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European Commission’s Public Consultation  

on the 

Revision of the REACH Regulation 

Comments and Contributions from APQuímica, the Portuguese Association for the 

Chemical, Petrochemical and Refining sector 

 
 

 

APQuímica appreciates this opportunity to express its views and make contributions for the European 

Commission’s Public Consultation on the Revision of the REACH Regulation included in the EU Chemicals 

Strategy for Sustainability (CSS) under the EU Green Deal. 

Chemicals remain indispensable to meet the current and future challenges, namely the ones that are essential 

pillars of the Green Deal: carbon neutrality, materials circularity and resource efficiency. The chemical industries 

produce the building blocks and the high-tech materials on which a modern, carbon-neutral and resource-efficient 

society can be built. 

The REACH revision should aim to ensure a high level of protection of human health and the environment, while 

promoting the innovation and the competitiveness of industries and companies across Europe. 

Regarding the Revision of the REACH Regulation under consultation  

1, we would like to highlight the following 

comments and proposals that we consider important to be reflected in this process, which support our answers 

to the consultation questionnaire, some of them reinforcing the key messages presented by CEFIC – The 

European Chemical Industry Council, from which we are a member. 

Our comments and proposals in the following pages are structured in line with the chapters and sections of the 

EC questionnaire for the REACH revision consultation. They intent to present the main arguments for our answers 

in the questionnaire. 

 

 
1  Chemicals legislation – revision of REACH Regulation: https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12959-

Chemicals-legislation-revision-of-REACH-Regulation-to-help-achieve-a-toxic-free-environment_en. 

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12959-Chemicals-legislation-revision-of-REACH-Regulation-to-help-achieve-a-toxic-free-environment_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12959-Chemicals-legislation-revision-of-REACH-Regulation-to-help-achieve-a-toxic-free-environment_en
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SECTION I – REGISTRATION 

 

Increased information on critical hazards / Information on substances marketed at the lowest tonnage 

level: 

− Expanding the requirement of a chemical safety assessment (CSA) for low tonnage substances should 

be done in a proportionate way with new data requirements targeted.  

− New data requirement / generation should be introduced only in case of added value for informing on 

safety. 

− It will be useful that the REACH revision allows to: 

− Introduce concrete changes in the regulation to modernise the requirements related to the data 

generation reflecting scientific advances. 

− Further development and regulatory acceptance of “New Approach Methodologies” (NAMs) to 

accelerate new molecule development and hazard and safety assessment under REACH. 

− Integrate in the regulation the possibility to use validated NAMs that are protective and predictive 

of human and environmental safety to ensure that the animal testing is the last resort. 

 

Information requirements to provide information on endocrine disruption: 

− In assessing data for endocrine disrupting properties the use of “weight of evidence” should be possible 

which would lead to a correct dataset, avoiding unnecessary standard tests for all substances. 

− The requirements need to be flexible enough to accommodate fit for purpose new validated testing 

strategies or “New Approach Methodologies” (NAMs) as they are developed. 

− Any requirement to generate data must allow enough opportunity to avoid doing the studies where they 

are not needed, thus also avoiding any unnecessary animal testing. 

 

Information requirements for polymers: 

− The regulatory framework needs to take into account the specificities of the polymers.  

− Not all polymers need to have a REACH registration. A practical regulatory approach is needed to identify 

the polymers that require registration considering namely their hazard properties. 

− The current traditional registration approach, applied to substances until now, is not fit for purpose for the 

registration of polymers. A new pragmatic approach is required that is adequate for polymers that require 

registration. 

− A grouping approach adapted for polymers is needed for their registration, considering namely their 

chemical similarity, their physical and chemical properties, hazard characterisation, etc. 
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Information on environmental footprint: 

The REACH regulation seems that will not be the right regulation to introduce information on product 

environmental footprint (PEF). 

The REACH acts on a substance level, considering information on the intrinsic properties of substances, whereas 

the PEF for a substance would be different considering different production plants / locations and different raw 

materials sourced. Therefore the REACH regulation seems that will not be the suitable regulatory platform for 

collecting and storing such data. 

In addition, the assessment to be done on this topic under REACH needs to be fully consistent with other ongoing 

parallel initiatives, namely the “safe and sustainable by design” criteria, and not duplicate other work / databases 

or methodologies that are already available under other regulatory frameworks (e.g. PEF databases, ISO 

standards on life cycle assessment (LCA), carbon footprint databases, etc.). 

 

Information requirements on use and exposure: 

− Having good data on uses and exposure is instrumental to support risk based management of chemicals. 

− Technical optimisation of the current tools and practices must be done in close cooperation with the 

registrants. 

− It will be challenging to integrate tonnage per use information in registration dossiers, due to the 

complexity of the value chains, the confidential business information (CBI), etc. 

 

Derived Minimal Effect Levels (DMELs) for non-threshold substances: 

− Acceptable levels for workers are best addressed via OSH regulation / OELs. They should be derived 

using a participated process involving all the relevant stakeholders (employers, trade unions, 

governmental organizations). 

− In each situation the substance specificities (i.e. mode of action), the technical feasibility and the impact 

assessment are always needed to be taken into consideration. 

 

Introduction of a Mixture Assessment Factor (MAF): 

− One generic MAF applied to all chemicals is not the right solution. A more targeted approach is needed. 

Also differentiated MAF values for environment and human health need to be considered. 

− The approach to be used should identify chemicals where an application of MAF would or would not be 

justified. 

− In each situation the hazard and the exposure (emissions, tonnage, widespread use) are needed to be 

considered and also evidence that could demonstrate combined exposures of potential concern. 
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Simplifying communication in the supply chain: 

− Improve and simplify the information communication in the supply chains. An example would be to ensure 

harmonised and effective communication of safe use information via clear and easy-to-use extended 

Safety Data Sheets (e-SDS). 

− The harmonisation and digitalisation of supply chain communication must: 

− be addressed in close collaboration with all the relevant stakeholders involved in the information 

sharing process in the value chains. 

− remain fit for purpose and implementable, facilitating the traceability of data in the supply chains. 

− consider other ongoing technological and regulatory developments (e.g. the Digital Product 

Passport under the Sustainable Products Initiative regulation). 

 

SECTION II – EVALUATION 

 

Changes to the provisions on the evaluation processes: 

Important elements to be considered include: 

− Clarity and transparency of REACH Dossier Evaluation and Substance Evaluation processes are key. 

− The sequencing and streamlining of procedures are recommended for compliance checks and evaluation 

processes. 

− To limit testing proposals that involve animal testing may be a useful mechanism to streamline the 

processes. Before requiring additional animal testing (e.g. under REACH Annexes VII, VIII) a reflection is 

needed on whether other, less cumbersome, mechanisms can be devised to ensure that validated and 

predictive non-animal alternatives are considered. 

− When grouping, read across or exposure based waiving is used in the registration dossiers, the possibility 

to have a prior discussion and agreement with ECHA on the grouping approach to be used would be an 

important improvement. 

− The revocation of registration numbers in line with "no data no market" principle should be subject to a 

transparent legal process and coupled with effective and coordinated enforcement (including at EU 

borders) to avoid unfair competition. 
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SECTION III – AUTHORISATION AND RESTRICTION 

 

Including the concept of essential use in authorisations and restrictions: 

− The definition, concept and criteria for “essential use” under REACH are still being developed. It is still 

unclear how the criteria will look like, how the concept will be integrated in the regulation and who will 

ultimately decide what is essential for society or not. A careful design of all these aspects will be essential. 

− When introducing an “essential use” concept into REACH, the existing processes (e.g. Restriction and 

Authorisation) should not be replaced but complemented, bringing a supplementary element to the current 

system. Together with socioeconomic and availability of alternatives analyses, it can facilitate case 

specific discussions on whether to derogate a use of a substance subject to a ban or restriction. 

− When including the concept of “essential use” in authorisations and restrictions the following elements 

are critical to be considered: 

− It shall not be applicable where the safe use of a chemical can be demonstrated. 

− It should be strongly linked to scientific assessment and only implemented where an unacceptable 

risk is identified or where adequate control cannot be guaranteed. 

− It has to be transparent, predictable and proportionate to the identified risk. 

− It should be done on a case-by-case analysis of individual uses, without excluding entire industry 

sectors. 

− An “essential use” assessment must consider, among others, elements such as functionality, 

technical performance of alternatives and broader consequences of no longer availability of certain 

products. 

− The assessments must be review after a period of time to accommodate changing societal needs 

and priorities. 

 

Reform of Authorisations and Restrictions: 

− The final outcome of the REACH Authorisations and Restrictions reform must be a system that can, more 

effectively, identify the problematic substances, and allows to choose and practically implement the best 

solution to control exposure or risks to humans and the environment. 

− Considering the three options proposed by the Commission for the reform of REACH Authorisations and 

Restrictions, the better option will not be any of them isolated but a combination of the three options. 

− For Authorisations and Restrictions a proportionate, efficient, transparent and predictable regulatory 

system is needed, considering namely the following elements: 

− Prioritisation of chemicals for further regulatory action considering hazard, uses and exposure. 
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− Including moments for all supply chain actors to provide relevant information at the right time. 

− To obtain derogations and authorisations when safe use of a chemical can be proven should always 

be an option. 

− In each situation the most effective action should be taken using the full “regulatory toolbox” beyond 

REACH (incl. OSH, etc.). 

 

Generic risk management approach (GRA): 

− The regulatory system needs to be protective, efficient, and focus on where a problem has been identified, 

while ensuring predictability and legal certainty, as well as sufficient time for the development of 

substitutes. 

− Therefore, it is needed: 

− a gradual implementation of the GRA / generic restrictions over time under REACH. 

− a step-wise and transparent legal process to be put in place.  

− It is recommended to maintain the principles as currently done for CMR substances 1A/1B, namely: 

− Limit the scope to harmonized classified substances and Category 1. 

− Each restriction must include a list of substances in the scope with generic / specific thresholds. 

− The focus for the GRA should be limited to consumer uses presenting a high likelihood / frequency of 

exposure. 

− For professional uses, instead of a generic risk management approach / generic bans, it will be better to 

ensure properly skilled workers for handling hazardous substances in non industrial facilities (assuring 

training, certification), as an alternative to market bans. 

 

SECTION IV – ENFORCEMENT: 

− Ensure an equal level-playing field for EU and non-EU producers by improving: 

− the enforcement on imported products (chemicals and goods) from outside the EU; 

− the harmonization of enforcement procedures across EU in order to guarantee a level playing 

field for companies located in different countries. 

− Identify the relevant gaps that need to be addressed (e.g. suitable analytical methods, laboratory capacity, 

etc.). 
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− The revocation of registration numbers in line with "no data no market" principle should be subject to a 

transparent legal process and coupled with effective and coordinated enforcement (including at EU 

borders) to avoid unfair competition. 

 

Both at National and European levels, the Chemical Industry maintains a strong commitment in working together 

with the Commission, ECHA, the National Authorities and all other relevant stakeholders to find suitable solutions 

in all these areas, in order to improve the implementation of REACH regulation and other chemicals / products 

regulations. 

This REACH revision is expected to have significant impacts both at European and National levels. It is therefore 

of the utmost importance to promote a close involvement of all stakeholders in its design for a successful 

implementation. 

 

 

 
APQuímica 

15.04.2022 

 
 
 
 
 
 

__________________________________________________________________ 

APQuímica is the Portuguese reference association for the Chemical, Petrochemical and Refining sector. It integrates more than 60 

associate entities, including major industrial companies, SMEs, startups, universities, R&TD centres and other entities with relevant 

operation along their value chain. 

APQuímica’s EU Transparency Register n.°: 089396732826-79 

The Chemical, Petrochemical and Refining sector in Portugal accounts for: 

• 11 billion of annual turnover • 181 countries as the sector exports’ destinations 

• 1,6 billion of Gross Value Added (GVA) • 52,000 direct and indirect jobs 

• 12% of total Portuguese exports • 1/5 of the total investment in innovation amongst the manufacturing industry 

Source and additional information: www.apquimica.pt  /  info@apquimica.pt  

http://www.apquimica.pt/
mailto:info@apquimica.pt

