

[image: E5B18E15-BD29-42B5-81B7-EEEDB2F01105]

EN			EN
EN			EN
COMMISSION REGULATION (EU) …/…
of XXX
amending Annex XVII to Regulation (EC) No 1907/2006 of the European Parliament and of the Council as regards terphenyl, hydrogenated as a substance, a constituent of other substances, in mixtures and in articles
(Text with EEA relevance)
THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,
Having regard to Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC[footnoteRef:1], and in particular Article 68(1) thereof, [1: 	OJ L 396, 30.12.2006, p 1, ELI: http://data.europa.eu/eli/reg/2006/1907/oj.] 

Whereas:
1. [bookmark: _Hlk219120053][bookmark: _Hlk219120708][bookmark: _Hlk219125761]Terphenyl, hydrogenated[footnoteRef:2], commonly named Partly Hydrogenated Terphenyl (‘PHT’), is a substance of unknown or variable composition, or a complex reaction product or a biological material (UVCB) under Regulation (EC) No 1907/2006. PHT is identified as a very persistent and very bioaccumulative (vPvB)[footnoteRef:3] substance in accordance with Article 57(e) of Regulation (EC) No 1907/2006. On 27 June 2018[footnoteRef:4], the European Chemicals Agency (“the Agency”) added PHT to the candidate list of substances of very high concern published in accordance with Article 59(10) of Regulation (EC) No 1907/2006. [2: 	CAS No: 61788-32-7 and EC No: 262-967-7.]  [3: 	Member State Committee. Support document for identification of terphenyl, hydrogenated as a substance of very high concern because of its vPvB properties (article 57e). Adopted on 1 June 2018. https://www.echa.europa.eu/documents/10162/fb7a9167-7d65-dd4c-2aa2-b8182d4a8e37 ]  [4: 	Inclusion of substances of very high concern in the Candidate List for eventual inclusion in Annex XIV. (Decision of the European Chemicals Agency), Decision of 20 June 2018, https://echa.europa.eu/documents/10162/fc78f7e5-8f8a-de84-1141-499c5e021d31. ] 

[bookmark: _Hlk219125041][bookmark: _Hlk219119921]On 5 April 2022, pursuant to Article 69(4) of Regulation (EC) No 1907/2006, Italy (‘the Dossier Submitter’) submitted to the Agency, a dossier[footnoteRef:5] (‘the Annex XV dossier’) proposing to restrict the use and placing on the market of PHT as a substance on its own or, where present in a concentration greater than 0.1 % weight by weight (‘w/w’), as a constituent of other substances, in mixtures, or in articles or any parts thereof, after a deferral period of 18 months.  [5: 	Istituto Superiore di Sanità, on behalf of the Italian Ministry of Health. Annex XV restriction report (5 April 2022). https://echa.europa.eu/documents/10162/c0cb9178-9bc7-b4f3-1c25-0fda75b81fb1 ] 

The Annex XV dossier was amended and finalised by the Dossier Submitter on 10 March 2023[footnoteRef:6] (‘the dossier’). It included a derogation for PHT as heat transfer fluid (‘HTF’) for use at sites that implement strictly controlled closed systems with technical containment and organisational measures to minimise PHT emissions to the environment. The dossier also included a derogation for PHT as HTF in applications of electromechanical temperature controls of ovens and stoves and of electrical capillary thermostats (‘thermostats’) covered by Directive 2012/19/EU of the European Parliament and of the Council[footnoteRef:7]. The Dossier Submitter considered that those applications do not contribute significantly to the overall risk from PHT because PHT is contained in a closed vessel during the application service life and the relevant provisions of Directive 2012/19/EU are to ensure the minimisation of releases at the waste stage. Finally, the Dossier Submitter proposed to defer by five years the implementation of the restriction in aerospace and defence applications, including aircrafts, spare parts, maintenance and repairs, as the aerospace and defence sectors need a longer deferral period than other sectors to substitute PHT due to their strict safety and certification requirements. Information from the stakeholder consultation suggested that replacing PHT in aerospace and defence applications would likely require significant redesign, requalification and recertification activities that would take several years. Restricting PHT without having a certified substitute would lead to the closure of facilities established in the Union. The Dossier Submitter considered a five-year deferral sufficient because it assumed that the work to develop alternatives would have started when PHT was included in the candidate list of substances of very high concern in 2018. Consequently, taking into account the proposed five-year deferral, the aerospace and defence industry would have more than 10 years to develop and certify PHT alternatives. [6: 	Committee for Risk Assessment (RAC), Committee for Socio-economic Analysis (SEAC). Background document to the Opinion on the Annex XV dossier proposing restrictions on Terphenyl, hydrogenated. (10 March 2023) https://echa.europa.eu/documents/10162/991a2616-f4c1-347d-976f-560c6c3b4213 ]  [7: 	Directive 2012/19/EU of the European Parliament and of the Council of 4 July 2012 on waste electrical and electronic equipment (WEEE) (recast), OJ L 197, 24.7.2012, pp. 38-71, ELI:  http://data.
europa.eu/eli/dir/2012/19/oj.] 

According to the Annex XV dossier, PHT is not manufactured in the Union. The Dossier Submitter estimated the imported volume of PHT at 7 500 tonnes in 2020. PHT is mainly used as an HTF at industrial sites, where it is heated at high temperatures and circulated in a closed system to transfer heat to areas of the site with heat demands. PHT is also used as HTF in certain articles for use by consumers, i.e. in thermostats. The HTF use accounts for approximately 90% of the annual imported volume of PHT. The remaining 10% is used as (1) a plasticiser in the production of articles (e.g. cables, parts of cars, trains, planes, electrical and electronic equipment, construction and building components, furnishing); (2) a plasticiser in the production of mixtures (e.g. sealants, adhesives, paints, inks, catalysts, encapsulants) and in polymer applications, used in a wide variety of industrial sectors, including by the aerospace and defence industry; and (3) a processing solvent or a laboratory chemical for professional use.
[bookmark: _Hlk219125199]The Dossier Submitter noted that vPvB substances, including PHT, give rise to specific concerns for the environment and human health based on their potential to accumulate in the environment and in living organisms, including human bodies, and cause effects that are unpredictable in the long-term and difficult to reverse even when releases cease. It noted that there is no safe concentration for vPvB substances such as PHT, and that PHT emissions to the environment, and subsequent environmental and human exposure to PHT are considered as a proxy for risks to the environment and human health. The Dossier Submitter noted that emissions to the environment are possible for all PHT uses but are much higher for the use of PHT as plasticiser. Exposure to PHT mainly occurs from releases to air and water from point sources as well as via diffuse emissions. In particular, the Dossier Submitter performed a qualitative environmental exposure assessment and estimated the possible human exposure to PHT via the environment. On the basis of the available evidence, the Dossier Submitter concluded that the risk to the environment and human health (via the environment) associated to the use of PHT is not adequately controlled, action is required at a Union level to address that risk, and the proposed restriction is the most appropriate measure to address that risk. 
The Dossier Submitter concluded that, when PHT is used as an HTF at industrial sites, the associated risk is low because PHT is contained in a closed system and releases to the environment are very limited. However, some emissions are still possible, for example when the closed system is loaded or refilled with PHT, or when PHT is disposed of. As vPvB chemicals are non-threshold substances whereby it is not possible to derive a concentration threshold under which exposure to the substance is safe, even low levels of environmental emissions could pose a risk to the environment and to human health. Therefore, the Dossier Submitter concluded that strict risk management measures to minimise potential emissions are necessary. The Dossier Submitter considered that the use of PHT as a HTF at industrial sites should be permitted only in heat transfer systems which are leak-tight, closed and operated under strictly controlled conditions ensuring that leak tightness is continuously preserved through maintenance and monitoring. The Dossier Submitter recommended a set of technical containment and organisational measures that heat transfer systems using PHT need to have in place to be considered strictly controlled closed systems and guarantee an elevated level of protection against environmental releases. The recommendations covered the entire life cycle of the heat transfer systems, including: (1) their design and construction; (2) their filling, start-up, shutdown, and draining; (3) their operations and maintenance; (4) their cleaning, dismantling, decommissioning and disposing of as waste; (5) internal and external inspections and (6) the training of personnel. 
The Dossier Submitter noted that, when PHT is used as a plasticiser, additive or a processing solvent, PHT releases and risks to the environment are up to 10 times higher than when PHT is used as an HTF at industrial sites. The former uses therefore pose the most concern and should be covered as a priority by the restriction.
The Dossier Submitter noted that PHT is present in waste from articles and complex objects, such as vehicles (e.g. cars, trains, planes), electrical and electronic equipment, construction and building components, and furnishing. The Dossier Submitter considered that the separation and proper management of PHT-containing articles and parts thereof at the waste stage is difficult and that current operational conditions and risk management measures are not sufficient to address the concerns at the waste-stage because the uses in articles are widespread, complex and partly unknown. Therefore, the Dossier Submitter considered that restricting articles with a concentration of 0.1% w/w or more of PHT is the most appropriate risk management measure to address risks from those articles, including at the waste stage, except when PHT is used as HTF in thermostats.
According to the Dossier Submitter, only two technically feasible alternatives exist for the HTF use in the temperature range of 250˚C to 350˚C. Both alternatives, however, would lead to regrettable substitution as they have similar persistent and bio-accumulative properties as PHT and therefore pose the same environmental concerns. Concerning the use of PHT in the aerospace and defence industry, the Dossier Submitter considered that there are currently no suitable alternatives available. Some potential alternatives exist but their technical feasibility and potential for regrettable substitution remains to be verified and substitution would take time due to the strict sector requirements for certification and approvals. One potential alternative was identified for the use of PHT as solvent or process medium, although there is some uncertainty regarding its technical and economic feasibility. 
According to the Annex XV dossier, in the absence of a restriction, cumulative releases of PHT over the next 20 years would amount to approximately 19 600 tonnes. The proposed restriction would reduce emissions by 85%, at a total cost of approximately €1.5 billion.
On 16 March 2023, the Agency’s Committee for Risk Assessment (‘RAC’) adopted its opinion[footnoteRef:8]. RAC confirmed that PHT is very persistent and very bioaccumulative. Any PHT emissions will stay in the environment and in living organisms, including human bodies, for a long time, constantly increasing, leading to an irreversible and continued contamination. RAC further concluded that the resulting exposures may lead to unpredictable long-term adverse effects on the environment and human health, the seriousness of which may increase with increasing exposures. RAC agreed that, given the intrinsic vPvB properties of PHT, it is appropriate to perform a risk characterisation where releases of PHT to the environment, and human exposure to PHT, are regarded as a proxy for a risk to the environment and human health, respectively. RAC qualitatively evaluated the potential for release from different uses and concluded that releases and therefore risks to the environment and human health are likely from all uses within the scope of the proposed restriction. Consequently, PHT releases should be minimised in all sectors of use to reduce adverse effects and prevent further PHT accumulation in the environment and in living organisms, including human bodies. RAC further concluded that current regulatory obligations do not directly lead to a reduction of PHT emissions and a Union wide restriction with targeted derogations and deferral periods is the most appropriate measure to reduce the risks from the substance. RAC supported the restriction on PHT proposed in the dossier, with modifications.  [8: 	Committee for Risk Assessment (RAC). Opinion on an Annex XV dossier proposing restrictions on Terphenyl, hydrogenated. 16 March 2023. https://echa.europa.eu/documents/10162/00b6d85e-cf80-2a01-227a-7ce71111f653 ] 

[bookmark: _Hlk205819483][bookmark: _Hlk205818173]RAC supported a time-limited derogation for the use of PHT as HTF at industrial sites, provided that PHT is used in strictly controlled closed systems with technical containment and organisational measures to prevent environmental emissions, and a monitoring program to assess PHT environmental releases is in place at those sites. RAC did not support the proposed five-year deferral period for the use of PHT in aerospace and defence applications because there is not enough information confirming minimisation of PHT emissions from those applications. RAC did not support the proposed derogation for the use of PHT as HTF in thermostats in applications for consumer use. RAC noted that (1) consumer uses are advised against in the PHT registration dossier, (2) environmental releases of PHT can be expected from its use in thermostats, especially at the waste stage, and (3) there is no sufficient information concerning measures in place to minimise PHT emissions from these applications to support a derogation.
[bookmark: _Hlk205818562]RAC proposed to add a derogation for articles and mixtures which were in use in the Union before the date of entry into force of the restriction, including legacy and second-hand products.
[bookmark: _Hlk219125856]On 9 June 2023, the Agency’s Committee for Socio-Economic Analysis (‘SEAC’) adopted its opinion[footnoteRef:9] concluding that the proposed restriction, with modifications, is the most appropriate measure to address the identified risks from PHT, also considering its socio-economic benefits and costs.  [9: 	Committee for Risk Assessment (RAC), Committee for Socio-economic Analysis (SEAC). Opinion on an Annex XV dossier proposing restrictions on Terphenyl, hydrogenated. 9 June 2023.   https://echa.europa.eu/documents/10162/d2bd9817-102b-f9b3-8023-a913678e849f ] 

[bookmark: _Hlk205819139][bookmark: _Hlk219126554][bookmark: _Hlk205821632][bookmark: _Hlk205821670]SEAC agreed with the dossier submitter and RAC that an 18-month deferral of the application of the restriction would provide sufficient time for stakeholders to fully implement the restriction requirements. In contrast, after assessing the information from the stakeholder consultation on the SEAC draft opinion, SEAC considered that the proposed five-year deferral period for the use of PHT in aerospace and defence applications was not adequate. SEAC noted the long phase-out periods recommended in the past for applications for authorisation based on the strict safety requirements set in the aviation sector and the lengthy certification and approval process needed to meet those requirements. Furthermore, SEAC considered that there is insufficient data concerning the identification and availability of safer alternatives, as well as on the development of substitution activities. Based on the available evidence, SEAC determined that there is currently no suitable alternative for the uses of PHT in aerospace and defence and that it would take more than five years to fully substitute PHT. SEAC therefore concluded a 10‑year deferral period would be more appropriate to avoid that activities in this sector would cease. 
[bookmark: _Hlk205819914]SEAC took note of RAC’s recommendation to set a time limit to the derogation for the use of PHT as an HTF at industrial sites, to provide an incentive to substitute. However, on the basis of the evidence from the consultation on the SEAC draft opinion, SEAC concluded that the derogation should be granted to industrial sites with no time-limit. SEAC found that the use of alternatives to PHT has a high potential to lead to higher emissions of substances of very high concern, as those alternatives do not currently have to be used in strictly controlled closed systems. In addition, the use of those alternatives would result in higher investments and operational costs than continued use of PHT while complying with risk management measures. SEAC also concluded that it is likely that new investments would be relocated outside the Union. Furthermore, SEAC considered that the derogation could be limited to use of PHT as an HTF in the temperature range of 250˚ to 350˚, to ensure that the use of the substance is constrained to the intended use (high temperature HTF) for which no non-regrettable substitutes are available.
SEAC agreed with RAC that a derogation for PHT in thermostats in applications for use by consumers could not be supported. SEAC considered that the Annex XV dossier did not include sufficient socio-economic information to justify this derogation. SEAC sought to gather more information on this point in the consultation on its draft opinion, but no comments were submitted. In the absence of relevant socio-economic data, SEAC could not support this derogation.
SEAC recommended that the restriction be reviewed 10 years after its entry into force to assess whether alternatives that would not pose a risk of regrettable substitution would be available for the use as a HTF at industrial sites. Should the review find that safer alternatives have become available, then regulatory measures only targeting new installations may be considered.
The Agency’s Forum for Exchange of Information on Enforcement was consulted and its recommendations have been taken into account.
On 31 August 2023, the Agency submitted the opinions of the RAC and SEAC[footnoteRef:10] to the Commission.  [10: 	Committee for Risk Assessment (RAC), Committee for Socio-economic Analysis (SEAC). Opinion on an Annex XV dossier proposing restrictions on Terphenyl, hydrogenated. (9 June 2023) https://echa.europa.eu/documents/10162/d2bd9817-102b-f9b3-8023-a913678e849f ] 

Taking into account the Annex XV dossier, the opinions of RAC and SEAC, the socio-economic impact, and the availability of alternatives, the Commission concludes that there is an unacceptable risk to the environment and human health stemming from the use of PHT, and that that risk needs to be addressed on a Union-wide basis. It is therefore appropriate to introduce a restriction on the placing on the market and use of PHT, as a substance on its own and, in concentration of 0.1% w/w or more, as a constituent of other substances, in mixtures and in articles. The restriction proposed by the Commission follows the opinions of RAC and SEAC, with modifications. 
[bookmark: _Hlk198733634][bookmark: _Hlk198734112][bookmark: _Hlk195699614]In order to allow stakeholders and Member States sufficient time to adapt to the restriction, the Commission considers that the application of the restriction should be deferred by 18 months, as recommended by the Dossier Submitter and supported by RAC and SEAC. However, the provisions concerning civilian aerospace applications, including civilian aircrafts and their spare parts, maintenance and repairs, should apply after 10 years, in line with the SEAC opinion.
The Commission agrees with the Dossier Submitter, RAC and SEAC that a derogation for the placing on the market and use of PHT as HTF is justified for industrial sites where PHT is used in strictly controlled closed systems with appropriate technical containment and organisational measures that minimise PHT emissions to the environment. The Commission further agrees with the Dossier Submitter and SEAC that the derogation for PHT used as HTF at industrial sites with strictly controlled closed systems in place should not be limited in time, in order to avoid increased emissions from the switching to alternatives that pose the same concern as PHT. Moreover, this derogation should only apply to PHT used as HTF between 250˚C to 350˚C, as recommended by SEAC, since that is the temperature range where all available alternatives pose a risk of regrettable substitution. Since the Commission is entitled to review a restriction at any time, including when new information on alternatives becomes available, it is not necessary to include a mandatory review of the derogation, as recommended by SEAC.  
The Commission takes note of the proposal of the Dossier Submitter to defer the application of the restriction to defence applications, including military aircrafts and their spare parts, maintenance and repairs by five years, and the proposal of SEAC to defer it by 10 years. However, in view of the increased need for defence preparedness[footnoteRef:11] and the importance of securing defence supplies, the Commission considers appropriate to replace the deferral with a permanent derogation. [11: 	European Commission. White Paper for European Defence – Readiness 2030. https://commission.europa.eu/document/download/e6d5db69-e0ab-4bec-9dc0-3867b4373019_en?filename=White%20paper%20for%20European%20defence%20–%20Readiness%202030.pdf ] 

To avoid unnecessary recalls, civilian aircrafts containing PHT that are placed on the market within 10 years after the entry into force of this Regulation, by virtue of the deferred application of the restriction to civilian aerospace applications, may continue to be placed on the market and used until the end of their service life.
To avoid unnecessary recalls and facilitate enforcement, the restriction should not apply to PHT in mixtures and articles, including in second-hand articles, that were placed on the market in the Union before [Publication Office, please insert the date corresponding to 18 months after the entry into force of this Regulation]. 
Regulation (EC) No 1907/2006 should therefore be amended accordingly.
The measures provided for in this Regulation are in accordance with the opinion of the Committee established under Article 133 of Regulation (EC) No 1907/2006.
HAS ADOPTED THIS REGULATION:
Article 1
Annex XVII to Regulation (EC) No 1907/2006 is amended in accordance with the Annex to this Regulation.
Article 2
This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the European Union. 
This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Brussels,
	For the Commission
	The President
	Ursula von der Leyen
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