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What you can expect from today

• Learn about our assessments of 
regulatory needs of groups of 

substances

• Learn what information you can 
find on our website 

• Get advice on how to prepare if 
ECHA proposes regulatory 

actions for a substance you have 
registered

• Get answers to your questions
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Questions

• Join Q&A at: slido.com 
Event code: 

• Send questions from 

11:00 to 13:00 (EET, GMT +2)

• Only questions within scope

• Question not answered? 
Contact us: echa.europa.eu/contact

reg_needs

https://echa.europa.eu/contact
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Material available

• Video recording, presentations and Q&A:
echa.europa.eu/webinars

https://echa.europa.eu/webinars
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Agenda 

Time Topic Speaker

11.00 Introduction Jonathan Kuster

11.05 Assessments of regulatory needs: 
what you need to know about 
ECHA’s work on groups

Jonathan Kuster

11.20 Assessments of regulatory needs 
in practice

Chrystele Tissier

11.45 Wrap-up Chrystele Tissier

11.00 
– 13.00

Webinar open for questions



Assessments of regulatory needs: 
What you need to know about ECHA’s 
work on groups



7

Integrated Regulatory Strategy
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Chemical universe mapping
Every registered substance mapped to one regulatory ‘pool’ 
based on planned, ongoing or concluded regulatory actions

(Data: Dec. 2020)



9

Why we work on groups?

• For many substances of (potential) concern, relevant 
regulatory actions are already ongoing – on the substance 

itself or on related substances

• Benefits: 

• Treats related substances consistently

• Targets the right substances at the right time

• Pools information which may allow faster action – despite data 
gaps

• Increases predictability of authorities’ actions

• Supports informed substitutions, or avoids regrettable 
substitutions

→ Preparatory work to support REACH & CLP processes



Making ECHA’s work on groups more 
transparent



11

Communication to stakeholders so far

• Limited information publicly available so far on the 
work done by Authorities on groups of substances:

• Generic information on website on “working with groups”

• No information on the substances we asses together

• No information on the outcome of the assessment

• Communication only via

• Annual report on the Integrated Regulatory Strategy (IRS 
report): statistics, examples

• Assignment of substances to pools in the chemical 
universe can be due to group assessment – but no further 
explanation available to public
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Why more transparency? (1) 

• Transparency is one core aim of the Chemical Strategy 
for Sustainability in particular in the context of “one 

substance – one assessment”

“…to have simpler and more transparent processes, in 
order to reduce the burden on all stakeholders and to make 
decision-making faster as well as more consistent and 
predictable” 

• The first ECHA core value is transparency
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Why more transparency? (2)

• Important share of our work not visible to the public

• Ca. 3400 substances assessed by ECHA, but no substance-
specific information published (except chemical universe, 
annual IRS report - see previous slide)

• 7 December 2021: first assessments published

• Aim: gradually publish all of ECHA’s assessments of 
regulatory needs

• Very difficult to communicate at a general level on the 
work done on groups (e.g., in the IRS report)

• Beyond examples: Concrete assessments of groups / 

substances need to be published
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Why more transparency? (3)

• Support informed substitution, avoid regrettable 
substitution

→ Enable stakeholders to use structural similarity and related 
assessment when searching for alternative substances

• Predictability for industry is limited

• No time for industry to update their registration dossiers and 
plan for the upcoming regulatory work

• No possibility for authorities to refer to the fact that industry 
had time to prepare

→ Industry and authorities can prepare: faster action, no 
“surprises”
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Steps towards more transparency

• Update of the general information available on our 
website (summer 2021)

• Update of the IRS infographic to better reflect the work we 
are currently doing with groups of substances

• New page on assessment of regulatory needs (replacing the 
RMOA page)

• General page to explain the grouping approach

• Publication of ECHA’s reports (7 December 2021)

• Update of PACT with information on assessment of regulatory 
needs

• New list: assessments of regulatory needs (including also 
RMOAs)

• Today – 14 December 2021: 

• New Q&A on assessments of regulatory needs

• Webinar to introduce the changes after publication

https://echa.europa.eu/irs-infographic
https://echa.europa.eu/understanding-assessment-regulatory-needs
https://echa.europa.eu/working-with-groups
https://echa.europa.eu/pact
https://echa.europa.eu/assessment-regulatory-needs
https://echa.europa.eu/support/qas-support/qas


What’s new on our website: 
PACT and assessments of regulatory 
needs list



17



18

Public Activities Coordination Tool

• Planned, ongoing and past activities

• Substance-by-substance 

• Under REACH and CLP 

• By ECHA and MSCAs 

echa.europa.eu/pact

https://echa.europa.eu/pact


19

Public Activities Coordination Tool

• Activities per substance 

• ARN = Assessment of regulatory needs
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Assessment of regulatory needs list

• Substance-by-substance (also for substances 
included in a group assessment) 

• Extended filter / search options

echa.europa.eu/assessment-regulatory-needs 

https://echa.europa.eu/pact
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Assessment of regulatory needs list

• Assessment of regulatory needs = RMOAs and 
group assessments

• By MSCAs and ECHA
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Details



Assessments of regulatory needs in 
practice



List of 

Groups* from 
the chemical 

universe Assessment of 
the regulatory 
needs for the 
(group of) 
substances

List of 
groups 

from the 
chemical 
universe
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Work on groups

Risk 
management 
ongoing

Currently 
no further 
actions 
proposed

ECHA’s team 
of experts 

or MSCA work
Follow-up processes 
(Iterative assessment)

* At this early stage, groups are 
not:

registrants’ read-across/ categories
groups in regulatory processes

ECHA/MSCAs
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Assessment of regulatory needs

• Support authorities conclude on the most appropriate way 
to address the identified concerns for a group of 
substances or single substances

• Elements looked at

• Hazards

• Uses/potential for exposure 

• Group boundaries (and need for subgrouping)

• Potential for substitution 

• Main source of information: registration dossiers

• Consultation with Member States before publication on PACT 
to:

• Provide input/suggestions to the way proposed for the (group of) 
substance (s)

• Raise awareness early on of possible candidates for RRM actions
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An iterative assessment

• First assessment at screening level (focused on 
registration information)

• Then, usually data generation or “currently no 

action” is proposed as first step – in some cases, 
risk management is already possible

• Assessment of read-across/category approach is 
only done during official processes (e.g. 

compliance check)

• Depth of assessment and knowledge on 
substances will increase in further iterations
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Benefits 
• Benefits of grouping (as highlighted earlier)

• Treats related substances consistently

• Targets the right substances at the right time

• Pools information which may allow faster action – despite data gaps

• Increases predictability of authorities’ actions

• Supports informed substitutions, or avoids regrettable substitutions

• In addition

• Early identification of the most appropriate regulatory 

tools to address the concern identified 
• Immediate action possible after the first assessment (e.g. CLH)

• Action in the future if hazard confirmed (e.g. CLH, restriction)

• Focus the generation of data to those 
endpoints/substances where we have identified a concern 
and need for regulatory risk management action
• Speed up RRM action after generation of hazard data

• Ensure early identification and communication of potential 
RRM cases to MSs



28

Expectations on industry

• Improved quality of the registration dossiers will 
provide authorities a more solid basis for deciding on 

the need for further actions. 

• Opportunity for industry to clarify the potential hazard 
and use profile of their substances early on before any 
RRM actions is initiated focusing resources of both 

industry and authority to the right substances

• If RRM foreseen, consider alternatives – the group 
may give indications whether similar substances are 
safer or will be subject to RRM as well
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Main aim of the reports 
publication

• Make clear what will be the next actions on a group of 
substances 

• focussing not only on the immediate next action (CCH 

for many substances) but on the end goal i.e. Need 
for EU RRM or no need currently for EU RRM (if 
hazard/lack of hazard clarified)

• Document includes actions identified and which 

substances have been assessed together

• NB! Grouping done by ECHA different from read 
across
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Content of the reports
• Cover page (group name, structure, versioning, overview of 

substances)

• Disclaimer

• Foreword explaining what is the purpose of the document

• Overview of the group

• Justification for the (no) need for regulatory risk 
management action at EU level

• Summary of conclusions and actions (including overview 
table)

• Annexes 

• Overview of registrants self and harmonised classification table

• Overview of the uses

• Overview of relevant past and ongoing activities (when needed)

• C&L notifications

1

2

3



Example/case study
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33



34



35



36

Information on 
the group

Overview of 
uses, potential 
for exposure
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Note clarifying 
the scope of the 
assessment, 
present in all 
reports
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Last action foreseen 
on the group/ 
subgroup/ selected 
substances and 
identified concern

Short summary 
of the hazard 
assessment and 
potential for 
exposure

Different steps 
needed and their 
impact
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Justifications and 
discussion on the 
regulatory 
instrument 
proposed
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Wrap-up
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Take-home messages 

• Keep your registrations up-to-date

• Follow PACT regularly to see whether there is an 
assessment of regulatory needs for your
substance

• Follow the updates of the annual IRS report and 
the chemical universe

• There’s plenty of information on PACT but also 
on our websites available now (Q&A, work on 
groups website,…)
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Q&A panel

• Webinar open until 13:00 Helsinki 
time (EET, GMT+2) to answer 
questions

• If your question is not answered 
by the end of the webinar, send it 
via our contact form: 
echa.europa.eu/contact

https://echa.europa.eu/contact


Thank you!

Subscribe to our news at 
echa.europa.eu/subscribe

Follow us on Twitter

@EU_ECHA

Follow us on Facebook

Facebook.com/EUECHA

echa.europa.eu/contact


