs, resulting in reducing availability for healthcare providers 


In the above illustration Products 1 – 4 contain DP+ in their design. Such products will not be allowed to 


be placed on the market after 2025 (dotted red line). After 2025 only DP+ free products (blue lines) can 


be placed on the market. It is easy to see the availability of medical devices is lower. While some of the 


old models can be redesigned to remove DP+, this is normally not possible in most cases. A reduction 


in the offer of MDs could have a serious impact on hospitals operations. ESR, the European Society of 


Radiologists wrote to the European Commission in October 2020 regarding the discussions on RoHS 


exemptions 27 that could have hampered the availability of MRI coils. Impacts on the healthcare sector 


were underlined:  


• A large proportion of the installed base of imaging equipment in EU is represented by old 
machines, at least 5 years old. Such machines are in use hospitals and provide critical and 
essential healthcare to patients. The impossibility to source replacement coils for such 
machines may hamper access to healthcare services.  


• A reduced availability of substitution coils or new coils would affect all hospitals in Europe. To 
ensure the functionality of radiology departments and their ability to provide diagnostic services 
to patients, it is of utmost importance that all coil models are available whenever clinically 
needed and in the shortest time possible. The ESR believes that the availability and quality of 
care to patients duly justifies the abovementioned exemption requests.  


  


ESR also reminded the EC about the need to consider impacts on innovation that could follow 


restrictions: 


Given the fast development of new coil technology (and medical imaging technology in general), 


we suggest the European Commission to take into due consideration the impact on innovation 


and on patients’ health of any legislative measure involving medical devices. 


As an example, almost all companies in the imaging sector are working to develop the next generation 


of x-ray detectors, the so-called photon counting detectors. Such new technology will bring immense 
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benefits to patients allowing for better image resolution, lower dose, spectral imaging etc. Diverting 


resources to substitute DP+ in old models will unnecessarily delay the development of new detector 


technologies. 


The issue of legacy devices (devices that are already being marketed at the time a restriction enters 


into force) has been already discussed under the RoHS Directive, exemption 27, with the aim to reduce 


the impacts of restrictions. EU Directorate General Environment (DG ENV) and Directorate General 


Health and Food Safety (DG SANTE) have developed an elegant solution that is still under discussion. 


In practice, a restriction should apply only to new models (new designs of devices whose declaration of 


conformity (DoC) to the medical devices directive/regulation are issued after the date of entry into force 


of the restriction).  


Taking this approach, legacy devices can continue being manufactured without cutting off the supply to 


healthcare providers as redesigning them is mostly not possible (at the cost of diverting resources from 


innovation). 


New models will be designed with alternatives to DP+ therefore the quantity of DP+ will decrease over 


time as it will not be present in new models and legacy models are gradually phased out of the market. 


Recommendation: Exclude medical devices from the restriction or include in the wording of the 


DP+ exemption the exclusion of legacy devices, spare parts, or exclude medical devices all 


together. A proposal is provided in section 15. 


To avoid the unintended issues and costs for hospitals associated with DP+, it is possible to allow use 


of DP+ in existing spares for repair, refurbishment, maintenance and service, and also in legacy devices.  


It is simplest to exclude medical devices from the restriction.  If this were done, then the illustration in 


Figure 16 would instead look like Figure 17.  


 
Source: COCIR 


Figure 17: Applying the restriction only to new models does not reduce the availability of 


medical devices for healthcare providers 


In Figure 17, products 1-4 already in production containing DP+ can continue to be sold until their natural 


phase-out because their DP+ content is not included in the restriction.  This approach minimises 
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disruption of market availability. To avoid disrupting supply, excluding medical devices from the 


restriction could be considered.  If this option is not chosen, we recommend the wording suggested in 


our recommendations in section 15, in order to: 


• Allow refurbishment to continue.  


• Ensure recovered spare parts are permitted to be reused instead of being wasted.  


• Save global resources and the energy required for manufacturing new ones to replace discarded 


parts that could otherwise be used. 


• Benefit EU healthcare by maintaining existing in-service capability. 


12 IMPACT OF RESTRICTION ON INNOVATION 


All manufacturers have a hierarchy for expenditure: 


1. Factory worker safety 
2. Product compliance 
3. Maintenance of factories and infrastructure  
4. New product development / Innovation 


 
The first 3 points are critical obligations and therefore no reduction in expenditure can be accepted. The 


more companies have to spend on compliance, the less is available for new product development.  


COCIR has determined that companies in the medical imaging sector invest 7 – 8% of annual sales 


volume on new product development which corresponds roughly to €1,2 billion per year. 


Innovation in the medical device sector is entirely driven by improving the outcomes for patients, in terms 


of diagnostics which find issues earlier, through more precise treatments, and reduction of side effects 


from treatment. COCIR members recognize that this will no longer be able to be the sole driver for 


research and development, as substances of very high concern such as DP+ will require investment 


and skilled workforce dedicated to their substitution. 


Healthcare providers in EU Member States (i.e. hospitals and clinics) all have limited budgets which 


would not be increased due to legislative requirements such as DP+ restriction. Consequently, if prices 


were to increase, less new equipment would be able to be purchased and the health benefits from new 


technology would be delayed.  This in turn would result in less effective detection and diagnosis of 


disease and inferior treatment of patients leading to reduced quality of life and inferior outcomes 


including possibly earlier death.  


COCIR members understand that, in order to keep price rises to an acceptable minimum, it will be 


necessary to divert resources towards activities to replace substances in medical devices, both in terms 


of funding and allocation of limited-availability and suitably qualified personnel to work on such devices.  


This means advancements in unique technical functionality of medical devices might be delayed or 


postponed.  


It is therefore arguable that the pace of clinical diagnostic and treatment improvement will continue to 


slow as more resource is diverted from innovation to removal of hazardous substances from new and 


existing products, with either no innovative benefit or potentially a loss of performance depending on the 


impact of the substitute substance or technology on the product. 
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13 ENVIRONMENTAL IMPACT, END-OF-LIFE AND WASTE 


CONSIDERATIONS 


The medical devices produced by COCIR members are generally long-life cycle items, with a good 
market for refurbishment and reuse of products.   


13.1 Environmental fate and risk from manufacturing releases 


The foreseeable risk of environmental release of DP+ is from:  


1. The manufacture of the DP+ containing parts of the product, through to the production of waste 


plastic, which is then disposed of in the plastic recycling waste stream, 


2. The manufacture of DP+ containing electrical equipment which fails quality checks, and is 


disposed of through the WEEE recycling waste stream, and 


3. The release of DP+ to the environment through inappropriate recycling techniques at contracted 


recycling facilities for these scrap parts containing DP+. 


The following is also theoretically possible, but specific instances of these uses have not been identified 


by COCIR members at this point in time: 


4. Extreme pressure additives in waste lubricants like DP+ containing greases,  


The risks of point 4 is minimised through waste segregation on-site, following national waste 


management legislation for Waste Electrical and Electronic Equipment (WEEE) disposal and 


contracting/auditing reputable waste management companies. 


13.2 DP+ Emissions  


Emissions of DP+ during the life of the product in service, for medical devices, are not expected, 


because the use is within plastic parts within the equipment, and dusts from wear are not expected to 


arise, unlike with fabrics which may contain DP+.  


COCIR members receive finished parts so the only identified potential route of exposure to COCIR 


member employees is through dermal contact.  Plastic parts containing DP+ are manufactured through 


pelletized plastic being formed into the parts within the supply chain. Similarly, electronic components 


will be manufactured in a controlled clean room environment with no risk of exposure, therefore there is 


not an inhalation risk. 


Dermal contact may be possible when handling during assembly and maintenance. This requires 


appropriate management as the risk from DP+ is that it has very persistent and very bioaccumulative 


properties.  COCIR members have identified that the risk is controlled by workers wearing gloves, and 


not touching any DP+ containing parts with bare hands.  


13.3 Environmental fate of end-of-life product and associated spares 


COCIR members all make use of the recognised and approved means of disposal as per the WEEE 


Directive for all their products. DP+ will be present in plastic component parts, which will be separated 


and then incinerated as part of the WEEE disposal processes.  


WEEE including medical devices containing DP+ is currently safely recycled in the EU and can also be 


recycled safely in non-EU countries if appropriate methods are employed. 
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13.4 Fate of end-of-life or waste cable and wire 


The most commonly used recycling process for electrical cables is smelting to recover the copper. The 


polymer coating is not recovered and so is used to generate energy. Copper wire smelting processes 


must be operated at a high temperature to destroy harmful combustion by-products that are formed 


when all types of plastics are burned.  When burned or heated above 350oC, DP+ produces hydrogen 


chloride. In the EU, harmful emissions are regulated by the Industrial Emissions Directive which imposes 


very strict limits on the emission of all harmful by-products. However all possible polymers used for wire, 


and their associated flame retardants, will also emit harmful substances if the smelting temperature is 


not sufficiently high, including the halogen-free polymers which will generate polycyclic aromatic 


hydrocarbons, which are carcinogens.  Therefore restricting DP+ will not affect how WEEE needs to be 


recycled. 


13.5 Minimisation of release of DP+ from waste and end-of-life product 


As previously mentioned, there is a strong market for refurbished medical devices. As such, waste and 


end-of-life disposal is reserved for manufacturing wastes, failed in-service parts, and obsolete medical 


devices which can no longer be refurbished and repaired due to lack of original spares or having reached 


their service life.   


The restriction of DP+ could cause many medical devices to be discarded as waste prematurely and to 


be substituted in the short run by other devices still containing DP+ to a certain extent. 


14 DISCUSSION AND CONCLUSIONS 


COCIR members use DP+ in a wide variety of electrical and non-electrical applications in the EU, as a 


flame retardant. This material cannot be easily substituted as it is an integral part of the medical device. 


As such it is subject to specific technical performance requirements and medical equipment standards, 


as well as flame retardant requirements. 


Use as an extreme pressure additive has not yet been identified but could still conceivably occur in 


medical devices.  Current information collection methods do not identify materials in fluids.   


The COCIR assessment of uses of DP+ suggests that substitution of DP+ could be possible in 7 years 


for medical imaging and 10 years for radiological equipment without causing excessive impact to the 


medical imaging and RT industry, on their investments in innovation and availability of devices for 


healthcare providers.  There are likely to be some uses which cannot be substituted in this timeframe, 


or where the alternatives would be regrettable substitutions.  In these cases, a derogation process would 


be essential. 


Despite having good substance tracking tools, there are still likely to be unidentified uses which will not 


be found until late in the substitution process.  To avoid these disrupting supply, excluding medical 


devices from the restriction could be considered.  


The best environmental and safety option for existing equipment, in order to keep it operational, would 


be to leave the existing equipment in operation allowing parts to be used for repair, maintenance and 


servicing for the duration of the life of these existing products.  COCIR recommends considering several 


options for the restriction of DP+ in medical devices leading to this outcome.  


In the report we have mentioned that the simplest solution which will maintain availability of medical 


devices, is to exclude medical imaging and radiotherapy equipment from the restriction.  Continued use 


would be monitored by the industry as upstream suppliers phase out DP+, and can be reviewed 


periodically.  
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As discussed in this report it is critical to ensure a derogation for spare parts and recovered spare parts. 


It is also critical to exclude legacy devices to avoid negative impacts on companies and healthcare 


providers (diverting resources from R&D to redesign old devices to remove DP+ or halting production 


and sales impacting hospitals and clinics). The exclusion of legacy devices can be achieved in 2 ways: 


1. By granting a long enough transition period such that legacy devices would naturally be phased 


out before that date, or 


2. By specifically excluding legacy devices from the restriction. 


15 RECOMMENDATIONS 


RINA recommends the following options in order of preference:.  


Option 1: Excluding medical imaging and radiotherapy devices from the restriction altogether 


Substitution of DP+ is going to happen even if medical devices are not included in the scope of the 


restriction as the uses are not specific to the MD sector and would therefore be phased out. This is 


inevitable because of the common supply chains across industry for plastics and electronics. In this 


case, suppliers of parts containing DP+ would substitute in their own time as the most appropriate 


alternative for the application comes available.  As alternatives become available, COCIR members will 


still need to carry out revalidation of the DP+ free products, but there would be no concerns on spares 


availability or refurbished product availability as a consequence of the restriction for medical devices. 


Option 2: Restricting DP+ excluding legacy devices and allowing repair and continued use of 


medical imaging and radiotherapy devices 


DP+ is restricted for use in medical imaging and radiotherapy devices but excluding legacy devices. 


(This approach is being discussed under RoHS).  The restriction applies to new models and not to 


legacy models, based on the date of issue of the Declaration of Conformity. As legacy devices are 


excluded, a shorter transition time is required to phase out DP+ compared to the more classic Option 3. 


It is critical that spare parts and recovered spare parts are derogated for as much time as is needed to 


maintain installed devices. The proposed wording for this option is as follows: 


Transition period 


Restriction of DP for: 


• Medical imaging devices for which the Declaration of Conformity of the model is issued 


for the first time before EiF:  +5 years; 


• Radiotherapy devices/installations for which the Declaration of Conformity of the model is 


issued for the first time before EiF:  +8 years 


 
Repair as produced 


Derogation for cables or spare parts for the repair, reuse, updating of functionalities or upgrading 


of capacity of the following:  


• Medical imaging devices placed on the market before EiF: +5 years; 


• Radiotherapy devices/installations placed on the market before EiF: +8 years 
 


Circular Economy: Reuse and refurbishment 


Derogation for spare parts recovered from and used for the repair, reuse, updating of functionalities 


or upgrading of capacity or the refurbishment of medical imaging devices and radiotherapy 


devices/installations, provided that the reuse takes place in auditable closed-loop business-to-business 


return systems and that each reuse of parts is notified to the customer. 


 


This wording ensures enough time for substitution without impacting innovation and availability of 


medical devices, thanks to the exclusion of legacy devices. Installed medical devices owned by hospitals 
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will be maintained functional until the end of their lives. Circular economy activities such as 


refurbishment and reuse of recovered spare parts can continue benefitting EU hospitals and patients 


and the environment as well.  


Option 3: Restricting DP+ allowing repair and continued used of medical imaging and 


radiotherapy devices 


In this option, DP+ is restricted for use with a transition time of 7 years for medical imaging equipment 


and 10 years for radiotherapy equipment. This time is required to ensure legacy devices can be phased 


out without requiring companies to divert resources and engineering teams from innovation and to 


ensure availability of medical devices for hospitals and healthcare providers.  Spare parts for repair and 


reuse, are allowed to contain DP+ as long as it is required to maintain the function of equipment owned 


by hospitals in the EU (in line with the RoHS “repair as produced” principle). Recovered spare parts 


(circular economy) are allowed to contain DP+ and be used to repair medical devices. This will ensure 


the shortest possible downtimes for hospitals and their patients and maximise availability of spares for 


repair (Examples of this are RoHS exemptions 31a and 47 which were published on the OJ in December 


with the maximum validity period). The proposed wording is as follows: 


Restriction of DP for: 


• Medical imaging devices placed on the market before Entry Into Force (EiF) +7 years; 


• Radiotherapy devices/installations placed on the market before EiF+10 years 


 


Derogation for cables or spare parts for the repair, reuse, updating of functionalities or upgrading of 


capacity of the following:  


• Medical imaging devices placed on the market before EiF+7 years; 


• Radiotherapy devices/installations placed on the market before EiF+10 years 


 


Derogation for spare parts recovered from and used for the repair, reuse, updating of functionalities or 


upgrading of capacity or the refurbishment of medical imaging devices and radiotherapy 


devices/installations, provided that the reuse takes place in auditable closed-loop business-to-business 


return systems and that each reuse of parts is notified to the customer. 


This wording ensures enough time for substitution with limited impacts on innovation and availability of 


medical devices. Installed medical devices owned by hospitals will be maintained functional until the 


end of their lives. Circular economy activities such as refurbishment and reuse of recovered spare parts 


can continue benefitting EU hospitals and patients and the environment as well. Impacts on legacy 


devices in particular on the most complex equipment cannot be excluded with the explained 


consequences on innovation and availability of medical devices 
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Appendix A Flowchart of the restricted substance substitution process 


 
Source: COCIR 


Note that this chart shows the overall workflow, which is then replicated on the subsequent figures to 


make it more readable in this report (See section 8.1). X/X is the time taken for that step and should be 


added by the relevant subject matter expert planning the work.  
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