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1) About CHEM Trust
• A charity working at UK, 

EU & Global levels to 
protect humans & wildlife 
from harmful chemicals

• Working with scientists, 
technical processes and 
decision makers, in 
partnership with other civil 
society groups

• Focus on identification of, 
and action on, endocrine 
disrupting chemicals

• See @chemtrust & 
https://chemtrust.org

https://chemtrust.org/
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2) EU as a global regulator
• The EU is the world’s most powerful - and 

informed - regulator of industrial chemicals
• EU regulation of chemicals (and many other 

policy areas) sets a global standard
– Including to a post-Brexit UK

• Understanding EU chemicals regulation requires 
a bit of understanding of the EU

• EU is best understood – in my view - as a 
democratic trans-national tier of government 
which attempts to create a political compromise 
between economic, social & environmental needs
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What is the EU?
• The EU was created by intergovernmental treaties between the 

Member States
– These treaties defined a number of institutions, and defined their 

competence.
• The EU is a unique institution

– It is a free trade area
– It is an area with free movement of labour
– It defines environmental standards
– It defines social standards
– It is increasingly developing a unified foreign policy (with many problems)

• EU Member States continue to exist
– But in some areas - e.g. internal market - they have very little freedom to go 

against agreed EU regulation.
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How does the EU make decisions?
• Three key pillars of EU Governance:

– The European Commission drafts legislation, often after a request 
from Council.

– Council - Member State governments, e.g. Environment Council = 
Environment Ministers - one of the two “chambers” of EU policy 
making

– The European Parliament, elected by the people of Europe every 
5 years - the second chamber of most EU policy making.

• Almost all legislation must be agreed by both Council and 
Parliament.

– EU legislation goes through a predictable process, with a (fairly) predictable 
timetable

• Much legislation also uses secondary legislative processes 
to address technical issues
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3) Chemicals policy concepts
• Hazard assessment - what are the intrinsic properties of a 

substance?
– What has been tested for? What organism, what life stage, 

what sensitivity?
• Who does the assessment?

• Exposure assessment – what is the organism exposed to?
– How thorough is the analysis? Data or modelling?

• Risk assessment
– Dependent on quality of Hazard & Exposure data
– What about exposure to other substances with additive effects?

• Responsibility
– Who provides the data, who does the analysis, who checks it?
– Who is responsible for addressing new information?
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Chemicals policy concepts (ii)
• Positive list vs negative list

– can only use listed vs use anything except this list
• Full risk assessment vs generic risk assessment

– E.g. we don’t want CMRs in toys, where there is clear exposure to children
• Consideration of costs, benefits and substitutes

– What would be the impact of banning this chemical?
• Grouping of chemicals

– Similar chemicals often have similar properties – can this be used to speed 
up regulation rather than just moving from one chemical to another?

• Economic interests
– How much lobbying pressure is there to continue using a chemical?

• Risk management
– A political balancing of the evidence on each side
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Key points on risk assessment
• Risk = Hazard x Exposure

– Assumes we know both
• More accurate:

– Currently Estimated Risk (CER) = currently estimated hazard x 
currently estimated exposure

• CER changes over time, normally increasing, often by 
orders of magnitude
– (see “Late Lessons from Early Warnings” EEA reports)

• Important point: no data ≠ no hazard (actually = ignorance)
– Absence of evidence ≠ evidence of absence 

• Risk assessment usually assumes only exposed to one 
chemical at a time
– Not reality, but mixtures are ignored by most regulatory systems
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4) EU chemicals regulation
• Main focus for industrial chemicals is REACH

– Also important regulations on classification & labelling, which link to 
occupational health & safety, accidents etc

• Specific regulations for specific sectors, e.g.:
– Cosmetics, pesticides, pharmaceuticals, biocides
– Food contact chemicals

• Different sectors have different approaches, e.g.
– Balance between industry responsibly vs regulator analysis
– Data requirements (e.g. pharmaceuticals vs industrial chemicals)
– Positive vs negative listing
– Full vs generic risk assessment (‘hazard based approach’)
– Consideration of costs, benefits and substitutes
– Incomplete systems in certain areas (e.g. food contact)
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REACH
• REACH is the EU’s main chemicals law
• Its creation was very controversial and many said 

that it would not work, there were too many 
chemicals etc etc
– The Americans particularly disliked it – their view has not 

changed
• REACH has worked – though it is not perfect and 

can be improved
• A  major reason why REACH does work is the 

design of its core processes:
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Industry Regulator
CHEM Trust - REACH in one slide
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REACH in brief
• Industry must register substances produced or imported at >1 tpa

(industry responsibility)
– Substances can be used if registered (i.e. no positive approval)
– Much less information required for lower volume chemicals
– 23,023 chemicals (substances) are registered to date

• Only a small percentage evaluated by the regulator
– “in the majority of registration dossiers that ECHA checks, important safety 

information is missing. After ECHA’s request, most registrants update their 
dossiers with compliant information.”

• https://www.echa.europa.eu/-/reach-data-compliance-needs-to-improve

• Evaluation can lead to controls: restriction or authorisation
– Around 270 substances identified as “High priority for risk management”, 

where there is "an identified concern and for which further regulatory work is 
ongoing or can start based on currently available information”.

• https://www.echa.europa.eu/-/registered-substances-mapped-for-regulatory-action

https://www.echa.europa.eu/-/reach-data-compliance-needs-to-improve
https://www.echa.europa.eu/-/registered-substances-mapped-for-regulatory-action
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REACH Restriction
• Process:

– Member State or ECHA produces dossier arguing that risk not 
‘adequately controlled’

– Dossier considered by ECHA Risk Assessment Committee (RAC) 
& Socioeconomic Assessment committee (SEAC)

• Both made up of Member State experts
– Outcome goes to Commission & Member State committee for 

decision
• Risk based process, some consideration of 

socioeconomic impacts
– Restrictions include Bisphenol A in thermal paper, and Deca BDE, 

and PFOA and related compounds.
– In preparation: ‘non essential’ uses of PFAS – see later
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REACH Authorisation
• Substance must be identified as having properties of ‘very 

high concern’ (SVHC) by regulator (ECHA/MS/Commission):
– Carcinogen, Mutagen, Reprotoxin (CMR)
– Persistent, Bioaccumulative & Toxic (PBT)
– Very Persistent, Very Bioaccumulative (vPvB)
– ‘similar concern’ e.g. Endocrine disrupter
– Then goes on ‘candidate list’ – a hazard based process
– Candidate list has economic implications, with downstream companies 

avoiding SVHCs, and also creating ‘right to know’ for public

• If substance prioritised for action:
– Deadline set to apply for authorisation for continued use
– Can get authorisation if use ‘adequately controlled’ or if no safer alternative 

‘available’ – based on RAC & SEAC analysis, MS/Commission decision.

• E.g. DEHP in recycled PVC, the Chromium debate etc
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Reach is not perfect…some problems
• Registration

– Poor quality registration data from 
industry

• ECHA improving checks
• “Echa is to quadruple the number of 

compliance checks it carries out to a 
fifth of all REACH registration 
dossiers”

– Registrations lack data on many 
endpoints, particularly for low 
tonnage chemicals and more 
complex endpoints e.g. 
neurodevelopmental impacts

• Evaluation
– Too slow & to easy for industry to 

create delays e.g. by appealing or 
not delivering data

– Lack of data on many chemicals

• Restriction
– Too slow
– Not enough grouping
– Little consideration of mixtures
– Too many exemptions

• SVHC & Authorisation
– Too slow
– Not enough grouping
– Safer alternatives not always 

recognised
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5) Science in REACH
• REACH starts with registration data from industry – but it is 

free to use other available data
– REACH processes take several years, new data can emerge

• Examples:
– Prioritisation: Which (groups of) chemicals should be prioritised for 

evaluation and further action?
– Including in vitro & in silico screens

– Evidence used in evaluation of chemicals/groups of concern
– Evidence for a restriction and what scope it should have
– Evidence for identification as EDC to environment and/or humans
– Evidence for SVHC identification, e.g. persistence, bioaccumulation
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ECHA Consultations
• ECHA consults on many chemical-related 

decisions, asking for new evidence
– https://echa.europa.eu/consultations/current

• There are consultations organised by Member 
States, e.g. on a wide-ranging restriction on 
PFAS:
– https://echa.europa.eu/-/five-european-states-call-for-

evidence-on-broad-pfas-restriction
• But how can you know what is coming next?

https://echa.europa.eu/consultations/current
https://echa.europa.eu/-/five-european-states-call-for-evidence-on-broad-pfas-restriction


chemtrust.org

6) What’s coming next?
• Various ECHA systems highlight 

chemicals that are, or will be, under 
review:
– CORAP list, chemicals in evaluation (including 

completed and upcoming) >
– Chemical Universe project >
– Newsletters >

• Also non-ECHA info sources
– e.g. SIN list >
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CORAP list - evaluation
https://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-
plan/corap-table

https://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-plan/corap-table
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The ‘chemical universe’
• “Overall, the chemical universe of over 21 000 

registered substances (both high-volume and low 
volume substances) includes approximately:
– 330 substances have regulatory risk management under 

consideration;
– 1 550 substances are under data generation;
– 390 substances that already have regulatory risk 

management ongoing; and
– 700 substances where currently no further actions have 

been proposed after authority reviews.”
– ECHA, 13th May 2020, see https://echa.europa.eu/-

/grouping-of-chemicals-speeds-up-regulatory-action

https://echa.europa.eu/-/grouping-of-chemicals-speeds-up-regulatory-action
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Newsletters, other lists & news
• ECHA Newsletter & news page:

– https://newsletter.echa.europa.eu/
– https://echa.europa.eu/news

• ChemSec “substitute it now” 
list (anticipates SVHCs):

– https://sinlist.chemsec.org/chemical-
groups/

• CHEM Trust newsletter:
– https://chemtrust.org/newsletter

• Chemical Watch (£):
– https://chemicalwatch.com

https://newsletter.echa.europa.eu/
https://echa.europa.eu/news
https://sinlist.chemsec.org/chemical-groups/
https://chemtrust.org/newsletter
https://chemicalwatch.com/
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What is CHEM Trust’s role?
• We work at the science-policy interface

– With scientists, technical decision makers and political and 
policy processes

• On overall policy, with Commission, Member 
States, MEPs
– E.g. new “Chemicals Strategy for Sustainability”
– Issues such as grouping, mixtures, EDCs

• Detailed technical work in specific areas
– On the ECHA ED expert group

• Evidence and analysis on specific chemicals
– Including EDCs, PFAS etc
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Scientific research priorities
• Lots of need for new techniques

– E.g. prioritisation and other assays
• Some areas are a particular focus:

– Endocrine Disrupting Chemicals
– Mixtures and grouping
– Persistence and mobility
– Developmental neurotoxicants, immunotoxicants

• Also groups of chemicals under debate
– E.g. groups linked to regulated chemical 

• Chemicals are at start of the regulatory process
– SIN list, chemical universe
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7) What about the UK?
• Great Britain is currently most likely to have its own ‘copy’ 

of REACH, with less data and resources
– Northern Ireland will be in REACH; Scotland says they want to stay aligned 

with REACH.
• Whatever happens, the chemicals used in products in the 

UK will be influenced by EU decisions
– The UK may go a different direction in some areas, or be slower, 

but most products will be made to EU standards
• The UK won’t have the capacity or data that the EU has

– Nor is it likely to have the same drive to address the chemical issue
• EU-level engagement is important in order to maximise real-

world impact of new science
– The UK may create some processes, or use existing ones, but they will 

have less impact than EU ones
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8) Conclusions
• Chemicals policy is quite complex….

– …  and controversial, as chemicals are at the root of the economy
• Dealing with ignorance & uncertainty is reality

– Properties, use, exposure, alternatives & economic impacts
• Decisions must be made with limited evidence

– We are normally dealing with products on the market, where 
exposure is happening, maybe even increasing

• Science is a key input, with safety data often lacking
– The system needs good science on relavant chemicals

• A number of tools are available to identify which chemicals 
– and areas of science – are particulary timely

• More scientific research would be very useful!


