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Online public consultation questionnaire: revision of REACH Regulation to help achieve a toxic-free environment
Introduction
REACH (Regulation (EC) No 1907/2006) aims to improve the protection of human health and the environment through the better and earlier identification of the intrinsic properties of chemical substances. This is done by the four processes of REACH, namely the registration, evaluation, authorisation and restriction of chemicals. REACH also aims to enhance innovation and competitiveness of the EU chemicals industry.

The REACH Regulation places responsibility on industry to manage the risks from chemicals and to provide safety information on the substances. Manufacturers and importers are required to gather information on the properties of their chemical substances, which will allow their safe handling, and to register the information in a central database in the European Chemicals Agency (ECHA) in Helsinki. The Regulation also calls for the progressive substitution of the most dangerous chemicals (referred to as "substances of very high concern") when suitable alternatives have been identified.

The Chemicals Strategy for Sustainability recognises the need for a targeted revision of REACH to achieve its objectives by addressing a number of problems that have been identified. To address the problems identified, a range of possible measures are being considered:

· Revision of the registration requirements, including increased information requirements to enable effective identification of all carcinogenic substances and substances with critical hazard* properties (including effects on the nervous and the immune systems), registration of certain polymers of concern, and information on the overall environmental footprint of chemicals.
· Introduction of (a) Mixtures Assessment Factor(s) (MAF).
· Simplifying communication in the supply chains.
· Revision of the provisions for dossier and substance evaluation.
· Reforming the authorisation process.
· Reforming the restriction process.
· Revision of provisions for control and enforcement.

The overall objective of the initiative is to ensure that the provisions of the REACH Regulation reflect the ambitions of the Commission on innovation for safe and sustainable chemicals and a high level of protection of health and the environment, while preserving the internal market, as provided for in the Chemicals Strategy for Sustainability.

Under Article 11 of the Treaty on European Union (TEU), the Commission has a duty to carry out broad consultations with interested parties in order to ensure that EU action is coherent and transparent. This public consultation therefore represents an important means of collecting evidence to support our policymaking. The aims are to take account of stakeholders’ views and practical experience and gather data to improve our understanding of the issues at stake, which will lead to better quality and credibility of this policy initiative.

In this questionnaire, general questions are provided to which all respondents are kindly invited to provide feedback. Additional "expert" questions are included to cover more technical points of the REACH Regulation that require prior knowledge and expertise. Based on your answer to question 0, the relevant questions will be presented. Expert questions are presented in red text.

A number of separate ‘targeted’ stakeholder consultations will run in parallel with this public consultation, to seek more detailed, technical information on the possible changes to REACH.















SECTION I REGISTRATION
Increased information on critical hazards

To better protect human health and the environment, the Chemical Strategy for Sustainability has committed to increase the information requirements under REACH for all chemicals, especially for so-called critical hazards such as carcinogenicity, mutagenicity and reproductive toxicity, endocrine disruption. This may imply the need for companies (registrants of substances, i.e. manufacturers and importers of substances) to test more chemicals for more hazardous properties.

Question 1. To what extent do you agree with the following statements?
	
	Strongly agree
	Agree
	Neither agree nor disagree
	Disagree
	Strongly disagree
	Don't know / no opinion

	Registrants should provide more information on critical hazard properties of substances than is required today under REACH
	
	X
	
	
	
	

	I am willing to accept a higher level of uncertainty about the critical hazard properties of a substance, if in return some animal testing could be avoided (through use of non-animal methods)
	
	
	
	
	
	X

	In order to facilitate and speed-up their use, non-animal test methods should be adopted in the EU as quickly as possible, even to the detriment of international harmonisation
	
	
	
	
	
	X

	In order to facilitate and speed-up their use, non-animal test methods should be adopted in the EU as quickly as possible, even if this might harm the competitiveness of EU producers
	
	
	
	
	
	X

	To make Europe’s Beating Cancer Plan a success, more information on carcinogenicity for all substances registered under REACH is important
	
	
	X
	
	
	


Information on substances marketed at the lowest tonnage level

The REACH regulation seeks to address information deficits on chemicals by requiring manufacturers and importers to provide toxicological and ecotoxicological information on substances placed on the market in quantities of more than 1 tonne per year. In order to keep the economic and business impacts of the regulation proportional to the likely risks of chemicals, requirements under REACH were tailored according to different tonnages (by means of tonnage bands) at which substances are produced/imported in the EU. To further reduce the burden on (particularly SME) manufacturers and importers of lower volume (1-10 tonnes) substances, the requirements to provide toxicological and ecotoxicological information are quite limited. In addition, all 1-10 tonnes substances were excluded from the requirement to undertake a Chemical Safety Assessment (CSA), provide a Chemical Safety Report (CSR) and supply the extended version of Safety Data Sheets (eSDS) to downstream users. Article 138 of REACH requires the Commission to undertake reviews of the requirements for 1-10 tonnes substances and the Chemicals Strategy for Sustainability notes that information required for substances in the low and medium tonnages under REACH does not fully allow substances with critical hazard properties to be identified and their risks managed.

Question 2. To what extent do you agree that there is sufficient concern regarding the risks from (certain) low tonnage substances (1-10 tonnes) to introduce additional information requirements into REACH, including a requirement for a chemical safety assessment?

Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 




Question 3. To what extent do you agree or disagree that increasing the information requirements for low tonnage substances (1-10 tonnes) under REACH would lead to:
	
	Strongly agree
	Agree
	Neither agree nor disagree
	Disagree
	Strongly disagree
	Don’t know/ no opinion 

	Environmental benefits
	
	X
	
	
	
	

	Health benefits
	
	X
	
	
	
	

	Socio-economic benefits
	
	
	
	X
	
	

	Economic benefits for industry
	
	
	
	X
	
	



Question 4. To what extent do you agree that when updating the information requirements for low tonnage substances (1-10 tonnes), new approach methodologies not relying on animal testing should be the default requirements, even if this means that we might obtain less complete information on critical hazards than for higher tonnage substances?
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 







Information requirements to provide information on endocrine disruption

Endocrine Disruptors (EDs) are chemical substances that can alter the functioning of the endocrine (hormonal) system and negatively affect the health of humans or animals (e.g. obesity, infertility). They may either be of synthetic or natural origin. Exposure to endocrine disruptors can occur from different sources, such as residues of pesticides or consumer products used or present in our daily life (COM(2018)734).

Past evaluations of EU legislation [1] have shown that there is a need to update data requirements in the different legislative frameworks, including REACH. Building on this, the Chemicals Strategy for Sustainability seeks to “ensure that sufficient and appropriate information is made available to authorities [on the intrinsic properties of a substance] to allow the identification of endocrine disruptors [which may cause adverse effects on human health and the environment] by reviewing and strengthening the information requirements across legislation”. To do this, the European Commission shall “update information requirements to allow the identification of endocrine disruptors in relevant legislation, particularly under REACH”.

As part of the impact assessment on the revision of the REACH Regulation, the Commission is assessing options for introducing standard information requirements at each tonnage level that will allow EDs to be identified.
Question 5. To what extent do you agree that, in order to allow the identification of endocrine disruptors, registrants should be required to provide to authorities sufficient and appropriate standard information requirements on the intrinsic properties of a substance?
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 

Information requirements for polymers	Comment by Paolo Campanella: This point can strongly affect the management and recycling of plastic, because now polymers are exempted from the provisions on registration.
Polymers, which are the fundamental building blocks of plastics, are exempted from the provisions on registration (under Title II of REACH Article 2(9)). However, Article 138(2) of the REACH regulation indicates that the Commission may present legislative proposals for a practicable and cost-efficient way of selecting polymers for registrations on the basis of sound technical and valid scientific criteria and after a further review of the risks posed by polymers in comparison with other substances.

Comprehensive information on the hazardous properties of polymers is generally not readily available in the public domain. A study carried out in 2020 indicated that, although the overall risk of polymers in general is expected to be lower than that of non-polymer substances, a prioritised sub-set of polymers (“polymers requiring registration”, PRR) may present similar hazards as other chemicals, although there are large uncertainties associated with the available data.

Polymer types for which a requirement for registration is likely to have most merit have been identified. Proposals to extend the duty of registration under REACH to certain polymers deal with polymeric substances in a way which is consistent with the non-polymeric substances, but which is proportionate to the relative level of concern for polymers. The proposals aim at better understanding and managing polymers in a cost-effective way that limits the burden on industry, but which provides a higher level of protection for human health and the environment than occurs today.
Question 6.  To what extent do you agree that certain polymers should be registered under REACH to provide information and data on their hazards and risks as is already done for other chemicals? 
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 




Question 7. To what extent do you agree that registering certain polymers under REACH would lead to:
	
	Strongly agree
	Agree
	Neither agree nor disagree
	Disagree
	Strongly disagree
	Don’t know/ no opinion 

	Environmental benefits
	
	X
	
	
	
	

	Health benefits
	
	X
	
	
	
	

	Socio-economic benefits 
	
	X
	
	
	
	

	Economic benefits for industry 
	
	X
	
	
	
	





Information on environmental footprint

The Chemicals Strategy for Sustainability concludes that the EU is still lacking a comprehensive information base on all substances placed on the market and on their overall environmental footprint, including their impact on climate, and that this hinders the proper management of chemicals and products and does not allow for a full sustainability assessment. Therefore, to improve the availability of chemical data, the Chemicals Strategy for Sustainability asks for an assessment of how to best introduce information requirements under REACH on the overall environmental footprint of chemicals, including on emissions of greenhouse gases.
Question 8. To what extent do you agree that registrants should provide information on the environmental footprint of their substances (e.g. impact on climate, natural resources, biodiversity, land use)?	Comment by Paolo Campanella: How do they find this information? Can we provide this information on e-o-w materials? Can we provide the relevant information in case of non e-o-w recyclates?
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 
Information requirements on use and exposure

Information on uses and exposures is one of the key building blocks of REACH, allowing registrants to implement and/or recommend operational conditions and risk management measures to downstream users (end users) that ensure the safe use of chemicals. Sufficient and reliable use and exposure data provided through registration are also a key source of information for subsequent activities by authorities under REACH, including evaluation, prioritisation, restriction and authorisation, as well as for the assessment of the overall effectiveness of REACH and EU chemicals legislation more generally.

However, shortcomings in the currently available use and exposure data have been identified which impact regulatory management of chemical risk including the above-mentioned processes under REACH. The European Commission is therefore considering a potential revision of the registration requirements and downstream user obligations as regards the provision of information on uses and exposures.
	Comment by Paolo Campanella: According to the definition, waste management industry should be considered a “downstream user”: natural or legal person established within the EU, other than the manufacturer or the importer, who uses a substance, either on its own or in a mixture, in the course of his industrial or professional activities
Note: Under REACH, downstream user means any natural or legal person established within the EU, other than the manufacturer or the importer, who uses a substance, either on its own or in a mixture, in the course of his industrial or professional activities. A distributor or a consumer is not a downstream user.
Question 9. Who should be responsible for informing ECHA about the uses of chemicals (and providing exposure data)?
(Multiple answers possible)

Registrants (manufactures and importers of substances) 
Downstream users (end users) of substances 
Companies placing products (including articles) on the market (including importers of products) 
Authorities (based on information from surveys) 






Introduction of a Mixture Assessment Factor
Various studies have shown that ‘unintentional’ co-exposure to substances can lead to adverse effects on people and the environment. Exposures at concentrations that are regarded as safe for individual substances (i.e., where no effects are expected) can still result in adverse (eco)toxicological effects when humans or other organisms are exposed to several substances together or subsequently, i.e. when they are exposed to an ‘unintentional’ mixture. The Commission’s Progress Report on Chemical Mixtures highlights real-world examples of such exposures and effects.

Under REACH, registrants are required to document the safety of their substances, but they are not required to take into account the possibility of co-exposure to other substances. Indeed, they are seldom in a position to do so, as they usually do not have information on how other substances are used.

Assessment factors are already widely used in REACH to account for uncertainties in data, such as when extrapolating information on effects of chemicals between species and among humans. A mixture assessment factor (MAF) is a pragmatic approach to manage the unknown unintentional co-exposures, i.e., that a registrant does not know about the other substances which would also affect the humans and the environment that are exposed to his substance. Different MAF values could apply to different exposed populations (e.g. the general public, the environment, occupational settings) or different types of chemicals.

When applying a MAF, exposure levels that are considered sufficiently safe for single chemicals are reduced by a certain factor (i.e., by MAF) to safeguard against risk from combined exposure to multiple chemicals. The maximum risk quotient (PEC/PNEC or exposure/DNEL ratio [1]) demonstrating “safe use” for the substance is then equal to 1/MAF to account for unintentional co-exposures of substances.
 
[1] PEC = predicted environmental concentration, PNEC = predicted no-effect concentration; DNEL = derived no-effect level. See the European Chemicals Agency’s guidance for more information.


Question 10. To what extent do you agree that a mixtures assessment factor (MAF) is the most suitable approach to reduce the risks associated with the unintentional exposure to chemical mixtures, in the short- and medium-term?	Comment by Paolo Campanella: Is it a question for us?
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 


















SECTION II EVALUATION
Changes to the provisions on the evaluation process

Companies must ensure that the information contained in their registration dossiers is correct at the time of registration and that any changes to this information are reported without delay. The REACH evaluation provisions give ECHA the responsibility to check whether registrations are in compliance. ECHA and the Member States evaluate the information submitted by companies to examine the quality of the registration dossiers and the testing proposals and to clarify if a given substance constitutes a risk to human health or the environment. However, update of registration dossiers by companies is still a weak point: most dossier owners do not routinely review their REACH data and most dossier updates only take place after prompting by the authorities.
	Comment by Paolo Campanella: The evaluation process does not seem to affect the activities of FEAD, but better take the option to say “agree” on all.
We leave the decision to the members.
The REACH review from 2018 identified specific weaknesses and opportunities to further increase the effectiveness of some of the evaluation provisions. Moreover, in relation to the announced zero tolerance approach to non-compliance, EU-wide measures are being considered to address persisting non-compliance established during an evaluation process.
Question 11. To what extent do you agree that dossiers should be fully compliant with all REACH provisions at the time of submission and that they should be kept updated?
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 
Question 12. To what extent do you agree that, when a registrant fails to bring a registration dossier into compliance, the substance should no longer be manufactured or placed on the market?
Strongly agree
Agree
Neither agree nor disagree
Disagree
Strongly disagree
Don’t know/ no opinion 
SECTION III AUTHORISATION AND RESTRICTION
Including the concept of essential use in authorisations and restrictions

The Commission's Chemicals Strategy for Sustainability outlines a number of commitments to tackle chemical pollution and exposure to better protect humans and the environment, and to step up innovation of safe and sustainable chemicals and products for the green transition. One of the commitments is to “define criteria for essential uses to ensure that the most harmful chemicals are only allowed if their use is necessary for health, safety or is critical for the functioning of society and if there are no alternatives that are acceptable from the standpoint of environment and health”.
At present, there is no common definition of 'essential use of a chemical substance’; therefore, defining criteria will be the first step in achieving this ambition. This will allow the adoption of criteria to be used in policy, ultimately to prevent the non-essential use of the most harmful chemicals, in turn improving the protection of human health and the environment. While current requirements under REACH have successfully resulted in the restriction of many of the most harmful substances, the introduction of an ‘essential use’ concept aims to make the process of phasing out these chemicals simpler, more effective, more predictable, and faster, for example by improving the restriction and authorisation processes under REACH.
Question 13.  To what extent do you agree that applying an essential use concept specifically under REACH could increase the protection against the most harmful chemicals and lead to benefits for the environment and human health and reduced costs for society and for industry?

	
	Strongly agree
	Agree
	Neither agree nor disagree
	Disagree
	Strongly disagree
	Don’t know/ no opinion 

	Environmental benefits
	
	X
	
	
	
	

	Health benefits
	
	X
	
	
	
	

	Socio-economic benefits 
	
	
	
	
	
	X

	Economic benefits for industry 
	
	
	
	
	
	X






Generic risk management approach

The Chemicals Strategy for Sustainability announced extending the generic risk management approach to further hazard classes and uses. This generic approach means that the existing mandate to the Commission to prohibit substances that may cause cancer (carcinogenic), gene mutations (mutagenic) or affect the reproductive system (reprotoxic), based on their hazard and on generic exposure considerations (e.g. used by consumers, used by children), will be extended to additional very harmful chemical substances and to professional uses (e.g. use by construction, equipment maintenance or cleaning workers), while allowing limited exemptions for essential uses. This differs from a specific approach to risk management requiring proof of an unacceptable risk for each use before introducing a restriction.
This will be done for substances on their own and in mixtures, and for certain articles, very much following the experience with CMR substances.
The extension of the generic approach to risk management under REACH concerns the following further hazard classes (in addition to the already covered carcinogenic, mutagenic or toxic for reproduction substances):
· Endocrine disruptors (ED) with effects for human health;
· ED with effects on the environment;
· Persistent, bioaccumulative and toxic substances (PBT);
· Very persistent and very bioaccumulative substances (vPvB);
· Substances with specific target organ toxicity, single exposure (STOT SE), differentiated based on target organ;
· Substances with specific target organ toxicity, repeated exposure (STOT RE), differentiated based on target organ;
· Immunotoxic substances;
· Neurotoxic substances;
· Respiratory sensitisers.
Question 14. To what extent do you agree that, to ensure that citizens and the natural environment are more consistently protected, the most harmful chemical substances should be prohibited in the following products (even if this may cause the remaining safer products to have lower performance and/or higher price)?	Comment by Paolo Campanella: Very important question: what about legacy substances from recyclates in a transitional period?

	
	Strongly agree
	Agree
	Neither agree nor disagree
	Disagree
	Strongly disagree
	Don’t know/ no opinion 

	Products used by consumers, without exception
	
	
	
	X
	
	

	Products used by consumers, except if they are designed to ensure safety during production, consumption, disposal and recycling
	
	X
	
	
	
	

	Products used by consumers, except for uses that are essential for society
	
	
	X
	
	
	

	Products used by professionals (e.g. hairdressers, cleaning staff), without exception
	
	
	X
	
	
	

	Products used by professionals (e.g. hairdressers, cleaning staff), except if they are designed to ensure the safety during production, consumption, disposal and recycling
	
	X
	
	
	
	

	Products used by professionals (e.g. hairdressers, cleaning staff), except for uses that are essential for society
	
	
	X
	
	
	



Other: 




FINAL (ADDITIONAL) FEEDBACK
In case you would like to share anything else in addition to the previous questions related to the targeted revision of the REACH regulation, please provide details here (optional)
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