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GLOSSARY  

ADCO Administrative Cooperation Groups for European cooperation on 

market surveillance 

ANSES French Agency for Food, Environmental and Occupational health 

and Safety 

ASO   Accredited Stakeholder Organisations 

ATP   Adaptation to Technical Progress 

BPR   Biocidal Products Regulation 

C&L   Classification and Labelling 

CA   Competent Authority 

CAD   Chemical Agents Directive 

CARACAL  Competent Authorities for REACH and CLP  

CBA   Cost-benefit analysis 

CCA   Cumulative cost assessment study 

CCH   Conformity check 

CLH   Harmonised Classification and Labelling 

CLP    Classification, Labelling and Packaging 

CMD   Carcinogen and Mutagen Directive 

CMR   Carcinogenic, Mutagenic or Toxic for Reproduction 

CoRAP  Community Rolling Action Plan 

COSME  Competitiveness of Small and Medium-sized Enterprises 

CSR   Chemical Safety Report 

DecaBDE  Decabromodiphenyl Ether 

DMF   Dimethylfumarate 

DNEL   Derived No Effect Level 

ECHA   European Chemicals Agency 

ECJ   European Court of Justice 

ECVAM  European Centre for the validation of alternative methods 

EEA   European Environment Agency 

EEB   European Environmental Bureau 

EEN   Enterprise Europe Network 

EFSA   European Food Safety Authority 

EMA   European Medicines Agency 

ENES   Exchange Network on Exposure Scenarios 

EOGRTS  Extended One-Generation Reproductive Toxicity Study 

ES   Exposure Scenario 

ESR   Existing Substances Regulation 

EURL-ECVAM European Union Reference Laboratory for Alternatives to Animal 

Testing  

FCM   Food Contact Materials 

FORUM  Forum for Exchange of Information on Enforcement 

GHS Globally Harmonized System of Classification, Labelling and 

Packaging of Chemicals 
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GDP   Gross domestic product 

GPSD   General Product Safety Directive 

HBCDD  Hexabromocyclododecane 

HPVCs  High Production Volume Chemicals 

IATA   Integrated Approach to Testing and Assessment 

ICCM    International Conference on Chemicals Management 

IOELVs  Indicative Occupational Exposure Limit Values 

IOMC  Internet-based Toolbox for Decision Making in Chemicals 

Management 

IPCS   International Programme on Chemical Safety 

ISO   International Organisation for Standardisation 

IUCLID  International Uniform Chemical Information Database 

JRC   Joint Research Centre 

MS   Member State(s) 

MSC   Member State Committee 

NGO   Non-Governmental Organisation 

OECD   Organisation for Economic Cooperation and Development 

OEL   Occupational Exposure Limit 

OJEU   Official Journal of the European Union 

OPC   Open Public Consultation 

OSH   Occupational Safety and Health 

PACT    Public Activities Coordination Tool 

PBDEs   Polybrominated diphenyl ethers 

PBDs   Polybrominated diphenyls 

PBT   Persistent, Bioaccumulative and Toxic  

PBTs   Persistent, Bioaccumulative and Toxic substances 

PCB   Polychlorinated biphenyl 

PfAs    Proposals for Amendments 

PFAS   Per and Perfluoro Alkyl substances 

PFOA   Perfluorooctanoic acid 

PFOS   Perfluorooctanesulfonic acid 

PIC   Prior Informed Consent Regulation  

PNEC   Predicted No Effect Concentration 

POPs   Persistent Organic Pollutants 

PPORD   Product and Process Oriented Research and Development 

PPPR   Plant Protection Products Regulation 

QSAR   Qualitative Structure Activity Relationship 

R&D   Research & Development 

RAAF   Read Across Assessment Framework 

RAC   Risk Assessment Committee 

REACH  Registration, Evaluation, Authorisation & Restriction of 

Chemicals 

REFIT   Regulatory Fitness and Performance Programme 

RMM   Risk management measure 



EUROPEAN COMMISSION 

 

5 
 

RMOA  Regulatory Management Options Analysis 

RoHS Restriction of Hazardous Substances in Electrical and Electronic 

Equipment 

ROI   Registry of intentions 

SAICM  United Nations Strategic Approach to Chemicals Management 

SCCPs   Short chain chlorinated paraffins 

SCOEL  Scientific Committee for Occupational Exposure Levels 

SDS   Safety Data Sheet  

SEAC   Socio-Economic Analysis Committee 

SIEF   Substance Information Exchange Forum 

SMEs   Small and Medium Sized Enterprises 

SVHC   Substance of Very High Concern 

t/y   Tonnes per year 

TSD   Toy Safety Directive 

UN GHS United Nations Globally Harmonized System of Classification, 

Labelling and Packaging of Chemicals 

UN   United Nations 

US EPA  Environmental Protection Agency of the United States 

US   United States 

UVCB Substance of Unknown or Variable composition, Complex 

reaction products or Biological materials  

vPvBs   Very Persistent and Very Bioaccumulative substances 

WEEE   Waste Electrical and Electronic Equipment 

WHO   World Health Organisation 

WoE   Weight of Evidence 

WTO   World Trade Organisation 
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aim of the EU to achieve the goals agreed at the 2002 World Summit on Sustainable 

Development
8
. 

2.1. Description of the initiative 

2.1.1. Objectives 

The objectives of REACH are to ensure a high level of protection of human health and 

the environment, including the promotion of alternative methods to animal testing for 

assessment of hazards of substances, as well as the free circulation of substances on the 

internal market while enhancing the competitiveness and innovation. In addition, 

REACH should contribute to the fulfilment of the World Summit on Sustainable 

Development 2020 goals.  

Protection of human health and the environment. 

REACH replaced the previously existing Regulations, Directives, Communications and 

Recommendations governing so-called new and existing chemicals by one unified 

systematic registration system, ensuring that the same obligations apply to all chemicals. 

In line with the polluter pays principle, REACH shifted the burden of proof by making 

industry responsible for safety, extending responsibility along the supply chain. The 

registration system introduced requirements to make sufficient information available 

about the properties of all chemicals including for the previously so-called existing 

chemicals in order to conduct risk assessments and introduce risk reduction measures 

where so required for hazardous substances. Health and environment benefits should 

result from the application of appropriate risk reduction measures.  

Harmonisation of the internal market. 

REACH aims at harmonising the general chemicals legislation at Union level for all 

cases where no more specific product legislation exists that also concerns chemicals. This 

was implemented by choosing a Regulation based on Article 95 of the EC Treaty (now 

Article 114 TFEU), which ensures uniform application in all Member States, by 

establishing a central Agency, the European Chemicals Agency (ECHA) to implement 

most of the scientific and technical work and by establishing detailed rules for the 

manufacture, placing on the market and use of substances throughout the EU.  

Enhancing competitiveness and innovation. 

The Regulation was designed to shape the innovative behaviour of firms in the chemical 

industry as it ended the disadvantages of the previous system for new chemicals by 

raising the registration threshold to 1 tonne per year per company (compared to 10 kg 

before for new substances) and by requiring the same amount of data for new and 

existing chemicals. REACH should therefore promote the competitiveness of the 

chemical industry and encourage innovation, by facilitating the development of safer 

chemicals, in particular chemicals aimed at replacing substances of very high concern 

(SVHCs).  

Promotion of non-animal testing. 

Registrants are obliged to systematically collect all available information. Only where 

this information is insufficient to fulfil the information requirements should a test be 

considered. Furthermore most testing involving animals needs prior approval by ECHA 

                                                      
8  Recital 4 of Regulation (EC) 1907/2006 
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and legal possibilities to use alternative methods to fill information gaps (e.g. through 

read across, in vitro testing) were introduced to promote non-animal testing.  

Separately the Commission has committed itself to stimulating and funding the 

development of new non-animal test methods.  

 

2.1.2. Intervention Logic of the REACH Regulation 

The intervention logic summarises how the intervention is envisaged to work. A visual 

representation is given of the logical links between the needs for the REACH Regulation, 

the objectives to be pursued, the actions taken by Member States, duty holders, the 

Commission and ECHA under each REACH process, the related output of these actions 

(e.g. substances registered or restricted) and general outcomes of the implementation and 

application of REACH (e.g. improved knowledge on substances, hazardous substances 

identified) leading to positive impacts on health, the environment and the functioning of 

the internal market as well as to enhanced competitiveness and innovation. 

Figure 1: intervention logic of the REACH Regulation 
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2.1.3. REACH elements 

The REACH Regulation came into force in 2007 and aims at improving 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 it manufactures, uses or 

places on the market. Manufacturers and importers have 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 ECHA in Helsinki, Finland, to be able to 

manufacture, import or place on the market ("No data no market"). ECHA is the central 

point in the REACH system: it manages the databases necessary to operate the system, 

verifies that the data submitted complies with the requirements, and co-ordinates the in-

depth evaluation of chemicals suspected to be of concern and is building up a public 

database in which consumers and professionals can find hazard information. The 

following section describes each of the main processes in REACH in greater detail and 

the timing of how they work together is illustrated in Figure 2 below. 

Figure 2: Timelines for implementation of the main REACH processes. 

 

It should be noted that some of the processes were new or had new elements and started 

immediately (such as registration), whereas others started only later (e.g. evaluation and 

http://echa.europa.eu/
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authorisation); others were a continuation from the pre-REACH system improved by a 

stronger integration of risk management with the risk identification process (e.g. 

restriction). Outputs and outcomes were expected to materialise with some delay, starting 

10 years after the begin of the REACH implementation, and persisting for another 20 

years,  in particular actual benefits in terms of improved health and environment 

protection. 

Registration, data sharing and avoidance of unnecessary testing 

Industry has to provide information on all chemicals it places on the market in volumes at 

or higher than 1 tonne per company per year (t/y); special attention is given to long-term 

and chronic effects at the higher tonnages. The registration information requirements 

depend on the proven or suspected hazardous properties, on uses, exposure and volumes 

of chemicals that are produced or imported.  

REACH puts the obligation on economic operators placing on the market hazardous 

substances and in particular for volumes above 10 t/y to apply a consistent and 

comprehensive approach to risk management in the chemical safety assessment (CSA) 

and to document the results in the chemical safety report (CSR) and the safety data sheet 

(SDS), containing also recommendations regarding the safe use of those chemicals which 

downstream users then must follow.  

To ensure proportionality, the system provides for a tiered approach (information 

requirements depend on volume of substance manufactured or imported) and staggered 

registration deadlines, where high volume
9
 and the most dangerous chemicals

10
 had to be 

registered by the first registration deadline in 2010, followed by medium volume
11

 

substances in 2013 and lower volume
12

 substances will follow in 2018.  

Furthermore, under certain conditions, producers and importers of articles have to notify 

to ECHA the Substances of Very High Concern (SVHCs) listed on the candidate list
13

 

which are present in their articles. 

To avoid unnecessary testing and reduce costs, data must be shared by companies 

registering the same substance. This is done in Substance Information Exchange Fora 

(SIEF) for substances already on the market when REACH entered into force (the so-

called phase-in substances) or through the inquiry process for new substances (non 

phase-in substances). The data sharing obligations aim to ensure that studies, in particular 

those involving vertebrate animals, which are already available, are shared, as well as 

their costs. If the information is not available, potential registrants have to agree who will 

undertake the necessary testing and ensure that the test is carried out only once. 

Information in the supply chain and downstream users 

Improving the communication within the supply chain is a central theme of REACH. In 

the previous legislation, communication was required from the manufacturer or importer 

down the supply chain to downstream users in the form of Safety Data Sheets (SDS). As 

                                                      
9 Above 1000Tn/year and registrant 

10 Carcinogenic, mutagenic and toxic for reproduction (CMR) and substances dangerous to aquatic 

organisms or the environment (the latter above 100 tonnes a year) 

11 Above 100Tn/year and registrant 

12 Above 1Tn/year and registrant 

13 SVHCs and candidate list are described later under authorisation 





https://echa.europa.eu/regulations/reach/evaluation/substance-evaluation/community-rolling-action-plan


http://echa.europa.eu/


http://echa.europa.eu/web/guest/about-us/who-we-are/enforcement-forum


http://ec.europa.eu/DocsRoom/documents/22063/attachments/1/translations/


http://ec.europa.eu/smart-regulation/impact/ia_carried_out/docs/ia_2003/sec_2003_1171_en.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52006SC0924
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52006SC0924
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2013:0049:FIN:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=SWD:2013:0025:FIN:EN:PDF
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2.  What have been the effects of REACH (whether socio-economic, environmental or 

health-related, both positive and negative), including also effects not originally 

planned? 

3.  What factors (including external ones) influenced the observed effects and to what 

extent? 

4. To what extent is REACH contributing to meeting the World Summit Sustainability 

Development 2020 goals? 

3.1.2. Efficiency 

1. What are the costs and benefits associated with the implementation of REACH? To 

what extent are the costs proportionate to the benefits achieved? 

2. What are the key drivers for those costs and benefits? What factors influenced the 

efficiency with which the accomplishments of REACH were attained?  

3. Was the distribution of costs proportionate between the different stakeholders (e.g. 

larger companies vs. SMEs, or among different industrial sectors)? To what extent are 

there unnecessary burdens on stakeholders? 

4. How are costs distributed among public authorities at EU and national levels? 

5. What aspects of REACH (including procedural aspects) are the most efficient and 

what are the least efficient (including the development of scientific opinions, work of 

scientific committees, urgency procedures, etc.)? Are there case studies demonstrating 

highly efficient or inefficient working of REACH processes? Are there differences in 

efficiency between Member States (both in terms of delivery of objectives and the 

costs of doing so)? 

3.1.3. Coherence 

1. To what extent are the different work processes, including their output, in REACH 

interacting in a coherent manner? 

2. The REACH review 2013 examined the coherence of REACH with other chemical 

legislation. To what extent have inconsistencies, contradictions or missing links with 

other EU chemical legislation been addressed through REACH implementation after 

2013? 

3. To what extent is REACH coherent with international efforts, including chemical 

legislation in third countries? 

3.1.4. Relevance 

1. To what extent is REACH capable of adapting to evolving needs (e.g. through 

adaptations to technical and scientific progress)? 

2. To what extent is REACH relevant to the EU and its citizens? 

3. To what extent is REACH capable of taking into account health, consumer and  

environmental concerns, and social and economic consequences that are relevant to 

citizens and stakeholders (e.g. through stakeholder information, consultation or 

involvement)? 

3.1.5. EU added value 

1. What is the additional value of regulating the risk management of chemicals at EU 

rather than at Member State level? 



http://ec.europa.eu/smart-regulation/roadmaps/docs/2017_env_005_reach_refit_en.pdf


http://ec.europa.eu/DocsRoom/documents/26825


http://ec.europa.eu/DocsRoom/documents/17785




https://echa.europa.eu/registration-statistics-infograph
http://ec.europa.eu/growth/sectors/chemicals/reach/studies_en


https://echa.europa.eu/documents/10162/13639/alternatives_test_animals_2017_en.pdf/075c690d-054c-693a-c921-f8cd8acbe9c3










http://ec.europa.eu/docsroom/documents/26847










http://ec.europa.eu/growth/tools-databases/newsroom/cf/itemdetail.cfm?item_id=8280
http://ec.europa.eu/growth/tools-databases/newsroom/cf/itemdetail.cfm?item_id=8280
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In addition, communication throughout the supply chain has increased and more 

information is available to chemical suppliers about the uses by downstream users. 

Nonetheless, there are still important gaps in the information passed down and an 

important share of downstream users still remain unaware of their REACH obligations. 

This is notably the case for article suppliers that have problems in obtaining and 

monitoring information on SVHC in their articles. 

In spite of these positive trends, REACH has not yet produced the amount of new 

information on chemicals that was expected when REACH was adopted, in particular 

concerning the long term endpoints. As an example, the number of new studies generated 

and submitted [by registrants] since REACH entered into force is less than originally 

predicted (for further details see table 4.1 on number of tests per end point in Annex 4 

paragraph 1.5). This means that less new hazard information than expected has been 

generated to enable identification of substances of very high concern.  

The registration process has been generally effective and 95% of all registrations have 

been submitted as joint registrations. This shows that the infrastructure built by industry 

to share information and develop joint dossiers has worked.  Non-compliance on at least 

one information requirement has been identified in at least 63% of the dossiers checked 

for compliance over the 2009-2016 period. This seems a high fraction but it has to be 

understood within its context in order to assess the real impact on the effectiveness. 

Deficient dossiers do contain useful information, as those deficiencies only include gaps 

not necessarily related to toxicology or exposure (e.g. substance identity) and double-

counting cannot be excluded.  

In order to improve the safety of chemicals ECHA has issued an integrated regulatory 

strategy which came into effect in 2015 by launching a common screening approach for 

all substances and registration dossier. This strategy focuses mainly on substances 

manufactured or imported in high volume and having a potential exposure/emission, 

which are prioritised for further risk management measures, such as substances 

evaluation, listing as very high concerns substances, restrictions, classification and 

labelling). This would enhance further the good functioning of other REACH processes 

and controlling the safety of chemicals of concern.  

While REACH is able to address emerging issues such as the risks from nanoforms of 

substances, the lack of specific information about nanoforms covered by REACH 

registration dossiers remains an issue. Several compliance check decisions by ECHA on 

the registrations of substances with nanoforms have been appealed to the Board of 

Appeal, and four were annulled.  The Commission has addressed these shortcomings 

through the recently proposed amendments of various REACH Annexes to clarify the 

information requirements for the registration of nanoforms. Some scientific gaps remain 

as to the suitability of test methods for nanoforms of substances and these are addressed 

in the OECD test guidelines programme. 

Overall, update of registration dossiers and subsequent evaluation is a time-consuming 

process, as it, when data needs to be provided by the registrant, normally takes two to 

four years from the date of the decision.  
Therefore, although it is too early to appreciate the overall impact of substance 

evaluation on risk management, a significant impact is anticipated in the coming years.  

Shifting the burden of proof to industry 

An important driver of the generation of information under REACH was the shift in the 

burden of proof to industry mainly through the registration and authorisation processes. 



http://data.consilium.europa.eu/doc/document/ST-10098-2016-INIT/en/pdf
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that more information would be available. However, this number provides only a limited 

indication of the effectiveness of REACH, as the REACH information requirements for 

technical dossiers to start a REACH restriction process are more complete than in the 

pre-REACH system. One of the difficulties compared to the pre-REACH system, in 

which the restriction proposal and the socio-economic analysis were developed by the 

Commission, is that under REACH the Member States have to prepare a restriction 

proposal within a much shorter timeframe (1 year versus up to 10 years). 

 

Application of the precautionary principle to reduce risks 

The precautionary principle is one of the three principles guiding environment policy 

under the Treaty. As stated in Article 1(3), the precautionary principle underpins REACH 

and its implementation. The Commission Communication on the precautionary 

principle
70

 sets out the mechanism used by the Commission, and by analogy Union 

agencies, for the implementation of the precautionary principle. This mechanism when 

applied to REACH in effect has two steps: 

(1) a scientific step, where the responsible scientific body (ECHA) assesses if the 

uncertainties are bigger than normal and if the consequences of those 

uncertainties could lead to a significant undesirable impact; 

(2) a risk management step, where the responsible risk management body (the 

Commission and REACH Committee) decide what action, if any, is required. 

The assessment set out in the scientific step was routinely applied under the previous 

legislation (existing substances). Under REACH, step 1 has been assessed by the 

scientific committee leading to two cases where the bigger than normal uncertainties 

were identified but no further risk management steps were taken on the basis of the 

Precautionary Principle. In two cases a decision was taken to generate further 

information
71

.       

Since the entry into force of REACH, the Commission has not proposed measures where 

action was based on the precautionary principle as ECHA opinions have not triggered 

such principle. In most cases, the ECHA and its Committees did not assess the scientific 

uncertainties  to enable the Commission to consider possible action based on the 

Precautionary Principle.  

The principle could be invoked by ECHA in cases where there are indications of 

potential risks while the insufficiency of data, their inconclusive or imprecise nature 

makes it impossible to determine with sufficient certainty the risk in question. In such 

cases, ECHA should highlight to the Commission which information is needed to clarify 

the uncertainties, the timeline for generating such information and provide an assessment 

of the potential consequences of inaction.  The restriction task force has identified this 

issue and recently the Committee assessment on uncertainties has been conducted. 

                                                                                                                                                              
Commission Proposal and the Extended Impact Assessment. The assumption for restrictions was that 

better information in the registration dossiers, more information on the hazard properties of substances 

(e.g. through substance evaluation), the ability to target the risk assessment and strict deadlines would 

significantly increase both efficiency and the ability to identify substances needing restrictions.  

70 The Precautionary Principle is enshrined in the Treaty on the Functioning of the EU and its definition 

and scope are set out in the Commission communication (COM(2000) 1final) 

71 Bisphenol-A (more information where requested on the alternative Bisphenol-S (same risk profile)), and 

D4/D5 (more information was requested on products similar to the ones restricted). 



https://echa.europa.eu/addressing-chemicals-of-concern/authorisation/substances-of-very-high-concern-identification/candidate-list-of-substances-of-very-high-concern-for-authorisation
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definition. Also the joint scientific guidance of EFSA and ECHA for the identification of 

EDs will be established in 2018. The data requirements in the PPP and BP Regulations 

will be adapted accordingly in order to be able to assess whether the criteria are met. As 

the data requirements in the PPP and BP Regulations differ from the REACH data 

requirements, and the level of protection foreseen in the REACH legislation should be 

safeguarded, the applicability of the criteria to identify ED properties under the PPP and 

BP Regulations needs to be evaluated. This further emphasises the need to have effective 

testing methods available. Whilst the REACH standard information requirements have 

limited capacity for providing data on ED properties, a number of adverse effects related 

to ED mode of actions (human health and environmental) can be identified by the 

extended one-generation reproduction toxicity study (EOGRTS), as well as by some of 

the other information requirements
77

. Further details are described under the relevance 

questions (Part 7.4). 

6.1.1.1.3. Impact on the incidence of diseases 

The section above has shown that the steps of the intervention to a great extent take place 

as envisaged in the intervention logic, suggesting effectiveness for this objective.  This 

should (eventually) lead to a positive impact reducing diseases and environmental 

damage. However, providing evidence on the impact is challenging because the main 

expected impact is the absence of certain adverse effects, and furthermore:  

- the majority of impacts will materialise in the future, for example, because of 

latency periods; 

- even if changes in incidence (such as rates of cancer cases) can be observed, it is 

difficult to attribute these changes to different drivers/interventions.  

In terms of the expected impacts, the Extended Impact Assessment prepared during the 

adoption process of the REACH Regulation describes some of the potential health 

benefits of REACH resulting from health benefits for workers through reduced 

occupational exposure, effects of restrictions on the reduction of the risks to the 

environment and the general public. The health benefits were expected to be in the order 

of magnitude of EUR 50 billion over the next 30 years (in net present value terms)
78

, 

assumed to start to occur 10 years after REACH implementation begins, and persist for 

another 20 years.  

At present, a lot of challenges and knowledge gaps remain to assess the impact of 

REACH on health and environment (e.g. impacts on diseases). However, even the 

limited available information suggests that REACH has had a positive impact on health 

and the environment (e.g. human health benefits as a result of the enacted restrictions).    

So far, information on changes in health resulting from a decrease in exposure to 

chemicals is only available for occupational skin diseases and occupational asthma
79

. A 

                                                      
77 Effects related to human health for repeated dose toxicity, carcinogenicity and reproductive toxicity (e.g. 

according to OECD TG 421, OECD TG 422, OECD TG 414, OECD TG 408 )77, while additional 

data on ED adverse effects related to environmental endpoints are gathered via tests on short and long 

term toxicity 

78 Based on the assumption  that on average 10 DALYs are equivalent to 1 life saved, then 45 000 

Disability-Adjusted Life Years (DALYs) would be equivalent to 4 500 lives saved per year due to 

REACH. 

79 RPA study - Information used in the RPA study was coming from two national OSH databases (the UK 

Health and Safety Executive and the German Social Accident Insurance). 
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progressive reduction in the occurrence of occupational skin diseases and occupational 

asthma has been observed, resulting in total cost savings of, respectively, around EUR 

1.59-1.87 billion and EUR 249.9 million, respectively for the period 2004-2013. The 

trends observed are the likely result of multiple factors, such as an increased awareness 

on health and safety in workplaces, the pro-active adoption of better risk management 

measures, the restriction/withdrawal of some skin and respiratory sensitisers, the 

reduction of the workforce in sectors where workers are particularly exposed to skin or 

respiratory sensitisers and technological progress in the production processes. 

Nevertheless, REACH is a factor for many of these aspects and so seems to have played 

a major role in reducing the number of cases of occupational skin diseases and 

occupational asthma. 

ECHA has also assessed the expected annual human health related benefits
80

 from 

restrictions processed under REACH since 2009 indicating also positive impacts for at 

least 81,000 consumers and workers, the value of which could not be estimated. An 

example with direct effects on consumers is the restriction of chromium (VI) in leather 

articles that applies since May 2015, which has been estimated to enable approximately 

1.3 million people with chromium allergy to use leather articles without fear of 

symptoms and to avoid approximately 10 800 new cases of chromium allergy in the 

Union each year. The benefits, in terms of avoided healthcare costs, productivity losses 

(due to lost working hours) and avoided suffering (the willingness to pay for avoided 

allergy and symptom days) amounts to an estimated EUR 350 million per year. 

6.1.1.2. Promotion of alternative methods  

The available information, though limited, suggests that REACH enhanced the 

development, use and acceptability of alternative methods to replace, reduce, refine 

animal testing (see details in annex 4 paragraph 2.1.2.1).  

In particular, there was a replacement of in vivo tests with validated and internationally 

accepted in vitro tests in the standard information requirements of REACH or in other 

cases the refinement of in vivo tests to reduce the number of test animals or improve data 

adequacy for classification and risk assessment (see Annex 4 chapter data sharing, test 

methods and avoid unnecessary animal testing). 

For practical reasons e.g. lengthy administrative procedures of adoptions of the test 

methods regulation as well as inclusion of new OECD methods in the REACH Annexes, 

the uptake of alternative methods coming from OECD is taking considerable time and 

sometimes leads to discrepancies due to ongoing developments between the test methods 

regulation and the OECD guidelines, which may have evolved in the meantime.  

For skin sensitisation the introduction of the first Adverse Outcome Pathway
81

-based test 

(alternative) approach has proven challenging, due to the inherent flexibility of the 

approach, which affects e.g. industry confidence as well as enforcement from Member 

States. Also in the alternative higher tier testing for reproduction toxicity the inherent 

flexibility has proven challenging. Reflections are necessary how in future such (flexible) 

approaches, which are expected to increasingly emerge in the near future, can be 

accommodated in the framework of REACH information requirements.   

                                                      
80 Cost and benefit assessment in the REACH restriction dossiers, ECHA, April 2016 

81 A structured representation of biological events leading to adverse effects relevant for risk assessment 

https://echa.europa.eu/documents/10162/13630/cost_benefit_assessment_en.pdf
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Because of the strong emphasis in the REACH text on the use of alternatives and the 

"last resort principle", REACH, together with the Cosmetics Regulation, is one of the 

principle drivers in the EU for the use of alternatives to animal testing
82

.  

Many registrants rigorously implement the legal requirements to propose testing on 

animals only as a last resort. However, a significant number of recently conducted in-

vivo tests are still being submitted. The reasons for this need to be further explored; one 

could be the non-acceptance of alternative methods in Third Countries.  

Positively, alternative approaches like read-across and weight of evidence are being used 

to a large extent to avoid or limit the need for (any) new testing (more information in 

Annex 4 paragraphs 2.1.2.1., 2.1.2.3.and 2.1.2.5). However, the scientific validity of such 

approaches needs to be better substantiated in many of those dossiers.  

ECHA concludes in its third report on the use of non-animal test methods
83

 that 

registrants generally made extensive use of existing information and adaptation 

possibilities before conducting new studies or proposing new high tier vertebrate animal 

tests, whereas regulatory requirements are updated to take up new reduction and 

replacement methods. The uptake and regulatory acceptability of the new methods in the 

EU also heavily stimulates validation and acceptance of alternatives in different 

jurisdictions. 

Available information suggests that REACH enhanced the development, use and 

acceptability of alternative methods to replace, reduce, refine animal testing, but there are 

still areas of improvements regarding the use of adequate alternative methods. ECHA, 

which is putting a lot of effort into promoting new test methods through, among others, 

the update of guidelines on test methods stresses that the recognition of an alternative 

method by amendments under REACH and the Test Method Regulation
84

 takes 

considerable time. However, formal recognition of new testing methods through 

inclusion in the Test Method Regulation remains a challenge due to the inherent 

administrative processes and the time required for translation of the long and highly 

technical test protocols in all EU languages.  

The experience from recent modifications of standard information requirements in 

Annexes VII-X to REACH have also highlighted a number of challenges for regulatory 

acceptance of new methods. This can significantly influence the time needed to complete 

the process of gaining acceptance, in particular related to concerns raised in relation to 

assessing the equivalence of information generated via in vitro or in vivo testing, 

maintaining the previous level of protection for human health and the environment, 

addressing flexibility in test guidelines as well as testing costs and availability of test 

laboratories able to perform new tests.  

6.1.1.2.1. Avoidance of unnecessary testing 

Regarding data sharing, ECHA built a publicly accessible database of available data on 

substances registered under REACH, encouraging data sharing and avoidance of 

unnecessary duplication of tests. These effects are reaching beyond the EU as the 

information available through this database is being used in other jurisdictions.  

                                                      
82 The interplay between REACH and the Cosmetics Regulation is further analysed in section 6.3.2.3 

83 Report on the operation of REACH and CLP, European Chemicals Agency (ECHA), 2016 

84 Commission Regulation (EC) No 440/2008 

https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf


http://fr.zone-secure.net/13451/186036/#page=1


http://ec.europa.eu/DocsRoom/documents/14581/attachments/1/translations/en/renditions/native&usg=AFQjCNH4hu-0KJUtY0QyMvRSptk6jZnmow&sig2=xs3I5pBS91RMrXfBuNjvlw


http://assets.wwf.org.uk/downloads/innovationreport.pdf
http://www.ciel.org/Publications/Innovation_Chemical_Feb2013.pdf
https://www.oecd.org/policy-briefs/PB%20Green%20Growth_Dec14_v5.pdf


https://echa.europa.eu/pact
https://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-plan
http://reach-hamburg.de/fileadmin/user_upload/Newsletter/CA_MS_33_2015_Austrian_study_on_effects_of_REACH.pdf


http://data.consilium.europa.eu/doc/document/ST-10098-2016-INIT/en/pdf
http://ec.europa.eu/growth/sectors/chemicals/reach/review_en






http://ec.europa.eu/environment/chemicals/reach/pdf/final_report_2016.pdf
http://ec.europa.eu/DocsRoom/documents/20001


https://www.canada.ca/en/health-canada/services/chemical-substances.html
https://www.epa.gov/chemicals-under-tsca


http://ec.europa.eu/DocsRoom/documents/20001
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ECHA and the Member States have, among other issues, addressed several new and 

scientifically challenging issues such as new test methods, read-across and other 

alternative methods. Furthermore, the activities focused on proper identification and 

assessment of Substance of Unknown or Variable composition, Complex reaction 

products or Biological materials (UVCB) substances, characterisation and safety 

assessment of nanomaterials and the assessment of complex toxicological modes of 

action such as endocrine disruption. This has increased scientific knowledge and 

understanding of the issues among EU authorities, industry, other stakeholders, and the 

scientific community. 

Common screening and the implementation of the SVHC Roadmap are other processes 

where cooperation between Member States, ECHA and the Commission has promoted a 

coherent management of substances of concern, and has supported less experienced 

authorities in joining the implementation work. By that the number of substances 

addressed did increase. Compliance check and substance evaluation are also processes 

whose effectiveness is supported by very close cooperation between ECHA and Member 

States.
122

 

In addition to the coordination of public authorities, it is notable the involvement of 

stakeholders (industry, NGOs, trade unions, etc.) in the bodies and networks organised 

by the Commission and ECHA that provide platform for discussion and capacity 

building. 

6.1.3.2. Role of enforcement 

Enforcement actions by Member States influence greatly the correct implementation of 

REACH requirements. Member State enforcement strategies are broadly in line with the 

strategy of the Forum
123

 and are an important prioritisation tool to focus activities on 

actual non-compliance risks.  

The organisation of enforcement activities is complex as in most EU and EEA Countries 

several national authorities are responsible for enforcing different parts of REACH (e.g. 

health and/or consumer protection authorities, national chemical agencies, labour 

inspectorates, environmental authorities or customs authorities). Such complexity 

requires enhanced coordination at national level (e.g. via regular meetings, memoranda 

of understanding or development of legislation to define responsibilities among 

authorities).  

Effort has gone into improving enforcement and progress can be seen in a number of 

areas, although it is clear that it can still improve as shown by the indicators on 

enforcement activity which indicated lower level of compliance in particular with respect 

to control of imports and supply chain obligations   (see Section 5.9 and Annex 4, 

paragraph 9.1.1 and 9.1.2). For example, market surveillance activities follow the 

adoption of new restrictions, identifying non-compliant products on the market and 

taking action by withdrawing such products from the market and notifying other Member 

States through the RAPEX Network.  

The Forum coordination activities have increased from 2011 to 2015, focusing more on 

the practical harmonisation of enforcement operations through concrete projects
124

. Most 

                                                      
122  See further details in the evaluation section 

123  https://echa.europa.eu/about-us/who-we-are/enforcement-forum  

124  Further details in the  Annex 4, chapter 9.  

https://echa.europa.eu/about-us/who-we-are/enforcement-forum
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Member States (on average 28 of the 31 EU/EEA countries in every REACH Enforce 

REF project) participate in Forum projects and express appreciation, considering it to be 

an effective instrument to coordinate and harmonise the enforcement of REACH across 

the EU, exchange experience, and develop procedures for cooperation between national 

authorities and ECHA. 

The results of the Forum's coordinated enforcement projects
125

 have shown that the 

effectiveness of the enforcement activities of the Member States can still be improved in 

particular regarding registration obligations and Safety Data Sheets where a relatively 

high level of non-compliance have been found. These are the main tools for identifying 

hazards and risks and for communication along supply chains, respectively, as well as for 

controlling imported goods. Custom controls are based on non-compliance risk but 

nonetheless, insufficient control on imported goods is considered to pose risks for 

consumer safety as well as prevent an effective level playing field for EU manufacturers. 

An ECHA Forum project dealing with registration revealed that the highest proportion of 

non-compliant companies is among only-representatives (34 %), compared to importers 

(15 %) and manufacturers (6 %). The preliminary results of a Forum project in the area of 

restrictions show a similar trend, as 10% of EU-manufactured products are non-

compliant, while 17% of non-EU products are not compliant and 39% of products of 

unknown origin are non-compliant.  

The enforcement projects also revealed some differences among Member States (i.e. 

some tend to systematically report higher compliance than the EU average whereas others 

keep to the lower end). However, no comparable information is available to assess the 

effect on the internal market. 

While the coordination activities of the Forum are highly appreciated, according to the 

public consultation many stakeholders are of the view that the effectiveness of 

enforcement is not yet equal throughout the Union and more efforts should be done at 

national level suggesting targets for enforcement. Up to date, the Commission has started 

one infringement procedure for a breach of the harmonised implementation of REACH in 

relation to information requirements for SVHCs in articles
126

.  

6.1.3.3. External factors 

The effects observed and the achievement of REACH objectives are also influenced by 

factors that are external to REACH. For example, the performance of the EU chemical 

industry was severely affected by the 2008/2009 global recession and after a rapid 

cyclical recovery, production has been growing more slowly than global demand since 

early 2011
127

.  

Global demand for chemicals is strongly driven by China, India and other emerging 

countries whose economies (and also chemical sectors) are growing faster than those of 

Europe and North America, where the EU chemical sector sells most of its products. In 

addition, energy prices, currency appreciation, the cumulative regulatory and tax 

                                                      
125 On the basis of the projects REF-1, REF-2 and REF-3, available at https://echa.europa.eu/about-us/who-

we-are/enforcement-forum/forum-enforcement-projects  

126 See section 5.4 as regards the infringement procedure in relation to information requirements for 

SVHCs in articles. 

127  The EU production of chemicals fell significantly in 2008 and 2009 (by -3.4% and -11.8% respectively 

in volume terms). Production enjoyed a strong recovery in 2010 posting a 10.2 % growth rate compared 

to the year before (Cefic, Chemdata International). 

https://echa.europa.eu/about-us/who-we-are/enforcement-forum/forum-enforcement-projects
https://echa.europa.eu/about-us/who-we-are/enforcement-forum/forum-enforcement-projects


http://ec.europa.eu/DocsRoom/documents/17784/attachments/1/translations/
http://ec.europa.eu/environment/chemicals/reach/pdf/study_final_report.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/study_final_report.pdf


http://www.un.org/disabilities/documents/rio20_outcome_document_complete.pdf
https://publications.europa.eu/en/publication-detail/-/publication/e636b772-1164-4a91-b024-069000bf5626/language-en/format-PDF/source-30978212
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improved market control in the Union and the better exchange of information on the legal 

status of chemicals.  

6.1.4.2. Roadmap of actions 

The 2013 study
2
 (Figure 43, page 346) set out a roadmap of legally mandated, policy and 

other actions deemed necessary to reach the WSSD 2020 goal. The study explains why 

these actions are considered necessary to meet the WSSD 2002 goal assuming that the 

work on evaluation will effectively ensure compliant registrations dossiers and an 

efficient implementation of restrictions and authorisation. The following table gives a 

short overview of which actions were carried out and which ones not.  

Table 2: roadmap to reach the WSSD 2020 goal 

Roadmap Action Action 

2013   

Registration deadline for phase-in substances >100 t/y 

by 1 June (Art. 23(2)) Done 

Clarify the relationship between OELs and DNELs in 

ECHA guidance and SDS Ongoing 

Review regarding Endocrine Disruptors(Art. 138(7)) Done 

Draft implementing act on nanomaterials by December 

2013 Ongoing 

Reduce registration fees and other actions for SMEs Done 

Annual update of the Community Rolling Action Plan 

(Art. 44(2)) Done 

Improve awareness of REACH and safety data sheets 

with downstream users Ongoing 

2014   

Review of chemical safety assessment for CMRs 1 June 

2014 (Art. 138(1)) Ongoing 

Support for the identification of substances and efficient 

data sharing Done 

ECHA report on non-animal test methods, by 1 June 

(Art. 117(3)) Done 

Tests for physical hazards to be carried out from 1 Jan 

2014 (CLP Art. 8(5)) Done 

Annual update of the Community Rolling Action Plan 

(Art. 44(2)) Done 

2015   

Possibility of implementing act on substance 

identification and "sameness" Done 

Member States' reports on the operation of REACH, 1 

June 2015 (Art. 117(1)) Done 
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Annual update of the Community Rolling Action Plan 

(Art. 44(2)) Done 

2016   

Consider options for the development of rules and 

guidelines to protect children 

Not yet 

started 

ECHA report on the operation of REACH, 1 June 2016 

(Art. 117(2)) Done 

Annual update of the Community Rolling Action Plan 

(Art. 44(2)) Done 

Awareness raising on recognition of CLP hazard labels 
Not yet 

started 

Industry voluntarily action develop product packaging 

that is consistent with CLP 

Not yet 

started 

 

The still ongoing or not yet commenced actions are delaying either the efficient 

generation of information (for example nanomaterials) or information use (all other 

actions) and hence delaying the ability to ensure that adverse effects are minimised.    

6.1.4.3. Conclusions 

REACH contributes to meeting the WSSD 2020 goal to achieve the environmentally 

sound management of chemicals also beyond the EU borders. Indeed, there has been 

considerable progress since the first goal was adopted in 2002. Notably, many of the 

targets set out by the ICCM in 2006 have been met or are on track to be met by 2020. 

However, a number of actions needed to meet the WSSD 2020 goals have not or only 

partially been carried out such as: information gaps identified in the registration dossiers; 

better targeting consumers or civil society at large; enhanced delivery of risk 

management measures. This contributes to the conclusion that it is not likely that the EU 

will meet the 2020 goal as set out in 2002 and hence also not the one of 2017.   

It can therefore be concluded that progress has been made towards meeting the 2020 goal 

but additional efforts are needed. 

 

6.2. Efficiency 

6.2.1. HOW DO COSTS AND BENEFITS OF REACH COMPARE? 

Assessment question: What are the benefits and the costs and the corresponding key 

drivers associated with the implementation of REACH? To what extent are the costs 

proportionate to the benefits achieved?  

Overall, the estimates of benefits and costs available indicate that the costs seem to be 

justified by the benefits. The biggest source of costs is the registration process: the costs 

for the first two registration deadlines, which were higher than originally predicted (in 

part because of mandatory data sharing, which was not considered in the Commission 

proposal), amounted to a total of EUR 2.3- 2.6 billion (compared to an estimate of EUR 

1.7 billion). Even if in the same order of magnitude (the observed costs are 

approximately 35% higher than forecast), there is still scope to improve the efficiency.  





https://bookshop.europa.eu/en/impacts-of-reach-and-corresponding-legislation-governing-the-conditions-for-marketing-and-use-of-chemicals-in-different-countries-regions-on-international-competitiveness-of-eu-industry-pbEA0616230/
https://bookshop.europa.eu/en/impacts-of-reach-and-corresponding-legislation-governing-the-conditions-for-marketing-and-use-of-chemicals-in-different-countries-regions-on-international-competitiveness-of-eu-industry-pbEA0616230/
http://ec.europa.eu/DocsRoom/documents/22664
http://ec.europa.eu/environment/chemicals/reach/pdf/1-10t%20InfReq%20Final.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/1-10t%20InfReq%20Final.pdf


https://echa.europa.eu/documents/10162/13630/cost_benefit_assessment_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:229:0023:0034:EN:PDF
https://echa.europa.eu/documents/10162/13634/operation_reach_clp_2016_en.pdf


http://ec.europa.eu/environment/chemicals/non-toxic/index_en.htm
http://ec.europa.eu/environment/chemicals/non-toxic/index_en.htm
http://chemsec.org/wp-content/uploads/2016/03/The_bigger_picture_160217_print.pdf
http://ec.europa.eu/growth/sectors/chemicals/reach/review_en


http://ec.europa.eu/social/BlobServlet?docId=16874&langId=en
http://ec.europa.eu/social/BlobServlet?docId=16874&langId=en
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6.2.1.2. Costs associated with the REACH Regulation  

Direct compliance costs  

Whilst the different actions of REACH facilitate the benefits, they also have direct costs. 

These are analysed in Annex 5 in more detail. 

Registration 

Among the REACH processes, Registration remains the main cost driver for EU 

industry, as it has the largest impact on business activity (production, prices, downstream 

sectors).  

The cost drivers in the registration process are associated to the fees, which can vary 

according to the volume of the substance (the higher the volume, the higher the fee) and 

the size of the company (as SMEs benefit from lower registration fees), and to the 

preparation of the registration dossiers, which can vary according to the complexity of 

the dossier (depending on the intrinsic properties of the substance, the volume placed on 

the market and the use spectrum of the substance), the level of data sharing between 

registrants, the complexity of the Substance Information Exchange Forum (SIEF) and the 

availability of information (e.g. already existing information vs. new tests to be 

performed).  

According to the General Report on REACH 2013150, ECHA's fees in some cases 

represented 50% or more of the total costs companies incur when registering, especially 

in the case of simpler registration dossiers and smaller firms. In the case of more 

complicated dossiers, data collection, costs related to SIEF and consortia (including 

management and other fees) were the main cost elements. According to ECHA, "the 

major cost item in Registration is formed from the costs of compiling and generating the 

necessary data to fulfil the REACH information requirements", when registration fees 

only represent a minor part of the overall cost of registration.  

The results from the Online Business Survey conducted by CSES et al (2015) confirm 

the views of ECHA, and suggest that the two costliest activities in the registration of 

substances in the tonnage band 100 to 1 000 tonnes (2013 registration deadline) were 

those associated with the fulfilment of the information requirements and with the 

preparation of the registration dossiers, while the registration fees represented 14% of the 

costs only.  

The Extended Impact Assessment of the Commission accompanying the proposal on 

REACH estimated testing and registration costs of REACH to amount to EUR 2.3 billion 

in 2003 values (EUR 2.6 billion in 2011 values151) over the 11 years planned for 

completing the registration of all substances. This amount includes registration fees, 

estimated at EUR 300 million, registration costs, estimated at EUR 500 million, testing 

costs estimated at EUR 1 250 million (assuming the validation and acceptance of QSARs 

can be applied within this timeframe), costs linked to safety data sheets, estimated at 

EUR 250 million, authorisation procedures, estimated at EUR 100 million, and savings 

of EUR 100 million for new substances below 1 tonne. Compulsory data sharing was not 

considered in the extended Impact Assessment as it was not envisaged in the original 

Commission proposal. 

                                                      
150 General Report on REACH 2013, European Chemicals Agency (ECHA), April 2014 

151 Cumulative cost assessment CCA for the EU Chemical Industry, Technopolis Group, commissioned by 

the European Commission, April 2016 

https://echa.europa.eu/documents/10162/13560/mb_04_2014_general_report_2013_en.pdf
http://ec.europa.eu/DocsRoom/documents/17784/attachments/1/translations/


http://ec.europa.eu/DocsRoom/documents/14581/attachments/1/translations
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lead to product withdrawal, with the associated knock-on effects for the firm concerned 

by the withdrawal, upstream suppliers (if present) and downstream users, although there 

is limited evidence of this so far.  

The cost for generating data under dossier evaluation were estimated to be for the period 

2009 - 2016, only for the 1 907 requests on 'super-endpoints' in the 1 695 final decisions, 

in the order of EUR 200 million
157

. It should be noted that these costs should be 

attributed to registration, as they are merely covering the information gaps due to 

pending registration obligations or non-compliance.  

For substance evaluation, the combined cost estimation is not available but is 

comparatively smaller due to a much lower number of substances addressed; in the same 

time interval, 82 decisions were issued. In 26 decisions taken in 2016, 84 data generation 

requests were made. While the requests are of course very case specific, tailored only to 

the information required to clarify the concern, they can be assumed to be in cases 

substantial for the individual companies addressed by the decision.  

Evaluation is however also time and resource intensive for the Competent Authorities: 

excluding the time to perform the test itself, the average time for dossier evaluation is 

461 days, and for substance evaluation more than 2 years. For the latter, an additional 

time for placing the substance on the list prior to the assessment (13 months on average) 

needs to be counted. In order to provide support to Competent Authorities in the work 

they perform for substance evaluation, ECHA decided to transfer a proportion of the fees 

collected by ECHA to Member States. The estimated average time in this Decision is of 

around 65 days for year 2017
158

.  

According to ECHA's 2016 Final Work Programme
159

, 106 Full Time Equivalent (FTE) 

are dedicated to evaluation (this includes both dossier and substance evaluation 

assessment and decision making, as well as the evaluation decisions follow-up, 

management, scientific support and related IT development). Significant effort is put into 

the evaluation also by MSCA
160

 and the Commission
161

, but no consistent information is 

available.  

Authorisation 

The main cost driver for actors that have substituted Annex XIV substances before their 

                                                      
157 See chapter 5, subchapter on Evaluation, for more details. Super-endpoints cover most important 

information from the perspective of integrated regulatory strategy. Other requests beyond these 

endpoints were made as well. No precise cost figures are available; this estimate is based on the 

statistics on the number of individual data requests in the period and the costs per each test as used in 

the draft Impact assessment accompanying the Proposal for revision of REACH Annexes on 

nanomaterials. As the proposal is still in decision making, the impact assessment has not yet been 

published 

158 Decision of the Management Board on the financial arrangements for the transfer of a proportion of the 

fees to the Member States, December 2014 

159 ECHA's Work Programme 2016, European Chemicals Agency ECHA, December 2015 

160 Commenting all evaluation draft decisions and performing as an evaluating authority for the selected 

substances under substance evaluation. For example, the figures reported by Member States for 

persons-day dedicated per year to dossier evaluation vary from 0.02 to 1 000 and the figures for 

substances evaluated (2012-2014) from 0 to 18 

161 The Commission is required to process all evaluation decisions for which no unanimity has been 

achieved in the ECHA Member States Committee  

https://echa.europa.eu/documents/10162/13608/decision_ms_fee_transfers_en.pdf
https://echa.europa.eu/documents/10162/13608/decision_ms_fee_transfers_en.pdf
https://echa.europa.eu/documents/10162/13608/final_mb_47_2015_wp_2016_en.pdf/
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sunset dates, and therefore their uses did not need an authorisation, lies in costs of 

substitution. The main direct cost drivers for companies applying for authorisations are 

the fees, the preparation of the application, including charges for consultancy services, 

and the interactions with authorities after an application is submitted. There are further 

follow-up costs for companies, including those resulting from the compliance with the 

conditions set out in the granted authorisations, R&D costs, the adaptation of the 

production process or the implementation of the alternative.  

From industry's perspective, the biggest cost driver is the uncertainty about the future 

legislative requirements for the substances that companies manufacture or use. Such 

uncertainty arises already at the stage of placing a substance on the candidate list and is 

in general associated with potential negative effects on investment decisions and/or on 

the choice by companies on where to locate their production facilities. Evidence of this 

actually happening is however limited to anecdotal facts and the issue would need to be 

studied further. 

Direct costs of applications for authorisation for companies include fees paid to ECHA 

and the administrative cost of preparing, submitting and defending the application 

dossier. The costs of the applications have been estimated by ECHA (2016) to be 

currently around EUR 120 000 per use per applicant in 2016 (in average), down from 

nearly EUR 230 000 in 2013 (reduction of about 50%)
162

.  

Figure 4: Application costs per applicant per use in 2013-2015 

 
Source: ECHA, 2016  

 

However, there are administrative burden and capital costs not taken into account in 

these figures, such as the time to prepare the applications for authorisation or the 

subsequent costs of complying with certain conditions of the authorisations imposed by 

the Decisions, and costs of substitution. The data available from ECHA include only the 

costs of preparing an application for authorisation, but no information on R&D and 

capital cost of substituting or costs of fulfilling the conditions of authorisation 

(monitoring, improving risk management etc). 

                                                      
162 The estimates are based on a systematic collection of application costs from ECHA, no explanations are 

provided in ECHA's report about the causes, although it may be assumed that the reduction is linked to 

a better expertise from applicants as well as a better understanding of the applicants with regard to the 

information required by the ECHA scientific committees 
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Restriction 

The main cost drivers for industry are the substitution of the concerned substances by 

their alternatives or the compliance with the newly set thresholds or content limit values 

due to the availability of reliable analytical methods. There can be additional indirect 

costs linked to the non-availability of the restricted substance or constraints in the use 

(which would affect the production costs and the price of the final product). The costs for 

Member States when submitting a proposal for restriction occur mainly when preparing 

the dossier (data are not always easy to retrieve
163

, lack of expertise or resources) or 

when the proposal does not pass the conformity check and additional information is 

requested to Member States in order to have the dossier in conformity. Other general 

costs for all Member States are those related to the enforcement of the restrictions, once 

they enter into force. 

The report on Cost and benefit assessments in the REACH restriction dossiers
164

 

evaluates the total substitution costs linked to restrictions in the EU to EUR 290 million 

per year. Variation between cases is however significant, between EUR 0 and EUR 100 

million per year per case, and the five most expensive restrictions contributed to around 

88% of the total costs. Based on that study conducted by ECHA, it is estimated that 9 of 

the restrictions submitted and adopted during the review period under Article 68(1) for 

the introduction of new restrictions and the amendment of current ones have an estimated 

cost of about EUR 170 million per year
165

. 

Indirect costs  

The indirect costs are mainly generated by the withdrawal of a substance from the market 

due to economic reasons (e.g. the registration cost is too high), or by the withdrawal of a 

substance from the EU market in certain uses following a restriction or a change in 

classification. For example CSES et al (2015) show that near to one third of companies 

(including downstream users) have reported to be affected by a withdrawal of a substance 

from the EU market due to registration costs. According to affected companies in a case 

study
166

, this leads to R&D expenditure for reformulating mixtures, increased 

manufacturing costs and increased price of substances, loss of markets or even ceasing 

business activity and supply chain effects (e.g. the impacts of substance withdrawal and 

increased price on downstream users).  

CSES et al (2015) concluded from their survey results that the 2013 registration deadline 

is unlikely to have resulted in a significant increase in prices of chemical substances, as 

the main reaction from companies was to absorb costs rather than increase prices to 

recuperate costs. The survey results suggest that only around 20% of companies 

                                                      
163 Report of the Task Force on Restriction Efficiency, European Chemicals Agency ECHA, October 2014 

164 Cost and benefit assessment in the REACH restriction dossiers, European Chemicals Agency ECHA, 

April 2016 

165 This figure includes only the quantified and monetised costs, and thus do not represent the absolute 

value of the costs of the adopted restrictions. The costs figures presented in the ECHA report (costs of 

about EUR 290 million) differ from the ones presented above as they also include restrictions outside 

the reference period, i.e. the 4 restrictions submitted before the reference period and restrictions 

processed by ECHA but still in the decision-making process of the Commission (NMP, Methanol in 

windshield washing fluids, D4/D5 in personal care products) 

166 31 companies participated in the case study on the business impacts of withdrawals 

https://echa.europa.eu/documents/10162/13641/report_task_force_on_restriction_efficiency_en.pdf
https://echa.europa.eu/documents/10162/13630/cost_benefit_assessment_en.pdf
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Mainly substitution costs  

(higher prices of 

alternatives and investment 

costs).  In some cases the 

lost consumer surplus, 

enforcement costs and 

compliance control costs to 

industry were quantified.  

 

Conclusion on the costs   

Overall, the main direct costs under REACH are observed to be mainly arising from the 

registration obligations and from the communication of information along the supply 

chain (extended Safety Data Sheets). Whilst there is some uncertainty over the costs 

incurred so far, the costs for the first two registration deadlines appear to be between 

EUR 2.3 -2.6
169

 billion, in the range of the Impact Assessment. The evaluation costs can 

still be significant, in the order of EUR 200 million only for dossier evaluation (for the 

period 2009-2016). The costs of the restrictions adopted during the review period are 

estimated to be EUR 170 million per year. The costs for the authorisations have been 

quantified in relation only to the preparation of individual applications for authorisation, 

currently around EUR 120 000 per use per applicant in 2015 (in average), down from 

nearly EUR 250 000 in 2013 (reduction of about 50%).  

There are also indirect costs triggered by registrations, authorisations and restrictions.  

6.2.1.3. Proportionality of the costs to the benefits  

Direct comparison between quantified costs and benefits can be made for the time being 

only for the Restriction and the individual applications for Authorisation.  

Calculations from ECHA (2016) show that the expected health and environmental 

benefits of the restrictions outweigh the estimated costs of their implementation. The 

estimated annual cost of the restrictions adopted during the reporting period is more than 

EUR 170 million per year, while the monetised benefits reach EUR 380 million per year.  

As for the authorisation process, the overall benefits for the human health and 

environment result from reduced exposure and emission of substances placed on the 

authorisation list through their substitution and the improvement of risk management at 

the workplace. These overall benefits have not been quantified; however, estimations of 

avoided costs related to occupational cancer cases provide an approximation of the 

human health benefits. Costs have been quantified only in relation to the preparation of 

individual applications for authorisation. The comparison between benefits and costs 

should thus be taken with caution when assessing the overall efficiency of the 

authorisation process.  

Granting authorisation allows for continued use in justified cases, i.e. when risk is 

adequately controlled or when socio-economic benefits outweigh the risk. The case-by-

case evaluation involves assessment of costs and benefits of continued use for individual 

authorisations, and so allows for avoiding excessive costs.   The application costs of EUR 

120 000 per application per use represent 0.2% of the benefits of EUR 32-38 million per 

                                                      
169 This range reflects some uncertainty regarding the value of transfer payments 



http://online.ruw.de/suche/zfu/Soci-econ-bene-and-risk-of-the-use-of-carcinog-sub-76e80c6501954a515033e467186607e0
http://online.ruw.de/suche/zfu/Soci-econ-bene-and-risk-of-the-use-of-carcinog-sub-76e80c6501954a515033e467186607e0
https://www.gov.uk/government/publications/the-costs-and-benefits-of-defra-s-regulations
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6.2.2.1. Impact of compliance costs on SMEs and on larger companies  

Two studies (CSES, 2012
173

 and CSES et al, 2015), as well as the open public 

consultation and the SME Panel carried out in the framework of this evaluation
174

, 

indicate that there are some differences between large companies and SMEs in terms of 

the economic impacts of REACH.  

Compared to SMEs, larger companies have in general more resources and markets from 

which to recover costs, greater financial capacity to make upfront investments as well as 

a larger capacity to recruit specialised staff to deal with REACH compliance. Small or 

micro-firms are also often more dependent on one or a few specific chemical substances 

than large companies. Furthermore, SMEs depend more on the use of external service 

providers to ensure compliance with REACH
175

. As a consequence, the business activity 

of SMEs has generally been more affected by REACH.  

Since the REACH Review 2013, several support measures have been introduced to 

alleviate the burden on SMEs. Among those, the registration fees were revised and 

reduced for SMEs (an additional 5% compared to the earlier situation and applicable 

already for the 2013 registration deadline). Furthermore, an Implementing Regulation on 

data sharing was adopted and entered into force on 25 January 2016 to benefit SMEs 

from a fairer and more transparent framework. The data from the SME panel survey 

show that the reduction in fees of 2013 is perceived as useful or very useful by nearly 

half of the respondents (46 %), whereas a quarter was not aware of this measure. Similar 

feedback was given for the Regulation on data sharing. 

In some cases, the cost of the registration of substances was a reason for an SME to 

withdraw from a business line or decide to cease operations. In concrete terms, data from 

CSES et al (2015) provide a basis for a comparison that shows that SMEs have been 

experiencing more substance withdrawals than large companies as a result of the 2013 

registration deadline
176

 and have more often withdrawn substances from the market 

because of registration costs
177

. According to the study, this effect is linked to the 

relatively lower capacity of SMEs to absorb the registration costs and the resulting 

reduced profit margins. Furthermore, the existence of entry barriers for companies in the 

chemical industry has been raised in the SME Panel by several companies, as well as the 

fact that some micro and small firms find it increasingly difficult to compete with large 

companies due to REACH
178

.   

With regards to the cost of Registration, CSES et al (2015), the average registration costs 

(per substance per registrant) for the 2013 deadline were found to be 5-25% higher for 

SMEs than for large companies. Although in general the costs seem to be slightly higher 

                                                      
173 Interim Evaluation: Functioning of the European chemical market after the introduction of REACH, 

CSES, 2012 

174 Report on the results of the REACH Evaluation open public consultation, Milieu, 2017 and SME panel, 

2016 

175  In the CSES et al survey (2015), large firms reported more often than SMEs that they have a dedicated 

REACH unit (33% compared to 17%) and more often have a dedicated REACH manager (48% 

compared to 29%)  

176 36% for SMEs as opposed to 25% for large companies 

177 47% of SMEs that withdrew substances did it because of registration costs, compared to 35% of large 

companies  

 138 22% SMEs consider loss of business to big companies as an important indirect cost of REACH 

http://ec.europa.eu/environment/chemicals/reach/pdf/studies_review2012/report_study7.pdf






http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52006SC0924
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52006SC0924


http://ec.europa.eu/environment/chemicals/reach/reports_en.htm
http://ec.europa.eu/environment/chemicals/reach/pdf/final_report_2016.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/final_report_2016.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/final_report_2016.pdf






https://echa.europa.eu/documents/10162/13552/reach_roadmap_2018_web_final_en.pdf






https://echa.europa.eu/documents/10162/13637/apply_for_authorisation_en.pdf/bd1c2842-4c90-7a1a-3e48-f5eaf3954676
https://echa.europa.eu/documents/10162/13566/uses_description_in_auth_context_en.pdf
https://echa.europa.eu/documents/10162/13637/authorisation_review_report_en.pdf/cbc94819-bdb8-4d98-8687-7372df779bcf




http://ec.europa.eu/smart-regulation/roadmaps/docs/plan_2016_116_cpw_en.pdf
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Source: Milieu report of the open public consultation in relation to the REACH evaluation, 2017  

The main areas suggested for simplification are REACH information requirements and 

extended SDS, both considered very complex and leading to high administrative burdens, 

streamlining of the procedure to apply for authorisation and information requirements for 

substances in articles (Article 33) that should be made more proportionate and easy to 

understand for companies. Those areas are analysed in further detail in the respective 

chapter(s) on the implementation state of play, as well as above.  

6.2.4.4. Conclusion  

Since the 2013 REACH review, mechanisms have been put in place to improve the 

efficiency of REACH processes as described both above and in more detail in part 6 and 

Annex 4. This work is ongoing, as experience is gained with the different processes in 

particular with authorisation and restriction. Overall efficiency of REACH seems to be 

improving both in terms of improved effectiveness and burden reduction. However, no 

data is available to quantify those improvements. There is still though room for 

improvement, for example, to simplify several areas of REACH for duty holders, namely 

in relation to the information requirements, the extended Safety Data Sheets, the process 

to apply for authorisation and the requirements for substances in articles. 

6.3. Coherence 

6.3.1. IS REACH INTERNALLY COHERENT? 

Assessment question: "To what extent are the different work processes, including their 

output, in REACH interacting in a coherent manner?" 

In principle, the different actions under REACH link together well, and they provide for a 

good flow of information between each other. However, weaknesses exist: for example 

when registration dossiers do not provide sufficient information or when information 

flows along the supply chain are insufficient. A number of actions have been taken to 

make sure that these links are operational, such as the integrated regulatory strategy and 

the associated common screening process and efforts to improve communication in the 

supply chain and the development of SDS.  
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What is the issue? 

The Intervention Logic sets out a number of actions that together should deliver results 

on REACH. This internal coherence question considers the degree to which these actions 

complement each other and work together or whether there are inconsistencies between 

them.  

REACH is based on the principle that industry takes responsibility for ensuring the safe 

use of chemicals through the generation of the necessary information for hazard and risk 

assessment, documentation thereof in registration dossiers and communication of 

relevant information through the supply chain.  

6.3.1.1. Internal coherence 

A central point for achieving coherence is the proper information flow from registration 

to evaluation, to authorisation, to restriction, establishing risk management measures 

down the supply chain. A number of tools have been developed to ensure that 

information flow. For example, ECHA has improved the exposure scenarios to help 

downstream users have a better understanding of the information included in the 

extended SDS, to better communicate this information up and down the supply chain and 

to improve the risk management measures in particular from the exposure and the risk of 

chemicals.  

Lack of data in registration dossiers can hinder the good functioning of other REACH 

processes and identification of the appropriate regulatory measures. ECHA and the 

Member States ensure internal coherence by checking the information in registration 

dossiers, and concerns about the adequacy of the hazard, exposure and risk management 

measures in the registration dossiers may trigger the need for further action by Member 

States, ECHA or the Commission. In addition, substance evaluation should identify the 

need for more data in order to clarify initial concerns on risk. 

Furthermore, incomplete risk assessments or insufficient risk management measures in 

registration dossiers may raise concerns regarding the level of risks and therefore lead to 

considering the introduction of additional risk management measures. The 2013 REACH 

Review highlighted the need to improve the links between the different risk management 

measures (i.e. authorisation and restrictions) while the SVHC roadmap established the 

Regulatory Management Option Assessment as a voluntary process to identify the best 

regulatory option. Discussion of the most suitable regulatory action early in the process 

aims to ensure that different regulatory options can be taken into account when planning 

regulatory measures. The Regulatory Management Option Assessment helps in deciding 

whether substances should be subject to authorisation or restriction as its conclusions 

trigger further follow up to ensure that the substances are regulated under REACH.  

The integrated regulatory strategy developed by ECHA brings REACH processes 

together to improve the achievement of its objectives. Its most relevant elements include: 

- Introduction of an enhanced completeness check, including manual screening of 

dossiers and retroactive screening of dossiers of substances already registered. 

- Enhanced support for data input via IUCLID 6, including substance identity profiles, 

better reporting formats on use and exposure, assessment entity concept. 

- Grouping approach of substances.  

- Improved interplay of dossier and substance evaluation processes, including the 

possibility of running these in parallel. 
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6.3.1.2. Stakeholder views 

In general, respondents had a fairly positive view of the usefulness of data generated 

through REACH processes (e.g. registration, evaluation) for public authorities to adopt 

further risk management measures (e.g. REACH authorisation, REACH restriction). In 

contrast, and more relevant for the external coherence question, NGO respondents were 

more critical of the usefulness of data for other legislation (e.g. consumer protection 

legislation and environmental legislation).  

The majority of respondents agreed that the implementation of the SVHC Roadmap, 

including the Regulatory Management Option Analysis (RMOA), contributes to coherent 

implementation of authorisation and restriction under REACH.   

Views were balanced whether the different chapters of REACH are applied in a coherent 

manner. Some respondents considered that the links between the various REACH 

processes are not clear and that consistency and integration would have to improve, e.g. 

to avoid that the same substance is targeted by several parallel processes. Better 

communication about ongoing processes and coordination among Member States was 

also called for. 

Some noted inconsistencies in the level of evidence required for each procedure and for 

each topic (identification of the substance, hazards, uses, exposure). Two position papers 

from NGOs consider that there is a lack of coherence in the way ECHA deals with 

confidential business information claims: while ECHA checks all such claims as part of 

the registration process, it is perceived as more lenient with confidentiality claims in 

applications for authorisation and for information submitted during public consultations.. 

One respondent states that the SVHC roadmap is adequate to implement authorisation, 

but is not adequate for restriction, given that much more information on uses and 

exposure are needed for restriction, that is however not addressed in the SVHC roadmap, 

which focuses on Carcinogenic, Mutagenic and toxic for Reproduction/Respiratory 

sensitiser/ Endocrine disruptors/ Persistent, Bioaccumulative and Toxic hazards.   

6.3.1.3. Conclusions 

In principle, the different actions under REACH link together well, and provide for a 

good flow of information between each other. There is a clear and logical sequencing 

between registration and evaluation and then restrictions, authorisations and the flow of 

information along the supply chain.  

It has to be noted that the information available in the registration dossiers is a bottleneck 

for the whole process. When the dossiers are not compliant, the information is not 

sufficient for effective priority setting and to identify the need for appropriate regulatory 

measures. Despite the progress made there still is room for improving coherence, both 

between the testing proposal, dossier and substance evaluation activities and between 

evaluation, restrictions and authorisation. In addition, information flows along the supply 

chain whilst improving are not always allowing for best use to be made of available 

information by operators down the supply chain.  

A number of actions have been taken to make sure that these links are operational, such 

as the integrated regulatory strategy. Improved compliance of the registration dossiers, 

effective implementation of the common screening approach (e.g. by applying more 

broadly grouping approaches), and using evaluation results to better identify substances 

that need further regulatory action would increase coherence between the different 

REACH processes. 



http://ec.europa.eu/growth/sectors/chemicals/reach/special-cases_en
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The two Papers have become valuable references in the day-to-day management of the 

relationship between REACH and these pieces of legislation. They have been well 

received by industry and Member States as they clarified how a chemical substance could 

be regulated under one legislation or the other, depending on the rationale for the 

regulatory action and the time when the regulatory process starts.  

The REACH/POPs common understanding paper proved helpful in the implementation 

of the listing of hexabromocyclododecane  (HBCDD) under the Stockholm Convention 

after considering that the REACH authorisation process revealed that the substance has 

been phased out in EU; and. It also helped in the preparation of restrictions under 

REACH for decabromodiphenylether (DecaBDE) and for Perfluorooctanoic acid (PFOA) 

(and related compounds) when these were already in the early stages of the nomination 

process under the Stockholm Convention. The latter demonstrated that for a substance 

that potentially fulfils the POP criteria (mainly a substance having vPvB and T properties 

and the potential for long range transport), carrying out a restriction procedure under 

REACH is usually a good first step in order to assess the risk to the environment. After 

the REACH restriction procedure is initiated or completed, it should be followed by an 

EU POP nomination in order to ensure harmonised risk management measures at the 

global level and to contribute to the achievement of the World Summit on Sustainable 

Development (WSSD) political commitment. The outcome of the EU restriction 

procedure is normally used as a basis to develop the EU position for Conference of the 

Parties (COP) negotiations on the listing of the substance in the Convention at the COP. 

However, experience shows that the extent to which the EU position should be based on 

the EU restriction depends, i.a. on: 

1. The timing of the two procedures, i.e. whether and how long the EU restriction was 

adopted before the Convention procedure, in particular in relation to the need for 

possible exemptions;  

2. The scope of the EU restriction, in particular if only a limited number of uses were 

assessed.  

The Common Understanding Paper provides guidance in cases where the same substance 

present in mixtures or articles concerned is potentially regulated in parallel under two 

different regulatory systems. Assessment of the same information under the two systems 

can be avoided by using the results of the assessment conducted under one set of 

legislation under the other legislation according, i.e. an exemption from REACH 

restrictions or authorisation for substances regulated by RoHS, will avoid double or 

conflicting rules for the same substance. 

The approach set out in the REACH/RoHS common understanding paper proved useful 

in the restriction on lead and its compounds in consumer articles, excluding electrical and 

electronic equipment (EEE) already regulated under ROHS. This approach has also been 

applied in the forthcoming restriction of the phthalates DEHP, BBP, DBP and DIBP, 

excluding EEE already listed as substances to be restricted under RoHS. 

The approach set out in the common understanding paper is expected to provide clarity 

for the growing market of "smart" objects and the internet of things, when products (e.g. 

a window, a bag or even clothes) are produced in two versions, one without and one with 

some added electronic function and thus may fall under two regulatory systems.  

The REACH/RoHS paper called for the methodology leading to the inclusion of 

restricted substances in Annex II to RoHS to be coherent, or even fully aligned, with the 

methodology set out in Annex I to REACH in particular to cover the manufacturing and 
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use stages of the lifecycle of EEE. This would provide further justification for re-using 

assessments conducted under one legislation for the other and for exempting EEE from 

the REACH authorisation requirement and from restrictions. On the other hand, the more 

similar the two pieces of legislation become, then the less justification there is for 

keeping them separate in order to avoid potential duplication.  

6.3.2.2. Interface with occupational safety and health (OSH) legislation 

The interface between REACH and the OSH legislation covers a range of aspects, inter 

alia the use of information on chemical substances generated and communicated through 

the supply chain under REACH (e.g. use of Safety Data Sheets, the generation of 

exposure scenarios and information on exposure control measures), the authorisation and 

restrictions processes versus the principles of OSH related to risk assessment and risk 

management, and the enforcement obligations of REACH and OSH national authorities.  

The evaluation of the OSH legislation
207

 concluded that there are synergies and 

complementarity between OSH and REACH. It also confirmed a need to further clarify 

the interface between the two legislative systems in particular to remove any 

uncertainties and overlaps in their design and practical application.  

A submission via the Commission's REFIT platform
208

 (industry and Member States) 

also sought clarity on the interface between REACH and OSH. The Platform recognised 

that the two sets of legislation are mutually reinforcing but pointed out that further 

clarification is needed at their interface.  

The Commission shares this analysis and is progressing with work to clarify the interface 

between REACH and the OSH legislation. This work focuses on the overlap in 

protecting the health and safety of workers from risks presented by chemicals in the 

workplace in the context of Derived No Effect Levels (DNEL) under REACH and 

Occupational Exposure Levels (OEL) under the OSH legislation. A limited number of 

differences in the methodologies used by the two different scientific Committees 

(Scientific Committee for Occupational Exposure Levels (SCOEL) and ECHA's Risk 

Assessment Committee (RAC)) to derive these values have sometimes led to significant 

divergences, leaving downstream users confused when applying the conditions described 

in the exposure scenarios attached to the SDS.  

In 2015, the Commission, in accordance with Article 95 of REACH (on clarifying 

conflicts of scientific or technical opinion with other bodies), requested RAC and 

SCOEL to create a Joint Task Force to analyse and improve the mutual understanding of 

the different approaches. Both committees were requested to work towards agreed 

common scientific approaches relating to exposure to chemicals in the workplace, and to 

prepare a joint report on their scientific evaluation. The Joint Task Force in February 

2017 reiterated that differences in the methodologies applied by the two Committees can 

result in the derivation of different values for the same substance.  

In order to avoid discrepancies, the Commission considers that alignment of the two 

methodologies is required. To reduce potential conflicts of opinion and to ensure at the 

same time a sound scientific basis to underpin action to improve occupational safety and 

health, the Commission announced in its Communication on Safer and Healthier Work 

                                                      
207 Link to COM(2017) 12 and SWD(2017) 10 - Ex-post evaluation of the European Union occupational 

safety and health Directives 

208 Link to REFIT platform opinion 

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52017DC0012&qid=1507886904183&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52017SC0010&rid=1
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52017SC0010&rid=1
https://ec.europa.eu/info/sites/info/files/opinion_chemicals.pdf
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for All that would request scientific advice from SCOEL or RAC on a case-by-case basis 

while a more permanent solution was being sought. In March 2017, the Commission 

services asked RAC to evaluate a number of chemicals in support of the proposals for the 

3rd and 4th amendment of the Carcinogens and Mutagens Directive while SCOEL has 

been so far consulted for the proposal of the 3
rd

 amendment.  

The Commission services are considering a Common Understanding Approach clarifying 

the interface between REACH and the OSH legislation addressing the concerns 

recognised by the REFIT Platform and proposing concrete steps to remove the overlaps: 

- How to use REACH tools (e.g. exposure scenarios, Safety Data Sheets) to enhance the 

effectiveness of OSH legislation. 

- Improve the coordination of national enforcement authorities of REACH and OSH 

legislation. 

- Align methodologies to establish safe levels of exposure to chemicals at the workplace. 

- Enhance the role of RAC, involving also social partners, to provide scientific opinions 

under the OSH legislation while respecting the role of the Advisory Committee on 

Health and Safety at Work.   

In relation to the exemption of certain uses (or categories of uses) from authorisation in 

accordance with Article 58(2) of REACH, the Court of Justice of the EU in Case C-

651/15 P VECCO vs Commission confirmed that the OSH legislation does not constitute 

a specific Union legislation under which, by imposing minimum requirements relating to 

the protection of human health or the environment for the specific use of a substance, the 

risk is properly controlled.  

Stakeholder views 

Stakeholders have repeatedly expressed concerns about a lack of coherence in the 

implementation of REACH and OSH. A large number of respondents from industry in 

the replies to the online public consultation confirmed the need for further clarity for the 

interface between REACH and OSH legislation. NGO and Trade Unions stressed the 

need for a better coherence and harmonisation between OELs developed under the OSH 

legislation and the DNELs developed under REACH with a preference to have one single 

numerical value.   

Many respondents from industry suggest that if an EU-wide OEL or a Scientific 

Committee on Occupational Exposure Limits (SCOEL) recommendation exists, the 

OELs should replace DNELs and this should be recognised by the REACH authorities as 

it will avoid double work, conflicts of opinion and confusion at the downstream user 

level
209

.  

The respondents acknowledged the work already done by the Commission to improve 

coherence between REACH and OSH, but call for further efforts to reach consistency 

between OELs and DNELs, including also a better cooperation and alignment of 

methodologies of RAC and SCOEL, as this would help to overcome problems in 

practice.  

                                                      
209 Views expressed through the open public consultation - Stakeholder consultation: report of the open 

public consultation 

http://ec.europa.eu/growth/sectors/chemicals/reach/review_en
http://ec.europa.eu/growth/sectors/chemicals/reach/review_en
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exemption for recovered substances is to be monitored and a recovery operator who uses 

the exemption has no explicit obligation in REACH to notify ECHA or the competent 

authority of a Member State that he is using the exemption.  

To tackle this issue, a practical solution could be that the holder of a recovered substance 

who wishes to use the registration exemption under Article 2(7)(d) of REACH,  being a 

potential registrant, should be required to notify ECHA and his Member State Competent 

Authority that he considers that the conditions of this exemption are fulfilled. This would 

facilitate implementation and enforcement of the exemption, in particular as regards the 

identity of the recovered substances placed on the market which would also facilitate the 

implementation of a circular economy. Moreover, the Commission is considering if the 

wording used in the provisions of Article 2(7)(d) is sufficiently clear to ensure that the 

obligations are fully implemented and enforced.  

The implications of certain REACH requirements for the recycling of materials have 

been discussed in the context of specific restrictions or applications for authorisation e.g.  

in the case of the traceability of substances of concern in products and recycled materials 

or the setting of limits for the presence of the substances in recycled materials. One of the 

actions under the Circular Economy Action Plan aims to address legal, technical or 

practical problems at the interface between chemicals, products and waste legislation, 

including how to reduce the presence and improve the tracking of substances of concern 

in products and the development of a methodology to determine when a material 

containing substances of concern can be recycled or should rather be disposed of. A 

roadmap
212

 has been published and a Communication setting out various options to 

tackle these issues is scheduled for the end of 2017. 

Stakeholder views 

The responses in the open public consultation confirmed the pertinence of the issues 

above. One business respondent considers that recovery processes will regularly result in 

the production of useful, resource efficient, but changed, materials that may have 

properties that do not easily relate to the registered substances from which they were 

derived.  

Respondents from all stakeholder groups consider recycled materials under REACH, as 

important for the Circular Economy. Several respondents suggest that recycled materials 

should comply with REACH, like any other materials. One respondent considers that to 

achieve a truly sustainable and safe circular economy, it must be accepted that not all 

materials can be reused or recycled, given that they may contain unwanted substances 

that should not re-enter the market. When a temporary authorisation has been granted to 

enable the continued presence of hazardous substances in products made from recycled 

material, the material should be labelled and specifically marked, and the authorisations 

must be as limited as possible in scope and time.  

On the other hand, one industry position paper suggests that to promote recycling rather 

than landfilling, longer transition periods and phase-out periods for toxic substances 

included in recycling materials should be allowed, if the related risk or exposure is low.  

Several industry respondents call for greater coherence between REACH authorisation 

and the Circular Economy. They suggest that the substance identity principles established 

in REACH should be consistently and coherently applied throughout registration and 

                                                      
212 Analysis of the interface between chemicals, products and waste legislation and identification of policy 

options 

http://ec.europa.eu/smart-regulation/roadmaps/docs/plan_2016_116_cpw_en.pdf
http://ec.europa.eu/smart-regulation/roadmaps/docs/plan_2016_116_cpw_en.pdf
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6.3.3.5. Stakeholder views 

There were limited comments received concerning coherence with international efforts 

specifically. However, some stakeholders responding to the open public consultation 

indicated that one of the unintended benefits of REACH is that it has become a 

benchmark for chemicals regulations in the world, either because REACH has inspired 

the adoption of similar legislation in other countries, or has become a global source of 

information on chemicals promoting innovation and/or safe use of chemicals worldwide. 

These stakeholders were mostly industry associations and NGOs. Therefore there are 

some indications that REACH is inspiring coherence internationally for chemical 

legislation. 

6.3.3.6. Conclusions 

In terms of policy objectives, REACH contributes to internationally accepted policy 

objective regarding chemicals shared by all countries, including the EU and its Member 

States in the form of target 4 in Sustainable Development Goal 12.  

There are a number of different regulatory regimes globally. These all have their 

differences in terms of principles, approaches and processes but there are indications of 

harmonisation and certainly they do not appear to be inconsistent.  

A number of the tools used in REACH implementation have been developed at the 

OECD and are coherent with other countries legislation, when the same tool is being 

utilised. Furthermore, adhering to the WSSD chemical goal in REACH and 

implementing of GHS in the CLP regulation, which is used for a number of regulatory 

processes, further strengthens coherence.  In addition, the EU and its Member States are 

active and significant contributors to the international chemicals work, thereby enabling a 

more consistent approach to chemicals management around the world.  

 

6.4. Relevance 

6.4.1. IS REACH TECHNICALLY RELEVANT? 

Assessment question: "To what extent is REACH capable of adapting to evolving needs 

(e.g. through adaptations to technical and scientific progress)?" 

REACH has been largely capable of adapting to evolving needs in a context of scientific 

advances and technical progress.  Two issues that will merit further investigation are the 

review of registration requirements for low tonnage substances and the need to register 

polymers which were addressed in the REACH review 2013 but not yet clarified. With 

regards to testing methods, the update mechanisms of REACH are working but the need 

to manage a complex process means they are judged to be slow. With regards to 

nanomaterials, there is an ongoing action to improve how to deal with them.  Efforts are 

also ongoing to improve the identification of endocrine disruptors.  

What is the issue? 

Scientific knowledge on chemical substances and testing methods has been continuously 

evolving since before the adoption of REACH. In parallel, new substances have been 

manufactured and registered under REACH, possibly raising new concerns and risks to 

human health and the environment. Since REACH has to work in this evolving context it 

is important to ensure that it adapts to this changing environment quickly and efficiently.  

The REACH review 2013 highlighted a number of specific issues, in particular for 
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substances between 1 and 10 tonnes per year (especially CMRs); polymers; testing 

methods; and nanomaterials. The present review identified other emerging issues, such as 

endocrine disruptors and combination effects of chemicals.   

6.4.1.1. Technical relevance 

Review of the registration requirements for low tonnage (1-10 tonnes/year) 

substances  

Based on the recommendations from the REACH Review 2013, studies
215

 were launched 

on whether to extend the requirement for chemical safety assessments and chemical 

safety reports to CMR 1A/1B substances below 10 tonnes
216

 and to modify the minimum 

standard information requirements for substances produced at 1-10 tonnes
217

. 

With regards to the level of protection of human health and the environment, all the 

options assessed offer higher levels of protection than the current requirements (as they 

improve information).  The cost analysis of the different options concluded that all of the 

options would provide an increased benefits/costs ratio and also improve cost-

effectiveness compared to the current requirements for registration in 2018. However, 

there were affordability concerns for the increased information requirements, especially 

given the number of SMEs who might be affected. 

As a follow-up to the recommendation in the General Report on REACH 2013, the 

current 1-10 tonnes requirements will be further examined taking advantage of the 

experience gained with the last registration deadline of 2018 either to increase the testing 

requirement for the registrant to update their dossier and/or to increase the information 

requirements for new registrations.  

 Review of the need to register polymers   

Polymers are exempted from registration under REACH
218

 but the Regulation includes a 

review clause saying that the European Commission may present, as soon as a 

practicable and cost-efficient way of selecting polymers for registration can be 

established, a legislative proposal aiming at registering a range of selected polymers
219

. 

As a follow up of the REACH review 2013, a study on the registration requirements for 

polymers
220

 assessed two strategies: grouping polymers for registration; and, defining a 

category or categories of polymers of low concern adopted in non-EU jurisdictions (i.e. 

Australia, USA, Canada, China, Japan, New Zealand, Philippines, South Korea, Taiwan).  

This study concluded that a majority of the studied countries have a 'polymers of low 

concern' categorisation or a grouping approach or both for new polymers in line with the 

respective OECD definition. Polymers categorised as of low concern are considered less 

hazardous and benefit from reduced requirements. However, the study did not provide 

enough information on how to identify polymers of concern for human health and/or 

                                                      
215 Technical assistance related to the review of REACH with regard to the extension of the registration 

requirements for substances manufactured or imported between 1 and 10 tonnes per year, RPA, March 

2015. http://ec.europa.eu/environment/chemicals/reach/publications_en.htm 
216 According to Article 138(1) 
217 According to Article 138(3) 
218 Article 2 (3) of REACH, however according to Article 6 (3), the monomer has to be registered under 

specific conditions.  
219 See Article 138(2) of REACH 
220 Technical assistance related to the review of REACH with regard to the registration requirements on 

polymer, Bio by Deloitte et al, February 2015 

http://ec.europa.eu/environment/chemicals/reach/publications_en.htm
http://ec.europa.eu/environment/chemicals/reach/pdf/FINAL%20REPORT%20POLYMER%20SI671025.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/FINAL%20REPORT%20POLYMER%20SI671025.pdf
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environment and how to group them. The Commission services will further investigate, 

and details will be set out in a Roadmap. 

Testing methods 

Timely amendments of the testing methods under the Test Method Regulation
221

 , and in 

particular of the REACH information requirements are important to ensure that scientific 

development is taken into account under REACH. REACH Annexes VII to X as well as 

the Test Method Regulation have been amended respectively 3 and 4 times during the 

reporting period to reflect scientific and technical progress, in particular in relation to 

alternative methods (see Annex 4, section on testing methods for further details).  

Animal welfare NGOs criticised in the public consultation long delays for the update of 

REACH information requirements and the Test Methods Regulation after the adoption of 

new OECD test guidelines. However, the implementation of a new method in the 

information requirements often requires consideration of its role in the overall safety 

assessment framework and thus additional technical and regulatory discussion with MS 

and stakeholders, especially where OECD test guidelines give flexibility in the study 

design or provide results that needs to be integrated with other information to address 

REACH information requirements. The timely formal recognition of new methods 

agreed as OECD test guidelines through their inclusion in Test Method Regulation 

remains a logistic challenge due to the inherent administrative processes and the time 

required for adaptation to EU standards and translation of the long and highly technical 

test protocols in all EU languages. The possibility to publish the test protocol in English 

only should be assessed and discussed with Member States.  

It should be noted that the impact of this prolonged process is alleviated by ECHA 

providing up-to-date information about the availability and possible use of test methods 

for the purpose of REACH also before their inclusion in the Test Method Regulation. 

6.4.1.2. Other issues 

Nanomaterials 

The amount of specific information about nanomaterials (substances in nanoform) in 

REACH registration dossiers is insufficient to ensure that registration data is actually 

relevant and covers the nanoforms of a registered substance. This is to a large degree due 

to the fact that REACH does not explicitly require registrants to provide separate 

information for forms of a substance, including bulk form and different nanoform(s). 

Furthermore, REACH does not contain a definition of nanomaterial / nanoform. 

The ongoing revision of the REACH Annexes for nanoforms is addressing this 

shortcoming. The changes address the documentation of different nanoforms, the 

relevance (and where necessary generation) of hazard and exposure information, as well 

as the assessment of the specificities that might occur through their transformation in the 

environment or by the modifications made by downstream users for their applications.  

One of the characteristics of nanomaterials is the ability to modify function through 

structure (size, shape, surface chemistry of particles). 

Some IT tools, grouping and read-across approach, as well as supporting instruments 

(e.g. modelling) will have to be extensively applied and require further development and 

validation in order to cover these additional characteristics.  

                                                      
221 Regulation (EC) No 440/2008 
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Substances with endocrine disrupting properties 

REACH considers the potential for endocrine disrupting properties to be one of several 

factors when prioritising substances to be assessed for regulatory risk management
222

.  

As part of the implementation of the SVHC Roadmap 2020, ECHA and Member States 

are making a determined effort to identify all relevant endocrine disruptors (EDs) of 

equivalent level of concern by 2020
223

. REACH provides suitable tools to identify EDs 

using the WHO/IPCS (2002) definition and to regulate such substances.   

However, experience in the SVHC identification process revealed that there are two 

challenges for the identification of EDs as SVHCs:  

1) whether the substance is of equivalent level of concern
224

;  

2) The availability of relevant scientific data
225

 to identify substances using the 

WHO/IPCS (2002) definition. The REACH standard information requirements 

have limited capacity for providing data on endocrine disrupting properties: a 

number of adverse effects related to ED mode of actions (human health and 

environmental) are specifically identified by the extended one-generation 

reproduction toxicity study (EOGRTS), as well as by some of the other 

information requirements  

However, the tests required still do not include the endpoints relevant for endocrine 

disrupting properties or they are only optional. This suggests that a better integration is 

needed of the latest developments on test methods and screening strategies to better 

identify endocrine disrupting properties.  

The constantly developing scientific comprehension of endocrine disruption stresses the 

need for continuous knowledge exchange between regulators and the scientific 

community. The Commission supports this, for instance, by organising a workshop in 

cooperation with the French Agency for Food, Environmental and Occupational Health 

& Safety (ANSES)
226

 on how to assess disruption of the thyroid pathway and on the 

interpretation of test observations. There is a need for a more systematic exchange of 

knowledge across disciplines, mainly between regulatory experts and  scientists.  

Finally, despite the progress under the OECD test guideline programme, gaps remain for 

an effective identification of endocrine disruptors. For this reason the Commission has 

stepped up its efforts to support test method development related to endocrine disruption 

by funding several projects and scoping workshops
227,228,229

. These test methods are also 

key for the identification of substances with endocrine disrupting properties used in 

                                                      
222 As referred under the effectiveness section 
223 Seven substances or groups of substances ( 4-(1,1,3,3-tetramethylbutyl)phenol (also known as 4-tert-

octylphenol) and 4-nonylphenol, 4-(1,1,3,3-tetramethylbutyl)phenol ethoxylated and 4-nonylphenol 

ethoxylated) have been identified as SVHCs and placed on the candidate list223 due to endocrine 

disrupting properties. 
224 As it refers to article 57 (f) of REACH  
225 

Communication from the Commission to the European Parliament and the Council on  endocrine 

disruptors and the draft Commission acts setting out scientific criteria for their determination in the context 

of the EU legislation on plant protection products and biocidal products. COM (2016) 350 final 
226 Workshop on thyroid disruption 
227 Supporting development of the OECD Detailed Review Paper on the Retinoid System 
228 Review of temporal aspects in the testing of chemicals for endocrine disrupting effects 
229 Workshop on setting priorities for further development and validation of test methods and testing 

approaches for evaluating endocrine disruptors  







http://ec.europa.eu/commfrontoffice/publicopinion/index.cfm/Survey/getSurveyDetail/instruments/SPECIAL/surveyKy/2111
http://ec.europa.eu/public_opinion/flash/fl_361_en.pdf
https://echa.europa.eu/information-on-chemicals
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If more and better hazard information is available on substances used in everyday 

products, this would encourage the use of safer alternatives available on the market.  In a 

few countries, authorities and NGOs have put in place tools
239

 to inform citizens about 

the presence of SVHCs in consumer articles. These are web-based or mobile applications 

to retrieve available knowledge on substances present in an article (usually by scanning 

the bar code) and/or to facilitate the submission of a consumer request to article 

suppliers. Such tools are usually accompanied by awareness raising campaigns and are 

facilitated by REACH's provision of information. 

Taken together, this information suggests that REACH is relevant as it helps tackle real 

concerns amongst Europe's citizens over their exposure to chemicals. Obviously, 

chemical legislation has an impact on citizens' health: for example, the reduced 

prevalence of nickel-sensitisation in some countries since the introduction of restrictions 

for the use of nickel in 1994 and more recently the restriction on chromium VI in leather 

articles. Other measures with direct effects on citizens are the ban of carcinogenic, 

mutagenic and reproductive substances on their own or in mixtures, the restrictions of 

metals such as cadmium in jewellery or the ban of dichloromethane in paint strippers.  

As REACH implementation progresses, and over time, it is expected that similar 

concrete effects will become more evident, as for example in relation to environmental 

protection.  

According to the replies to the public consultation, stakeholders generally consider that 

REACH addresses the key issues related to chemical risks. NGOs, trade unions and 

public authorities are particularly positive about the relevance of REACH, whereas 

businesses are more critical.  

Conclusions 

Europe's citizens are concerned about being exposed to hazardous chemicals in their 

daily life and REACH responds directly to these concerns. The perception on chemical 

safety has improved in the last 10 years, although the perceptions of safety vary also 

considerably between Member States and citizens will need further reassurance.    

 

6.4.3. ARE STAKEHOLDERS PROPERLY INVOLVED IN REACH?  

Assessment question: "To what extent is REACH capable of taking into account health, 

consumer concerns, environmental, social and economic consequences that are relevant 

for citizens and stakeholders (through stakeholder information, consultation or 

involvement)?  

                                                      
239 See Annex 4. Section 4.1.3  
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for information on socio-economic aspects of inclusion of substances in Annex XIV from 

industry stakeholders (associations and particular companies).  

This shows that public consultations provide a channel for all stakeholders' concerns to 

be fed into REACH decision-making. However, several categories of stakeholders want 

to improve the dissemination, timing and duration
243

 of the consultations to allow for 

effective input from stakeholders.  ECHA and the Commission publish on their websites, 

responses-to-comments reflecting how the comments received have been addressed.  

In the case of the restriction process, the duration of the public consultation is 8 months, 

a long time compared to other Union legislation, although ECHA continues to receive 

comments close and after the deadline. Questions have also been asked during the public 

consultation in order to attract the attention of stakeholders on the need to receive 

specific input during the restriction procedure.  

Representatives from SME organisations have pointed to difficulties due to the high 

number of public consultations and the absence of translations into all EU languages of 

the consultation documents. Some industry stakeholders have also expressed 

dissatisfaction with the way ECHA and the Commission integrate input from public 

consultation in their decisions as well as their concern about the possible misuse of 

public consultations as marketing tools by certain suppliers of alternatives to substances 

under consideration for authorisation.  

Some NGOs have also expressed dissatisfaction on the type of comments submitted by 

industry during the public consultation and how the ECHA Committees evaluate this 

information. As regards the authorisation procedure, NGOs consider that the analysis of 

alternatives should be better assessed by the ECHA Committees and by the Commission.  

Public Activities Coordination Tool 

Besides the mechanisms envisaged in REACH as legal requirements (registry of 

intention and public consultations), an important measure to inform and involve 

stakeholders in planned actions under REACH, is the establishment by ECHA of the 

Public Activities Coordination Tool (PACT)
244

 as part of the implementation of the 

SVHC Roadmap 2020.  

The PACT gives early signals to all stakeholders, and in particular also to industry, by 

listing substances for which a regulatory management option analysis (RMOA) or an 

informal hazard assessment for substances with persistent, bioaccumulative and toxic and 

very persistent and very Bioccumulative (PBT/vPvB) properties or endocrine disruptor 

properties is either under development or has been completed.  Industry uses this warning 

to ensure that registration dossiers are up-to-date and to be aware of possible actions 

under the Roadmap.  

PACT is an important communication tool in the context of the implementation of SVHC 

Roadmap to improve transparency and predictability for stakeholders. The study 

Monitoring the impacts of REACH on innovation, competitiveness and SMEs states that 

during the interviews all stakeholders welcomed PACT.  

The impact of the publication of the PACT and how stakeholders work together with 

Member States in further regulatory actions under REACH needs to be further explored. 

                                                      
243 For example public consultations on testing proposals 

244 The PACT went online in September 2014 



https://echa.europa.eu/about-us/partners-and-networks/stakeholders
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6.5. EU added value 

6.5.1. WHAT IS THE EU ADDED VALUE OF REACH? 

Question VA1: What is the additional value of regulating the risk management of 

chemicals at EU rather than at Member State level? 

There is clear EU added value to having REACH and regulating the risk management of 

chemicals at the EU rather than at the Member State level. The EU approach offers 

advantages in terms of effectiveness and avoiding a fragmented approach in a market 

where firms are increasingly cross border in their outlook. There are also synergies 

reflected in better value for money from cross border legislation of chemicals.   

6.5.1.1. Analysis of EU value added 

The effectiveness and efficiency sections provide relevant analysis on how REACH 

contributes to the risk management of chemicals at EU level, cooperation and 

coordination between Member States as well as international cooperation. The 

conclusion that REACH is proving to be effective and that it is efficient, in the sense that 

the costs seem to be justified by the benefits, already suggests that it has EU value added.  

Moreover, REACH is the only European legislation which provides a comprehensive   

risk assessment of chemicals from all the different sources and routes of exposure and 

can also cover not only individual chemicals but also group of substances. REACH may 

also complement other legislation where the risk of chemicals is not adequately 

controlled. For example, a restriction for industrial use can be initiated also for those 

chemicals which have an occupational exposure limit value set up at Union level if it is 

demonstrated that the risk is not adequately controlled. The situation has clearly changed 

since the adoption of REACH. REACH transferred the burden of proof to the industry as 

regards the safety of chemicals placed on the EU market, with uniform rules that apply 

across Member States. This has increased the knowledge on properties, uses, 

emission/exposure and risks of chemicals manufactured and imported in Europe. The 

increased knowledge about chemicals and enhanced communication in the cross-border 

supply chain enables all actors (manufacturers, importers and downstream users) to take 

the necessary measures to ensure safe use and consumers to gather a better knowledge on 

chemicals used during their daily life.  

REACH has helped to avoided fragmentation in the European market. EU level 

intervention brings consistent rules to create a level-playing field for the economic 

operators in the EU market, avoiding differences that would clearly have occurred if 

REACH objectives were pursued by individual Member State actions. Since REACH's 

adoption, cross-border flows have increased although whether this is because of REACH 

or simply a reason for REACH is unclear.   

The implementation of the REACH Regulation at the EU level also offers better value 

for money by allowing for resources, expertise and information to be better shared and 

co-ordinated, in a way that delivers efficiency. For example, REACH requires sharing of 

the workload (e.g. SVHC identification, restriction proposals) and exchanging 

knowledge between the public authorities as well as enhancing the coordination of their 

approaches between the different departments. Different bodies and activities organised 

to exchange expert opinions and coordinate the views of different national authorities 

such as the European networks created (e.g. CARACAL, HelpNet, Forum) facilitate the 

coordination of Member State activities, ensuring coherence between risk assessment 

practices at national level and avoiding duplication of work. Member States are therefore 
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7. CONCLUSIONS 

This Staff Working Document presents the findings of the evaluation of the REACH 

Regulation. It has been carried out on the basis of Member States reports and on the 

inputs from those involved in implementing the Regulation, including through detailed 

feedback received as part of the stakeholder consultation process, as well as a result of 

the continuous dialogue that the Commission maintains with Member States and 

stakeholders. 

REACH is being fully implemented, and all its processes are operational. Key milestones 

have been met thanks to the effective cooperation between the Commission, ECHA, 

Member States, duty holders and other stakeholders.  

The follow-up to the 2013 REACH review by the Commission, Member States and 

ECHA led to important improvements; however, there is still a need to improve certain 

specific REACH processes in order to make the system more workable and efficient, in 

particular, authorisation evaluation and restriction.   

Ten years after entry into force, this REACH evaluation confirms the relevance and 

achievability of the objectives of REACH: to have a European chemical legislation 

which protects human health and the environment, promotes alternative methods for the 

assessment of substances' hazards and strengthens the internal market while promoting 

competitiveness and innovation.  

Effectiveness of REACH 

Progress has been made towards achieving the REACH objectives, as evidenced by 

the outcomes delivered so far. Although this progress is lagging behind the initial 

expectations of 2006, the progress has steadily improved and expectations 

recalibrated. The different building processes and actions envisaged in the 

intervention logic of REACH are being largely implemented, which suggests that 

REACH is protecting human health and the environment. REACH has also 

promoted alternative methods for testing though the legislative requirements to 

only test on animals as a last resort has been implemented at the expense of hazard 

information relevant for the protection of human health and the environment. 

REACH has strengthened the internal market thanks to further harmonisation of 

its governing rules. The result of several stakeholder surveys did not provide a clear 

picture if REACH generated an increase of intra-EU trade.  

More information on the properties and uses of chemicals is available and being used for 

the assessment and management of risks, indicating that REACH has improved the 

protection of human health and the environment. Some specific evidence confirms the 

progress towards the expected results at this stage (such as in more information provided 

in the registration dossier, in the improved communication through the supply chain, in 

the reduction of chemical risk). Evidence also confirms that the benefits are starting to 

materialise, even if most of them will first occur in the coming years. However, the 

shortcomings in relation to the high level of non-compliance of the registration dossiers, 

the insufficient flow of information along the supply chain and the challenges associated 
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with the evaluation, authorisation and the restriction processes are slowing down the 

delivery of those benefits. As stated in the legal text, REACH's provisions are 

underpinned by the precautionary principle, however, since the entry into force of the 

legislation, the risk management actions proposed by the Commission have been limited. 

The development and consideration of alternative methods have greatly improved during 

the last ten years, although at the expense of the hazard information being delivered to 

Member States and hence at the expense of the protection of human health and the 

environment.  

Regarding the free circulation of substances on the internal market, REACH is delivering 

further harmonisation of its governing rules and thus seems to be supporting the intra-EU 

trade. However, whilst the enforcement seems to have improved, further efforts to ensure 

compliance with REACH are needed at Member State level to better achieve a level-

playing field across the EU.  

The effects of REACH on competitiveness and innovation are difficult to quantify. There 

is some limited evidence of increasing innovation, but it is difficult to say whether this is 

due to REACH or not. It is also hard to clearly distinguish the impact of REACH on 

competitiveness as, again, competitiveness depends on many other important factors, 

such as the increasingly global market and the global economic developments.  

REACH is leading to some other effects, either expected or unplanned. For example, 

REACH is increasing the expertise of public authorities and industry on chemicals and it 

has become a benchmark for third countries in terms of chemical regulation, thus 

contributing to international harmonisation in the implementation of chemicals policy. 

REACH provides a comprehensive data generation and assessment of most chemicals, 

compared to non-EU regimes that focus only on new and/or prioritised chemicals. Hence, 

REACH has also led to a vast publicly available database on chemicals, unique in the 

world. Other effects have been reported by industry stakeholders although limited 

evidence has been produced in this respect: market concentration, withdrawals of 

substances from the market, competitive advantage for non-EU producers of articles and 

possible business relocation. 

The effective collaboration between the Commission, ECHA and Member States 

Competent Authorities has been a key factor to enhance the effectiveness of all the 

REACH processes. This coordination helped improvements in the implementation of the 

evaluation, authorisation and restriction processes as well as in identifying substances of 

very high concern by the SVHC Roadmap.  

All the above has resulted in considerable progress towards meeting the World Summit 

Sustainability Development 2020 goal, positioning the EU as the strongest promoter. 

Efficiency of REACH 

In general, the costs of REACH seem to be justified by the expected benefits that 

are starting to materialise. The cost for businesses to meet the obligations of the first 

two registration deadlines (these being the costliest of the processes in REACH so 

far), was around EUR 2.3 billion, which although higher than expected (EUR 1.7 

billion), is in the same order of magnitude expected. On the other hand, even though 

it is still too early to conclude, the benefits are progressively materialising. For the 
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