ECHA Draft Recommendation for inclusion of Trichloroethylene (EC number: 201.167-4, CAS number: 79-01-6) in Annex XIV to the REACH Regulation

Request for exemption of trichloroethylene for industrial use for surface cleaning in closed systems

Trichloroethylene (hereinafter “TRI”) has been identified as a Substance of Very High Concern (SVHC) for its carcinogenic properties and subsequently included in ECHA’s 3rd draft recommendation of priority substances for inclusion in Annex XIV (list of substances subject to authorisation), for which a public consultation is on-going.
Dow, Chimcomplex and Banner representing the European producers and importers of TRI  support prioritisation of TRI for inclusion in Annex XVI and request that the industrial use of the substance as surface cleaning in closed systems is listed as an exempted in accordance with  Article 58(2).
1. Background information
Trichloroethylene is mainly used as intermediate in the manufacturing of other substances such as fluorinated compounds. Non-intermediate uses include industrial uses as surface cleaning in closed and enclosed systems, heat transfer fluid, process chemical or adhesives[footnoteRef:2]. [2:  Annex XV dossier regarding TRI] 

Due to its intrinsic properties (classification, inter alia, as carcinogen cat. 2 and mutagen category 3) and high volumes, in the late 1990s TRI has been prioritized for risk assessment under Council Regulation (EEC) No 793/93 on the evaluation and control of the risks of existing substances and a Risk Assessment Report has been made available in 2004, concluding, inter alia, that:
1. it is not possible to identify a threshold exposure level below which these effects would not be expressed and therefore there are concerns for human health at all exposures,
1. there is a need for limiting the risks for workers and risk reduction measures which are already being applied shall be taken into account.
In most recent years, the risks for workers have been the subject of an in-depth investigation in the framework of the EU workplace legislation and, in its opinion given in 2009, the Scientific Committee on Occupational Exposure Limit (hereinafter “SCOEL”) concludes that, based on available scientific evidence, including new scientific test studies and scientific literature, TRI is a chemical substance for which it is possible to set a practical no-effect threshold and that a safe Occupational Exposure Limit (hereinafter “OEL”) can be set at 10 ppm. This conclusion is also supported by new proprietary test data submitted to ECHA as part of the registration of the substance suggesting that TRI, despite its classification as reprotoxicant cat. 3, is in fact a non-genotoxic carcinogen for which a no-effect threshold can be set. 

The Annex XV Dossier supporting the draft ECHA recommendation to include TRI in Annex XIV refers only to the RAR and does not take into account the above SCOEL opinion above. 

2. Summary of the supporting arguments
Article 58(2) of the REACH Regulation provides that “Uses or categories of uses may be exempted from the authorisation requirement provided that, on the basis of the existing specific Community legislation imposing minimum requirements relating to the protection of human health or the environment for the use of the substance, the risk is properly controlled.”
The risks for which there should be proper control are those arising from the intrinsic properties for which the substance has been proposed for inclusion in Annex XIV. As TRI has been proposed for inclusion only for its carcinogenic properties, the relevant risk is that arising from exposure at levels considered sufficient to trigger the carcinogenic effect. The Annex XV dossier supporting the ECHA recommendation for TRI inclusion in Annex XIV is based on the RAR, which in turn points to TRI as being a carcinogen for which it is not possible to identify a no-effect threshold. This conclusion has been reversed by the Scientific Committee on Occupational Exposure Limit, which in its opinion of 2009 has concluded that, based on available scientific evidence, including new scientific test studies and scientific literature, indicates that TRI is a chemical substance for which it is possible to set a practical no-effect threshold and that a safe Occupational Exposure Limit can be set at 10 ppm. Based on this conclusion, the relevant risk can therefore be considered to be controlled if the level of exposure of humans is below 10 ppm.

The industrial use of TRI for metal surface cleaning may involve risk only for workers, the only population subgroup which can be exposed to the substance.
Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from the risks related to chemical agents at work (hereinafter “the CAD”), and Directive 90/394/EEC on the protection of workers from the risks related to exposure to carcinogens at work (hereinafter “the Carcinogens Directive”) address the risks for workers arising from exposure to carcinogens, including TRI, and  ensure that the risk from the industrial use of the substance “is properly controlled”, i.e. the level of exposure of workers is below 10 ppm.
More specifically, the Carcinogens Directive requires employers to ensure that carcinogens are manufactured and used in a closed systems “as far as it is technically possible”, which is the case for TRI. Indeed, a closed system has been developed and is currently used for TRI used for surface cleaning applications ensuring that the actual exposure levels of workers is below 10 ppm (6 ppm). 
Furthermore, a proposal for a Directive setting a 10 ppm Occupational Exposure Limit (“OEL”) for TRI based on the SCOEL opinion of 2009 is currently under discussion in the Tripartite Committee and will take the form of either an amendment to the CAD or the Carcinogens Directive, with adoption expected by the end of 2012 in the case of a CAD amendment or later in the case of the Carcinogens Directive. Such a limit, when adopted, will become:
· Binding if adopted in the framework of the Carcinogens Directive;
· De facto binding if introduced through an amendment of the CAD, as a result of national implementation measures,
thereby adding strength to the requirement to use a closed system in the Carcinogens Directive.
Industry performance in terms of reduction in the level of exposure to TRI from this use is also evident from compliance with the obligations arising from the Volatile Organic Compounds Directive (hereinafter “the VOC Directive”) and the Integrated Prevention and Pollution Control Directive (hereinafter “the IPPC Directive”) [both to be superseded by the Industrial Emission Directive (“IED”)] and implementation of a EU-wide voluntary agreement (hereinafter “the TRI Charter”).
Below are detailed arguments supporting the proposal, showing how the Carcinogens Directive and the forthcoming Directive setting OEL for TRI as well as the VOC/IPPC Directives, ensure that the risk for workers arising from this industrial use of TRI “is properly controlled”, as required by Article 58(2).
3. Relevant Community legislation imposing minimum requirements

3.1. The Carcinogens Directive and the CAD
The Carcinogens Directive aims to protect workers against risks to their health and safety, including the prevention of such risks, arising or likely to arise from exposure to carcinogens or mutagens at work. and lays down minimum requirements, including binding limit values. It establishes a consistent level of protection from the risks related to carcinogens for the Community as a whole by a framework of general principles enabling Member States to apply the minimum requirements consistently.
The Directive covers industrial activities involving use (not use by self-employed persons) of and (potential) exposure to carcinogens and mutagens and imposes obligations on employers in terms of risk assessment, reduction of exposure, replacement and, where this is not possible, manufacture and use in a closed system, in so far as is technically possible. The Directive also provides for the introduction of binding limit values for specific carcinogens. Use of TRI for surface cleaning in closed systems has become a requirement for employers. Indeed, special equipment/system are available on the market and are currently used for TRI surface cleaning applications, ensuring OEL to levels below 10 ppm (6 ppm).
In addition to the requirements of the Carcinogens Directive, the industrial use of carcinogens is also subject to the more stringent and/or specific requirements of the CAD [Article 1(3) of the CAD]. 
The CAD lays down minimum requirements and provides for the setting at Community level of European objectives in the form of “indicative” or “binding” Occupational Exposure Limits for the protection of workers which, in case of indicative limit values  Member States should take into account to establish national exposure limit values [Article 3, paragraphs (2) and (3)]. 
Despite their “indicative” nature, it is clear from the CAD implementation reports that these indicative Community limits are becomes “de facto” binding ones through national implementing measures: no Member State challenges the IOEL values and they choose to adopt the community values as the contrary would engender expensive and time-consuming counter-expertise. As shown by guidance documents from France and the UK from the Ministry of Labor and the Health and Safety Executive Board. For instance the HSE states that “IOELV Directives require Member States to establish national occupational exposure limits for the chemical agents in question, taking into account the European values; in most cases this will mean that the British limit will be identical or very close to the IOELV”. In the same line, the French authorities add that “if a Member State of the EU establishes different values (lower or higher) from community values, it must justify its decision by sending the Commission and other Member States a report containing the appropriate scientific data and technical information”. Since 1998, a total of 114 (62 + 33 + 19) IOELV have been set for the 114 corresponding chemical substances through three consecutive Directives (Directive 2000/39/EC, Directive 2006/15/EC and 2009/1611/EU) adopted in the framework of the CAD implementation. The limits set by the SCOEL in listed in these directives are in fact binding ones.
We understand that a 10 ppm OEL for TRI will certainly be introduced as a follow-up to the SCOEL opinion and that the Commission has recently finalised the complementary scientific and administrative preparatory work. It remains nevertheless unclear whether the proposal will take the form of an amendment to the Carcinogens Directive or to the CAD.  
The above development is relevant to the Carcinogens Directive and the CAD being considered as Community legislation ensuring proper control of the risks arising from the industrial use of TRI for surface cleaning, as required by Article 58(2) of REACH.
As mentioned above, the original Annex XV dossier supporting the draft ECHA recommendation for inclusion of TRI in Annex XIV is based only on the RAR, which assume that TRI is a carcinogen for which no-effect threshold can be established. On this basis, the conclusion would be that the risk, despite the dramatic reduction in the level of exposure, cannot be properly controlled. Such a conclusion is reversed by the SCOEL opinion, which is based on new evaluations and new data.  In this regard, we note that the opinion underlines that “the last full literature survey was carried out in 1995, targeted searches were carried out subsequently, DCA-related search 1998; air levels search 2000”. The SCOEL opinion is also supported by new proprietary test data submitted to ECHA as part of the registration of the substance. Following the adoption of the Directive setting the 10 ppm OEL for TRI, this will complement the Carcinogens Directive in securing that that the risk is properly controlled.
In the light of the foregoing, we believe that it is justified to exempt the industrial use of Trichloroethylene for Surface Cleaning in closed systems from authorisation in accordance with article 58(2). It is clear from the above that: 
The Chemical Agents Directive in combination with the Carcinogens Directive:
· address the risk arising from the same intrinsic property for which the substance has been proposed for inclusion in Annex XIV (carcinogenicity) .;
· are concerned with exposure of workers at the workplace and are therefore relevant to and covers any industrial uses of the substance(s);
· impose minimum requirements relating to the protection of workers against TRI as carcinogen used at the workplace, including the requirement to manufacture and use TRI in closed systems;
· The risk is properly controlled as a result of the use of closed systems, which ensures that the exposure of workers is below 10 ppm, and of forthcoming introduction of binding 10 ppm OEL, which will add strength to that requirement.

3.2. TRI CHARTER
This ‘Charter for the safe use of Trichloroethylene in metal cleaning’ (http://www.eurochlor.org/qandatrienglish) commits the signatories to phase out sales of trichloroethylene for open metal-cleaning systems by 31 December 2010. According to the charter, only customers that have signed, as a precondition of purchase, a declaration of conformity stating that they use trichloroethylene in closed systems, will be permitted to purchase trichloroethylene from European suppliers.

The two European producers and the importer of trichloroethylene have signed the Charter in 2007.  As of 31 December 2010, the three companies require from their clients a declaration of conformity stating that trichloroethylene is used in closed systems. Signature of this declaration is a precondition of sales of trichloroethylene for meal surface cleaning uses. Since the implementation of the agreement over 98% of the customers have already transitioned to closed system.

The TRI Charter requirements are fully integrated into the contracts with distributors. In addition to the conformity declarations signed prior to every purchasing, customers are required to confirm their commitment to the TRI Charter obligations on annual basis. Customers are required to keep declarations in their files and to make them accessible on request to the enforcement authorities.
In addition, distributors are required to ensure that the same obligations are passed on down the supply chain. End users/sub-distributors are required to sign declaration regarding using close systems.  They are requested to keep these declarations and supply copies on request. The duration of the record keeping obligation for both distributors and their customers depends on the national requirement regarding EHS documents and can be up to 10 years.

In order to monitor the efficient implementation of the Charter, the three companies have put in place robust auditing systems:

· Internal audits are carried according to the procedure of management systems auditing ISO 9001/ISO 14001, subject to external third party verification;

· ESAD:  distributors are required to participate in the ESAD II distributor assessment program of product Stewardship implementation. ESAD II audits includes specific questions regarding the Charter implementation. The audits are performed by independent, accredited assessors.

· The results of the audits are integrated in companies’ quality and safety assessment plans.


3.3. VOC and IPPC Directives
Other community legislation supports the safe use of trichloroethylene for Surface Cleaning in closed systems and most importantly help define the latter. The VOC Directive sets emission limit values for volatile organic compounds related to the use of organic solvents in certain industrial activities and installations. Surface Cleaning is part of the activities regulated by the VOC Directive. 
3.3.1. Strict emissions limits for the use of trichloroethylene in surface cleaning
The VOC Directive sets very tight emissions limits for the use of trichloroethylene in surface cleaning:
· an emission limit value of 2 mg Tri /Nm3 if the mass flow is greater than, or equal to 10 g Tri /h
· a  fugitive emission value limited to 
· 15 percentage of solvent input (for solvent consumptions between 1 and 5 tonnes/year ) or 
· 10 percentage of solvent input (for solvent consumptions above 5 tonnes /year).

3.3.2. Use of closed equipment defined by EN 12921-4 - Part 4: Safety of machines using halogenated solvents
The very tight emission limits as required by the VOC directive for the use of TRI in surface cleaning installations can only be achieved by using closed equipment. This is in particular true for the required emission limit of 2 mg/m3 if the mass flow is above 1o g TRI /h. To achieve such low limit values it is either needed to:
· Use sophisticated air cleaning technology for solvent abatement in the vented air, which in order to stay cost efficient requires  the use of closed equipment with minimized vented air flows or 
· Eliminate exhaust emissions through the use of hermetically sealed equipment with closed loop air streams. For new equipment, this solution is in most cases the more cost efficient manner to achieve the tight emission limits imposed by the VOC directive. 
Important is that in each case closing the equipment is required to comply with the VOC directive. The resulting closed equipment fulfils the definition and Standards for type Ia and Ib machines as listed in the  “European Standard for machines for surface cleaning and pre-treatment of industrial items using liquids or vapours EN 12921-4 - Part 4: Safety of machines using halogenated solvents.”
The impact of the VOC directive is also reflected in the fact that currently only closed surface cleaning equipments are offered in the market. 	The VOC Directive is repealed and replaced with effect from 7 January 2014 by the IPPC Directive.
4. Further arguments in support of the exemption
Although the EU workplace and environmental legislation mentioned above aims to promote substitution, it is useful to recall that replacement of TRI for this industrial use is not yet possible. Indeed, although substitutes exist, (like n-propylbromide), they are not equally performing and not recyclable (one argument in favour of TRI as opposed to potential substitutes is the easy by-product recycling possibilities). Furthermore, such substitutes might not have been sufficiently evaluated and evaluation could reveal further hazardous properties to human health and the environment over time while the hazard profile of TRI is well known and the risk are properly controlled.
Examples of substitutes with hazardous properties are e.g.  n-propylbromide or N-methyl-2-pyrrolidone which have both been classified as “toxic for reproduction in category 2”. Moreover, N-methyl-2-pyrrolidone has been added to the Candidate List of Substances of Very High Concern in June 2011.
Prioritisation of TRI has created uncertainties in the marketplace, raising interest towards these substitutes. Switching to substitutes could result in the treated metal parts being not equally performing, even from a safety perspective.
The exemption will help avoiding or mitigating these risks and reinstating confidence in the marketplace in terms of allowing continuing safe use of the substance for this industrial application.
5. Conclusion
The use of TRI for surface cleaning in a closed system can be exempted from authorisation based on the Carcinogens and the Chemical Agents Directives, all the more so following the adoption of the forthcoming Directive setting a 10 ppm OEL for TRI, which ensures that the risk for workers is properly controlled, as required by Article 58(2). We therefore believe that this use should be exempt from Annex XIV and we propose the following wording for the exemption:
· The industrial use of trichloroethylene for Surface Cleaning as defined[footnoteRef:3], in the COUNCIL DIRECTIVE 1999/13/EC, and in the DIRECTIVE 2010/75/EU, of the European Parliament and of the Council (and covered by the Carcinogens Directive and the CAD) when performed in closed cleaning equipment equivalent to the machine type Ia or Ib as defined in the European Standard EN 12921-4. [3:  Surface Cleaning: Any activity except dry cleaning using organic solvents to remove contamination from the surface of material including degreasing. A cleaning activity consisting of more than one step before or after any other activity shall be considered as one surface cleaning activity. This activity does not refer to the cleaning of the equipment but to the cleaning of the surface of products.] 

Should the ECHA/Commission consider that the exemption cannot be considered as long as an OEL for TRI is not adopted and has not come into force, we believe that the exemption can nevertheless be still introduced if its application would be made subject to the condition that there is an OEL for TRI. The wording could be the same as the above with the addition of a sentence at the end of the text, as follows:
· The industrial use of trichloroethylene for Surface Cleaning as defined[footnoteRef:4], in the COUNCIL DIRECTIVE 1999/13/EC, and in the DIRECTIVE 2010/75/EU, of the European Parliament and of the Council when performed in closed cleaning equipment equivalent to the machine type Ia or Ib as defined in the European Standard EN 12921-4, provided that a OEL is established by the EU workplace legislation  [4:  Surface Cleaning: Any activity except dry cleaning using organic solvents to remove contamination from the surface of material including degreasing. A cleaning activity consisting of more than one step before or after any other activity shall be considered as one surface cleaning activity. This activity does not refer to the cleaning of the equipment but to the cleaning of the surface of products.] 
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