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About KemI (www.kemi.se)
•
•
•
•
•
•

Established in 1986 (ca 50  300 employees)
Swedish Agency under the Ministry of the Environment
National, EU and international work
Human Health and Environment
Competent Authority for PPPR, BPR, REACH, CLP, TSD, RoHS
Risk Assessment/Management, Approvals, Enforcement, and
Develop Regulations
• Vision: The Swedish Chemicals Agency is the driving force in
efforts to attain a non-toxic environment.
PPPR = Plant Protection Products Regulation, (EC) 1107/2009, and (EU) 2018/605); BPR = Biocidal Products Regulation, (EU) 528/2012, and (EU)
2017/2100); REACH = Registration, Evaluation, Authorisation and Restriction of Chemicals, (EC) 1907/2006; CLP = Classification, Labelling and Packaging
(EC) 1272/2008; TSD = Toys Safety Directive, 2009/48(EC); RoHS = Restriction of the use of certain hazardous substances in Electrical and Electronic
Equipment, Directive 2011/65/EU

Swedish objectives for a better environment
• Swedish Environmental Objectives (1990 – 2020)

• Non-toxic Environment (1990 – 2020)

• Toxic-free Everyday Environment (2011 – 2020)

• Future: New goals(?), incl. The UN Global Goals and the 2030 Agenda for
Sustainable Development (https://www.government.se/government-policy/the-global-goals-and-the-2030-Agenda-for-sustainable-development/)

Actionplans for EDs
• SE – Non-Toxic Everyday Environment (2011 – 2020)
e.g. vulnerable groups (children), EDS (criteria)
https://www.kemi.se/en/about-us/our-task/government-assignments/action-plan-for-a-toxic-free-everyday-environment

• DK – Political plan for Chemical (2018 – 2021)
e.g. consumer information, ED-centre (CeHoS)
https://mfvm.dk/fileadmin/user_upload/MFVM/Nyheder/Faelles_Kemiaftale_2018-21.pdf

• FR – French National Endocrine Disruptor programme, SNPE-2 (2019-2022)
e.g. To reduce the exposure of the environment and the human population to the EDCs
https://www.ecologique-solidaire.gouv.fr/sites/default/files/2019.09.03%20document%20de%20r%C3%A9f%C3%A9rence.pdf
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Simplified overview on development of regulation
(squaring the circle)
•
•
•
•
•
•
•
•
•
•

Actors: Commission, Member States, stakeholders.
Regulation proposal
Impact Assessment (IA: Cost vs Benefit)
Public Consultation
Regulatory Scrutiny Board (RSB  IA)
EU Inter-Service Consultation (ISC)
Final proposal
World Trade Organisation
Approval by EU committee ( and Council/Parliament)
Adoption  Implementation : : Guidance 
Application

EU strategy and some key events
• 1999 EU Strategy
• ED criteria BPR* + PPPR* by Dec 2013 (3-stages: 2011- - 2014 - - 2016-2018)
• Roadmap “Towards a more comprehensive EU framework on EDs” (summer 2018)
https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2018-3295383_en

 7 November 2018

 EU Communication EDS ”Endocrine disruptors: A strategy for the future that
protects EU citizens and the environment” https://ec.europa.eu/transparency/regdoc/rep/1/2018/EN/COM-2018-734-F1-ENMAIN-PART-1.PDF

•
•
•
•

 Cosmetics Review https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52018DC0739
PETI report rev. May 2019 http://www.europarl.europa.eu/RegData/etudes/STUD/2019/608866/IPOL_STU(2019)608866_EN.pdf
ENVI Council meeting, 26 June 2019 http://data.consilium.europa.eu/doc/document/ST-10713-2019-INIT/en/pdf
Fitness Check Roadmap (2019) https://ec.europa.eu/eusurvey/runner/ED_FC_StakeholdersSurvey
EU Green Deal (2019) To ensure a toxic-free environment …. EDs named
https://ec.europa.eu/info/sites/info/files/european-green-deal-communication_en.pdf

*BPR = Biocidal Products Regulation, (EU) 528/2012, and (EU) 2017/2100)
*PPPR = Plant Protection Products Regulation, (EC) 1107/2009, and (EU) 2018/605)

BPR + PPPR ED-criteria (2018)
• Scientific criteria for the identification of ED
– protect Human Health and the Environment
• Based on the WHO/IPCS definition 2002


Components
 (a) Adverse effect (WHO/IPCS definition 2009)

 (b) Endocrine Mode of Action (MoA)
 (c) Causality
 and provisions on how to show that the substances fulfil these elements
(all scientific information (in vivo, in vitro, in silico (read-across)), WoE)
Endocrine
Mode of
Action
(b)

Causality/correlation

Adverse
Effect

(c)

(a)

BPR – Active substances (7 June 2018)
• New endpoints
• New elaborate ECHA-EFSA guidance document (2018*) referring to several
other guidance's including extensive use of in vitro testing and is time
consuming completing Appendix E
• Additional systematic literature review
• Use AOP framework
• Harmonised with PPPR and REACH
= steep learning curve
*efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2018.5311

7 November 2018
EU Communication EDS ”Endocrine disruptors: A strategy for
the future that protects EU citizens and the environment”








Horizontal criteria based on criteria BPR & PPPR
Coordinated and consequent between all relevant regulations
Appraisal/reveiw of relevant pieces of regulation ”fitness check”
Continued support of research and development of OECD test methods
Consider classification criteria for EDs in CLP/GHS
One-stop-shop portal – all information on EDs from COM and others
Yearly ED forum, meeting for all (first 8 November 2019)

BPR = Biocidal Products Regulation; PPPR = Plant Protection Products Regulation
GHS = Globally Harmonised System; CLP = Classification, Labelling and Packaging (Reg.)

ENVI Council meeting, 26 June 2019
Endocrine disruptors

(http://data.consilium.europa.eu/doc/document/ST-10713-2019-INIT/en/pdf)

27. URGES the Commission to ensure a high level of protection of human health and the environment by minimising
exposure to endocrine disruptors, as endorsed by the 7th EAP, and by stimulating substitution by safer chemicals, as far
as technically and practically possible, and to provide, without undue delay, an action plan with clear and concrete
measures and an ambitious timeline for doing so;
28. WELCOMES the Commission’s initiative to update the data requirements in all relevant legislations in order to
improve and accelerate the identification of endocrine disruptors, and URGES the Commission to make this a high
priority and with high ambition to allow the identification of substances with endocrine disrupting properties;
INVITES the Commission to increase the knowledge base regarding the mechanisms through which endocrine
disruption occurs by the development and introduction of Adverse Outcome Pathways (AOP) that support biological
plausibility of endocrine disruption; WELCOMES in this respect the establishment of the Endocrine Active Substances
Information System (EASIS);
29. URGES the Commission to develop a horizontal approach for the hazard-based identification and risk
management of endocrine disruptors taking into account the uncertainties as regards identifying hazards and
assessment of risks for chemicals with endocrine disrupting properties; and UNDERLINING the urgent need for special
attention regarding cocktail effects and combined exposures of humans and the environment from all relevant
sources.

Fitness Check
Fitness check: Harmful chemicals – endocrine disruptors, review of EU
rules*
“The Fitness Check will contribute to the assessment of whether EU chemicals
legislation delivers its objective to protect human health and the environment by
minimising the overall exposure to endocrine disruptors.”

 Started June 2019 when Fitness Check Road Map was published
 Public consultation, Q4 2019 (completed 31 Jan-2020*)
 JRC analysis report
 Inter-Service Steering Group final report
 Regulatory Scrutiny Board
 Planned end date 2020
 Described at Annual Forum on endocrine disruptors meeting (8 Nov-2019)
(*https://ec.europa.eu/eusurvey/runner/ED_FC_StakeholdersSurvey)

Fitness Check (Public Consultation)
Types of questions:
• Coherent identification – Do you lack hazard categories e.g. GHS/CLP
• Regulatory consequence – Hazard vs Risk
• Coherent approach – Horizontal approach for identification
• Rational and consequence – Gaps between regulations
• Effectiveness – Comparison of legislations
• Exposure – Aggregated and combined effects
• Vulnerable groups - Adequate
• Data requirements/ test methods - Adequate

(*https://ec.europa.eu/eusurvey/runner/ED_FC_StakeholdersSurvey)

Update of REACH (July 2019)
•
•
•
•
•
•
•
•

Update information requirements i.e. Annexes VIII - X
Update general provisions i,.e. Annex I
Form a CARACAL SubGroup for endocrine disruptors (CASG-ED)
Human Health & Environmental information
Apply Better Regulation
ECHA to develop a Guidance
Other aims e.g. maybe develop GHS/CLP classification criteria for EDs
First meeting 7 Feb 2020

GHS = Globally Harmonised System; CLP = Classification, Labelling and Packaging Reg.

REACH EDS – brief background
• Goal is to control risks of EDs by substitution
• Criteria according to article 57
 CMRs (1A/1B), PBTs, vPvBs, and
substances of Equivalent Level of Concern (ELoC)
 ELoC = article 57f (e.g. for EDCs) “scientific evidence of probable serious effect”
 Criteria lacking but Member State Committee uses WHO/IPCS 2002 definition
 Guidance - “Best Practices”, 2018
 16 substances incl. BPA and phthalates on Candidate list of SVHC
 Single substance evaluation (phthalates also by mixture assessment)
 Grouping needs to be developed
 Information requirements are tonnage-level triggered (low-dose!)
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BPR = Biocidal Products Regulation;
SVHC = Substances of Very High Concern;
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necessary control

PPPR = Plant Protection Products Regulation;
SEA = Social Economic Committee

How to prioritise –”Lists” ?
•
•
•
•
•
•
•

EU lists of EDs ca 600, (EASIS*, 2016)
Under REACH there are lists of known and ”suspected” EDs
BPR and PPPR lists (ca 50 + ca 5)
Cosmetics List A (14 sub. (coupled to REACH) List B (14 sub. lower priority)
NGO lists (SIN, TEDX, Danish Consumer Council list etc.)
UN lists 2012 & 2018
National "lists” – FR, CH, DK, US, JP, SE, Colombia, India

• “We need a publically available list” (DK, ED-forum meeting 8 Nov-2019)
*EASIS = Endocrine Active Substances Information System
https://ec.europa.eu/jrc/en/scientific-tool/endocrine-active-substances-information-system-easis

System

Hazard vs Risk (Non-threshold?)
• Hazard refers to the intrinsic properties of a chemical, its potential to do harm.
• Risk: The probability of an adverse effect in an organism, system, or
(sub)population caused under specified circumstances by exposure to an agent.

 The risk is the combination of hazard and exposure
(risk = hazard x exposure).

•
•

Hazard assessment/management  Biocides/Plant protection
Risk assessment/management  Food/Cosmetics

Discussion: e.g. p 28 EU ED-forum meeting report 8 Nov 2019
https://ec.europa.eu/environment/chemicals/reach/pdf/Endocrine_Disruptors_WEB_v8final.pdf

Hazard vs Risk (PETI report)

How to deal with natural EDs?
•

Food regulation (EFSA – Risk-based)

•

Biocides (ECHA – Hazard-based), e.g.

 Cholecalciferol, Vit D3 Pro-hormone needed for calcination of bones, calcium/phosphate equilibrium
 Mode of action as a rodenticide by the deposit of calcium in other organs at higher concentrations
 Typical effect: deficiency: osteoporosis, and overdose: increased blood and tissue Ca-levels
But:
 Human tolerable upper intake level well established


Exposure assessment from use: below Assigned Exposure Level, (  magnitude of Vit D3 endogenously
made in the skin)

 ED MoA  candidate for substitution
But:
• Negligible risk, no alternatives
• Approval via Exemption in March 2019 with risk management measures defined for 5 yrs

We need more validated Test Methods
• Yes, the OECD
• WHY the OECD?
 Provides a regulatory awareness at a global level
 Strongly linked to the implementation of EU regulations e.g. BPR, PPPR,
+ EU Guidance
 Knowledge transfer
 Mutual Acceptance of Data (MAD) for OECD Test Guidelines
• Aims: Updating and refining TG/M, and encompassing in vitro and
alternative methods …
https://www.oecd.org/env/ehs/testing/oecdworkrelatedtoendocrinedisrupters.htm

OECD (EDs in brief)
•

EDTA AG: Endocrine Disrupters Testing and Assessment Advisory Group

•

Several Test Guidelines (TGs, i.e. test methods developed in the OECD Test Guidelines
Programme incl. MAD) and Guidance Documents (not incl. MAD)

• “Guidance Document 150 on Standardised Test Guidelines for Evaluating Chemicals for
Endocrine Disruption” (updated 2018)
 “The OECD Conceptual Framework for Testing and Assessment of Endocrine Disrupting
Chemicals.”

A working group Nord-UTTE of the Nordic Council of Ministers, the official body for intergovernmental co-operation in the Nordic region is engaged in developing relevant TG + TM for
EDs. e.g.
 Developing a Detailed Review Paper (DRP) on the Retinoid System for OECD. (SE)

OECD - Joint Meeting of the Chemicals Committee and the
Working Party on Chemicals, Pesticides and Biotechnology
Priorities for the 2021-2024 Environment, Health and Safety Programme
Proposed focus area:

- Maintenance and further development of Test Guidelines, especially non-animal methods
and defined approaches, test methods for other modes of action for endocrine disruption,
adaptation of test methods for the characterisation of manufactured nanomaterials.
- AOP development (including maintenance and further development of the related IT tools
such as the AOP Knowledge Base) that supports development of new test methods,
integrated approaches to testing and assessment and defined approaches.

U.S. EPA to eliminate all mammal testing by 2035

24

OECD – pre-validation/development
French initiative to set up a ”pre-validation platform”
• PEPPER = Public-private platform for the pre-validation of endocrine disruptors
characterisation methods.
• Pre-validation of Methods and Assays for EDs
• Aim: speed up validation
• Who: joint public and private
• Support: OECD, ECVAM, ECHA … others including Sweden (RISE)
• Participation e.g. SE, RISE (Research Institutes of Sweden).
RISE (EU-NETVAL network) – replacement of animal tests – detection of androgen disrupting
chemicals [SE 3R-center & KemI]
https://www.ri.se/en/press/rise-contributes-replacement-animal-tests

EU research – Regulatory needs
Horizon 2020
•

EDC-MixRisk – Focused on the effects of mixtures of endocrine disruptive chemicals on
children by developing methods for risk assessment (2019)

•

EURION – New testing and screening methods to identify ED chemicals (ongoing)

•

OECD GD 34 on the Validation and international acceptance of new or updated test methods
for hazard assessment
 JRC WS (4 Feb 2020)

Future
• “Have your say on future objectives for EU-funded research and innovation” (EU 2019)
https://ec.europa.eu/info/news/have-your-say-future-objectives-eu-funded-research-and-innovation-2019-jun-28_en

• Horizon Europe (2021-2027, ca €100 billion)

https://ec.europa.eu/info/horizon-europe-next-research-and-innovation-framework-programme_en

Thank you

