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1. The purpose of this Regulation is to ensure a high level of
protection of human health and the environment, including the
promotion of alternative methods for assessment of hazards of
substances, as well as the free circulation of substances on the internal
market while enhancing competitiveness and innovation. 

3. This Regulation is based on the principle that it is for
manufacturers, importers and downstream users to ensure that
they manufacture, place on the market or use such substances that
do not adversely affect human health or the environment. Its
provisions are underpinned by the precautionary principle.

REACH REGULATION

Article 1. Aim and scope
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substances on their own, in preparations or in articles shall not be 
manufactured in the Community or placed on the market unless they have
been registered in accordance with the relevant provisions of this Title
where this is required.

Registration is the pillar of the REACH Regulation:

• Should provide the information on hazards, uses and exposure needed to
identify and control the risks.

• It is the basis for further regulatory action and ensuring safe use

• It is the basis for ensuring proper information along the supply chain and to
consumers.

REGISTRATION UNDER REACH

Article 5. No data, no market
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10 YEARS OF NON COMPLIANCE 

50%

64%

92%

67%
61%

82%

91% 91%

73% 71%

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

% of non compliance

Levels of non compliance

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

ECHA (2016) 64% of 29,000 dossiers have never been updated since registration
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QUALITY? REALLY?
Compliance is not about quality, it is about legality
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INNEFECTIVE ‘SOFT’ MEASURES

ECHA launched a varied set of ‘soft measures’ since 2009, such as:

• (targeted) letter campaigns to registrants, 

• quality observation letters, 

• informal contact with companies, 

• lists of substances that are likely to face compliance checks, and 

• REACH guidance updates.

Bottom line: compliance has not improved in 10 years
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• checked 1,814 HPVC, registered by 2014. 

• focused specifically on endpoints of “highest significance for human health and 
environment”, including carcinogenicity, mutagenicity, persistence, bioaccumulation, 
reproductive and developmental toxicity.

• Results: 52% HPVC dossiers in breach REACH legal requirements

• established that ECHA failed to apply the ‘no data, no market’ rule, by allowing 
chemicals with missing safety data onto the market.

BFR PROJECT

https://echa.europa.eu/information-on-chemicals/registered-substances
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• ATD request to BfR-> substances “assessed as non-compliant” 

BUND PROJECT – TIP OF THE ICEBERG
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• Non compliant substances/dossiers highly unclear

• Non compliant companies blanked out (draft decisions)

• Lead registrant identity not available most of the times

• Nature of the updates unavailable

• Status of compliance/evaluation process/enforcement not available

CITIZENS IN THE DARK
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• 12 -121 millions tonnes 41 HPV chemicals are used in Europe every 
year, some end up in in toys or food contact products

• companies happy to sell their products without knowing if they cause 
serious health and environmental impacts

• authorities are allowing these chemicals in the market without crucial 
information provided regarding its potential to cause cancer, 
developmental disorders, infertility ….

• Tip of the iceberg? We don’t know for 703 + 196 HPVC

• we are in the dark, but we know enough to be concerned

LOOSING TRUST
What citizens and workers need to know
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“the lack of compliant information in the registration dossiers 
hampers the functioning of other REACH processes and slows 
down the achievement of the REACH objectives for human health 
and environment.” (REACH review 2017)

Non-compliance is a serious problem:
• causes delays and hampers the whole implementation of REACH
• causes a waste of time and resources for ECHA and MS
• new information on hazardous properties is not generated
• results in less substances of very high concern (SVHC) identified
• leads to a lower level of protection of human health and the 

environment

IMPACT OF NON COMPLIANCE
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to industry: chemical/product safety is your responsibility, and starts by 
information

to ECHA: 

• retrospectively check non-compliant dossiers identified by BfR for 
completeness - > revoke if needed

• improve, increase and speed up completeness/compliance checks

• more transparency is needed to protect citizens and support informed 
purchasing choices

to National authorities: enforce and increase transparency

RECOMMENDATIONS/MESSAGES

https://echa.europa.eu/documents/10162/13652/manual_completeness_check_en.pdf
https://echa.europa.eu/regulations/reach/evaluation/compliance-checks
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• Non-compliance “can result in damage to human health and 
the environment” (REACH, recital 122)

• Only substances for which full information requirements are 
provided should be allowed on the market (‘no data, no market’ 
principle)

• Need for stricter measures and sanctions to increase compliance

• Transparency is key to ensure protection, information, scrutiny, fair 
competition, incentives for compliance

• Industry is responsible for their products- duty of care

CONCLUSIONS

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02006R1907-20140410
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