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1 INTRODUCTION

1 Endocrine Disruptors are chemicals that can negatively affect the health of humans or animals by
altering the functioning of the hormonal system.

The EU has takengrogressive series of actions on endocrine disruptors since 1999.
Different regulatory approaches exist in different pieces of legislation.

To address concerns about possible inconsistencies between different pieces of legislation, the
Commission launchea Fitness Check in 2019.

1 The Fitness Check focused mainly on the evaluation criteria of coherence and effectiveness, but
also addressed efficiency, relevance and EU added value. r

=A =4 =9

1.1 Background to the Fitness Check
Endocrine Disruptors (EDs) are chemical sahses that can alter the functioning of the endocrine

(hormonal) system and negatively affect the health of humans or animals. The EU response to EDs
has developed over the past twenty years, in line with the actions outlined in the Community Strategy
for Endocrine Disruptors Significant progress in understanding these substances has been made
since then.

Overviews of the state of the science on EDs have been published by various bodies. Notably, in
2012, the United Nations Environment Programme (UNER) e World Health Organization

(WHO) published an upda@®HO/UNEP, 2012)of the 2002 International Programme on Chemical
Safety (IPCS) repoilPCS, 2002) This report notes the increase in trends of many ende@iated
disorders in humans, and associations between exposure to EDs and some diseases. It also
acknowledges the multdausal nature of the diases and the resulting difficulty in attributing a given
disease to a single factor, such as chemical exposure. The report also emphasises the existence of
critical windows of exposure (such as foetal development and puberty) during which exposure can
lead to irreversible effects, some being detected only many years later. Furthermore, the report gives
examples of wildlife populations recovering after decreased exposure to EDs. Finally, the need to
develop appropriate testing methods is highlighted.

Endocine disruption is a relatively new consideration in toxicological or-tegicrological
assessment, whereby the focus is on the way in which a chemical disrupts the development and
functioning of humans or organisms (i.e. through disturbing hormonal ledlamentually leading to

an adverse effect (or effects) on function that arises as a consequence of the disturbance, where the
nature of the adverse effects may vary according to the timing of the exposure and the species
exposed.

For some chemicals, adge effects, such as cancers in hormseesitive organs, or reproductive

and developmental disorders, may already be known, and the chemicals already flagged as substances
of concern (e.g. through classification as hazardous under the EU Classificatietingaand
Packaging (CLP) Regulatifn have been banned or restricted on the basis of these adverse effects.

'COM(1999) 706.
“Classification, Labelling and Packaging of substances and mixtures (EC) No 1272/2008



The significance of nemonotonic dosiresponse relationships and lalese effects of endocrine

disruptors has been widely debated and themdilisno consensus in the scientific community on

whet her and how certain toxicological principle
which no adverse effect is expected to occur) are applicable in assessing the safety of EDs. This lack

of agreement presents particular difficulties at the policy level in deciding how risk assessments
should be conducted for these chemicals and whether to follow a generic risk approach or a specific

risk approach(Solecki et al., 2017)

A variety of EU regulatory measures address the risks from exposure to hazardous chemicals.
Cadllectively, these measures aim to ensure a high level of protection of human health and the
environment, while ensuring the smooth functioning of the internal market. Some pieces of legislation
have specific provisions for EDs (i.e. chemicals in gener@A@®H), plant protection products,
biocidal products, water and medical devices). For other pieces of legislation, with-speEific
provisions, there are general provisions for the risk management of hazardous substances which may
be used to control thisks posed by EDs (once they are identified).

EU action on EDs relies largely on work undertaken by the EU scientific assessment bodies, such as
the independent scientific committees (on Consumer Saf8CSI and on Health, Environmental

and Emerging Rks7 SCHEER), the European Chemicals Agency (ECHA) and the European Food
Safety Authority (EFSA). Following the hazard or risk assessments conducted by these bodies, the
Commission takes the final decision on risk management measures, together witmtherhbtates

and the other European Institutions (Council and Parliament) as appropriate. When scientific
evaluation cannot conclude with sufficient certainty on a risk, the Commission is guided by the
precautionary principlgo take protective measurfs its citizens and/or the environment.

For plant protection products and biocidal products, thiegislators decided as for other hazard
properties of particular concern (such as substances classified as carcinogenic, mutagenic, or toxic to
reproducion, categories 1A or 1B) that once it is proven that a substance is an endocrine disruptor,
the substance in principle cannot be authorised for use; while there are very limited derogation
possibilities.For biocides, the ban is only applicable in relatio ED properties for human health and

not for the environment.

Criteria for identifying endocrine disruptors have been established under the legislation on plant
protection producfsand biocidal products These criteria were informed by various EU initiatives.

These included the work of a Endocrine Disrupters Expert Advisory Qiddupn and Goumenou,

2013a, b)and of the EFSA Scientific CommittdEFSA Scientific Comnttee, 2013) as well as an

impact assessment of different options for the critefibe criteria are based on the 2002 IPCS/WHO
definition (IPCS, 2002) according to which an endocrine dis

®In generic risk approaches (referred also as hazasdd approaches) risk management measures are taken
directly based on the identified hazard classification (generic risk consideration). In specific risk approaches
(referred also as riskased approackgrisk management measured are taken based on the outcome of a risk
assessment, considering both exposure and hazard.

*Commission Regulation (EU) 2018/605 of 19 April 2018 amending Annex Il to Regulation (EC) No 1107/2009
by setting out scientific critex for the determination of endocrine disrupting properties (plant protection
products)

>Commission Delegated Regulation (EU) 2017/2100 of 4 September 2017 setting out scientific criteria for the
determination of endocrirgisrupting properties pursuant®egulation (EU) No 528/2012 of the European
Parliament and Council

®SWD(2016) 211
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mixture that alters function(s) of the endocrine system and consequently causes adverséfdwslth

in an intact organi sm, or its progeny, or (sub)
identification of a substance as an ED should be based on an adverse effect for which: a) there is
convincing evidence of a biologically plausildausal link to an endocrine disrupting mode of action;

and b) disruption of the endocrine system is not a secondary consequence of othedautrime

mediated systemic toxicity.

EU legislation in fields other than plant protection products and biopidalucts does not contain

such criteria. It has been argued by stakeholders that the same criteria should apply across the relevant
pieces of EU chemicals legislation for reasons of legal certainty and in order to avoid the possibility
that a substance identified as an ED under one piece of legislation and not under another.

Different regulatory approaches exist in different pieces of legislation for substances that have
endocrine disrupting properties. According to some pieces of legislation, thetansabscannot in
principle be authorised for use, unless limited derogation possibilities apply. Under other pieces of
legislation, chemicals with endocrine disrupting properties may be authorised for a limited period or a
limited range of uses, or undesstricted conditions.

Other pieces of legislation do not mention EDs specifically, however, substances with such properties
can be subject to casy-case regulatory action based on the general requirements of the legislation.

Efforts to identify, assessand manage risk from EDs under REACH have been underway for some
time and two EDs (ethoxylates of octylphenol and nonylphenol) have been placed on the list of
substances (Annex XIV) requiring specific authorisations to be on the market. A further tlheebs

have been identified as substances of very high concern (SVHC®nliticrine disrupting properties

and are included in th€andidate listof substances for possible inclusion in the authorisation list in

the future;another 80 or more areurrently being evaluated due to concern about their potential
endocrine disrupting propertieSubstances with ED properties can also be subject to restrictions, e.g.
four phthalates at a sum level of 0.1% or higher in a variety of prddditse has been relagly

short since the criteria to assess active substances used in biocidal products and plant protection
products came into force (2018). Nevertheless, three biocidal active substances and three active
substances in plant protection products (PPP) haeadyrbeen identified as EDs for both human
health and the environment and a further four PPP active substances identified as EDs for human
healtlf. Table 1.1 provides a list of the substances identified as SVHCs with endocrine disrupting
properties under BACH or identified as EDs under the Biocidal Products Regulation as of
September 2020.

'See Annex XVII of REACH.
®Relevant EFSA conclusions are adopted but not yet published and hence not included in Table 1.1.
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Table 1.1 Substances identified as endocrine disruptors at EU leVel

Name and abbreviation CAS no® Effects Legislation

2,2-dibromo-2-cyanoacetamide 1022201-2 Human Health and BPR
Environment

Cyanamide 42004-2 Human health and BPR
Environment

Cholecalciferol 67-97-0 Human Health and BPR
Environment

3-benzylidene camphor 1508724-8 Environment REACH

4-(1,1,3,3tetramethylbutyl)phenol 140-66-9 Environment REACH

4-(1,1,3,3tetramethylbutyl)phenol, ethoxylated N/A Environment REACH

4-heptylphenol, branched and linear N/A Environment REACH

4-Nonylphenol, branched and linear N/A Environment REACH

4-Nonylphenol, branched and linear, ethoxylatc N/A Environment REACH

4-tertbutylphenol 98-54-4 Environment REACH

Benzyl butyl phthalate (BBP) 85-68-7 Human Health REACH

Bis(2-ethylhexyl) phthalate (DEHP) 117-81-7 Human Health and REACH
Environment

Bisphenol A 80-05-7 Human Health and REACH
Environment

Butyl 4-hydroxybenzoate 94-26-8 Human Health REACH

Dibutyl phthalate (DBP) 84-74-2 Human Health REACH

Dicyclohexyl phthalate (DCHP) 84-61-7 Human Health REACH

Diisobutyl phthalate 84-69-5 Human Health REACH

p-(1,1-dimethylpropyl)phenol 80-46-6 Environment REACH

Reaction products of 1,3thiadiazolidine2,5 N/A Environment REACH

dithione, formaldehyde andleptylphenol,

branched and linear (RRP) wi t h OO

heptylphenol, branched and linear

Tris(4-nonylphenyl, branched and linear) N/A Environment REACH

phosphite (TNPP) -with

nonylphenol, branched and linearN#)

Under the legislation on water, the Commission has included several endocrine disruptors in the list of
Apryorsiutbst anceso of particul ar concern in surf
standards and emission controls apply. Furthermore, the Commission has included several
demonstrated or suspected endocrine disruptors in the "watch list" of subdgtanatséch Union

wide monitoring data should be gathered.

%See also Table 5.1 for further details
°N/A: not applicable
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Due to possible concerns of endocrine disruption, the chebiggathenol A was banned from use in
baby bottles and other containers for foods for infants and young children on the basis of the
preautionary principle and very low migration limits are set for other food contact materials.
Bisphenol A is alsgubject to limit values in toyr young children under 36 months or intended to

be placed in the mouth apdperused in receipts. Anccupaibnal exposure limit valuéor bisphenol

A has also been set pootect workers from exposutierough inhalable dust.

On 7 November 2018, the Commi ssion adopted its
framewor k on e n'd opdatirg teeStrategysof 1999t Ther Gommunication confirms

the Commission's commitment to protect EU citizens and the environment from EDs. It outlines
actions to step up the EU approach in order to further progress and maintain the expected high level of
protection.In particular, to address the concerns on the coherence of the EU legal framework, the
Communication announced the launch of this cmgting Fitness Check on EDs. While evaluations

or Fitness Checks of relevance for EDs had already been carried aetwrder way, a systematic
analysis of the coherence of relevant provisions on EDs across the EU regulatory measures had not
yet been completed. This was therefore a particular focus of this Fithess Check.

1.2 Objectives of the Fitness Check

EU regulatorymeasures that address the risks from exposure to endocrine disruptors (EDs) have been
developed at different points in time and have, in certain cases, different specific objectives. This has
resulted in different approaches for managing endocrine dissyptepending on the sector being
regulated. Collectively, these measures aim to ensure a high level of protection of human health and
the environment, while ensuring the smooth functioning of the internal market. While regulatory
measures have allowed peotive action to be taken against these substances (e.g. by introducing bans
or restrictions on their use), questions have been raised by stakeholders on the overall coherence of
the EU legal framework in relation to EDs.

To address the concerns on tleherence of the EU legal framework, the Commission launched a
crosscutting Fitness Check on EBswith the objectives to assess:

1) thecoherenceof the relevant EU legislation, including an analysis of how different provisions in
different legal instrumeastinteract, identifying potential gaps or inconsistencies.

2) whether EU chemicals legislation éffective in delivering its objective to protect human health
and the environment by minimising the overall exposure to endocrine disruptors.

3) to the extent possible, thefficiency, relevance and EU addedvalue of the relevant EU
chemicals legislation.

In addressing these objectives, particular attention is paid to legislation that does not contain specific
provisions for endocrine disruptorsuch as the legislation on toys, cosmetics and food contact
materials. Another focal point is on whether the different pieces of legislation take into account the
protection of vulnerable population groups that are particularly sensitive to endocrineatisihen
assessing and regulating such substances. The international dimension is also assessed, taking into
account the impact of EU provisions on trade flows within and outside thd gJfindings of this

Fitness Check will feed into the forthcominénicals Strategy on Sustainability.

HcoMm(2018) 734
2Fitness Check initiative and roadméutitps://ec.europa.eu/info/law/bettegulation/have/our-
say/initiatives/214ZitnessCheckon-endocrinedisruptors
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https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/2142-Fitness-Check-on-endocrine-disruptors
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/2142-Fitness-Check-on-endocrine-disruptors

2 METHODOLOGY

1 The methodology identifies the legislation considered to be in the scope of the Fitness ¢

1 A series of questions were formulated to guide the interpretation of the five evaluation ¢
(coherenceeffectiveness, efficiency, relevance and-&ddled value).

I Four main evidence streams were generated to inform the findings: a) mapping of reg
provisions related to the identification or risk management of endocrine disruptors; b) |
of key polcy and scientific documents; c) chemical specific case studies to illustrat
interplay between different pieces of legislation; and d) the results of consultations w
public, stakeholders and SMEs.

2.1 Scope of the Fitness Check

The horizontal nre of the Fitness Check requires a broad scope, covering many legal acts
addressing chemicals that are relevant to human health and the environment. For much of the
chemicalsacquis Fitness Checks and other 'Better Regulation' activities addressirificgpieces of
legislation had been completed or were ongoing.

On the basis of the mandate of the Fitness Check described in the Commission Communication
AfiTowards a comprehensive EU fscapeé&gistatok was definedh do cr i
as kgislation including provisions for the identification, hazard assessment, risk assessment or risk
management of chemicals with endocrine disrupting properties for human health and the environment.

The legislation considered in scope is listedable 2.1

Table 2.1 Legislation in scope for this Fithess Check

Legislation

Plant Protection Products Regulation (EC) No 1107/2009

Maximum Residue Levels of Pesticides Regulation (EC) No 396/2005

Biocidal Products Regulation (EU) No 528/2012

REACH Regulation(EC) No 1907/2006

CLP: Classification, Labelling and Packaging of substances and mixtures (EC) No 1272/2008

Persistent Organic Pollutants Regulation (EU) 2019/1021

Food contact materials Regulation (EC) No 1935/2004

Contaminants in food RegulatiggEC) No 315/93 and in feed Directive 2002/32/EC

Food Additives Regulation (EC) No 1333/2008

Cosmetic Products Regulation (EC) No 1223/2009

Medical Devices Regulation (EU) 2017/745

In Vitro Diagnostic Medical Devices Regulation (EU) 2017/746

Toy Sdety Directive 2009/48/EC
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Legislation

Fertilising Products Regulation (EU) 2019/1009

Detergents Regulation (EC) No 648/2004

Medicinal Products for Human Directive 2001/83/EC *

Coverage here limited to unintended exposure via the environment (sé@aéso4)

Veteinary Medicinal Products Regulation (EU) 2019/6 *
Coverage here limited to unintended exposure via the environment (sé@aéso4)

General Product Safety Directive 2001/95/EC

Water Framework Directive 2000/60/EC

Priority substances Directi2013/39/EU

Drinking Water Directive 98/83/EC

Groundwater Directive 2006/118/EC

Marine Strategy Framework Directive 2008/56/EC

Urban Waste Water Directive 91/271/EEC

Chemical Agents at Work Directive 98/24/EC

Carcinogens and Mutagens at Work Direet®004/37/EC

Pregnant Workers Directive 92/85/EEC

Young People at Work Directive 94/33/EC

Waste Directive 2008/98/EC

Restriction of the use of certain hazardous substances in electrical and electronic equipment

2011/65/EU

Industrialemissions (integrated pollution prevention and control) Directive 2010/75/EU

Sevesdll -Directive 2012/18/EU

Ambient Air Quality and Cleaner Air for Europe Directive 2008/50/EC

EU Ecolabel Regulation (EC) No 66/2010

*EU Pharmaceuticals Strategy is @mdlevelopment

2.2 Fitness Check questions and baseline

The evaluation questions placed emphasis on coherence issues across the dieopet iagulatory
instruments inTable 2.1 To apply the Fithess Check questions, it was necessary to establish a
baselhe for comparison. When a temporal reference needs to be established, the baseline is the
situation with no specific provisions in EU legislation, corresponding to the year of adoption of the
first strategy on endocrine disruptors (1999). The evaluati@stiuns relate to the specific policy
interventions or noiinterventions across the different regulatory sectors from 1999 to date (e.g.
implementation of REACH or the establishment of ED criteria for plant protection products and
biocidal products). Othepoints of reference, such as rBU jurisdictions, were considered when

appropriate.
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2.3 Mapping of of regulatory provisions and review of key documents

Annex 3 describes the approach taken to map regulatory provisions related to the identification or risk
management of endocrine disruptors, and to review key policy and scientific documents.

2.4 Case studies

Case studies were developed for specific chemicals that are regulated under different and
interconnected legislative instruments, with the aim to provégeesentative examples illustrating

how EDs are identified, assessed and managed across legislation for their effects on human health and
the environment. Substances selected for the case studies:

1 3-Benzylidene camphor {BC; under assessment under REA&Ght the Cosmetic Products
Regulation; endocrine disruptor with human health and environmental concern)

91 Diethylhexyl phthalate (DEHP; regulated under several pieces of legislation: REACH,
cosmetic products, medical devices, food contact materials, toyer Waimmework Directive
(WFD); endocrine disruptor with human health and environmental concern)

1 Nonylphenol (NP; regulated under REACH (covering many sectors: detergents, biocides,
plant protection products, cosmetic products, medical devices), WFD; amsalisruptor
with environmental concern)

Two economic case studies were also carried out to explore possible associations between the
implementation of risk management measures on selected chemicals and trade flows, both within and
between the EU and nédflJ countries(Canzian et al., 2020)

The main criteriorfor selecting case studies was that the substances should be relevant to more than
one policy area, thereby enabling an analysis of the coherence of the assessment and risk management
approaches applied. DEHP;BX and nonylphenols and their ethoxylates eegulated by various

pieces of irscope legislation, including the ones specifically mentioned in the Fitness Check
mandate. DEHP and nonylphenols are representative of two main groups of substances which have
been identified as SVHCs with endocrinerdjgting properties (phthalates, alkylphenols) and for

which risk management measures have been applied. Thus, the case studies were chosen to be as
representative and informative as possible, from the pool of SVHCs with endocrine disrupting
properties thaivere identified at the time of selection. (§able 1.J).

2.5 Consultation activities
2.5.1 External consultation activities

Consultation activities were carried out to gather inputs from a broad range of stakgholger as

well as citizens to ensure thaews from all interested parties were considered in the evaludtien.
consultation activities relied primarily on the results of three surveys aimed at the general public,
stakeholders and SME$he results were used as an additional source of evidesgmgnising that

they are associated with an inevitable bias towards those who have an interest in resparitieng
information on the approach and findings is giveAmmex 2
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3 STATE OF PLAY

Substances with endocrine disrupting properties can kseqrén a wide range of materials and
products. Some are incorporated in formulations intended for direct applications to humans (e.qg.
cosmetic products) or in the environment (e.g. plant protection products). Some are directly released
upon product appletion (cosmetic products, plant protection products). Others are incorporated in
materials and may be released over longer time scales along the product life cycle, from
manufacturing to waste and possibly from recycled material streams. The system edjdion

dealing with chemicals aims at minimising exposure of humans and the environment to EDs from

different sources and exposure pathwasigure 3.1i | | ustrates at whi ch stag

cycle, from manufacturing to waste, specific legislatis intended to act. Overall, risk management
provisions (intervention logic) aim to strike a balance between human health and environmental
protection, the societal benefits of the use of chemicals and the smooth functioning of the EU single

market.
w SO h
REACH
cMrs O
EU ECOLABEL
workers
safety
GP Safety D IPPC
REACH
GP Safety D
"" Seveso III D
veterinary
TSD FCMR MDR CPR n_wer_iir,ine max
limits in food
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eneral food dical i FRR VMR ‘ '
pgroducts toys contact Z‘:vic?s cosmetics biocides pesticides  medicines Air Quality D
materials fartiliars reeyeling
industrial £ 2 detergents )
e hoideals ood additives MRLs e
contaminants
electric & in food
electronic W
equipment i
e REACH
l ” Water FD
soil
Drinking WD
POP
‘ disposal
Waste FD
waste
Figure 3. 1. EU | egislation (not exhaustive) mapped

humans and the environment’

Annex 4 provides a detailed analysis of regulatory provisions and processes in place relevant to the
control of endocrine disruptors for each piece of EU legislation in the scope of this Fitness Check. It
also provides an overview of international legal obligaiqgWTQO). Many pieces of legislation

regulate the placing on the market of chemicals, and materials and products containing them

13See Annex 4 for a detailed description of legal provisions and processes for identification, assessment and
management of EDs.
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(horizontal list in the centre dfigure 3.1). Their scope is complementary with respect to human and
environmental protectionwith the REACH regulation setting the baseline for general chemicals
(Figure 3.1). These regulations and directives form the core of EU chemical legislation, together with
the Classification, Labelling and Packaging (CLP) Regulaiiable 3.1summariseshe intervention

|l ogic of each piece of O6in scoped | egislation
manage EDs or which could be used to manage EDs (for those regulations that do not contain ED
specific provisions). The Table also showee tmain interlinkages between various pieces of
legislation (more details are given in Annex 4).
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Table 3.1 Overview of intervention logic and provisions for endocrine disruptors within irscope legislation

ED identification Hazard assessment of Provisions for management Main links with
Legislation Intervention logic s endocrine disrupting of substances with endocrine s
provisions > : : : other legislation
properties disrupting properties

Protection of human and ninal .‘é”tetr;?‘ i for ED.

health and the environment fro iaentifica |tcr>]n are i
Plant exposure to hazardous chemicals ?osrsen(t:r?e eBisoag]deaI
Protection plant protection products by: ED-specific and generic risk Products Requlation
Products 1 regulating the authorisation fq Yes Criteria for ED identification| approach with limited options 9 '
Regulation placing on the market and use introduced in 2018, for derogation (negligible Coformulants in
(EC) No plant protection products exposure and essential use). lant rotection
1107/2009 1 regulating the approval of activ Sroducts hapve to b

substances, safeners and synerg registered unde
REACH.
Maximum .
Residue Protection of consumers dim
Levels of _unacceptable risk to pesticide resi_dL Hazard identification
Pesticides in food e.md feed of plant and anim No Specific risk approach is covered under th
Regulation origin by: P bp Plant Protection
(EC) NO| q determining maximum levels d Products Regulation.
396/2005 pesticide residues
Biocidal Erotlehctiondofh human and anfim ED-specific and generic risk | Criteria  for  ED
Products ealth and the environment fro approach with limited options| identification are in
Requlation exposure to hazar@ous chemicals Yes Criteria for ED identification for derogation (negligible risk essence the same
(El.?) NG biocidal products by: introduced in 2018, essential use, disproportiong for the Plant
528/2012 1 regulating the approval of actiy negative impacts on socie| Protection Products
substances which may be used compared to the risk from usg Regulation.

“Data requirements for plant protection products, biocidal ptedum REACH substances are currently under revision to increase their capacity for providing data on
endocrine disrupting properties
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ED identification

Hazard assessment of

Provisions for management

Main links with

Legislation Intervention logic provisions endocrine disrupting of substances with endocrine other legislation
properties disrupting properties
biocidal products Co-formulants in
regulding the authorisation fo biocidal products
placing on the market and use have to be registere
biocidal products under REACH.
EDs are listed as SVHCs
meting the AE
of Concerno
listing (generic risk
Protects the public (citizens, worke approach) triggers notification
consumers) and the environment frq provisions. SVHCs are
exposure to hazardous chemicg o | regulated through authorisatiq o .. provisions
while promoting altenative methodg Registration obligationy and restrictions throug under REACH (e.g
for assessment of hazards require industry to asses s_pecific ri_sk approachesand on registratidn
substances by: Yes identification haza_rds of substances. Dg rlsk-b_er_lefltapproaches authorisation !
REACH i i of ED as Substance requirements  depend g Restrlc_nons_can k_)e based 0 restriction) a’ ly alsq
. 1 regulating the placing on th . “Y tonnagé®. endocrine disrupting propertie n) apply
Regulation market of chemicals (on its owi of ~ Very  High if thev lead to chemicals regulate
! - > y lead to an unacceptab
(EC) No in mixtures or from articles| Concern (SVHCs) Assessment  of endocrirl risk under  secter or
1907/2006 through registrations Possible through Ari disrupting properties throug ' productrelated
horisation and restrictions 57 (f). : ; legislation,  unless
authorisation _ substance evaluation, SHV( Registrants have to ensure th = luded
' communication of hazards, risk identification and as part d risks from manufacturing o exg lcitly ~_exclude
and safe use cditions throughout restrictions. use of chemicals are controllg UNder REACH.
supply chain or that emissions ar
minimised. Hazard propertig
including endocrine disrdjmg
properties have to be report
via safety data sheets to ens
safe use throughout the supy
chain.
CLP: Protects human health and 1 No Endocrine disrupting Hazard-based. Classification| CLP classification
Classification, environment by: properties are covered if thg of substances as Carcinogen triggers provisions
Labelling and ) lead to a substance fulfillingf Mutagenic or toxic for thg under many pieces ¢
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Legislation

Intervention logic

ED identification
provisions

Hazard assessment of
endocrine disrupting
properties

Provisions for management
of substances with endocrine
disrupting properties

Main links with
other legislation

Packaging of
substances an
mixtures (EC)
No 1272/2008

il

harmonised hazard classificatiq
as crosgutting trigger for rik
assessment and/or managemen
other legislation

harmonised labelling an
packaging requirements ensuri
hazard communication alon
supply chain

the criteria of otkr hazard
classes (carcinogenic, tox
tor reproduction, specifi
target organ toxicity 1
repeated exposure, etc).

Reproduction (CMR) and othg
hazard classes triggersaard
communication (labelling
packaging).

legislation.

Persistent
Organic
Pollutants
Regulation
(EV)
2019/1021

Protects the environment from the ri
posed by persistent organic pollutal
by:

1
il

bans and restrictions applicable
international level

reporting data on wuses a
environmental  monitoring  t
monitor progress and promo
awareness

No

Criteria for Persisten
Organic Pollutants (POPSs) @
not specifically addres
endocrine disrupting
properties, although they cs
be taken into account for th
T-criterion (toxicity).

The identification as POPs
mainly a generic risk
approach and triggers ban
and/or restrictions. Exemptior|
can be introduced based
risk-benefit considerations.

Food contact
materials
legislation ¥
Regulation
(EC)
1935/2004

No

Protects consumers and animals (fé¢
Directive)
hazardous substances in food by:

l

from  exposure t

setting rules on the compositiq
of food contact materials, main
for  plastics, including an
authorised list of substances 4
restrictions

No

Endocrine disrupting
properties are taken int
account as other hazards
risk assessment

Risk management of hazardo
substances (authorisatior
maximum levels), is mainly
specific risk approach.

Substances used
food contact material
have to comply with
REACH registration
provisions.
Substances identifie
as SVHCs with
endocrine  disrupting
properties with effects
on the environmen
are subject to REACH
authorisation
provisions.
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Legislation

Intervention logic

ED identification
provisions

Hazard assessment of
endocrine disrupting

Provisions for management
of substances with endocrine

Main links with
other legislation

properties disrupting properties

Substances wht
endocrine disrupting
properties with effects
on human health o
the environment ca
be restricted unde
REACH.

Contaminants

in food

Regulation 1 establishing maximum levels ¢

315/93/EEC maximum tolerances for ceita

and in animal contaminants in food and anim

feed Directive feed

2002/32/EC

Food

Additives and

food enzymeg

and  food| ¢ establishing a commo

flavourings, authorisation procedure for fog

Regulation additives, food enzymes and fo

(EC) NO|  flavourings by including also daf

1333/2008 and  yequired for safety assessment

Regulation

(EC) No

1331/2008

Cosmetic Protects consumers from exposurel Endocr?ne disrupti'ng Generic risk approachto the Substapes used in

Products hazardous chemicals in  cosme properties are taken mt extent that some hazardo| cosmetic prqducts

Regulation products by regulating the placing ¢ No account as othehazards in substances_ (e._g._ CMRs)_ g have to be registere

(EC) No|the market through two mai the context of the produc] banned, W|_th I|m|ted__opt_|on under REACI—_L 3

1223/2009 chamels: level safety report or by th| for derogations.Specific risk | Substances identifie

SCCS.

approachfor other substances

as SVHCs with
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ED identification

Hazard assessment of

Provisions for management

Main links with

Legislation Intervention logic s endocrine disrupting of substances with endocrine o
provisions ; ; . . other legislation
properties disrupting properties
9 all substances are assessed Sp::;rrtligz Wﬂﬁgﬁ;g
industry through produdevel on the environmen
safety assessment reports. Th are subject to REACH
may be assessed by the Scient authorisation
Committee on Consumer Safe provisions and can b
(SCCS) and managed by t restricted unde
Commission when safety concer REACH
are identified. '
certain groups of substancey
considered of higher haza
potential (colourants
preservatives, UV filters) must b
assessed for safety by the SC
and are managed through lists
approved ingredients.
Regulaton ED identification
EU refers to REACH anc
(201)7/745 on| Protects patientusers and, wher (for medical devices
medical appropriate, other personsf_rom only) to Biocidal
devices exposure to_ hazardous chemicals Products Regulation
medical devices by: Substances used
T setting general safety ar Hazards from endocrin| Presence of EDs must ktmet()ilcal qletwcej ha:jv
Regulation performance requirements  f No disrupting  properties  ar| justified and approvals af SE:CEQ'S ered unde
(EU) medical devices and in vitr taken into account in ris| based omisk-benefit. Substancesidentified
20171746 on| g G0nosties assessments. as SVHCs with
‘ ) ersuring that the relevarn X i X
in vitro scientific opinions of the relevar endocrine  disrupting
diagnostic scientific committees are take properties with effects
medmal into account on the. environmen
devices are subject to REACH
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ED identification

Hazard assessment of

Provisions for management

Main links with

Legislation Intervention logic s endocrine disrupting of substances with endocrine s
provisions ; ; . . other legislation
properties disrupting properties
Substances wit
endocrine propertie
with effects on humar
health or the
environment can b
restricted unde
REACH.
Protects children from the exposure
hazardous chemicals in toys by:
1 prohibiting the use of substanc )
which are  Carcinogenic All substances used i
To Safet Mutagenic or toxic for the Hazards from endwoine | Combination of generic risk ES%E hr?)\\//(iasi;%scﬁrr?dp;)
oy Y Reproduction (CMR) with limiteg disrupting  properties arl (CMRs are banned i P ey
2009/48/EC — rogatior taken into account as oth{ principle) and specific ris for registration
1 establishing specific limit value hazards. approaches(limit values). horisafi ’
for any chemical (including authorisations  an
identified EDs) in toys fof restrictions apply.
children under 36 months of ag
and for toys intended to be plac
in the mouth
All substances used i
Fertilising Protects human, animal and pla _ fertilising  products
Products health, safety and the environment i Hazards from endocrin have to comply with
Regulation 1 regulating the placing on th No dlsrupt!ng properties - ar Specific risk approach provisions .“T‘de
(EV) ) ' N taken into account as oth REACH.  Provisions
2019/1009 market of chemicals in fertilisin hazards. for reg|strat|on,
products authorisations  an
restrictionsapply.
Detergents Achieves the free movement { No Not applicable Not applicable Substances used
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ED identification

Hazard assessment of

Provisions for management

Main links with

Legislation Intervention logic s endocrine disrupting of substances with endocrine o
provisions ; ; . . other legislation
properties disrupting properties
Regulation detergents while, at the same tin detergents are als
(648/2004/EC)| ensuring a high degree of protecti regulated via
of the environment and human hea REACH, Biocidal
by: Products Regulatio
1 regulating the placing on th g?gdugge R((a:gousig]tg:w
market of surfactants in deterger Provisions unde
based on biodegradabilit those regulation
standards and phosphorus conte apply.
1 labelling detergents
Main emphasis on the therapeutic
benefit for the target group evaluate : .
in the context of ;?oss?ble F:;dverse Si Risk-benefit appfo*”?c“- Thg
Medicinal effects and risks to patients. outcome of the environment
products for| Provisions are in place &valuate ang risk assessment does 1
humans minimise the unintended effects of | No'® influence th_e_ approval - g
(Directive medicinal products via the human medicines but cg
2001/83/CEY | environment by: trigger measures to minimis
exposure (e.g. communicatio
1 requiring environmental ris monitoring).
assessment and risk mitigati
measures for endocrine acti
substances
Regulation Main emphasis on the therapeu Endocrine disrupting Risk-benefit approach
(EU) 2019/6| benefit for the target group evaluat No properties not specifically Evidence of an environment
on veterinary| in the context of possible adverse s addressed. risk, which canot be
medicinal effects and risks to target organis controlled with risk

In scope of this fitness chewkith respect to unintended exposure via the environment
¥ dentification and assessmentesfdocrine active substances considered in ongoing revision of guidance for environmental risk assessment
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. T Hazard assessment of Provisions for management - .
o . . ED identification . . i X . Main links with
Legislation Intervention logic s endocrine disrupting of substances with endocrine o
provisions ; ; . . other legislation
properties disrupting properties
products® (treated animals). management/mitigation
measures, can prevent t
Evaluates and minimises the granting of the authorisation,
unintended effects of veterinary the risk is considered t
medicinal products via ¢h outweigh the benefits of th
environment by: product
1 requiring environmental ris
assessment and  establish
approval procedures consideri
environmental risks
Protects consumers health asafety
by requiring that only safe produc
are placed on the market:
. ] ] Identified EDs are included i
General f Lapld exchangeb of informatio No. Does not market surveillance gct_ivitie Refers to the chemicé
Product Safety etween Tekm ° _sta:es include provisions based. on ririctions legislation for hazarc
Directive mezsuresf & Sn agarlwns uni for hazard established in other Ieg!slatlc and generic  risk
(2001/95/EC) produdts tound_on the mar identification (e.g. REACH), or by evidenc assessment
through theRapid Alert Systen : of risk (so far not the case fq '
for dangerous necfood products| EDs).
(Safety GatlRAPEX)
9 follow up risk management (e.
market withdrawal)
Water Water legislationcollectively aims at Yes,  given the| The assessemt of endocring Chemicals can be prioritisg The identification of
Framework protecting and enhancing wat obligation to| disrupting properties o for monitoring and for risk priority (hazardous)
Directive resources to achieve good wal identify priority | candidate priority mitigation measures based or substances conside
(2000/60/EC) | quality. This includes the gog (hazardous) (hazardous) substances tal combination ofgeneric risk | the  selection  of
chemical and ecological status | substances under th assessments under oth approaches(including substances of concel
Priority European surface waters, the gc Wate Framework| legislation into account, i endocrine disrupting hazai undertaken in the
substances chemical and quantitative status | Directive  (WFD)| available. When necessal properties) andpecific risk | relevant legislatior
Directive groundwater and the gog (including (e.g. for substances in was approaches regarding hazardou
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ED identification

Hazard assessment of

Provisions for management Main links with

Legislation Intervention logic s endocrine disrupting of substances with endocrine o
provisions ; ; . . other legislation
properties disrupting properties
(39/2013/EC) | environmenal status of maring substances the or transformation products This is the case for priority substances (e.c
waters. It does this by: aretoxic, persistenf assessments are carried ( substances and priorit REACH or PPPR ol
Drinking and liable to bie | consideringevidence hazardousubstances under th BPR) or relevani
Water 1 identifying substances of conce accumulatend regarding the intrinsic hazal WFDand for  substance international
Directive and setting quality standards isubst anc| ofthe substance concerned| representative afndocrine| agreements
(98/83/EC) 9 coordinating  monitoring  an( equivalent disrupting effectainder the
reporting of priority substance concer no) Drinking WaterDirective.
Groundwater and other pollutants at EU level | inclusion of
Directive 1 requiring Member States { endocrine disrupting
(2006/118/EC) identify pollutants of nabnal | substances in th
concern indicative list of
Marine f requiring the implementation ¢ main pollutants.
Strategy risk management measures
Framework reduce risks, including through t
Directive implementation of adequate was
(Directive and drinking water treatment
2008/56/EC)
Urban Waste
Water
Directive
(91/271/EEC)
Chemical Protect safety and health of workeg Non ED-specific
Agents from risks arising, or likely to arise
Directive  at| from the effects of hazardol Combination of generic and| Refers to
Work substances at work by: H_azard_s from endocrin specific risk gpproaches Classi_fication
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Hazard assessment of

Provisions for management

Main links with
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properties disrupting properties
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properties.
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4 COHERENCE

1 The World Health Organization definition of endocrine disruptors is broadly accepted jn EU
legislation. The criteria for the identification of EDs under the Plant Protection Prgducts
Regulation and Biocidal Products Regulation, andulistances of very gii concern undey
REACH, are based on this definition. HU Agen
Scientific Committee on Consumer Safety (SCCS) have endorsed the definition and apply it
in the assessment of EDs.

1 Differences in data requirements reflatifferent exposure scenarios contributing to risk,
socioeconomic proportionality and laboratory animal welfare considerations. Followirng the
establishment of criteria for the identification of endocrine disruptors, data requirements are
being updated foplant protection products ariocidal products. The data requiremepts
under REACH are also being update@aRy access to the data eventually generated would
also be helpful in other policy areas that have provisions for ensuring the sapetdotts
placed on the EU markédiut no specific data requirements.

9 Further work is required to fulfil t hel| Commi
identification of ED, which is a gap criticised by many stakeholders. It creates uncertainjty and
confusian about the consequences across legislation. Most stakeholders favour a hgrizontal
approach to identification. Based on the limited number of cases to date, there is no gvidence
of inconsistent identification across the regulations currently requiringdéreification of
EDs (mainly BPR, PPPR and REACH).

1 Currently there is no hazard class for endocrine disrupting properties under the Classification
Labelling and Packaging (CLP) Regulation. Identification of a Carcinogenic, Mutagehic or
toxic for Reprodugon (CMR) substance as an ED for human health will probably not lepd to
any additional risk management measures, where they are already the strictest hut may
nevertheless contribute to the overall evaluation within absiefit context. In addition, nqt
all EDs for human health will be identified as CMRs and identification as an ED fqr the
environment may also trigger additional risk management measures.

1 There are different opinions among authorities and experts about the ability to demqgnstrate
safe or usafe uses of EDs using available methods in a risk assessment. The l|ack of
consensus underlines the crucial role of the European Commission, its scientific committees
and EU agencies to ensure alignment of assessment approaches and coordingtion of
subsequet risk management. At EU level, agencies and scientific committees mpy in
principle conclude on a level below which no risk is identified, if the evidence for a specific
substance allows a threshold to be established. However, it is still debated witesiteand
methods allow the establishment of a threshold below which no significant risk is expected
for endocrine disruption.

1 There are few examples of risk assessments based on endocrine disrupting properties. For
DEHP (and other phthalates), both ECHHAd EFSA concluded based on an exceeded|safe
threshold for antandrogenic mediated toxicity to male reproduction. Octylphgnol,
nonylphenol and their ethoxylates were identified as Substance of Very High Concern
(SVHC) because of endocrine disrupting pmies in the environment. In the case of the
restriction of certain uses of t hese subst

31



considered that effects from endocrine disruption could occur below the predicted nq effect
concentrations derived for other ewdts. However, risks were identified following standard
risk assessment applied to RBB specific endpoints, which was sufficient to justify the

restriction.The uncertainties associated with the possible peculiarities of endocrine dis
effects (ie. nonthreshold, normonotonic behaviour) are recognised and in some cases
been taken into account through the use of uncertainty factors, defined on a case
basis.

There is an opportunity to introduce or improve the consistency of definiifonsinerable
groups across legislation and to clarify the scientific rationale (degree of expos
biological susceptibility) for triggering specific provisions for vulnerable groups. In

meantime, some flexibility in the consideration of vulnesagtoups (definitions, relevamt

hazard endpoints, data requirements) will be needed to adapt the methodology curr]
use.

upting
have
by case

ire or
the

ently in

Different approaches to risk management (e.g. generic risk approaches vs specific risk

approaches vs riskenefit approaches) amragmatic approaches reflecting poksyecific
considerations. This situation has been criticised by many stakeholders, who ex
concern that differences in risk management measures may not be justiledd, the
rationale for some of the diffamees should be made more transparent. Based on a li
number of examples this Fitness Check found no cases of inconsistent risk manage
specific substances caused by-Eiecific issues.

The difficulty in choosing a risk management approach ilypeglated to the fundament
scientific question of whether EDs are (all) threshold or-thoeshold substancef the
absence of scientific consensus, legislation can either opt for an approach that d
require an answer to the question (e.g. gemésk approach with derogations as done
plant protection products and biocidal products) or it can determine case by case wh
not a safe (or acceptable) threshold can be quantified and consequently apply an apj
risk management apprdacas done in REACH. Certain pieces of sectorial legislation
Cosmetic Products Regulation, Food Contact Materials Regulation) not only lack s
provisions for assessing EDs but also lack specific guidance on how to deal with B
which it isnot possible to quantify a safe (or acceptable) threshold. In practice, in cases
a threshold cannot be established the regulatory approach followed under EU legislati
minimise exposure as far as possible, including the option to prohihisthef a substanct
Options for consolidation compatible w
assessment o should therefore be expl or 4

The current regulatory frameworks for different products do not provide a compreh
framework for iegrated exposure assessment across sectors and material life cycl
basis for an overarching risk assessment and subsequent coordinated intervention.
led to differences in the extent of risk management when the same (group of) substahg
as phthalates including DEHP, have been assessed under different regulatory framewq

When judged from a broader health and environmental protection perspective, the i
complexity of the legislative framework for chemical risk assessment andgement is 4
challenge to systematic and harmonised consideration of aggregate and combined ¢
scenarios.

Lack of coordination between chemical, product, water and waste legislation (e.g. sg
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effectiveness and efficiency. Secgpecific approaches to identification and management of
EDs cannot be effective for the identification and management of EDs in waste streams (e.g.
consumer products ending in municipehste), except in cases where material streams$ are
collected and managed separately.

1 The EU regulatory system is the only one worldwide that has implemented scientific ¢riteria
to define EDs in legislation. The implementation of a generic risk approaelgulate EDs i
plant protection products and biocidal products has been frequently criticised by|WTO
members.

Q171 To what extent are the different provisions on and approaches to endocrine disruptors
coherent across regulatory areas (e.g. horizontakgislation on chemicals, sectespecific and
media-related legislation)?

4.1 Data requirements

Data requirements (sometimes known as information requirements) are legal obligations placed on
manufacturers or importers to generate data, such as results kioity tiests, and to provide them to
authorities. Establishing data requirements in legislation requires balancing the need for information
on the (ecetoxicological properties of substances with the burden on economic operators and with
animal welfare cosiderations. Provisions should also avoid multiple generation of data for the same
substance subject to different pieces of legislation.

Some regulations such as the Biocidal Products Regulation and the Plant Protection Products
Regulation, require compnensive data sets, justified by substances used in those sectors purposely
being designed to be biologically active and/or with potential high exposure to humans or the
environment. The general legislation on chemicals (REACH) obliges the registrantisterreg
substances and to provide data as set out in the REACH annexes on standard information
requirements with increasing requirements according to the production volume for all substances on
their own or in mixtures (and in some cases also for articleslufactured or placed on the market
unless there is an exemptidnter alia, substances manufactured or imported in low quantities (< 1
tonne per year) or polymers do not require a registration. The obligation to register does not apply to
active substares, safeners and synergists used in plant protection products, as active substances in
biocidal products, in medicinal products for human or veterinary use, or substances intentionally
added to food and animal feed. Chemical substances used in othes sactoas toys, food contact
materials or cosmetic products are not exempted from the obligation to register and provide data
under REACH. Other legislation such as the Cosmetic Products Regulation (CPR) and the Food
Contact Material (FCM) Regulation regeifurther information that are specific for the products or

the sector they regulate.

In general, further provisions are in place (such as the substance evaluation procedure under REACH)
to request further data if a concern arises that is not coveretheiitandard obligations.

Legislation with no or limited obligations to generate (#oxicological data (such as toys, medical
devices or environmental legislation) uses all available scientifically sound data for assessing risks,
such as datayenerated under other regulations, data from academic literature or data supplied
voluntarily at the initiative of the industry parties concerned.
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The recent fithess check on the EU chemicals legislation concluded that differences in data

r equi r eamfernhe mostfpart, be explained and justified on the grounds of differing likelihood

of exposures (risks), of costs and proportionality and of laboratory animal welfare considerations
Differences are mostly justified amd not seem to lead to major ific@ r e n ¢ €. This everal s 0
conclusion can also be regarded as applicable to the data requirements for the evaluation of endocrine
disrupting properties. However, it should be recognised that these differences are policy decisions
driven by proportionatly balancing costs and animal welfare against generic exposure considerations.

Provisions for the generation of toxicological data related to chemicals or products that can inform on
endocrinemediated effects on human health are included in the législ@n plant protection
products, biocidal products, REACH, food contact materials, food additives, cosnagiics
pharmaceuticals. Provisions for the generation of ecotoxicological data that can inform on endocrine
mediated effects on wildlife are includién the legislation on plant protection products, biocidal
products, REACH and pharmaceuticals. At present, data requirements under these regulations focus
primarily onin vivo repeated dose, reproductive or developmental toxicity testing in mammals, and
tests with aquatic (or terrestrial) organisms, providing data on adverse effects. Further investigations
to confirm an endocrine mode of action are triggered based on observations of potentially endocrine
mediated adverse effects from these tests. Speuifigtro or in vivo tests investigating endocrine
modes of action (mechanistic tests) are not currently part of the standard data requirements. The
ongoing revisions of standard data requirements for biocidal products and plant protection products
conside the inclusion of additional tests for endocrine properties as part of the core datadsat.
REACH, work on incorporating further tests for endocrine properties has started.

Legislation and/or regulatory guidance on data requirements and hazard asseismplant
protection products, biocidal products, REACH, food contact materials, food additives and cosmetics
refer to accepted international guidance such as OECD Test Guidelines (TGs). The TGs relevant for
testing of EDs are grouped in the OECD Caquoal Framework for Testing and Assessment of
Endocrine Disrupters. The OECD Guidance Document 150 (which includes the Conceptual
Framework) provides guidance on the interpretation of the tests and suggestion on possible next steps
in testing (OECD, 2018) The Conceptual Framework comprises five evidence levels listing the
OECD TGs and standardised tests methods available, under development or proposed, libat

used to evaluate chemicals for endocrine disruptibeny of thein vivo TGs (at levels 4 & of the
Conceptual Framework) are the standard toxicity TGs used for the evaluation of toxicity and
ecotoxicity in general and are not specific to endocrine disruption. They are listed because they
investigate toxic effects that may be endocnmediated Levels 2 & 3 list the methods developed
specifically to investigate endocrine modes of action and need to be used in combination with the
methods at levels 4 &5. Level 1 refers to existing data anetexirinformation (e.g. computational
predictions).

Data generated using OECD TGs are subject to Mutual Acceptance of Data (MAD), allowing data
generated in one OECD Member Country to be accepted by all OECD Member Countries as well as
other adherents to MAD, thus removing the need for repetition of testa wdeking regulatory
approvals across different global regions. EU regulations generally require consideration of all
available information, i.e. not only data from accepted international guidelines, but also data coming
e.g. from peereviewed literature

YcoM (2019) 264, p79
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For active substances regulated under the Plant Protection Products Regulation (PPPR), EDs can be
identified based on level 4 and 5 tests from the Conceptual Framewoik {iieo assays providing

data on adverse effects on endocrine relevant endpaamid in vivo assays providing more
comprehensive data on adverse effects on endocrine relevant endpoints over more extensive parts of
the life cycle of the organism) which are required for human health assessments. Some mechanistic
tests, informing on swific endocrine modes of action can be triggered, namely the uterotrophic assay
(OECD TG 440), the Hershberger assay (OECD TG 441), antligro assays for the detection of
estrogenic activity and measurement of steroidogenesis (OECD TG 455 and 456hnfarget
organisms, data required are mainly based on level 3 and level 4 fish and amphibian tests. The data
requirements for active substances and plant protection products are described in Regulations (EU)
No 283/2013 and (EU) No 284/2013, respedyiveand the accompanying Commission
CommunicationsZ013/C 95/05and2013/C 95/02)

For biocidal products, tests required for human health safety assessment in Annexes Il and Il to the
Biocidal Products Regulation (BPR) are similar to the ones requiregldat protection products,

with mechanistic studies being also only triggered on the basis of observationsvimtests. For the
ecotoxicological assessment however, data requirements listed in the Annexes are less specific than
for plant protectionproducts. However, the BPR requires applicants to provide the relevant
information necessary to carry out the evaluation.

For these two Regul ati ons (PPPR and BPR) , a |
identification of endocrine disruptors in thentext of Regulations (EU) No 528/2012 and (EC) No
1107/ ECHASHal., 2018¥escribes which informatioshould be provided in order to conclude

on the potential endocrine disrupting properties of a substance.

Under REACH, standard information requiremetiépend on the tonnage manufactured or imported

(Annex VIl to Annex X).Further tests can also be trigge by conditions listed in column'®

However, the REACH substance evaluation process offers the possibility to require registrants to
submit data derived with an accepted test method that is not listed in the standard information
requirements, if theresi a speci fic concern such as endocri
di sruptiond was a concern mentioned fTeneedt@unchi n
align the framework with the newly established criteria under the PPP and BP Regu&atd the

latest methods available has been recognised. The process has been initiated within a REACH
CARACAL subgroup, which met for the first time in February 2020.

Substances in food contact materials (FCM) for which an authorised list has beeshestahl the
framework of the Regulation (EC) no 1935/2004, such as plastics, are assessed by the European Food
Safety Authority (EFSA) in accordance with its own Note for Guidafitl€SA Panel on Food
Contact Materials et al., 2008Yhis EFSA Note sets out the data requirements for the safety
asessment based on the migration of the substances from the plastic food contact material into the
food. As a general principle, the greater the exposure through migration, the more toxicological
information is required. Although there are no specific miovis for EDs in the FCM legislatipm

the case of plastic FCM, where migration is relatively high (i.e. migrati@® Bng/kg food) studies
investigating reproductive and developmental toxicity are requiebA Panel on Food Contact
Materials et al., 2008)Business operators using substancethe FCM or the applicant are also

¥For example, #fects observed in the screening study (OECD TG 421 or TG 422) may serve as triggers,
leading to more comprehensiveproductive toxicity studies which in the case of suspected ED properties may
trigger the request for an Extended dbeneration Reproductive Toxicity Study (EOGRTS) as well as
consideration of inclusion of the developmental neurotoxicity and immuritiogohorts
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required to inform the Commission immediately should any new scientific information become
available that may affect the authorisation. This could include changes in the migration or additional
toxicological informatim e.g. from the scientific literature or new data available under REACH. If
necessary, further assessment by EFSA should be carried out. Mdreo¥#SA scientific opinion

on recent developments in the safety assessment of chemicals ifEfe®8 Panel on Food Contact
Materials et al., 2016supports consideration of additional studies on specific endpoints including
those resulting from possible endocrine disruption (as from OECD GD150, 2012), as well as
immunotoxicity and neurotoxicity, regardless of the level of expmsRegarding food additives, there

are no specific provisions for EDs, however the repeat dose and reproductive/developmental testing
methods listed inhie EFSA Guidance for submission of food additive evaluafa®SA Panel on

Food Additives and Nutrient Sources added to Food, 28d2)clude endocrineslevant endpoints.
Moreover, the guidance refers to other studiesa@dition to the core areas for evaluation) that may

be relevant and useful for assessing the risk and establishing the safety of an additive include
immunotoxicity, hypersensitivity and food intolerance, neurotoxicity, endocrine activity and
mechanisms antghodes of action.

Substances used in cosmetic products are also subject to the registration obligation under REACH,
(based on the tonnage band), and thus the relevant REACH data requirements have to be fulfilled.
There are no explicit data requirementsc#id in the Cosmetic Products Regulation (CPR), which
instead refers to the Scientific Co(BegSt2018e f or
These describe the types of data that may be used or generated by the manufacturers to make an
assessment for each toxicological endpoint relevant to human health, which the manufacturer takes
into account when there isneed to submit a safety dossier under the CPR authorisation procedures.
Data relevant to endocrine modes of action may be provided through the assessment of reproductive
toxicity or through special investigations on suspected endocrine disruptors far heaitn

The guidance refers to the OECD Conceptual Framework, howevethelban on animal tests, only

in silico andin vitro methods can be used to evaluate safety for human hedith,data fromn vivo

studies may be used if they are alreadylalbté or generated through other regulatory processes such
as under the PPPR, the BPR and REAQdMHe relevant toxicological studies described in the
guidance cover standard apical endpoints, including reproductive toxicity. For reproductive ,toxicity
threein vitro embryotoxicity screening tests have been validated by ECWABlUpport assessment of
reproductive toxicity Overall, the complex endpoint of reproductive toxicity is not covered by the
above systems and no alternative methods are currentlyldeailavering all aspects of reproductive

and developmental toxicitfdany recent SCCS opinions have relied imn

vivo reproductive/developmental toxicity studies (e.g. OECD TGs 416, 414, 421, 422 and 443)
performed before the animal testing ban (&gnex 5A - 3-BC case study). The guidance does not
require tests addressing the fouwAET-S modalities. Results from availabiesilico andin vitro tests

for endocrine activity do not fit in the risk assessment framework followed by the SCCS for safety
evaluations. In addition, according to the SCCS, such tests would only inform on endocrine activity
but not adversity. According to the SCCS, the animal testing ban would not enable the identification
of EDs according to the WHO definition or according to thieiga for biocides and pesticides, which
require information on three elements, namely endocrine activity, adverse effect and plausible causal
link. However, the SCCS recognises the need to transition toward an -fr@enalsk assessment
methodology, emetimes called Next Generation Risk Assessment (NGRA). However, this will
require methodological developments and experience in the application and interpretation of New
Approach Methodologies (NAMsR(gierset al., 2020).
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The combination of provisionoiff data requirements under REACH (tonnagsed) and the CPR
together with the incremental restrictions on animal testing over time explain the current differences
in data packages available for individual substances. For some cosmetic ingredientsceaaldate
approved in the past, including substances listed in the annexes to the CPR (positive list of approved
colourants, preservatives and Witers), data for the evaluation of endocHAmediated effects can be

very limited if the substance is not registd under REACH or registered at the lowest tonnage level

(1 to 10 tonnes per year) (see afsmex 5A, 3-BC case study). In case the substance is not registered

in REACH (i.e. not on the market in a tonnage of at least 1 t/y or above), there are no mechanisms to
know if those substances on the positive lists continue to be used at all.

In addition to tle data prescribed to ensure therapeutic efficacy and safety (not in the scope of this
Fitness Check), regulations on human and veterinary medicines include data requirements to evaluate
potential unintended ecotoxicological effects. A draft guidance bythiepean Medicines Agency
(EMA) on the environmental risk assessment (ERAhofman medicinesvas released for public
consultation in 201§ and is currently under revision. According to this draft guidance, testing for
endocrine active substances mayrmggered as part of a tailored risk assessment for endocrine active
substancesAhnex 4). The draft Guidance published for public consultation lists recommended tests
to address (anti)estrogenic, anti(androgenic) and thyroid effects (OECD TGs 234, 24Te&ig

on thyroid agonist or antagonist effects is recommended, even though the definition of endocrine
active substance given in the guidance does not cover the thyroid modality. Discussions on the
finalisation of the Guidance are ongoing.

Guidelines a environmental safety assessments for-tanget organisms ofeterinary medicines

refer to the VICH guidancdEMA, 2000, 2005) The tiered approach consists of a {plase
approach. Only when environmental exposure from the use of the veterinary medicine is considered to
be significant (by exceeding established threshold vala@ekighettier assessment based on a risk

ratio will be triggered. This second phase will be conducted starting from basic risk assessments using
short term (acute) toxicity to chronic aquatic toxicity studies with standard aquatic species from three
trophic levels. Required studies do not include endpoints that are relevant and can identify endocrine
mediated effects. The ability to identify potential EDs is limited to evidence from changes indicative
of endocrine dysfunction reported in the mammaligpeated dose toxicity studiesefformed to
establish a maximum residue limit to ensure the safety of veterinary drug residues in human food)

to scientific literature. Such evidence may prompt the member state competent authority or EMA to
request additinal studies targeted to investigate ED properties.

To conclude, ongoing revisions of standard data requirements for biocidal products, plant protection
products and for REACH consider the inclusion of additional tests for endocrine properties as part of
the mandatory data set .Currently test guidelines are only available to cover the estrogen, androgen,
thyroid and steroidogenesis modalities (EATS) but this is likely to increase over time, as more OECD
Test Guidelines covering other endocrine modes obmdire validated and adopted. Since many
substances used in products subject to presjpetific legislation in the scope of this fithess check

are required to be registered under REACH, the information requirements in REACH can be used as a
centralised w to gather the relevant data, thus avoiding repetition of studies on the same substance
in other regulatory domains. In relation to arguments of proportionality of costs and considerations of
animal welfare, when adopting REACH the-legislators have ctsen to use production volume of
substances as a surrogate of exposure (and consequent risk) potential and thus substances produced at

https://www.ema.europa.eu/en/environmenisk-assessmenmnedicinalproductshumanusetcurrent
versionsection
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volumes below 10 tonnes/producer/year have a data set which does not give any indications of
endocrine disrupting propees. However, all available information, including framvitro tests,

QSARs and readcross to other substances has to be taken into account by manufacturer or
importers. The OECD GD 150 lists sevemalvitro tests that provide information on endocrine
activity. Currently, theseén vitro tests are not a mandatory part of data requirements of the relevant
regulations. Substances produced at less than 1 tonne/producer/year are currently not registered under
REACH and thus it is important to be aware thatARH will not provide any data in these cases to
support ED identification for such substances used in other prsgacific legislation. Legislation
covering the food additives and food contact materials which has data requirements independent of, or
addtional to REACH, respectively, follows a similar approach whereby concerns for endocrine
disrupting activity may be identified from the required toxicity tests. Coordination is required between
REACH and these regulations to avoid the duplication of gstimd ensure the best use of resources.

4.2 Hazard identification

4.2.1 ldentification of endocrine disruptors

Three EU Regulations contain provisions to identify EDs, i.e. the Biocidal Products Regulation
(BPR), the Plant Protection Products Regulation (PPPRR&ALCH.

Identification of active substances as endocrine disruptors is mandatgriaribprotection products
and biocidal products (for the latter also ramtive substances need to be assessed), following
scientific criteria established in 2017 and &0t is pursued, to the extent possible, under REACH. It
is not required in other sectofBhe identification of EDs requires: i) a definition, ii) clear criteria to
determine whether the definition is met, iii) data requirements to establish if caiterraet, and iv)
guidance for implementation of the assessment process

Across chemical |l egi sl ati on, t heanenddcsne disrugter ac c e p
iS an exogenous substance or mixture that alters function(s) of the endocrem apst consequently

causes adverse health effects in an intact organism, or its progeny, or (sub) popalationsl h e
definition is supported by most stakeholdgfiSsufopean Commission, 201%owever, differences

exist in the wording used across regiaias. Athough all relevant provisions refer to ED properties
regulations vary in the emphasis on the adversity and causality attributes, as analysed in the Fitness
Check of EU chemicals legislation (excluding REAEH)Differences in wording might create
uncertainty as regards which chemicals are considered EDs by the legislative provisions and what
level of evidence is required to identify such chemicals

Criteria, data requirements and guidance to en#tideidentification of EDs exist for the Plant
Protection Products and Biocidal Products Regulatidhe European Chemical Agency (ECHA) and
the European Food Safety Authority (EFSA) jointly published a guidance document (ECHA / EFSA
2018) based on these criteria. The guidance has been recognisedjas mitastone providing clear

and scientifically sound interpretation of the WHO definition (PETI Committee for the European
Parliament 2019). It provides a starting point for any future esestorial definition of EDSECHA,

EFSA and Member State autities are sharing first experiences to ensure consistent application of
the guidance and to identify possible improvenfénfBhe Agencies are also collaborating on ED
assessments for specific substances of common interest.

2SWD (2019) 199, Annex 7 p.302
ZTargeted consultation with ECHA and EF8May 2020. See also:
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Currently, REACH does not comacriteria for EDs, but bases the identification of Substances of

Very High Concern (SVHCs) with ED properties on the IPCS/WHO definition. The identification of

an ED as SVHC needs also to consider whether t
concerno to those of other SVHC <+chesebasis.inease Thi s
of lack of consensus in the REACH Member State Committee, the Commission takes the final
decision through the REACH comitology process.

The Cosmetic Produis Regulation (CPR) does not require the identification of EDs. However,
substances used in cosmetics, may be identified as EDs under REACH in relation to environmental
concerns or, for substances that are registered for other uses, with respect thédmithakccording

to the Scientific Committee on Consumer Safety (SCCS), it would not be feasible in the context of the
animal testing ban to implement all the criteria established for plant protection products and biocidal
products in the CPR, i.e. thegrerement to demonstrate an adverse effect, which currently is mainly
demonstrated through vivo animal studies. The Commission can request the SCCS to evaluate the
safety of substances identified as potential endocrine disruptors but the specifipprisica that
underpins the SCCS safety evaluations does not depend on formal identification of EDs (SCCS
2018)Frrort Bookmark not defined.. - chemji@ls used in medical devices, food contact materials, cosmetic
products, detergents and toys as well as in other sectors can in principle be identified as SVHCs with
endocrine disrupting properties via REACH and therefore the absence of specific prdasiabs
identification in the sectespecific legislation does not necessarily represent a regulatory gap across
legislation

Although the absence of horizontal criteria creates a potential for inconsistent identification across
regulation, which is furtire compounded through different data requirements and different
interpretations of the same data, no inconsistent identification has occurred so far. The targeted
stakeholder survegrovided insights into the different views about the lack of a horizopfabach

to identification and classification of ED8d¢x 4.1). There is wide agreement among stakeholder
groups that the lack of a harmonised approach is a problem. However, there are diverging stakeholder
views on the way forward for how to accomplishaarhonised approach, for instance via the SYHC
identification procedure under REACH, a dedicated hazard class under Classification, Labelling and
Packaging (CLP) Regulation and/or the UN Globally Harmonized System of Classification and
Labelling of Chemica (GHS) with or without categories, or via a separate legislation. In a similar
way, the implementation of a category of suspected endocrine disruptors would have the advantage of
stimulating assessments and substitutions but could lead to the exclusidrstances that could be

used safelyAnother consideration is in the context of the PPPR and BPR, where the criteria for EDs
do not include a suspected categoriie implementation of an additional hazard class in the CLP
regulation and possibly cate@gs could help to define clear regulatory triggers as part of assessment
workflows from screening assessments to risk management measures.

4.2.2 ldentification through Classification, Labelling and Packaging Regulation hazard
classes

Currently there is no hazardass for endocrine disrupting properties under the Classification
Labelling and Packaging (CLP) Regulation. Many known EDs are classified as carcinogenic or toxic
to reproduction, or both. Along with mutagenic substances, these hazardous propertesidezet

to produce effects of a serious and irreversible nature and are collectively referred to as CMRs

https://echa.europa.eu/documents/10162/28327874/vanderlinden_bshd19 en.pdf/da8dBtk®0-1dfe-
24d02c308fch5
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(Carcinogenic, Mutagenic or toxic for Reproductiohe CMR categories include important £D
mediated effects, such as cancers in hormone sensitteas) and reproductive and developmental
disorders, which might be EBediated. Six of the seven chemicals identified so far as Substances of
very High Concern (SVHCs) for endocrine disrupting properties with respect to human health under
REACH are alsolassified as reproductive toxicants (category 1A or 1B) under the CLP regulation.

However, the substanceutyl 4-hydroxybenzoate (butyl paraben) was identified as ED for human
health in REACH in June 2020, but is not classified as CMR, since effects related to fertility and
development has not led to a harmonised classification as toxic for reprodudtioeddition,
available toxicological data triggering CMR classification may not capture certain effects potentially
mediated by endocrine disruption, such as certain neurodevelopmental and metabolic dissrders.
methods and data on thyroid disruption, stezg&hesis and other less studied modalities of endocrine
disruption become available, it is expected that more substances will be identified as EDs based on
effects beyond those defining CMRs. Other hazard classes, under the CLP Regulation, relevant to
human health, focus on specific target organ toxicity (STOT) and include potency considerations such
that a substance toxic to e.g. the thyroid may not be classified if the effects are only seen above a
certain exposure concentration. Such substances wouldrremclassified in relation to the adverse
effect, but may still fulfil the definition of an ED.

In relation to wildlife, CLP classification for ecotoxicity is generic and does not refer to specific
modes of toxic actionMany known EDs happen to be alstassified using the aquatic hazard
classification scheme (chronic categories 1 to 4). However, data triggering this classification are the
chronic no observed effect concentration (NOEC) if available, fish bioconcentration factor (BCF)
and/or degradablerpperties of the chemical. This means that if the chronic NOEC is based on a test
which does not have specific endocrimediated endpoints (e.g. OECD TG 210), an ED may or may
not be classified as a chronic aquatic toxicant.

The importance of horizontalassification of EDs under the CLP Regulation is widely recogffised
since a hazard classification may be used to trigger risk management measures in-osdiey so
6downstr eambd p-specificuregulatians ahd directivésoRor example, the ClAarkda
classification of substances is also the basis for the identification and classification of hazardous waste
containing them.

CMRs of categories 1A or 1B can be identified as substances of very high concern (SVHC) under
REACH and also fulfil the cuoff criteria for norapproval under the plant protection products and
biocidal products regulations (unless the limited derogation possibilities in the Regulations apply).
Identification of a CMR as an ED for human health will probably not lead to any additiisk
management measures, where they are already the strictest (see 4.4 Risk Management) but may
nevertheless contribute to the overall evaluation within a-lristefit context and facilitate
assessments of combined exposure/mixtures. In additiatesasibed above, not all EDs for human

health are identified as CMRand identification as an ED for the environment may also trigger
additional risk management measures

22SWD(2019) 199
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Box 41:St akehol dersdé answers to (u eigonhtal appreachrte
identification and classification of EDs.* **

important  not a problem
problem

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

To what extent does the = Do you think that the lack of aDo you think that the lack of &0 you think that a category o
absence of harmonised criteria hazard category covering hazard category covering ' suspected endocrine disruptol
pose a problem to a coherenéndocrine disrupting propertiesndocrine disrupting properties  should be introduced?
approach for the identification in the CLP Regulation and/or in the CLP Regulation and/or

of EDs? GHS poses a problem for the GHS poses a problem for the
coherent identification of EDsToherent risk management of
EDs?
Other Business association ® Company/business organisation
m Trade union Civil society organisations m Academic/research institution

m Public authority

From the targeted stakeholders survey, the majority of respondents from all stakeholder grou
that the absence of harmonised criteria poses a problem to a coherent approach for the idern
of EDs. The main motivations reported are:
a. Potentialfor inconsistent identification between pieces of legislation/contradictory conclusig

| at ed

ps think
tification

Nns on

the same chemical. For example, the adopted ED criteria under Biocidal Product Regulation (BPR)

are applicable both to biocidal active substances anéaiive sultances, i.e. cbrmulants. Ce
formulants are regulated under REACH, yet they may also be evaluated under the BPR ag

ainst the

ED criteria. Therefore, there is potential for inconsistencies between REACH and BPR regarding

data evaluation, requirements azahclusions on cformulants.
b. Creates regulatory uncertainty and ambiguity among all groups of stakeholders.
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Potential for duplication of efforts by authorities/higher costs for companies/unnec
duplication ofin vivotests.

inconsistent identification and lack of control measures in occupational settings.
e. Difficulty in defining a hazard class and to develop OECD standardised methods according]
Respondets answered in a similar way to the two questions on whether the absence of an EL
class in Classification Labelling and Packaging (CLP) Regulation and/daltilly Harmonized
System of Classification and Labelling of Chemicals (Ghi®ses a prdbm for the coheren
identification and for the coherent risk management of EDs. Most public authorities and trade
answered fiyeso,; mo st companies/ business o
with more mixed responses from the athakeholder groups

Among those who answered fiyeso, the main a
a. Only a hazard class ensures a consistent approach for all manufacturers/formulators/dow
users communicating and managing the risks associated with using EDs.

b. A hazard class would lead to coherent identification of EDs, as with Carcinogenic, Mutage

Bssary

. Gaps and incoherent levedl protection from exposure of people and wildlife to EDs. For example,

Y.
hazard
t

unions
rgani s

rgumen
nstream

nic and

toxic to Reproduction (CMR) substances, creating a common basis for identification and risk

management.

A hazard class would allow better labelling and lygitetection.

. Lack ofa hazard class hinders identification of EDs and appropriate management of mater
waste streams.

e. A GHS hazard class could lead to coherent identification of EDs worldwide.

Among those who answentewtre:inodo, the main ar

a. Endocrine activity is a mode of action, while GHS/CLP focus on adverse effects. Adverse

triggered by endocrine activity are already covered by existing GHS/CLP hazard class

classification would be redundant.

Classificationis not necessary for risk management. For example, REACH already allov

identification and management of associated risks.

International agreement on a new hazard class under GHS will take years and mal

identification of EDs.

d. There arether alternatives to CLP classification, such as a dedicated identification system.

C.

The possibility of introducing a category of suspected ED is favoured by most responden
public authorities, civil society organisations and trade unions, buarotifed by most responder]
from companies/business organisations and business associations.

Respondents with a favourable opinion were asked what the consequences of a suspected EL

should be. They responded that the main regulatory conseqstocdd be:

a. Application of a similar level of management as for CMRs (which have suspected cate

resulting in ban/restriction of uses with possible derogations.

b. Enabling authorities to prioritise chemicals for regulatory action.

¢. Communicatin of information to the supply chain, workers and consumers by e.g. apprd
labelling.

According to the same group of respondents, the introduction of a suspected ED category cou
a. Decrease the exposure to EDs, leading to better protection for human health, par
vulnerable groups, and the environment.

b. Stimulate searches for substitutes with potential for innovation and economic development
c. Stimulate further invesgfations of the suspected compounds.

als and

gum
effects
es. ED
s ED

y delay

s from

) category

gories),
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d. Decrease health costs, increase protective measures for workers, increase costs for further testing
and evaluations.

The respondents against the introduction of a #fs
a. A suspected category may cause unnecessary public concern.
b. Such a category would have a high economic impact, by stigmatising compounds, and by the

additional complexity and bureaucracy that would be involved by such a category.

* Answers are given in percentage of respondents from each stakeholder group. For more details see Annex 2.
**Respondents to all three surveys (citizens, stakeholder and SMEyshrwere selelected and thus not

necessarily representative of the full range of views of these groups.

Some of the stakeholders who disagree with the introduction of a hazard class covering endocrine
disrupting properties in the CLP Regulation and&HS state that it would be redundant as adverse
effects triggered by endocrine activity are already covered by existing GHS/CLP hazard classes.
However, this would be true only for some endodrnietated effects, excluding for example effects of
obesoges, as tests generally used for classification in the existing hazard classes cannot identify such
EDs. Regarding the statement that classification is not necessary for risk management, this may be the
case. However, the CLP Regulation may have advantamlesegpect to simplification since it is

often the instrument currently used for hazard classification. It is also referred to by many of the
current product and sectepecific regulations in relation to invoking specific risk management
measuresind this an ED hazard class could be considered for use in a similaQemymunication is

also an important aspect of classification through the CLP Regulation with respect to protection of
workers and consumers (especially vulnerable groups) although thihasbeen partially resolved

for workers through the requirements to indicate endocrine disrupting properties on safety data sheets.

There is a commitment of the EU to explore the possibility to harmonise classification at the
international level throughhe UN GHS. However, it could take many years to reach agreement at
international level, if at all, and thus delay action at EU level with the consequent implications on
effectiveness. Alternatively, as also stated by some stakeholders, REACH could alpotbatially
suitable instrument that could be further reinforced to ensure consistent ED identification and
appropriate risk management measures across sectors and products.

The views on the introduction of a suspected category of EDs are more padargss the different
stakeholder groups. Ideally, testing for endocrine disruption should proceed until a decision can be
made that the substance is or is not an ED. In practice it may be difficult to generate sufficiently
conclusive evidence one way tietother for all substances to inform on regulatory decision making

in a reasonable timeframe. Hence the suggestion
category argue that it would be prudent to flag the possible hazardous propertiessabstance,
whil e the detractors consider that it would #fAsti

and discourage users from its use. Important considerations in the discussion are deciding where on

the spectrum of evidence the critertaf a O6suspected EDO6 should be se
measures, if any, should be applied to such a category. In the context of setting the criteria for biocidal

and plant protection products the Commission Communicatistated that establishing tifent

categories of whamay be an endocrine disruptor does not help to define vghan endocrine

disruptor and would decrease legal certainty for regulators and stakeholders without established

ZCOM(2016) 350
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benefits in terms of protection of health and the enviemtmHowever, this approach with categories
is, for example, already followed for CMRs.

4.3 Risk assessment

4.3.1 Feasibility of risk assessment

Risk assessment is the cornerstone of safety evaluation procedures across many pieces of chemicals
legislation. Risk isquantified as the ratio of the chemical exposure in an organism or in an
environmental media to an exposure level considered Baéeapproach builds on the concept that,

for a given substance, a biological threshold often exists for a given toxicolefjazl below which

exposure does not exert any adverse effect in organisms. Within a given regulatory framework, risk
assessment is feasible, when such a threshold can be derived using the (eco)toxicological data
available.

There is an ongoing debate the scientific community about the viability of performing risk
assessment for EDs. The debate is reflected in the views of members from the Endocrine Disrupters
Expert Advisory Group (ED EAG), which wa®mposed of toxicologists and ecotoxicologists with
regulatory and/or endocrinology backgrounds, nominated by Member State Competent Authorities for
REACH, the Biocidal Product Regulation (BPR), and the Plant Protection Products Regulation
(PPPR), relevant industry associations and-gavernmental consumenvironmental protection
organisationgMunn and Goumenou, 2013b)ccording to this report, most expeasnsidered that
biological thresholds of adversity are likely to exist; several maintained that it is difficult to estimate
them based on currently available test methods, while others considered it is possible to estimate them
with appropriate testing. Bne was lack of consensus on the sensitivity of existing methods to detect
responses at low doses.

The debate also exists in the context of EU regulatory assessments. For example, in 2013, in its
restriction dossier on nonylphenol ethoxylates, the Sweclsnpetent authority for REACH stated

t h adentifying safe concentration limits for all possible endpoints within the endocrine system that
can be affected by EDs is not possible within the current test methods and would be inconsistent with
theobjectv € i n REACH t o r dsdehrmex 5@ nonyiplehol case study).rmigedRisk
Assessment Committee (RAC) abstained from any opinion about whether a threshold proposed during
its discussions was sufficiently protective for all hazardsasfylphenol (NP), including those posed

by endocrine disrupting properties, pointing to the thegaing discussion in the EU Commission on

the possibility to derive a safe level of expodfirtnstead, it based its opinion on the identified risks

for endmints not related to endocrine disrupting properties.

In the context of REACH authorisation, the Commission indicated in 201&D&imight or might

not have a threshold and th@it remains the responsibility of applicants to demonstrate that a
thresholdexists and to determine that threshold. Even though this might be particularly difficult for

EDs, it cannot be excluded on the basis of current knowledge that it will be possible. It is up to RAC

to assess the validity of the assessment and ultimateilyedes the possible existence or not of this

t h r e $°hlwthedaathorisation procedure, the application of risk assessment to demonstrate safety
has been termed t he ¢adaleguatetcantrotbased on dsk assessmeneid . H «
not an opion if a threshold cannot be demonstratedr example, NP ethoxylates (NPNnEO) were

added to the Authorisation list (Annex XIV) for their endocrine disrupting properties for the

2RAC and SEAQ2014): Opinion on an Annex XV dossier proposing restrictions on NP and NPnEO
COM (2016) 814
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environment Annex 5C, nonylphenol case study). In a nattended to providegeneral advice to
companies intending to apply for authorisation of uses of octylphenol and nonylgtleoxylates
theRACidi d not consi der t[aenhventoraflyadsrivedpeedioted hoefest b e | o w
concentration wesraef ec olnesviesltbe nts pweictihf iacad |y noting
the endocrine disrupting properties of NPnie(ECHA RAC 2017). To date no applicant tried to
demonstrate a safe threshold and applied for the adequate controlrrdhi® case authoridans are

granted based on riddenefit considerations, provided that exposure is minimised and alternative
substances are not availabREACH restrictions require evidence of an unacceptable risk to human

health or the environment, arising from the mantifee, use or placing on the market of the
substance. In cases where it is difficult to derive safe thresholds, a qualitative assessment of the
likelihood that effects are avoided can be used when implementing measures. In recent restrictions on
chemicals with endocrine disrupting properties (e.g. DEHP, nonylphenol ethoxylates), the
unacceptable risk was proven since risk ratios exceeded the valuenobdthlcases, the endpoint

assessed was not explicitly related to endocrine properties.

In its 2013 opin o n , EFSA6s Scientific Committee consider
do exist and considered human and environmental risk asseqsakémg into account hazard and
exposure data/prediction)e best approaclo inform risk management deitiasin regulations that

base decisions on the risk and level of cond&mRSA Scientific Committee, 201L3According to
EFSAG6s Sci entBEDSdacthetom be treated like nfiost other substances ofrecofoe

human health and the environment, i.e. be subject to risk assessment and not only to hazard
assessmeat Risk assessment had been applied to assess the risk of bisph@EBEA Panel on

Food Contact Materials, Enzymes, Flavourings and Processing Aids, &td phthalates (based on
reprotoxic effects) in food contactaterials Annex 5B, DEHP cases study) before their identification

as EDs under REACH. In these cases, the assessment factors applied to derive tolerable daily intakes
can account for uncertainties related to endoamediated effects. In the 2015 EFSAkrassessment

of BPA, for exampleuncertainty in mammary gland, reproductive, neurobehavioural, immune and
metabolic system effects justified an additional assessment factor of 6.

The Scientific Committee on Consumer Safety (SCCS) endorsed the 2013 EFS# am EDs

(SCCS 2014, and COM (2018) 739) and evaluates cosmetic ingredients based on risk assessment,
including the derivation of safe exposure thresholis. date the SCCS has not completed an
evaluation for substances after these have been iderasi¢eDs under other legislatiodowever,

the SCCS is currently evaluating five substances with potential endocrine disrupting properties
(homosalate, octocrylene, benzophen8neesorcinol and propylparaben).

Rather than being a means of demonstratafgtg, risk assessment is also applied in some sectors to
assess the probability of harm and conclude on tolerable risk levels fdensiit evaluations or risk
mitigation. This is also the case for biocidal products, medical devices (human healts nxles of

the benefitrisk analysis), pharmaceuticals (for environmental risks), veterinary medicines (for
environmental risks as part of the benefk analysis).

4.3.2 Differences in risk assessment

The subdivision of assessment activities across paliegs means that the same chemical (or group
of chemicals) might need to be assessed for human health or environmental endpoints under multiple
frameworks Figure 3.1). Although agencies and Scientific Committees have increasingly sought
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alignment in recenyears, stakeholders expressed the need for better coordination of agencies and
committee®’.

The three case studies performed for this Fitness Chiokek 5 were chosen to evaluate the
horizontal coherence of regulatory assessments for EDs acrosg podias. Differences in risk
assessments may emerge at different levelshemical grouping, exposure pathways assessed,
methodology or data used. Where EDs have been assessed, our analysis did not identify significant
deviations from the standard methaoatpt, described in the guidance documents, owing te ED
specific considerations. In one case, when conducting the risk assessment for nonylphenol in the
REACH restriction report, the Swedish competent authority introduced an extra assessment factor of
10 inthe calculation of safe environmental concentrations to account for the incomplete knowledge
and the uncertainties related to its ED properties. The ECHA Risk Assessment Committee (RAC)
opinion did not endorse the approach but referred to the risk rabitasned with the standard
approach, which already indicated a rigknfiex 5C, nonylphenol case studyJhe uncertainties
associated with the possible peculiarities of endocrine disrupting effects (i-¢hrashold, non
monotonic behaviour) are recognisatd in some cases have been taken into account through the use
of uncertainty factors, defined on a case by case basis.

Differences in risk assessments performed for the same substance(s) under different pieces of
legislation reflect differences in thegislative scope (especially, in the cases identified, the scope of

the exposure assessment and the chemical grouping). The case of low molecular weight phthalates
recently assessed by ECHA and EFSA illustrates the challdmyexX 5B, DEHP case study). Bot

agencies performed a risk assessment based on the same hazard (reproductive toxicity) and toxicity
data. The two assessments differed in terms of the definition of chemical grouping (DIBP was not
assessed by EFSA since it is not authorised as an addith@&M) as well as the approach and data

used to estimate exposure (e.g. exposure sources considered, population age grouping, food intake
estimates). ECHA concluded that there is risk to human health from combined exposure and
especially of significant>eposure to DEHP from the diet based
assessment concluded that dietary exposure did not result infgmeagd or individual tolerable daily

intakes being exceeded. A risk is obviously more likely to be found if aggregateusxpgasn all

possible sources is considered rather than only a single source. The two assessments are consistent
within their respective mandates, but the different scopes and approaches to estimate exposure
resulted in different regulatory interventioneflecting the absence of a coherent cismsstor
approach.

The case study on nonylphenol revealed an example where hazard datasets are not harmonised across
chemical and water legislation, leading to differences in derived threshold va#lnasx(5C,
norylphenol case study).

Evidence from the case studies suggests that where the same substance(s) have been assessed under
different frameworks it is difficult to ensure coherence of assessments. The problem is generic and
does not relate specifically to EDRegarding the exposure assessments, when differences in the
exposure scenario(s) and exposure routes assessed are linked with the specific scope of sectorial
legislation, the issue cannot be easily solved in the current frameWihrike most stakeholders

largely agree on working towards a framework when one substance is associated with one assessment,
based on a shared data set across all regulatory sectors, the current framework does not provide a
systematic approach to integrate total aggregate expostihireectorspecific exposure scenarios. The

23WD(2019) 199
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Commi ssionds ambi ti on-one assedsementdpmgach may@novide smebnstoa n c e
address this issue.

4.3.3 Consideration of vulnerable groups

(Sub)population groups may be at higher risk due to numefactors, including those affecting
external exposure, internal exposure and biological susceptibiliplé 4.1). Factors affecting
external and internal exposure are relevant in general but are not specific to EDs.

Table 4.1. Factors contributing tohigher risk of (sub)population groups and possible options to address
them in risk assessment

Factors contributing to higher risk (Sub)populations Possible options in risk
groups at higher risk assessment
Factors affecting | Behaviours: crawling, mouthing, | Babies, toddlers Tailored exposure
(external) exposurg chewing scenarios
dose Diet habits: higher intake of Babies, toddlers, Tailored exposure
specific food categories such as| children scenarios
baby food, food contact materialg
Exposure tespecific Workers, children Tailored exposure
environments: working place, scenarios
outdoor lifestyle, indoor
environments
Ability to avoid exposure: Babies, toddlers, Tailored exposure
intellectual and physical disabled, elderly scenarios
conditions
Factors affecting | Surface area to body weight Babies and young Correction factors, use @
internal exposure people biomonitoring
Underdeveloped/ slow metabolis| Foetus, elderly Correction factors, use @
and elimination rates biomonitoring
Underdeveloped bloeldrain Foetus Sensitive test
barrier/ placental transfer methods/long term
epidemiological studies
Factors affecting | Sensitive development stage/ Foetus, newborns, Sensitive test
biological immature organs adolescents, pregnant | methods/long term
susceptibility woman epidemiological studies
Poor nutrition/health conditions | Ill people, elderly, low | Assessment factors for
income population population variability

Severalpieces of legislation within the scope of this Fithess Chmmhsider risks to vulnerable
groups Where such risks are taken into consideration, the definition of vulnerable population varies
as there is no horizontally applicable definition of 'vulnerable group. Hlant Protection Products
Regulation and the Baddal Products Regulation specifically define vulnerable groups in relation to
chemical r i s kpsegnanband tursimgemoreen, the anboén, infants and children, the
elderly and workers and residerggbjectto high exposure to active ingrediemtsy e r | oThg t er mo
rationale for explicitly mentioning specific vulnerable groups in legal provisions is not alway<.clear

For example, legislation on detergents and food contact materials does not include specific provisions,
but cosmetic products andther food legislation (e.g. food additives) does. However, lack of
reference or definition of vulnerable groups in legislation does not necessarily lead to lack of
assessment or action, as exemplified by the risk assessment of and restrictions ooesuinstaod

contact materials.

2’SWD(2019) 199
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Current risk assessment methodologies across chemical safety legislation aim to cover risks to the
general population including the most sensitive-gapulations (i.e. vulnerable groups). In practice,
the default safety/assement factors applied when extrapolating from the animal data to humans may

not be considered large enough and additional assessment factors are sometimes used to cover these
vulnerable groups. Thus, risks to vulnerable groups are addressed onbg-case basis through
triggers and guidance established under sesgecific legislation. Assessments for specific

vulnerable groupsare mostly triggered by factors affecting internal and external exposure and

focussed mainly on neonates and young childremmes examples ohow vulnerable groups are

considered in regulatory assessments are reportaoixid.2

Under REACH, guidance exists to account for specific exposure situations and to derive specific no
effect levels (DNELSs) for vulnerable groups (rRBD secific) with an emphasis on reproductive
toxicity?®. The REACH guidance on exposure refers to the OECD considerations when assessing

childrenbs exposure to chemicals and a deci

for children(OECD, 2019) In this context, children are broadly defined as any human from birth to

21 years old, according to the WHO definition.

The Cosmetic Products Regulation requiaespecific assessment for products intended for children

under 3 years. The Scientific Committee on Consumer Safety (SRa83of Guidancemention

S i

on

certain circumstances, which might require specific margins of safety for certain subpopulations, such
as dildrerError! Bookmark not defined. . Correction factors are reported for different age groups to
account for higher surface area per body weight. Other factors listed that can affect vulnerability of

newborns are toxicokinetiparameters (slower metabolism and elimination rates), and sensitivity to

inflammation for specific uses (i.e. for products intended for use in the nappy area).

Considerations about the level of protection of vulnerable groups to EDs are presedaetbim 5,
including responses from stakeholders and citizens surBeysy.9.

Box 4.2 Examples of how vulnerable groups are considered in regulatory assessments

1 DEHP and other low molecular weight phthalates under REACH and Food Contact m

aterials

Regulation Annex 5B, DEHP case study). The 2017 RAC assessment acknowledged that Derived

No Effect Levels (DNELs) derived for reproductive toxicity from developmental studies
relevant to pregnant women and the foetus but less so to children. NosetheNELS werg

are

deemed conservative and therefore acceptable to evaluate risks for children. The EFSA approach
to DNEL derivation for phthalates was consi
ranges) considered in the exposure assessmenivahtdecular weight phthalates by ECHA and

EFSA reflected differences in available datasets.
3-BC under the Cosmetic Products Regulation. The SCCS found-Batvas not safe for human
health and did not consider it necessary to tailor the assessmepecificsvulnerable group

ster

(Annex 5A, 3BC case study). In the general case, an assessment factor of 10, accounting for intra
species (between human) variability of toxicokinetic and toxicodynamic parameters, is factored

into the overall default margin oafety required of 100.

Propyl and butylparabens under the Cosmetic Products Regulation. In its assessment the SCCS
took into consideration additional risk factors for children below the age of 6 months. Although the

REACH guidance on information requirements and chemical safety report: chapters R.15.2.5, Appendix

R.15.6 and chapter R.8
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dermal absorption in neworns is similar to that in adult skiin the light of both the immature
metabolism and the possibly damaged skin in the nappy area, the SCCS could not rule out a risk,
based on worst case scenarios of aggregate exposure and higher but unquantified dermal
absorption. A realistic quantitativesk assessment for children was not possible as information on

internal exposure was not available.

4.3.4 Prioritisation and Environmental Quality Standards under the water legislation

The regulation of EDs under wateslated legislation is largely dependlen data generation and
evaluation carried out under other regulatory frameworks, such as REACH, or in scientific studies. In
recent years, substance prioritisation and setting of Environmental Quality Standards (EQS) have
taken advantage of the increasmadount of ecotoxicological information, including information on
ED-mediated effects, which has become available through chemical registration dossiers under
REACH, the Plant Protection Products Regulation and the Biocidal Products Regulation

The Water Framework Directive (WFD) applies aombination of generic and specific risk
considerations from both experimental and modelling datathe classification of chemicals as
priority substances (PS) and priority hazardous substances (PHS). The fir§tRiSt followed a
scoringbased ranking approach, including elements of exposure and effects as well as
biodegradability and bioaccumulation poterifialNonylphenol and DEHP, for example, were
recommended for inclusion in the list for their relatively higbdelling-based ranking combined with
additional evidence of environmental occurrence and endocrine disrupting gffeatsahofer
Institut, 1999)

The designation dPS or PHS considers both generic (e.g. for Persistent, Bioaccumulative and Toxic,
PBT substances) and specific risk crit&ridcor the final designation, "additional considerations",
including suspected endocrine disrupting potential, can influence tignatsn. For nonylphenol,
evi de nwidespread risk to or via the aquatic environnieft assessed under pREACH
regulation 793/93 determined the classificatioPEHP was not originally designated as a priority
hazardous substance, but it was degiphas such in 2013.

Prioritisation approaches have evolved over the years, but have maintained a combination of generic
(PBT, Substances of Very High Concern (SVHC), and Persistent Organic Pollutant (POP) criteria)
and specific risk approaches from expmntal and modelling data. An early step of the prioritisation
carried out in 2011 comprised scoring against four criteria: persistence, bioaccumulation, toxicity and
endocrine disrupting propertfés

Environmental Quality Standards are established for both PS and PHS, even though the WFD aims to
ensure the phaseut of PHS emissions to water, not only a reduction in those emissions as in the case
of the other PSThe logic of setting EQS for PHS has been questioned by some stakeholders, but it is
generally accepted that there is a need for a benchmark in the context of chemical water quality
assessments. The persistent nature of many PHS malisutt to comply with the EQS, let alone a

more ambitious target. EDs are treated like other chemicals when deriving EQ&n(eey. 5C,

SEC(2011) 1544
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nonylphenol case study). However, if there are indications of adverse effects via endocrine activity
(e.g.in vivo bioassays) an additional assessment factor may be considered to cover the anticipated
effects”.

Recently, the Drinking Water Directive (DWD) has stepped up efforts to monitor risks from exposure

to EDs. Under the Drinking Water Directive, thregbstances have been proposed as indicators of
estrogenic contamination from sewage-oestfadio,b uent s,
bisphenol A and nonylpheridl Bisphenol A was added to Annex | with a hedltised parametric

value based on a 2015EA opinion(EFSA Panel on Food Contact Materials et al., 20484

nonyl p h e n o-destradildwill be added to a watchlist, for assessing their occurrence and treatment
efficacy where necessary.

4.4 Risk management

4.4.1 Management approaches across legislation on chemicals

Generally, regulatory intervention on chemicals can Is=dalirectly on their hazardous properties
(generic risk approach), on the result of risk assessments (specific risk approach), otbenefitk
consideratiori. Legislation often combines elements of the different approaches. For example, under
REACH the listing as Substance of Very High Concern (SVHC) is halzasgd (generic risk
approach); application for authorisations may be based on (adequately controlled) risk or on risk
benefit argumentsgestrictions require that there is evidence of an unaabbkptisk to human health

or the environment. Restrictipecifications are also substantiated by (socioeconomicpeis&fit
considerations. Produtgvel legislative instruments, such as the Cosmetic Products Regulation
(CPR), Toy Safety Directive anithe Food Contact Materials (FCM) Regulation apply generic risk
approaches for Carcinogenic, Mutagenic and toxic to Reproduction (CMR) hazard classes, with
specific risk approaches for the risk management of other types of hazardous substances. Exceptions
exist where the specific risk approach can also be applied to CWRise based on assessments by

EU Agencies and scientific committees, decisions can also be subjected to the application of the
precautionary principle.

The Fitness Check on chemical legisl i on (excl udi n g InBa&piGsthhcesctioerec | u d e c
differences reflect variations in legal scopes and objectives and thus different needs in terms of depth

of analysis and evidence required to draw conclusions and decide upon any risk management
measures that may be needed. Therefore, these differences do not necessarily imply incoherence. They

il lustrate t he |l egi sl ator 6s i ntenti on t o provi
circumstances of the substances used and/or the likely lsaaad exposure ; and further |
management of k n oWa mapitywoé cuseatly knbwn edvérse effedis on human

health and the environment are covefed n | e g H® Wwa v ®mea ihadinsistencies occur

#https:/irvs.rivm.nl/sites/default/files/2049/Guichnce%20N0%2027%20
%?20Deriving%20Environmental%20Quality%20Standards®620version%202018.pdf

*Drinking Water Parameter Cooperation Project of the WHO Regional Office for Europe "Support to the
revision of Annex | Council Directive 98/83/EC on the qualityvater intended for human consumption
(Drinking Water Directive) Recommendation”, 11 September 2017

 n the context of this fitness check #fs
to determine whether or notthereisaki. -BEBneki t 0 approaches
guantified.

pecific risk?o
do not al ways
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regarding risk management dsions for EDY é J’.6This analysis did not go in depth, referring to
the decision by the Commission to launch the present Fitness Check on EDs.

Substances with endocrine disrupting properties pose specific challenges for their assessment. The
identification of EDs demands a significant amount of information to clarify potential modes of action
and different effects, which often necessitates additional testing (possibly including further animal
testing). Risk assessment approaches have limitations femdgiated effects in those cases for
which it is difficult to derive a safe (or acceptable) threshold based on the available scientific
evidence. The same limitations add to the uncertainty of-beéslefit analysis. However,
socioeconomic considerations basedother approaches can be applied for-thwashold substances.

The legislator has opted for different approaches to risk management, conspErayespecific
objectives and constraints (S€able 3.1and Annex 4 for a complete description). Under the Plant
Protection Products Regulation (PPPR) and the Biocidal Products Regulation (BPR) the legislator
chose to ban EDs but put in place specific derogation possibilities. The approach implemented under
REACH is alsoa generic risk approach insofar as EDs can be identified and listed as SVHCs. The
intended consequence of listing SVHC in Annex XIV of REACH is substitution as soon as technically
and economically feasible. Authorisation may be granted if risks are adbgeantrolled or if
benefits outweigh risks (e.g. authorisations of DEHP and nonylphenol ethoxylates). Restrictions under
REACH follow a specific risk approach and take socioeconomic considerations into account.
Regulations on medical devices aim vitro diagnostic medical devices require a fisnefit
justification for EDs (identified via REACH and, only for medical devices, via the BPR). Thus, in
PPPR, BPR, and the medical devices regulation, the management approach for EDs is comparable to
that appliel to CMRs. In the case of REACH, however, the automatic ban applied to CMRs in
mixtures for consumer use is not applicable to EDs.

Where legislation does not make specific reference to EDs (e.g. Cosmetic Products Regulation, Food
Contact Materials Reguian) the specific risk approach is applied. Also the Toy Safety Directive
does not refer to EDs but this is a particular case because risk management overlaps with REACH
with regard to human health concerns. Classification as hazardous chemicals (incirdinggens

and mutagens) is the main trigger to risk management provisions under Occupational Safety and
Health (OSH) legislation through a hierarchy of measures from preventing exposure to reducing it to
the lowest level technically possible, and in tedggislation through the classification of hazardous
waste.

The legislator opted for different risk management approdudeesd on specific policy objectives and
considerations, including:

- Application of the precautionary principle. When there are asonable grounds for concern that
potential hazards may affect the environment or human, animal or plant health, or when the available
data do not allow to conclude on the absence of risk following a detailed risk evaluation, the
precautionary principle lsabeen politically accepted as a risk management stratégyapproach

under both the PPPR and the BPRfimderpinned by the precautionary principle t aki ng i
accountthe specific nature of the products in question and the scientific uncertaintedimggtheir
assessment (for example as regards the existence of a safe limit of eXposumher cases, the
precautionary principle is invoked for substaspecific decisions. For instance, it served as a basis

for the currently applicable ban of Bisenol A (BPA) in baby bottles since 2011 (Commission

$'SWD(2019) 199, part 1
3COM(2018) 734
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Implementing Regulation (EU) 321/2011) and more recently for FCM aimed at infants and young
children (Regulation (EU) 2018/213).

- Risk-benefit analysis In combination with an evaluation of availablkematives, riskoenefit

analysis is the principle of approval procedures for medical devices (e.g. DEHP). It is also applied
under REACH for authorisations (e.g. socioeconomic route in REACH authorisations of nonylphenol
ethoxylates) and restrictions, carunder the Biocidal Products Regulation for derogations to the
general non approval of active substances identified as EDs. For human medicines, therapeutic
benefits have the priority. Unintended effects on the environment need to be assessed and to some
extent managed (e.g. through waste management) but do not impact approval procedures.

- Trade-offs between policy objectivesDifferences in the objectives between chemical, product and
waste regulation (e.g. safety vs recyclability targets) unavoidablytrim tradeoffs. For example,
decisions on authorisation for certain SVHCs in secondary materials is influenced by consideration of
the benefits of recyclingAhnex 5B, DEHP case study).

While policy-specific objectives and considerations, such as ties dighlighted above, generally

explain the rationale behind the current differences in risk management approaches, the rationale is

not always clear and explicit. For example,thdcegi s| at or 6s choice for pl ar
biocidal productsva s | u s the $péciiadnatire of thie produdty which can be interpreted as

the likelihood of exposure and toxicity. This argument is not clear or always supported by scientific
evidence of higher Efelated risks compared to other sectdmother more specific example is the

different derogation principles under the Plant Protection Products Regulatigligible exposure or

essential use) and the Biocidal Products Regulation (negligible risk, essential use;bemefik
consideratios). Stakeholders often criticise situations where substances are restricted under some
regulations but not under others and consider them not justBed4.3.

Even where regulations apply the same risk management appdiféetences in the scope ofriak
assessment can also result in different risk management measures for the same substance(s). While
not ED-specific, this issue poses a challenge to the coherence of interventions across sectors, as
described in Chapter 4.3.2 aAdnex 5B (DEHP case sidy).

Overall, it can be concluded that different approaches to risk management have arisen as solutions to
specific policy consideration®lthough based on a limited humber of exampl€able 1.1), this

Fitness Check found no cases of inconsistentmiakagement caused by ED specific issues, such as
the lack of a horizontal approach to identification.

However,the difficulty in choosing a risk management approach is partly relatéd tundamental
scientific question of whether EDs are (all) threshold or-thweshold substances. There is no
scientific consensus on the threshold question. In fact, since EDseaaneltitude of modes of

action, in some casesntay be justified to ssume that a threshold exists and to follow a specific risk
approachin the absence of scientific consensus, legislation can either opt for an approach that does
not require an answer to the question (e.g. generic risk approach with (limited) dercgmtigesl for

plant protection products and biocidal products) or it can determine case by case whether or not a safe
(or acceptable) threshold can be quantified and consequently apply an appropriate risk management
approach, as done in REACH, where a rigkactbenefit approach applies if it is not possible to
determine a threshold Certain pieces of sectorial legislation (e.g. Cosmetic Products Regulation,
Food Contact Materials Regulation) not only lack specific provisions for assessing EDs but also lack
specific guidance on how to deal with EDs for which it is not possible to quantify a safe (or

39COM(2016) 814 final
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acceptable) thresholdIn practice, in cases where a threshold cannot be established the regulatory
approach followed under EU legislation is to minimise expowsas far as possible, including the

option to prohibit the use of asubstan©®gpt i ons f or consolidation compa
ambition of ione s whosald B rexpleredeith the spesificenisnsomanintisé

exposure to EDsIf the current situation persists, many stakeholders will continue criticising the

status qudor its lack of coherence, effectiveness and efficielBryx(4.3.

4.4.2 Management of EDs through water legislation

Chemicals listed as Priority Substances (PS) undeMater Framework Directive (WFD) require
EU-wide monitoring as well as measures to achieve the progressive reduction in the emissions of
Priority Substances, the cessation of emissions of Priority Hazardous Substances (PHS) in a
reasonable time frame, asdmpliance with the Environmental Quality Standards (EQS). Provisions

in the water sector, however, are mostly limited to-efifipe interventions, such as increasing
wastewater treatment standards. The identification per se of a substance as a yinistdatyce under

the WFD does not necessarily trigger any risk management process beyond the WFD, although
several pieces of legislation require consideration of the need to meet the EQS set for them. Similarly,
the identification of EDs through chemical iglgtion does not automatically have regulatory
consequences under the WFD (see 4.3.4). For PS and PHS substances that are authorised under
upstream legislation on chemicals for uses leading to environmental emissions, it is problematic to
minimise or elinnate emissions to the aquatic environment. This is a challenge for PS in general,
including EDs such as nonylphendnnex 5C, nonylphenol case study) and was mentioned by
several stakeholders (sémnex 2). The issue reflects a generic lack of coordoratbetween the

WFD and risk management measures taken under other upstream legislation on chemicals, as pointed
out by the recent fitness check of EU water legislafjodespite recent efforts to require better
coordinatioi*. For example, there is no lir& the objectives of the WFD in legislation on human and
veterinary pharmaceuticals.

Regulatory efforts to manage chemicals of concern including EDs have been stepped up recently also
in other pieces of water legislatiohhe coherencef the Drinking Wate Directive (DWD) with the

WEFD is especially important as the protection of drinking water resources is established as an
indispensable part of the plans and measures under the WFD. The proposal for a new DWD to be
adopted by the end of 2020 implementspacific risk approach, requiring further prevention and
mitigation measures to protect drinking water sources. It requires a risk assessment of the catchment
area(s) to be carried out aimed at reducing the level of treatment required for the produgtdter of
intended for human consumption, for instance by reducing the pressures causing the pollution of the
water bodies. MS are asked to pay particular attention in their risk assessment to endocrine disrupting
substances, and should, where necessary, reegraier suppliers to also monitor those substances and
other parameters included in the DWD watch list if considered a potential risk to human health, and to
treat the water accordingly.

Box 4.3: Inconsistencies, gaps or overlaps in the way endocrinesdiptors are regulated in the
EU:. summary of the views of stakeholders taken from the surveys conducted as part of this
fitness check (Annex 2)*

“9SWD (2019) 439
“Article 7a of the EQSD

53



Inconsistencies exist in how EDs are identified (e.g. lack of horizontal criteria for EDs and/or
suspected EDsander Classification, Labelling and Packaging (CLP) Regulation) and regulated

REACH and it is still allowed at high concentrations in plastic medical devices; low molécular
weight phthalates such as DEHP are authorized for use in food contact materials (FCMs) with
restrictiors of use and on migration into food; while REACH restricted their use in most of the
consumer products; bisphenol A has been banned from FCM specifically for infants and young
children including feeding bottles but it is still used in other products dragawy containin
foods that are also fed to infants and young children; triclosan cannot be used in food |contact
materials and is not approved as a biocide but it is allowed in personal care products; butylated
hydroxytoluene (BHT) is allowed in certaiodds and in food packaging, while it is currently
under evaluation in cosmetic products.
Detailedexposure data are not always available and, therefore, as for any group of chemicals, it
may be problematic for a rigkased approach.

There is a theoreticgbossibility for inconsistencies in evaluation e.g. offeaonulants for
biocides and plant protection products, which are also regulated under REACH. ED assessment of
co-formulants is not foreseen for plant protection products, whereas it is for biodidesover,
biocides authorities could reach a different conclusion than the REACH authorities for the same
substance unless coordination is ensured. Gaining access to information could be an issue for
applicants under the Biocidal Products Regulation (BRBRe suppliers may not be willing to
grant access to data generated as part of consortia under REACH.
Removal of an exemption from authorisation for the use of some substances may be a problem if
suitable substitutes are not available within the eneddgneframe for sunsetting the use (e.g.
more flexibility needed in authorisation of the use of DEHP in medical devices, including |blood
bags, while current alternatives do not match the performance of DEHP).
There are inconsistencies regarding regulagibnational and EU level. For example, France |has
regulated certain EDs more severely than at EU level. Several categories of food contact materials
are not yet harmonised by specific EU measures and although in that case national provisions
apply, not dl national provisions take EDs into consideration. The new Mutual Recognitipn of
goods Regulation allows free circulation in such cases.
Many EU regulatory frameworks lack Efbecific provisions: food/feed additives, food contact
materials, veterinary drgg cosmetic products, toys, workers regulations, consumer products,
hazardous substances in electric and electronic equipment, waste.
Lack of understanding/assessment of aggregate exposure and mixed (combined) exposure, which
may lead to insufficient prettion.
Lack of a chemical grouping approach for identification and regulation of similar substances to
speed up evaluation and to avoid regrettable substitugogscase of bisphenols).
There is a lack of adequate test methods and therefore theneeedao invest more in New
Approach Methodologies. Authorities should consider accepting more alternative methods to
increase the depth of their data sets.
Where regulations technically allow for ED management, test requirements for EDs are
inadequate (REBH, pesticides, biocides, and medical devices).
The process between ED identification and regulation under REACH takes many years and this
leads to protection gaps (e.g. vulnerable groups).
Protection gaps: protection of children is particularly incohgegt bisphenol A is not banned jin
all baby food containers). Similarly, the foetus is not protected as pregnant women are exposed to
substances via their food.
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Sectorspecific identification of EDs leads to duplication of work with potentially incondiste
outcome, thus creating regulatory uncertainty and ambiguity for the industry. There is a perceived
overlap between substances that are used as biocides under the Biocidal Products Regulation and

preservatives in the Cosmetic Products Regulation.

EU legslation and national authorities have insufficient controls on the safe use of recycled
materials (e.g. recycling plastic in food contact materials versus recycled paper and board food

packaging; products containing chemicals that now are restricted orediaREACH set
different standards for cadmium content in virgin and recovered rigid PVC; different stand
lead and DEHP in virgin and recycled PVC).

rds for

It is key to achieve a degree of harmonisation between risk assessment processes at EU and

interndional level.

REACH struggles to capture the environmental impact of substances in food contact materials

and cosmetic products.
There is the need to dedicate more resources to enforcement to block the flowcofmiant
products in the market.

Some shstances are active on the endocrine system but have no negative effects. We are lacking

studies to differentiate these substances from those that do have negative effects. At inte
level, only 66 substances are recognised as EDs.

rnational

*Respondents tollathree surveys (citizens, stakeholder and SME surveys) wersedetited and thus not

necessarily representative of the full range of views of these groups.
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4.5 Coherence with norEU jurisdictions

Q2. To what extent is the regulation of EDs in the EU colent with international legal
obligations (e.g. WTO) and regulatory approaches in other jurisdictions? What are the impacts
of incoherencies and overlaps?

4.5.1 Differences across jurisdictions

The EU framework for assessing and managing chemicals is recogyideally as the most
ambitious in its objectives to achieve a high level of protection for human health and envifénment
Compared to other jurisdictions, the EU legal framework for testing and assessment of chemicals
places a bigger burden on the chensgatiustry than on governmental institutions.

Common to many jurisdictions is the fact that the risk posed by EDs is the subject of general
chemicals legislation, as well as specific regulatory domains such as plant protection products, food
legislation, pharmaceuticals etqMilieu Ltd et al., 2017;UNEP IPCP, 2017)Plant protection
products are subject to regulations and restrictions in all major global jurisdictions. Assessment values
(acceptable daily intakes) applied for pesticide residues are rather uniform across different
jurisdictions, wlich is probably the result of the internationally harmonised procedures for the hazard
characterisation of pesticidéslilieu Ltd et al., 2017) TheCodex Committee on Pesticide Residues,

for example, operating under the umbrella of FAO and WHO, is responsible for establishing Codex
Maximum Residue Limits (CXLs) for pesticide residuespecific food items or in groups of food, as

well as providing international standards for food safety and fostering internationdf.tfue US
Endocrine Disruptors Screening Program uses information on endocrine activity or exposures to
prioritise £reening and testing programs (EC 2016b). A similar approach is used in the EU for
general chemicals. ECHA screens chemical substances in their databases for available information on
ED properties, combined with methods such as Quantitative Strufsttikety Relationships
(QSARs) and readcros$’. The screening serves for setting priorities for further regulatory action
(for which tonnage information can be taken into account as well), such as setting up the REACH
Community Rolling Action Plan for Substan&valuatiof* or to develop the regulatory management
optiong® for a (group) of substance(s).

4.5.2 International legal obligations

International laws, such as the Stockholm Convention on Persistent Organic Pollutants (POPs), as
well as internationally developed guidelines and standards on chemical safety (e.g. the Globally
Harmonised System on Classification and Labelling, and CodegrMum Residue Limits (MRLS))

do not contain specific provisions on EDs. By establishing specific approaches to assess and regulate
EDs, the EU applies higher standards of human health and environmental protection, compared to
those established by interimatal standards. WTO rules allow higher standards, provided they are
duly notified and scientifically justified. The EU has regularly notified new measures, including
changes in legal provisions, restrictions and safety standards on EDs. Starting frora 8pédific

trade concern was raised by Argentina, China, Ecuador, Guatemala, India, Panama, Paraguay, and the
United States of America with the support of anc
publish a road map outlining different amtis to assess, classify and regulate EDs in the context of

“2SWD(2019) 199

Bhttp://www.fao.org/faewho-codexalimentarius/thematireas/pesticides/en
“https://echa.europa.eu/screening
“https://echa.europa.eu/information-chemicals/evaluation/communitglling-actionplan/coraptable
“*https://echa.europa.eu/substancbpotentiatlconcern
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the Plant Protection Products Regulation (PBPRYTO members have since then repeatedly and
frequently challenged the consistency of the generic risk approach in the PPPR with the obligation of
the Agreement on the Application of Sanitary and Phytosanitary Mea$BRS agreement) to base
more restrictive measures on fAan assessment of
EU maintained in the meeting of the WTO Committee on 8gniind Phytosanitary Measures in
November 2019 that the criteria for EDs are legitimate and motivated by scientific and societal
concerns (low leel of tolerance to risk from residues of pesticides in the EU). Moreover, criteria for
ED identification are in line with the IPCS/WHO definition. The debate has continued ever since and
remains unresolved, although it has not escalated to a formaledisput

Several WTO members also requested the European Union to harmonise its import tolerances for
active substances which were notapgproved with existing levels (MRLs with Codex standards) to
allow for trade to continue in line with the SPS agreementesponse, the EU has clarified that
whereas the use of substances falling under the exclusion criteria was not allowed in the European
Union, import tolerance requests would be nevertheless processed under the MRL Regulation (EC)
396/2005, and a risk assment would be carried out by an evaluating EU Member State and EFSA

So far, no MRL has been reduced solely due to a substance meeting the exclusion criteria.

“’Specific Trade Concern (STC) ID 388tp://spsims.wto.org/en/SpecificTradeConcerns/View/382
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5 EFFECTIVENESS

I Some endocrine disruptors can be identified using regulatory test guidelinesfovbileers
methods are still under development and require validafible. Commission is funding
research into developing new methods and promoting their adoption (once validated) as
OECD Test Guidelines.

91 Data requirements under the Plant Protection RitsdRegulation (PPPR), Biocidal Produgts
Regulation (BPR) and REACH are being updated to include already existing OECPD test
guidelines relevant to ED assessment, in particular to include tbeasb | ed &6 mec hani
tests, which can pinpoint a specific endoe activity.

1 Itis too early to assess the effectiveness of the PPPR andnBptBtecting health and the
environment, since only a limited number of substances have been identified as ED$ or not
being EDs according to the criteria for identifying ElQspted in 2018.

1 Under REACH all substances registered by June 2018 have been screened for possible
endocrine activity as far as possible based on structural alerts, grouping approaches and
existing data. Seventeen substances have been identified anBebstaVery High Concerp
(SVHC) so far, due to their endocrine disrupting properties with respect to human [health
and/or the environment. However, only octylphenol, nonylphenol and their ethoxylates have
been restricted under REACH with explicit referetméheir endocrine disrupting propertigs.
Other restricted substances, which are possibly endocrine disruptors, have been restricted
without explicit reference to ED properties or due to other toxicities (e.g. ct@ano
compounds).

1 Under REACH, inclusiomf endocrinedisrupting effects as a concern regarding substances in
the Candidate List triggers additional provisions for risk assessment (Chemical Safety Report)
and risk communication (Safety Data Sheets) and requires specific consideration of erjdocrin
effects in authorisations.

1 Some pieces of sector specific legislation can take into account the identification gf EDs
under the BPR or PPPR, or the identification of substances under REACH as SVHC with ED
properties. However, other sectorial legislatsuch as food contact materials, food additiyes
and cosmetic products have further requirements for products or sectors they regulate but
these do not, as yet, specifically address endocrine disruption, hindering the systematic
consideration of endocrine atupting properties for substances regulated only in these
specific areas.

1 Due to the animal testing ban in the cosmetics sector, as for many other toxicological
endpoints an issue arises in relation to the need to demonstrate an adverse effect foy an ED,
which currently requirem vivotesting.

9 Identification of EDs is currently mainly based on animal testing. New appijoach
methodologies need to be developed and integrated into the regulatory assessment|process.
This will not only reduce the need for aml testing, but also increase the efficiengy,
relevance and reliability of the assessments.

T A fione swnhlestaasnsceessment 6 approach was sleen by
increasing the effectiveness of regulatory procedures while avoiding pottistieépancies
in ED identification.

I Communication on the presence of EDs in products is required under REACH ahd the
Biocidal Products Regulation. However, stakeholders report that information is difficult to
find and to understand. They call fiorore andbetter information on EU activities regarding
EDs.

1 For some EDs, environmental monitoring data and/or human biomonitoring data has pfovided
evidence that restriction measures have been successful in reducing exposure levels.
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Monitoring data can also prowd information on relevant mixtures of EDs in the
environment, wildlife and humans.

1 In relation to health and environmental impacts an increase in the maicononunicable
diseases/disorders that are suspected to be associated with exposures to afisiagpiine
substance has been observed. However, it is difficult to conclude to what extent expgsure to
EDs from manufactured products contributes to the observed adverse €ftertsquently, i
is not possible to draw firm conclusions regarding thecéffeness of legislation on EDs |n
reducing the increased incidence of those diseases.

1 Regarding vulnerable groups, the involvement of the endocrine system in the control of
processes such as embryonic development, puberty, pregnancy or menopausetysds,|fo
infants, adolescents, pregnant woman and elderly at higher risk regarding engocrine
disruption. It is important that data requirements for ED assessment include methods that
address these sensitive life stages.

1 Knowledge of the way in which substas exert their effects is important when carrying |out
the assessment of mixtures, specifically when considering potential additive or syng¢rgistic
effects. This is particularly relevant in the context of ED assessment, i.e. knowledge| of the
(endocrine) moes of action of the respective components of a mixture facilitates an acurate
assessment.

Q3 To what extent has EU legislation been effective in identifying endocrine disruptors and
managing risks related to their exposure across different legal framewks, ensuring the
protection of human health and the environment?

It is important to bear in mind that many substances may have more than one hazardous property and
indeed this is often the case with EDs since the adverse effect associated with the enatwdeiof

action might also be reproductive toxicity or carcinogenicity, including by the same mode of action
(e.g. DEHP and other phthalates have been identified as ED and for reproductive toxicity caused by
the same ED mode of action). EDs might als@éesistent, bioaccumulative and toxic (PBT) or very
persistent, very bioaccumulative (vPvB). Risk management measures may already have been taken
due to the substanceds other hazardous propertie
that can be taken then there is no further impact of identifying the substance as an ED. However, in
other cases, the identification of a substance as ED in addition to other toxicities (e.g. due to different
effects or modes of action) may lead to a need toyafpther risk management measures. In
addition,not all EDs for human health will be identified as CMRs and identification as an ED for the
environment may also trigger additional risk management measardse future, EDs with adverse

effects other tha reproductive toxicity or carcinogenicity may be identified once methods to detect
different related adverse effects and their modes of action are available.

5.1 Current process of ED identification
In relation to ED identification the critical point is theadability of suitable, relevant and validated

methods to test substances for endocrine disrupting properties. The European Commission supports
the development of methods at the international level so that the data generated with the methods will
be accefed globally under the mutual acceptance of data (MAD) agreement which is both cost
efficient for European businesses and prevents the unnecessary repetition of animal tests. The OECD
test guidelines programme has been striving for many years (since dHi99fis) to develop and
validate appropriate tests which investigate possible ways in which the endocrine system can be
perturbed and consequently cause an adverse effect. Test guidelines have been developed in
laboratory animals (fish, amphibians and maatsnas well asn vitro assays in mammalian cells.

The OECD Conceptual Framework for the testing and assessment of endocrine disruptors currently
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refers to over 30 test guidelines which can be used (together) to investigate endocrine disrupting
propertiesof a substancOECD, 2018) The methods focus on interference with estrogen (E) and
androgen (A) pathways including the process of steroidogenesis au¢tion of steroid hormones

such as estrogen and testosterone) and some tests can also identify thyroid (T) hormone disruption,
together often referred to as the EATS pathways or modes of action. It is recognised that the toolbox
of available tests is notet complete and intensive work is ongoing throughftted research
programmes such as the currergegr EURION projeéf. EURION is a cluster of eight research
projects funded with 050 million by the Europe
Innovation Programme, the largest public funding of this type of research in Europe. Each project in
the cluster is focusing on a different aspect of new testing and screening methods identifying EDs.
The projects focus on improving methods for the identificabf thyroid hormone disruptors, as well

as developmental, metabolic disorders and female reproductive disorders caused by endocrine
disruption. There is also a project specifically exploring eepecies extrapolation of thyroid effects

from fish to manmals.

The Commission is also promoting the adoption of the methods (once validated) as OECD Test
Guidelines andhas contributed to the development of standardised and internationally agreed test
methods through grants to the OECD test guideline prograrmoiethe periods 2015/2016 and
2017/ 2018 a <contribution of around 01 million
guidelines for the testing of endocrine disruptors either through grants to the OECD or through
framework contracts. The contributiots@ benefitted the work on Integrated Approaches to Testing

and Assessment (IATA) and Adverse Outcome Pathways (AOP), which are expected to play an
important role in defining future alternative testing approd¢hes | n addi ti on, t he
ECVAM in collaboration with the network of validation laboratories in the EU Member States (EU
NETVAL)®, is carrying out the validation of 1t vitro methods drawn from the OECD scoping
document 207TOECD, 2017which can then be used to identify substances that interfere with thyroid
hormone production and action.

In summary, some endocrine disruptors can be identified using regulatory test guidelinesowhilst f
others, methods are still under development and require validation. These tests are the basis for ED
identification (where required) under any existing EU regulatory instruments related to chemical
safety assessment. In practice, to date, identificadorendocrine disruptors has also relied on
information derived from nonegulatory studies in the published scientific literature. In 2016, the
European Commission commissioned a study on commonalities and differences in approaches for
testing and assessmt of endocrine disruptors within the EU and among relevant international trading
partners(Brunel University London and DTU Food National Food Institute Denmark, 2016

study compared the approashi®r the regulatory screening, testing and assessments of substances
between the legal frameworks, and used cases studies to demonstrate commonalities/differences. The
analysis confirmed that the current approach of considering data from scientifiuitdgeatongside

those obtained by regulatory testing was needed (5 out of the 8 EDs used -ssidiasewere
discovered through research activities, and not regulatory assessment).

Many of the current activities at OECD level and EC level are addressingottcerns of the
stakeholders who replied to the survBpx 5.1).

“EURION project:https://euriorcluster.eu
“9SWD(2018) 58
Sohttps://ec.europa.euljrc/en/eurl/ecvam/alternamethod-toxicity-testing/esnetval
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Box 5.1 Stakeholder views on available regulatory test methods*

Regardingavailable regulatory test methods the need of test methods for assessmen
endocrine pathwhywadvelhiogh! iOEMITESd most of
responses). The second most commonly highlighted point was about the need to devel
animal tests (32% of the responses), particularly in relation to the animal testing ban for cg
productsThe need for methods investigating p
academic/research institutions, civil society organisations, public authorities and trade

Business associations and companies/business organisations would focesneedhfor non
animal tests.

The examples of endocrine modalities beyond EATS included; adrenal and retinoid pathwa
neuroendocrine axis; and the immune system and interference with hormones associat
metabolism disorders (obesity, diabetasjievelopmental neurotoxicity.

Some respondents referred to the need for specific types of test including:

Tests covering the whole life cycle of organisms including impact of EDs on aging
Tests on thyroid effects

Tests on species representing meigely environmental species including invertebrates
Tests on Absorption, Distribution, Metabolism and Excretion (ADME)

Several stakeholders also mentioned that current tests are not sensitive enough and g
further developed to include more sengtendpoints. There was also reference to the d
at which tests are run, cautioning against running tests at too low doses such that im
effects are missed, whereas others are suggesting that tests also be run at low doses i
detect low dee effects (which might be different from effects at high dose).

1 Some respondents mentioned that tools such as Integrated Testing Strategies,
Approaches, Integrated Approaches to Testing and Assessment, or Adverse O
Pathways should be devetap

=A =4 =8 =8 =9

*Respondents to all three surveys (citizens, stakeholder and SME surveys) weeest#fd and thus not

necessarily representative of the full range of views of these groups.

As described in the state of plajnnex 4), there are currently five reftory instruments that
contain provisions related to endocrine disruptors. These are REACH, the BPR, the PPPR, the WFD

and the medical devices Regulation.

Criteria for ED identification are laid down for Biocidal Products and Plant Protection Products but

not under REACH, which relies directly on the IPCS/WHO definition. The ability to detect endocrine

disrupting properties under the three pieces of legislation is limited by the requirements for data
generation (see 4.1), which are in the process of bgated for ED endpoints, in particular to

include the mechanistic assays (addressing stakeholders codexrsd).
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Box 5.2: Stakeholder views on data requirements*

Over 70% of respondents consider the available regulatory tests insufficidentily EDs and
that the data requirements laid down in relevant legislation (REACH, Biocidal Pro
Regulation, Plant Protection Products Regulation) are also insufficient. This view poin
shared amongst all the stakeholder groups.

Regarding data requirements many respondents to the stakeholder survieym( public
authorities and academic/research instituticstated that they have to be adapted to incl
mechanistic data. Some respondents primarily from civil society organisations also sugge
make full use of MAindependento research,
GLP, as a way to improve the effectiveness of the BPR, PPPR and REACH in identifying E

Regarding the BP and PPP Regulations views expressed by pubbciteghn the stakeholde
survey included:

1 Data requirements should be updated to require the most modern test guidelines inclui
ED-sensitive endpoints

1 Investigations should go beyond the EATS modalities, for example including immunoto|
as acore data requirement.

1 For PPPs, thyroid effects should be addressed intarget organisms and there should
requirements for top tier definitive studies in fish (MEOGRTS) and amphibians (LAGD;
level 5 of the OECD Conceptual Framework.

1 Data requirenents for ceformulants of PPPs should be specified in a simpler way.

Regarding the REACH Regulation views drawn from the stakeholder survey include
following:

1 The development of screening strategies and a better integration of the latesthesis was
recognised as a need by civil society organisations

1 Several respondents (from public authorities, civil society organisations and bu
associations) suggested the inclusion of mechanistic data for low tonnage substances

1 With regard to dataequirements for the environmental assessment, one respondent [
out that there are no explicit data requirements for ED relevant aquatic vertebrate tests

1 A public authority mentioned that thyregpecific endpoints only exist for amphibians a
shout also be included in the fish tests (FELS/FSDT),

1 A business association stressed that applying the same test strategy as for PPPs an
REACH would lead to an enormous amount of animal testing, with also severe delay
economic burdens.

1 Several wil society organisations suggested that prestewed scientific literature should b
given as much weight as validated tests.

*Respondents to all three surveys (citizens, stakeholder and SME surveys) waedessd#fd and thus not

necessarily reprentative of the full range of views of these groups.

Moreover, the adaptive nature of the endocrine system requires a combination of tests for ED
identification, which currently mostly rely on animal testing and require considerable cost and time to

produe the necessary datarowne et al., 2020Most of the availablen vivo toxicity test guidelines

currently required, although napecifically designed for the purpose of investigating endocrine
disrupting properties, do include some endocralated parameters. These tests have to be carried
out for biocides and pesticides and higher tonnage REACH substances to investigate itoxicit
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general, independent of endocrine disruption. However, to reach a conclusion on endocrine
disruption, additional tests will likely be required, covering additional evidence of specific
interactions with the endocrine system-(atled mechanistic stigk). Sometimes this may also
include the need to repeat an old study in accordance with updated test guidelines incorporating more
sensitive markers of endocrine disruption. The amount of additional testing to be carried out thus
depends on the amount idliable data available for the substance and the data gaps that need to be
filled to draw a conclusion.

An example of a potential increased cost due to ED testing would be the difference between the cost
of the basic design of an Extended One Generatigprdgluctive Toxicity Study (OECD TG 443)
compared with the additional cost of extending the study to two generations and/or including
additional groups of animals to investigate effects of the substance on neurological development. The
basic design of theEOGRTS was included in the REACH data requirements in 2015. Extensions are
triggered in case of a concern, e.g. for endocrine disruption. In a study commissioned by ECHA on
the analysis of capacities and capabilities of laboratories to conduct the OECIA3[@ontract

research organisations stated that the cost of the basic study design in 2015 to be on average around
4 30, O(Rigku& Policy Analysts Limited, 2015) Extension of cohort 1B (to test for
reproduction/development) increases the cost by 20% (median value) compared to the basic study
design, the developmental neurotoxicity cohorts 2A & 2B increase the cost by 30%, the
developmental immunotoxicity cohort 3 by 15%, and a full study design by E®&mples of costs

of mechanistic methods specifically designed for
the uterotrophic and Hershberger assays (combined). For the Amphibian Metamorphosis Assay an
estimation of 75,000 USD is given in OEGBD 150 (version 2012). Regarding vitro testing

(OECD TG 455, 456, 458, OPPTS 890.1200), the average cost in 2020 of each test goes from 2000 to
20,0000 depending on the test or service provid
contra¢ research organisations have recently indicated durations of around 9 months to conduct the
mechanistidn vitro tests and around 20 to 24 months for ith@ivo assays such as the uterotrophic

and extended one generation study in rodents and up to 283rfon an extended one generation
reproductive toxicity test in fish (medaka) (MEOGRTS) or a larval amphibian growth and
development study (LAGDAJ. However, the estimated time periods do not consider possible
limitations of testing capacity of laborates, which is an important factor to take into account when
updating data requirements.

Regarding the REACH data requirements for environmental assessment, chronic toxicity data on fish
are required for tonnages above 100 tonnes, but will often be basetisbnearly lifestage (FELS)

test which does not allow for ED identification, as it does not include anyelEed endpoints.
Therefore, additional testing would be required for ED identification. In addition, for thypeicific

effects, an amphibiatest would be needed as there is no thyreldted endpoint in the fish test
guidelines. However, this should change as several research projects funded by the European
Commission are investigating the possibility to add thyreidted endpoints to tHish tests.

Although data requirements under the PPPR, BPR and REACH are still in the process of being
updated, available or newly generated data sets, including studies reported in the published scientific
literature, have allowed some substances to eatiiied as EDs under each of these regulations as
explained further below.

*Response to request for information from EFSA provided 8higfe 2020
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Box 5.3: Stakeholder views on animal testing*

With regard to the use dh vitro and/orin silico methods, a majority of stakeholders think tH
they are not used systematigadinough to prioritise further investigations (80 agree, 7 disag
and 38 neither agree nor disagree). In particular, they commented that:

in vitro and/orin silico methods are not easily accepted by competent authorities

there are not enough vitro and/or in silico methods available (they would be easier to us

more were available and could be combined), and available ones are not reliable or pr

enough. Some stakeholders also mentioned the lack of expertise in these methods as 4

factor for their use. Several stakeholders call for the development of guidance for the

such methods.

9 if in vitro and/orin silico methods are used for prioritisation purposes, they might not ne
be OECD Test Guidelines. It might be sufficient fbe methods to meet some accepta
criteria.

9 in vitro and in silico methods should also be used more systematically to suppor
development of grouping approaches

9 in vitro and/orin silico data cannot outweigim vivo data to identify ED potential (not used

discard evidence of adverse effects)

1
1

A bit more than half of the stakeholders expressing an opinion (54%) think that the img
assessing chemicals for endocrine disrupting properties on animal welfarenssedhin the EU
to the extent possible. This opinion is globally shared by all the stakeholder groups, except {
society organisations which mostly think it is insufficiently minimised. Amongst the citizens,
think that animal testing for endage disrupting properties in the EU is insufficiently minimisg
whereas 28% consider animal testing to be fully minimised (5%) or minimised to the
possible (23%).

1 Many stakeholders mentioned that the best way to minimise the use of animals weal
apply the one substan¢ene assessment approach, allowing data to be used across reg
sectors. Moreover, this could be made more efficient and transparent through 34
centralised approach to testing (based on industry fees but managed pgnoetd
authorities).

1 A common data base of registration data covering all regulatory regimes, accessible
applicants and regulatory bodies was mentioned as another tool to reduce animal testing

1 A stakeholder suggested to allow cratzss extrapaltions among vertebrates, highlightir
that the endocrine system is highly conserved among vertebrates.

1 Some stakeholders suggested that the creation of a suspected category for EDs woul
minimization of exposures and less use of animal testsngtthat today many tests a
carried out to defend continued use of a chemical.

1 A stakeholder suggested to further develop models such as the ToxCast ER bioactivity

*Respondents to all three surveys (citizens, stakeholder and SME surveys) waalestdfd and thus not
necessarily representative of the full range of views of these groups.

Regarding the stakehol de minimitedhe asmefranimals Wwaltd befiot h e
apply the one substariame assessment approach, allowing data to be used across regulatory
sectorso, it should be highlighted that wunder
Products Regulations,d@lsharing of data from vertebrate animal tests is an obligation.
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5.2 Biocidal Products and Plant Protection Products Regulations

The PPPR and BPR introduced, in 2009 and 2012 respectively, an approach that active substances
identified as EDs cannot be apprdvieunless very limited derogation possibilities are met. Such an
approach is already applied to substances with CMR properties @talesth exclusion or cubff

criteria; seeSection 3andAnnex 4).

According to EFSA, seven of the 57 ED assessmaitactive substances conducted so far under the
PPPR resulted in the active substances being identified as EDs with respect to humaif dddalth (

5.1). Of the remaining 50, there was no evidence of endocrine disruption for 17, further information
was reqested for 20 substances, the ED assessment was waived for 12 substances for different
reasons and one assessment is still in progress. The 55 assessments conducted with respect to the
environment (noflarget organisms) concluded that three active substdra endocrine disrupting
properties whereas five did not, eight assessments were waived and 39 required further testing.

According to ECHA?, the Biocidal Products Committee (BPC) has delivered 17 opinions on biocidal
active substances since the critaréane into action (June 2018). In these opinions, three substances
were concluded to meet the ED criteria for human health and/ctanget organisms, and three
substances were concluded not to meet the ED criteria. Of the remaining 11 substances, the BPC
could not conclude due to the absence of sufficient data. However, for assessment reports submitted
before 1 September 2013, the evaluating Competent Authority has to conclude based on the already
available data and/or the data provided by the applié@here this data is insufficient to reach a
conclusion, the BPC may conclude in its opinion that no conclusion could be°dréwaddition,

when the substance is already fapproved (due to meeting other exclusion criteria) no additional
data are requestdor the ED assessment.

An additional 12 substances have already been discussed by the BPC Working Groups without having
progressed to the BPC. In the Human Health working group, 11 substances have been discussed: 4
substances were concluded to not maet driteria. For the remaining 7 substances no conclusion
could be drawn, although in some cases there could be technical limitations to providing additional
data. In the Environment Working Group, 10 substances have been discussed: for 1 substance the ED
assessment was waived, while for the remaining 9 substances no conclusion could be drawn due to the
absence of sufficient data. In most cases, additional data will need to be generated in order to
conclude on the ED properties for atamget organisms, pacularly for nonmammals.

Table 5.1: Outcomes of active substance assessments for endocrine disrupting properties under the PPPR
(as of August 2020)

Properties Substances Substances| Substances| No Assessment| Assessment
assessed for EI identified not meeting| conclusion | waived in progress
properties as ED the ED | possible

criteria (further
data may
be
required)
Human Health 57 7 17 20 12 1
Environment 55 3 5 39 8

>’Response to request for information from EFSA provided in August 2020
>Response to request for information from ECHA provided in September 2020
**CA-March18Doc.7.3afinal- EDs active substances under assessment
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Table 5.2: Outcomes of active substance assessments for endocrine disrupting propertieder the BPR
(as of September 2020)

Substances Substances | Substances ng No conclusion| Assessment
assessed for El identified as| meeting the ED possible  (furthen waived
properties ED criteria data may be

required)

BPC Opinions
(Human Health ang 17 3 3 11
Environment)

BPC Human Health

WG 11 4 7
BPC Environment 1
WG 10 9

The experience gained so far demonstrates that for some substances the existing data were sufficient
to reach a decision but for many the existing data were insufficldrs. confirms that the data
requirements for the Regulations need to be updated in order to increase the likelihood that a decision
on endocrine disrupting properties can be made on the basis of the data package presented as part of
the approval or renewapplications. This should significantly reduce the frequency of the necessity

to O60stop the clockdbd to request further informat
regulatory process. An update of the data requirements has been initiatedhen@&R and the

PPPR as described in the state of plagction 3and Annex 4). Since the criteria only came into

effectin 2018 it may be considered too early to assess the effectiveness of the ED criteria for the BP
and PPP Regulation(@ view supportedby many of the respondents to the stakeholder suiivéy)

fact, the Regulations establishing the criteria foresee a review by 2025 (i.e. 7 years after they start to
apply). However, 44 PPP active substances considered as EDs according to theNFAFCReort

of 2012 have been already withdrawn from the market due to other hazardous properties leading to
unacceptable risks to human health and the environtent addition, many active substance
renewal/norrenewal regulations already include considerationthe ED aspect in light of the
submitted dossier and criteria.

In summary, since the criteria came in force in 2018 any pending or new request for approval of a
new active substance under the BP and PPP Regulations require an evaluation of endogtimg disru
properties. In addition, for active substances currently on the market, renewal of approvals is required
on a regular basis (every 7 to 15 years), ensuring that all substances wit\@duagted in light of

new scientific information. This also cers the assessment of endocrine disrupting properties,
according to the new criteria, and renewal processes which were already ongoing when the new
criteria entered into force but were still pending. Furthermorassessment is also required when

new evilence emergé% The data requirements under both regulations are currently being updated to
enhance the possibility to identify EDs based on relevant OECD test guidelines within the OECD
Conceptual Framework. A (systematic) review of the literature isralgoired to identify relevant
studies from the published scientific literature. Evaluations conducted since 2018 have demonstrated
that it is possible to identify EDs, or the absence of ED properties, for a number of substances based
on data already avaible within the dossiers supported by the published scientific literature, which is
always considered since evaluations must be based on all available datab{ses 1).

SWD(2016) 211, Annex 9, p214
*SWD(2019) 199, p64

66



Box 5.4: Stakeholder views orffectiveness of BP and PPP Regulations as regards EDs*,**
The proportion of each stakeholder group responding that the Regulations are not effective is presented in the graph below:
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protection of consumers protection of workers protection of citizens protection of wildlife improvement of the enhancment of promotion of alternatives
internal market competitiveness and to animal testing
innovation

Other Business association m Company/business organisation B Trade union ® Civil society organisations B Academic/research institution B Public authority

1 A viewpoint from companies/business organisations and busassssiations is that restrictions on use of some biocides based on their ED properties will dec
availability of products and may increase the risk of an outbreak of resistant microbes. Similarly, for pesticides isiktothpest resistance. Bhcould have majo
adverse impacts on food production and price, with associated negative consequences on health, the environment aadwmety as
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According to civil society organisations, slowness of the procedures is leaving many substassesaat (and thus still on the market).

Effectiveness of the BPR/PPPR is reduced by the (too) high level of evidence required to demonstrate endocrine peopaintitanae.

There is a risk to buy eline products from outside of the EU which may natnply with EU regulations which is a factor limiting the effectiveness of the regulatio
The same assessment strategy for identification of ED properties cannot be applied teaitteze@ubstances in biocidal products ofamnulants under PPPR aatd
are not available and cannot be requested from applicants.

= —a —a -8

*Answers are given as a percentage of respondents from each stakeholder group. For more details see Annex 2.
**Respondents to all three surveys (citizens, stakeholder and SME surveys) weaslestéfd and thus not necessarily representative of the full range of views o

groups.

68



5.3 REACH

Under REACHthere are provisions for restricting or authorising the use of substances with endocrine
disrupting properties. The REACH registration database contains 22,877 substances (as of 11 July
2020%". One of the principles of REACH is an increasing requiremaninformation on hazardous
properties in accordance with potential for exposure, based on uses and production levels. The process
of substance evaluation, however, allows for the evaluation of any substance based on concerns from
existing data.

The EDvrelaed provision is introduced through Article 57(f), which allows endocrine disruptors to be
identified as substances of very high concern (SVHCSs) if they exhibit serious effects that are of
equivalent concern to other substances of very high concern sugdrcisogens, mutagens and
reproductive toxicantsQMRs) (Category 1A/1B) gpersistent, bioaccumulative and toxic substances
(PBTs/vPvBSs).

Although criteria for the identification of EDs are not defined in the legal text of REACH, this has not
preventedsubstances from being identified as EDs. This has been achieved through agreements by
Member State competent authorities to follow the IPCS/WHO definition and use the OECD guidance
document 150 on the testing and assessment of endocrine dis(@EED, 2018)with their own
expertise to evaluate existing data (including -negulatory studies in the scientific published
literature). Through the substance evaluation procedure of REACH, it is also possible to request the
registrant to conduct additional studieged in the OECD Conceptual Framework in order to clarify
concerns on toxicity, including endocrine disrupting properties.

As an action under the Community Strategy for EDs from 1999 a study was contracted by DG ENV
in which an extensive literatureaseh was carried out to identify substances that had been reported in
the literature to be associated with endocrine activity either fnowitro or in vivo studies. Around

500 substances were identified and a process of verification of the validitye cdtildies was
undertaken through expert workshops. Substances were categorised according to the presence of
endocrine activityin vitro or in vivoin at least one positive test. Further analysis revealed that many

of the uses of these substances were dyreestricted under EU legislation in relation to their other
hazardous properties (e.g. CMRs or PBTs/vPvBSs).

This list of substances along with other information (e.g. from the ChemSec SPNféstinto the

ECHA screening approath® for REACH registeed substances, which serves as a starting point for

further investigation of ED properties undREACH substance evaluation or for regulatory action

such as a restriction or SVH@entification/authorisation. The starting pool of substances for all
ECHAYsreening activities comprises approximately
screening approach also uses computational tools to identify substances with chentoales or
substructures/functional groups related to the structures of kremwdwocrine disruptors as well as

searches in registration dossiers of endoemit@ted terms including potentially endocrirsdated

(adverse) effects.

'https://echa.europa.eu/information-chemicals/registeresubstances
8https://echa.europa.eu/documents/10162/1912637%siaralysis_en.pdf/6248cadias-5al4ae55
93ace7ee9017

*https://echa.europa.eu/documents/10162/19126370/common_screening_approach en.pdfi25e8b928
4alc9eec8f58car724f58

80https://echa.europa.eu/documents/10162/19126370/screening_definition document en.pdf/e588a9f8
4412a76049ddbf7ac687
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https://echa.europa.eu/documents/10162/19126370/common_screening_approach_en.pdf/b195b928-25ce-4a1c-9eec-8f58ca724f58
https://echa.europa.eu/documents/10162/19126370/screening_definition_document_en.pdf/e588a9f8-c55e-4412-a760-49ddbf7ac687
https://echa.europa.eu/documents/10162/19126370/screening_definition_document_en.pdf/e588a9f8-c55e-4412-a760-49ddbf7ac687

I n this manner, substances in ECHAGOGs database
basedon existing data in REACH registration dossiers but also, in some cases, the published scientific
literature and those with indications of activity have been taken up by REACH competent authorities

for further regulatory action.

Screening information opotential ED properties of piregistered substances in the tonnage range of
1-10 tonnes per year was also made available by ECHA on their dissemination portal as part of the
REACH Annex Il inventory. Registrants of low tonnage substances could checkgragistration
whether their substances were considered likely to have hazardous properties. Lower numbers of low
tonnage substances were registered at the last registration deadline (end of May 2018) than originally
expectedWhile reasons for a lowarumber of registrations are unknown, it could be hypothesised
that the screening information provided by EClHfay have discouraged industry from registering

such potentially hazardous substances.

To support the effectiveness of the process of ED assesam&f Expert Group has been set up to
provide an informal consultation body for the Member States, the Commission and ECHA on all
regulatory assessments related to EDs under REACH and the BPR. The ED Expert Group helps
define the best testing strategy atata to be requested in a substance evaluation decision before a
substance enters the formal substance evaluation denisiking process. This happens during the
12-month period given to Member States to evaluate the substance, and therefore doestrtbeaff
duration of the overall process. Besides the MS experts, the ED Expert Group includes stakeholder
organisations as observers (representing industry, consumer and environmental protection groups,
trade unions and animal welfare organisations). Atiogrto the endocrine disruptor assessment list

on ECHAD® ¥, the ElbExpett @roup has discussed 92 substances or group of substances under
REACH or the BPR. Many substances are brought to the expert group before being moved to SVHC
identification, which has resulted in improved dossier quality and less need for discussion at
Committee level. Member State Competent Authorities responsible for drafting the Annex XV dossier
can decide to focus on either ED for the environment or ED for human healtbtfidrsince often
different agencies with different expertise carry out each type of assessment. This allows Member
States some flexibility in deploying their resources. In principle, this could lead to a lack of coherence
on the data sets used and reduee pgossibility for effective readcross between the human health

and environmental data, which should be used together in a weight of evidence approach to reach
decisions. However, in most cases Member State authorities consider human health data when
as®ssing environmental properties and vice versa, and there is no evidence showing that separating
the assessments is affecting the assessments.

Substances with endocrine disrupting properties are identified as SVHC if the substance is of an
equivalent levebf concern (ELoC) to CMRs Cat. 1A/1B or PBT/vPvBs as specified in Article 57 (f)

of the REACH Regulation. Lack of unanimous agreement in the REACH Member State Committee
(MSC) of ECHA on identifying a substance as an SVHC under REACH and the need tsucéfer

cases to the Commission can be seen to have slowed down the process (as highlighted by some
stakeholders). However, through the decisions taken by the Commission (after a vote in the REACH
Committee) on these disputed cases and by judgements ofotives @ Luxembourg, a common
interpretation has started to emerge, which can be applied by the MSC in future cases and should
increase the efficiency of the overall process. As of July 2020, 17 substances have been identified as
endocrine disruptors of atyalent concern to SVHCs for either human health (5 substances) or the
environment (10 substances), plus 2 identified as ED for both human health and the envirohment. A

lhttps://echa.europa.eutfedsessment
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the substances that have been agr eedteCommitlee endoc
have also been identified as SVHCs (i.e. ELOC) except for resorcinol. In the case of resorcinol, the

MSC opinion that the substance is an ED of ELoC has recently been referred to the European
Commi ssionds REACH Commi ty posigon disagreeimggwithvthe tofinion. h e mi
Some of these substances were already listed as SVHCs and undergoing authorisation due to their
other hazardous properties. Of those EDs placed on the candidate list, 6 have been transferred to the
authorisation list (Annex XIV). Applications for authorigas are undergoing or have undergone
evaluations by ECHA®Gs Committee for Risk Assess
Analysis (SEAC) leading to the granting of authorisations for certain specific uses while other uses

have been restricted follong the restriction procedure (sAanex 517 Case studies).

Substances identified as endocrine disrupting substances of an equivalent level of concern to CMRs or
PBT/VPvBs include the phthalate esters DEHP, DIBP, DBP and BBPA(e=x 5B, DEHP case

study). In fact, regulatory action on DEHP and other phthalates started in relation to the reproductive
toxicity of the substances before Epecific provisions were in place. The additional inclusion of a
concern for endocrine disrupting effects on human haaltthe SVHC list did not directly affect
REACH authorisation and restriction procedures since they are based on the same effects that led to
the inclusion due to toxicity for reproduction. However, it triggered additional risk provisions for risk
assessent (Chemical Safety Report) and risk communication (Safety Data Sheets) and required
specific consideration of endocrine effects in reviews of authorisation. DEHP was also identified as an
SVHC for endocrine effects on the environment and was added @atididate list for authorisation

under REACH which also leads to an obligation to obtain authorisations in other sectors (food contact
materials, medical devices). It also prompted thdagignation of DEHP from a Priority Substance to

a Priority Hazardos Substance under the Water Framework Directive which requires that emissions
be phased out.

Other substances identified as SVHCs for the environment due to endocrine disrupting properties and
placed on the REACH Candidate list include a number of alkeylpls and alkyl phenol ethoxylates.

One of these, nonylphenol (NP), is an intermediate in the production of various derivatives including
nonylphenol ethoxylates (NPnEOs) which were used as surfactants and emulsifiers in many different
applications includig detergents with consequent widespread emissions to the aquatic environment
(seeAnnex 5C, NP case study). They have been progressively restricted over many years due to risks
to the aquatic environment, firstly via the 1992 PARC®kbnvention and therhtough REACH
restrictions together with setting of Environmental Quality Standards (EQSs) and actions taken under
the WFD. NP and NPnEOs were identified as SVHCs of equivalent concern under REACH due to
endocrine disrupting effects on the environment ih28nd 2013 respectively and further restrictions
were introduced in 2016. They are widely restricted in the EU, with a few speciality biomedical
applications currently subject to the authorisation requirements after NPnEOs were placed on the
AuthorisationList (Annex XIV) of REACH. In recent years increasing scientific knowledge has led to
updates of predicted no effect concentrations (PNEC) and EQS values for the aquatic environment.
With respect to human health concerns, NP was classified as a categgmp@uctive toxicant in

2001 and consequent restrictions included the addition to the list of prohibited substances in cosmetic
products. The closely related octylphenol and their ethoxylates were also identified as SVHCs due to
endocrine disrupting eféeés on the environment in 2011 and 2012, respectively, and are similarly
subject to authorisation requirements.

®2Convention for the prevention of marinellption from landbased sources (Paris Convention) PARCOM
Recommendation 92/8 on nonylphenol ethoxyldtéps://www.ospar.org/convention/agreements/page13
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Box 5.5: Stakeholder views on effectiveness of REACH Regulation as regards EDs*

Of the stakeholders expressing an opinion on the effecBgadf@EACH, there is a roughly eve
split between those that consider the regulation is effective in protecting human health an
that do not when considering consumers (57 agree, 62 disagree, and 17 neither agree nor
or workers (56 agre€q9 disagree, and 18 neither agree nor disagree). A smaller proporti
respondents consider that the regulation is effective in protecting citizens exposed
environment (46 agree, 63 disagree, and 26 neither agree nor disagree) or wildlifee@}PH @
disagree, and 23 neither agree nor disagree).

The proportion of each stakeholder group answering that the Regulation is not effeg
presented in the graph below:
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Answers are given as a percentage of respondents from each stakeholderayrogueFfletails see Annex 2.

Regarding human health and environmental protection, some respondents (from academia
society organisation) declared that the 4islsed control of ED substances in REACH may lea
insufficient protection, while othie (representing Industry) stated that there is a high levg
protection of consumers, workers, citizens and the environment.

Moti vations for respondentés replies incl

9 the process to identify substances as EDs is too slow, with ordyligsances identified so f4
as ED. Application of a grouping approach could be a way to speed up the process.

i some respondents suggested to extend the simplified restriction procedure (art.68,
CMR catlA or 1B in consumer products to endocrineugisns.

T there were some suggestions to remove t
the new horizontal criteria would automatically fulfil Art. 57(f) or by creating an additi
category as Art.57(g). Another option could be to developidagce on the interpretation (
OELOCO.

9 inclusion on the Candidate List should be automatic for substances with known ED pro
(whether classified or not). SVHCs not registered under REACH should immediate
moved to Annex XIV and if no authorigam applications are made before the sunset datg
uses should be automatically restricted (i.e. the substance should be included in Annex
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*Respondents to all three surveys (citizens, stakeholder and SME surveys) waedessdfd and thus ho
necessarily representative of the full range of views of these groups.

Apart from SVHC identification and authorisation, REACH contains the restriction procedure as a
powerful tool for imposing risk management measures including the complete ban of a substance.

A restriction can be put in place if there is an unacceptasitetai human health or the environment

that arises from the manufacturing, use or placing on the market of a substance. Examples of
restricted substances with confirmed or suspected endocrine disrupting properties are multiple organo
tin compounds, the meonhed octylphenol, nonylphenol as well as their ethoxylates, phthalates,
perfluorooctanoic acid and related substances, or substances that are now regulated under the
Regulation (EU) 2019/1021 (e.g. decabromo diphenylether). However, only octylphendbhsomy

and their ethoxylates are restricted due to their ED properties.

In the targeted stakeholder survey comparing BPR, PPPR and REACH, the large majority of
respondents with an opinion stated that REACH is the regulation with the lowest likelihood of
identifying a substance as an endocrine disruptor. This view was mainly coming from respondents
from public authorities, as well as respondents from academia and civil society organisations. The
main two reasons for this ranking were: 1) the few data rexpaints for low tonnage substances, and

2) the lack of specific information requirements for EDs. Testing for endocrine properties is triggered
based on observations coming from repeat dose and reproductive/developmental testing, and chronic
tests in aquati organisms, however, these tests may not be available since REACH applies a tiered
approach for information requirements, based on production tonnage. Thus such tests would not be
required for low tonnage substances, limiting the possibility to deteicotogical effects (this aspect

is not ED specific). In contrast, investigation of endocrine disrupting properties is mandatory under
the BPR and PPPR, irrespective of tonnage level.

Some respondents also mentioned that the REACH process could be stresdthenaking the BP

and PPP EBdentification criteria applicable and formally used by the REARNVHC process. This
option would be i n line with the Commissionés
identification. However, it should be noted thia¢ BP and PPP criteria were developed specifically

for these two regulations and it needs to be examined whether they can be applied directly for
REACH processes. It was also mentioned that the additional requirement within REACH to
demonstrate an equivalelevel of concern as for CMRs or PBTs/vPvBs when identifying an ED as a
substance of very high concern (SVHC) also decreases the likelihood of an identification.

A point was also made in favour of the creation of a European mechanism to enable tharEanope
national agencies, to carry out independent studies on potential EDs. It was suggested that the work
should be financed by an increase in the fees charged by the agencies to companies.

5.4 Other sectorspecific and productspecific legislation

Many pieces of sectespecific and produespecific legislation have provisions to address risks posed

by hazardous substances, but do not require the necessary toxicity data to be generated to allow the
identification of the hazard. Substances used in some sg¢degislation, such as the Toy Safety
Directive, Detergents Regulation, Fertilisers Regulation, Food Contact Materials Regulation, the
Cosmetic Products Regulation and the Medical Devices Regulation, are required to be registered
under REACH (unless proded/imported at <1 tonne/annum). Some pieces of sectorial legislation
rely primarily on REACH for ED identification, others such as food contact materials, cosmetic
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products and food additives have further requirements for products or sectors the fegiuthese
do not, as yet, specifically address endocrine disruption.

It is important to bear in mind that many substances may have more than one hazardous property and
indeed this is often the case with EDs since the adverse effect associated to thimemdade of

action might also be classified as e.g. a carcinogen, mutagen or reproductive toxicant (CMR). EDs
might also be persistent, bioaccumulative and toxic or very persistent and very bioaccumulative
(PBTs/vPvBs).For substances where the adverece caused through disruption of the endocrine
system has already been identified and appropriate risk management measures have been applied, the
effective measures to minimise exposure may already be in place and identification of a substance as
an ED would not bring any additional measures. However, this may not always be the case and
knowledge that a substance is an ED can increase the level of concern, which may lead to stricter risk
management measures being applied.

In product or sector specific lestation with no EBspecific provisions, there are possibilities to
evaluate the risks and apply appropriate risk management measures oibacas®e basis. This may
occur when endocrine disrupting properties of a substance become known through otbérryeg
processes e.g. under REACH or through publication of scientific papers.

When asked for which sectors they think ED identification should be more specifically introduced
some stakeholders referred to the WFD (any Priority Substance with known g&rt® should be
identified as a Priority Hazardous Substance), the Detergents Regulation (identification of EDs
especially for the environment should be emphasized), and the toy safety directive.

Several respondents also @oboposasdestsmardtopt amp rik
would, in their opinion, increase the effectiveness of regulatory procedures while avoiding
discrepancies in ED identification. Under this scenario, there would be no need for specific provisions

in each of the legislatespieces, but rather a reference could be made to an overarching regulation like
REACH which already has provisions allowing for ED identification.

Pieces of legislation where some stakeholders consider that risk management measures for EDs
should be morexplicitly described include occupational safety and health Regulations, indoor air
pollution, industrial emissions, waste and water Regulations. Several stakeholders suggested that ED
identification under one regulation should automatically trigger riskagement measures for the

same substance under other regulations.

When asked about the impact on human and environmental health of eitherbasstdor risk

based approach®¢o decision making, both were viewed positively by the majority of responitents

the stakeholders survey with slightly more support for-baked approaches. However, some
differences emerge when looking at specific stakeholder groups. Representatives from industry
(business association and company/business organisation) havwieal rpeeference for riskased
decision making while civil society organisations favour a habaskd approach. Similar responses
were received with respect to both environment and human health.

Water Framework Directive and Medical Devices Regulation

®The ter mi nehsedy ya mdbafmairdtk approaches is used in th
of this Fitness Check. The terms are equivalent t
in the document.
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The provisions on EDs in the Water Framework Directive and the Medical Devices Regulation refer
to the steps to follow once a substance is identified as an ED but there are no mechanisms within
either piece of legislation for ED identification. The MediBavices Regulation relies on REACH

and on the BPR for ED identification. However, there is no provision that requires all substances used
in medical devices to be evaluated under REACH for ED properties. Only if the medical device
manufacturer is also ceidered a manufacturer, an importer or a downstream user under REACH,
would the related REACH obligations apply (i.e. a chemical safety assessment). The Water
Framework Directive (WFD) has also relied largely on REACH for ED identification.
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Box 5.6: St&keholder views on effectiveness of Medical Devices Regulation and WF3
regards EDs*

Regarding théedical Devices Regulation

A large proportion of stakeholders who replied to the closed gquestions say they do not kno
the effectiveness of thegulatory process of the Medical Devices Regulation. Of those expre
an opinion, more respondents disagree than agree that it is protecting consumers, pH
workers or enhancing competitiveness and innovation.

The proportion of each stakeholderogp answering that the Regulation is not effective
presented in the graph below:
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Answers are given as a percentage of respondents from each stakeholder group. For more details see Annex 2

Reasons given in support of their views were as follows:

1 reagarding human health protection, some respondents (from civil society organisatior
academic/research institutions) stated that while the Medical Devices Regulation intr
new provisions with regard to EDs, the provisions are considered too walidwdhe proper
identification of EDs, since the dependency on REACH (for data) hampers the effectivel
the regulation and makes the horizontal approach for EDs critical.

1 these respondents called for a systematic testing of the substances useidah degices for
possible ED concern.

1 some stakeholders (from civil society organisations) considered that patients are still g
to EDs via medical devices even if in many cases safer alternatives exist

1 the effectiveness of the Medical Devices Retjoiftais limited by the possiblexemptions.
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Regarding th&Vater Framework Directive:

More respondents disagreed than agreed that the directive is effective in minimising the e
of citizens (22 agree, 47 disagree, and 12 neither agredisagree) or wildlife (27 agree, 4
disagree, and 12 neither agree nor disagree) to endocrine disruptors via the envir(
However, the numbers of Adondét knowso we.|l

The proportion of each stakeholder group responding that the Reguistioot effective is
presented in the graph below:
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Answers are given as a percentage of respondents from each stakeholder group. For more details see Annex 2

Reasons given in support of their views were as follows:

1 WEFD is ineffective at protecting cenmers and the environment from exposure to [
because of the lack of coordination between the WFD and upstream chemicals legislati|
1 Only a few EDs are monitored in surface waters, and it is difficult to update the list of p
substances.
T WFD doesn o't succeed to apply the o6pollute
chemicals into the environment have virtually no obligations regarding ED assessme
burden of monitoring and follow up action falls maostly on public authorities and tesgay

*Respondents to all three surveys (citizens, stakeholder and SME surveys) waadestdfd and thus not

necessarily representative of the full range of views of these groups.

Cosmetic Products Regulation (CPR)

In the case of the Cosmetic Products Regulation (CPR), which does not have specific provisions for
EDs, the environmental risks of endocrine disruptors are explicitly covered by REACH but the human
health assessments are dealt with under the CPR. UndeCRIR substances classified as
carcinogens, mutagens and reproductive toxicants (CMRs) category 1A/1B or 2 are prohibited unless
specific derogations are applied (s&enex 4). EDs that are also CMRs would fall into the same
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category. The SCCS also propss® follow a specific risk approach for identified or potential
endocrine disruptors which might cause other types of adverse effects. The question still arises how to
ensure the systematic consideration of endocrine disrupting properties in cosmetidieimgr
assessments. Following the review of the &'Rifke Commissiorommitted to establish a priority list

of potential EDs not already covered by bans or restrictions in the CPR for their subsequent safety
assessment. A priority list of 28 potential EDsciosmetic products was consolidated in early 2019
based on input provided through a stakeholder consultation. The list was prioritised and 5 substances
are currently under risk assessment by the SCCS. Due to the animal testing ban in the cosmetics
sector,a specific issue arises concerning the identification of EDsAsBrex 4) and in particular the

need to demonstrate the adverse effect for an ED, which currently requites testing.This raises

a fundamental question about the interpretation oflR&S/WHO definition, namely whether it is
strictly necessary to observe adverse effects in animals, or whether the likelihood of adversity can be
extrapolated from effects in neanimal methods. However, the difficulty to conclude on adverse
effects dued the animal testing ban is not restricted to endocrine disruption but is also relevant to
other endpoints (such as reproductive toxiciBgspondents to the stakeholder survey propose some
possible solutions (sé&ox 5.7).

®CcoMm(2018) 739
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Box 5.7: Stakeholder view®n effectiveness of the Cosmetic Products Regulation as regards EDs*,*}

For cosmetic productanore respondents disagree than agree that the regulation with respect to
protecting consumer health (31 agree, 48 disagree, and 23 neither agree nor disagree) or worK
(professional users) (24 agree, 49 disagree, and 28 neither agresagoeda).

The proportion of each stakeholder group answering that the regulation is not effective is presents
graph below:
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1 Some stakeholders (from public authorities, civil society organisations, academic/research insti
mentioned that th8CCS is currently risk assessing EDs without taking all the uncertainties in re
to assessment of EDs into account (e.g. low dose effectdhreshold issue, lack of knowledge, la
of adequate test methods), limiting the effectiveness of the tegul®thers (mainly from busineg
associations and companies/business organisations) think that the fact that these substanc
subject to restriction or prohibition is a conservative approach for consumer safety.

1 Some stakeholders (from civil sotjeorganisations) challenged the viewpoint that the data nece
for the SCCS to identify and assess possible endocrine disrupting efiectgailable. They report tha
five of the parabens that were banned in 2014 were so because industry chossupgtotb the
substances (limited or no data were submitted by industry to the SCCS which therefore cq
evaluate their risk to human health).

1 Some stakeholders (from public authorities, trade unions and civil society organisations) consi
the dfectiveness of the CPR for EDs is decreased by the lack of automatic risk management m
(i.e. automatic ban of CMRs).

1 Many respondents (from public authorities, civil society organisations, academic/research insti
acknowledge that the ban of animal testimghout suitable alternatives with equivalent value
identify ED makes it difficult to properly identify kard related to ED. However, use of animal d
for ED identification is possible for substances also assessed under REACH.

1 Some respondents (mainly from civil society organisations) stated thatté¢igeation of all available
information (such as physichemical properties, literatur@ vitro, in silico data) in a weight of
evidence can be used to exclude the potential toxicity of a cosmetic ingredient through the er
related effects

T Some stakeholders suggested itva tgef iamse aa Wi
challenge raised by the ban of animal testing in the cosmetics sector.

1 Some stakeholders from civil society organisations and public authorities suggest that in the cg
the CPR, the precautionary principle should bpliad for all substances suspected to be endod
disruptors in the absence of animal data, in order to increase the effectiveness of the regulation

1 Some stakeholders mentioned that the lack of clear identification of the presence/absence o
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*Answers are given as a percentage of respondents from each stakeholder group. For more details see Annex 2.

**Respondents to all three surveys (citizens, stakeholder and SME surveys) werelesstéfd and thusoh
necessarily representative of the full range of views of these groups.

Stakeholder views regarding the effectiveness of the Cosmetic Products Regulation reflect the
differences in risk assessment and management where a specific risk approach igadyotad

SCCS compared with a hazdrdsed approach under the Biocidal Products and Plant Protection
Products Regulations, or REACH. This aspect is further analysgeciions 4.3 and 4.4

Viewpoints of SMEs and citizenshave also been gathered regagdithe effectiveness of EU
legislation.

In general, respondents to the SME survey consider the regulatory process to identify and control
chemicals with endocrine disrupting properties to be effective in protecting peopl® @dree, 9
disagree, @ neiher agree nor disagree) and wildlife (38 agree, 9 disagree, 11 neither agree nor
disagree), in improving the functioning of the internal market, and enhancing competitiveness and
innovation (30 agree, 10 disagree, 10 neither agree nor disagree).

With regad to the views from the citizens, the majority of respondents (54% to 74%) consider that
EU laws do not protect them at all or only to a small extent from exposure to endocrine disruptors
across all of the potential exposure sources listed in the surbeyfolir exposure sources where
respondents consider that EU laws protect them the least are personal care products, food contact
materials, clothing, and home or office furnishings, floors and paints. Moreover, when respondents
were asked which other soescof exposure to endocrine disruptors were of particular concern, the
most often mentioned were pesticides, toys, as well as effects due to combined exposure to EDs.

5.5 Communication

Current mechanisms are in place to inform consumers and recipientlafsarti general about the
presence of substances of very high concern (SVHCs) with ED properties (REACH Article 33).
Furthermore, producers and importers of articles containing SVHCs must notify ECHA under certain
conditions (e.g. if the SVHC is intendenl be released from the product (REACH Article 7). Safety
Data Sheets (REACH Annex Il) are required to include information on whether a substance has been
identified as an endocrine disruptor or whether such a substance is present in a mixture. An update of
the provisions for Safety Data Sheets that includes further obligations to report on EDs was recently
agreed in the Commi ssionbébs REACH Committee and
under the Biocidal Products Regulation, safety data sheetstise substances and biocidal products

shall be prepared and made available in accordance with REACH (Art 70). Moreover, articles treated
with a biocidal product shall display a list of the active substances on the label (Art 58).

The respondentstotlei t i zensd survey feel they Il ack inform
or that the information is difficult to understand. Moreover, the respondents called for more and better
information on EU activities regarding EDs. The European Commiss®nelsantly launched a web

portaf® providing a single point of access to all EC activities related to EDs.

®https://ec.europa.eu/info/paiés/endocrinalisruptors_en
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5.6 Monitoring data

Environmental and human monitoring data are useful for providing evidence on the effectiveness of a
risk-reduction measure, as wel aroviding alerts to rising levels of substances of potential concern

and in understanding actual human and environmental exposures including combined exposures to
mixtures of substances. EU Member States monitor several EDs in surface waters undebthe WF
either because Environmental Quality Standards already exist or to determine whether the substances
pose a risk and should be regulated. The European Human Biomonitoring Init#BiMBIEU®®), is a

5-year project with was launched in 2017 to respond to the need for harmonised information at
European level concerning human exposure to chemicals in order to support reliable risk assessment
and management. HBM4EU is a joint effort of 30 countries, the European Enembigency and

the European Commission, -tended under Horizon 2020. The initiative is coordinating and
advancing human biomonitoring in Europe. HBM4EU is generating evidence of the actual exposure
of citizens to chemicals and the possible health effaatsder to support policymaking. A number of

EDs such as bisphenols, phthalates and flame retardants have been prioritised under the programme,
and data are being made available via the Information Platform for Chemical Motiftofirgimilar

initiative, albeit smaller in scale, for terrestrial and aquatic wildlife is the LIFE APEX pPdjebich

focuses on chemical monitoring in apex predators and their prey. A more regular screening of
‘unknowns' (i.e. sampling and testing designed to detect unsuspagzedous chemicals) in humans

and the environment is also missing.

Such monitoring was done in the US after the ban on PBDEs at the beginning of 2004. Blood
measurements in pregnant women (111) showed a decline in the PBDE concentrations between
2008/09 ad 2011/12, but appeared to plateau between 2011/12 and 2014 (possibly due to persistence
and bioaccumulation, from dust and food) (Parry 2018). Another study on 334 children, with repeated
sample collection from birth to 9 years of age over ¢d&r perod, found a significant decrease of
PBDEs between 1998 and 2013 (Cowell, 2019).

However, an aspect which is not adequately considered with regard to the regulation of EDs is
combined exposure, although this issue is not unique to EDs. Provisions fors#ssnasnt of
cumulative exposure/effects exist in the Maximum Residue Levels of Pesticides, the Biocidal
Products and Plant Protection Products Regulations. Two retrospective cumulative risk assessments of
dietary exposure to pesticide residues have bemmtly carried out by EFSA: one considering two
chronic effects on the thyroid system and another looking at two acute effects on the nervous system
(EFSA, 2020a, b)In both casest was concluded that cumulative exposure to pesticide residues did
not exceed the threshold for regulatory consideration established by risk managers on the basis of
individual substance assessments. Under REACH, four phthalates (DEHP, DBP, BBP and DIBP)
have recently been further restricted based on combined exposure estimates, with diet indicated as a
signficant source of exposure to DEHP. While EFSA concluded that there is no risk from the three of
these phthalates that are authorised in Food Contagtrisla, consequential risk management takes

into account both combined exposure to the phthalates with the same mode of action and cumulative
exposure from other sources. In water legislation, the application of-bHsetl method&European
Commission, 20145 a promising development.

https://www.hbm4eu.eu/abohbm4eu/
5lPCHEM: https://ipchem.jrc.ec.europa.eu/RDSlIdiscovery/ipchem/index.html
https://lifeapex.eu/
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Considering the possible nanonotonic doseesponse of EDs, it is difficult to predict combined
effects from exposure to multiple EDs using standard addibased approaches (which assume
monotonic behaviour) using information on individual chemicals, and the potential for combined
effects adds to the overall uncertainties of a risk asses¢B&pp et al., 2019; Munn and Goumenou,
2013b)

Box 5.8: Stakdwolder views on aggregate exposure and combined effects of endocri
disruptors*

1 Amongst the respondents giving an opinion, about 60%- {B8cof 183 respondents) disagr
that the current regulatory framework protects humans or wildlife from the riskeiass!
with the aggregate exposure to one substance with endocrine disrupting properties f
exposure sources. Similar results were obtained regarding protection to combined exp
different substances with endocrine disrupting properties. &mdmments were made K
respondents to the citizens survey.

1 Several stakeholders (mainly from public authorities) highlighted the fact that in order t
into account aggregate exposure and combined effects for EDs, a hori
definition/identification would be needed. Cramgency initiatives should be developed to d
with aggregate exposure and combined effects.

1 Some stakeholders mentioned that aggregate exposure and combined effects are pa
relevant for EDs becausé their no/low threshold.

1 Some stakeholders mentioned that several pieces of legislation camgigegate exposute
a certain extent (such as REACH), however it is never considered across regulations

1 Some stakeholders suggested that the aggregatmsierpassessment methodology un
REACH could be further developed to cover all sectorial uses.

1 Several respondents (from civil society organisations) suggested that where health c
are raised in one sector, it should automatically trigger riskuatian across legislative
sectors to fully assess the impact of combined exposure.

1 Some stakeholders stated that combined effects are relevant only if substances have
adverse outcome pathway.

*Respondents to all three surveys (citizens, stakiencand SME surveys) were ssklected and thus not
necessarily representative of the full range of views of these groups.

Although only a few substances have been formally identified and controlled due to their endocrine
disrupting activity, many subkestices with endocrine disrupting properties have already been identified
due to other hazardous properties which may or may not be related to endocrine disruption (e.qg.
reproductive toxicity or persistent, bioaccumulative and toxic (PBT)/very persisteny, ve
bioaccumulative (vPvB) properties). Consequently, regulatory measures to reduce exposures to some
of these substances have already been taken and environmental monitoring and human biomonitoring
have been used to follow the trends in exposure to sinstagces over time.

The case study on DEHRrinex 5B, DEHP case study) illustrates through human biomonitoring data
(levels of phthalate metabolites in the urine) how the successively increased restrictions on DEHP and
other low molecular weight phthalat®ver time have been successful in reducing exposure of the
human population in the EU. With respect to nonylpherdgingx 5C, NP case study) there is
evidence of substantial decreases in aquatic concentrations in EU wastewater, surface waters and
biota in the last two decades. For instance, concentrations in fish (bream, muscle tissue) caught in
Germany diminished by 67% between 1995 and 2001. However, reduced concentrations of NP in the
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aguatic environment cannot be linked to changes in estrogenidyaofiviater bodies because this is
mainly driven by more potent natural and synthetic estrogens.

One concern is that of O6regrettable substitutior
substance able to provide a comparable technologicaktiéun but which might also be similarly
hazardous, although the substance is not so well tested so these properties are not known at the time of
the replacement. This could reduce the effectiveness of the measures. To reduce the possibilities of
this occuring there is a move towards group assessments, where substances with similar molecular
structure, with similar properties or with similar functions are assessed together. This requires either

the generation of comparable data for each substance in ¢ha gr or the use of 0
approaches. Indeed, regulatory action on phthalates did follow a group approach whereby a group of

low molecular weight phthalates (DEHP, DBP, DIBP and BBP) were assessed together.

A number of Persistent Organic Polluta@©Ps) have endocrine disrupting properties and inclusion

in the POPs Regulation defines requirements for reporting environmental release inventories (Article
6), environmental monitoring (Article 10) and production volumes (Article 12). Release should be
minimised or eliminated from all sources (Article 6) including waste (Article 7). Waste containing or
contaminated with POPs should be handled to ensure no release or recirculation in recycled/reused
material flows. Recent reviews describing spatial antptwal trends of some of these substances in

the environment provide an opportunity to evaluate the effectiveness of the regulatory measures in
relation to exposure reductions. One example looking at levels of flame retardants (PBDES) in human
breast milk,cord blood and placentas founevéls of PBDEs in North America were substantially
higher than those in many regions of Europe, Asia, Oceania or ADitapossible explanation given

for this was the higher use of flame retardants in furniture in Nambrica(Tang and Zhai, 2017)

5.7 Human health and environmental impact ewilence and indicators
The trends in the main health and environmental impact parameters that are known, or suspected, to

be associated with exposures to endocrine disrupting substances are important considerations when
examining the effectiveness of EU cheals policy. These trends include upward trends in the
incidence rates of certain hormeraated cancers and reproductive diseases, decreasing fertility rates
in females and males and decreasing sperm counts, and on the environmental side redueti@sin sp
diversity and eceystem health/resilience. However, caution needs to be exercised when using human
health and environmental adverse effects as direct and reliable indicators of chemicals policy
performance. This is because of the attribution chgélermany of the observed health and
environmental adverse effects may derive from multiple causessiiie, genetics, habitat
destruction/degradation, etc.) and it is difficult to determine to what extent exposure to endocrine
disrupting substances coibutes to the observed adverse eff&ctStatistical approaches exist and
have been applied in (eco)epidemiology with the aim of separating the contribution of (mixtures of)
chemicals from other contributing or confounding fac{@snnirgs et al., 2018; Slama et al., 2017)
Differences in study design and low reproducibility of findings, however, remain a major challenge
for use in a regulatory context.

Complicating things further is the fact that observable adverse effects in human mehlthea
environment often do not materialise immediately after exposure. For example, the effects of early
life exposure to endocrine disruptors may not materialise until many years later. Moreover, the
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involvement of the endocrine system in the contrgbrafcesses such as embryonic development and
puberty means that young people are at higher risk regarding endocrine disruption.

Indeed, developing organisms are extremely sensitive to perturbation by chemicals with Hdeenone
activity, and adverse effectmay be most pronounced in the developing organism and occur at
concentrations of the chemical that are far below levels that would be considered harmful in the adult.
The continued maturation of key endocrine systems during childhood and adolescere¢hanak

life periods also particularly sensitive to endocrine disruption, beyond foetal develof8ubng et

al., 2011) Many of the adverse effects on development in late pregnancy and early childhood are
expressed as functional deficits in organs or systems, instead of overt malformations or growth
retardation(Schug et al., 2011Evidence from many studies support the hypothesis of a relationship
between exposure to EDs and early mation of secondary sexual characteristics (e.g. precocious
puberty)(Lee et al., 2019; Lucaccioni at., 2020)or predisposition to breast cancer (occurring later

in life after exposure during puberty)ucaccioni et al., 2020)Exposureto EDs during early
development have also been associatéd nonreproductive effects such as obesity and related
diseaseg¢Petrakis et al., 2017t is important when considering these vulnerable groups to ensure that
the sensitive life stages are covered by the methods used to investigate toxicity and endocrine modes
of action.

Box 5.9: Stakeholder views on protection of vulnerable groups*

When asked whether various groups of the population are sufficiently protected from eng
disruptors, stakeholders replied that the level of protection is generally insufficient (rg
between 56% of respondents considering adults in general, tdoB@fe unborn exposed durin
pregnancy). Similar views were shared by respondents to the citizens survey, with over

respondents considering that EU laws offer a low level of protection for one or more life g
with highest concern for adolesten(75%) and the lowest for pregnant women, foetuses
newborns (62% to 66%).

However, it should be noted that viewpoints differed among stakeholder groups, with only 1
30% of representatives from business associations and companies/businesatmgmrstating
that the various sugroups within the population are insufficiently protected.

Stakeholders mentioned that:

9 Clear definitions of children and vulnerable groups are missing in most EU chemical lay
there was a perception of a lack ohsistency in treatment of vulnerable groups across
legislation.

9 The current data requirements and available test methods do not adequately cover vu
groups.

Suggestions were made to increase the protection of children by:

1 Adding the possibilityin the Toy Safety Directive to set new concentration limits for harn
substances in toys intended for children above 3 years.
9 Applying the same risk management for EDs as for CMR substances, i.e. the automatid
EDs in toys.

*Respondents to all the surveys (citizens, stakeholder and SME surveys) wersedetited and thus not
necessarily representative of the full range of views of these groups.
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A few attempts have been made to estimate the costs of endaddtesl diseases/disorders in
humars and the proportion that might be attributable to exposure to endocrine disrupting substances.

Four studies published in 20iBellanger et al., 2015; Hauser et al., 2015; Legler et al., 2015;
Trasande et al., 201®stimated the costs associated to the use of several endocrine disruptors for a
subset of health effects to be hundrefiillion euros per year. Those studmshsequently received
criticism from other scientists, claiming their aim would be to shape p@aydelbeek and Veuger,

2015) Further criticism related to alleged methodological flaws and the hypothesihich the
studies were basedBolt, 2017; Bond and Dietrich, 2017a, b; Middelbeek and Veuger, 201&)

main problem with such studies is the attribution challenge (i.e. that EDs are responsible for causing
several diseases for a certain minimal percent factor of probability). The Commsgiewed the

four studies when carrying out an impact assessment in the context of setting criteria for endocrine
disruptors under the BPR and PPRROther studies have tried to estimate costs linked to effects of
endocrine disruptors on male reproductiealth(Olsson and al., 2014)

Nevertheless, there are examples of-approval of substances with endocrine disrupting properties
resulting in significant benefits to human health and wildlife. For instanceeshrction of the use of

the endocrine disruptor tributyltin (TBT, REACH Annex XVII, entry 20) as an antifoulant in marine
paints has resulted in the recovery of mollusc populations in many ports and coastal areas fh Europe

5.8 Market surveillance

An aspect which could weaken the effectiveness of EU legislation is differences compared with laws
in nonEU countries. The potential import of substances banned in the EU frofBUha@ountries
raises the issue of EU market surveillance.

The respondent®tthe stakeholder survey mentioned that some substances banned in the EU but still
allowed in other countries can still be found in products imported and marketed in the EU. Such
statements are supported by an enfwhichisemedgwork pr oj e
of national authorities responsible for the enforcement of REACH as well as the CLP, Biocidal
Products and PIC Regulation. The project investigating compliance with the REACH restriction on
phthalates in toys and chilthre articles foad that 19.7 % of the inspected toys and 3.6% of childcare

articles contained one of the phthalates above the permitted level. Most products found te be non
compliant came from countries outside of the European Economic Area or were of unknown origin
(Annex 5B, DEHP case study).

Moreover, these substances can be found in the environment (e.g. water bodies, including by
transboundary flow). Regarding the residues of pesticides found in imported products, some
stakeholders suggested to set the maximum redads (as a general principle) at the level of
guantification for substances falling under the-affitfexclusion) criteria.

Respondents to the stakeholdersé survey consi de
market surveillance. In partitar, the fields of: feed and food (environmental contaminants, natural

toxins, flavouring agents); water, including drinking water; industrial emissions; the General Product
Safety Directive (GPSD); products in contact with vulnerable groups, and orlsevezre listed by

'SWD(2016) 211
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stakeholders as those where market surveillance authorities should focus their activities. However,
this aspect is not specific to endocrine disruptors and it has been recognised that its implementation
depends on the resources availablblember State$,

5.9 Functioning of the internal market, competitiveness and innovation

Box 5.10: Stakeholder views on the efficient functioning of the internal market, ang
enhancement of competitiveness and innovation*

For Biocidal Products:

1 Thepossibility of derogation according to Art 5(2) makes it difficult to assess the functig
of the internal market since derogation conditions may be met in some, but not all M
States.

1 Some comments suggested that the complexity of the regulatismdoécilitate innovation
and the uncertainties/moving goalposts were negatively impacting innovation.

For Plant Protection Products:

1 Some respondents mentioned that the costs incurred by the additional studies nece
comply with the "data sufficrecy” of the ED criteria inevitably compromise investment
research on new substances and innovative products.

1 Substances withdrawn are not likely to be replaced easily. According to one responde
are two reasons for this: first, the developmentnefv active ingredients up to mark
introduction takes about 11 years and
products waiting for approval for the European market is also getting emptier due to
Research and Development time andost

For REACH:

1 The lack of coherent criteria to identify endocrine disruptors may impede the function
the internal market and could reduce competitiveness and innovation.

1 The riskbased regulation of EDs under REACH provides a more nuanced app
accelerating the potenti al for innovati
new better alternatives, while still ensuring protection of human health and the environrm

1 The fact that nofEU countries can still use substances restribtethed in EU is 4§
competitive disadvantage for the European industry

1 The additional requirements to understand mode of action and the link with the adverse
mean additional resource and cost requirements compared -lBLheompetitors which car
undermine competitiveness of EU producers.

1 The introduction of the REACH Regulation has resulted in a notable reduction in the n
of chemicals used on the European market as manufacturers must balance registrati
against possible revenues, whilesaltaking into account requirements on substa
authorisation and restrictions.

*Respondents to all three surveys (citizens, stakeholder and SME surveys) waelestdfd and thus not
necessarily representative of the full range of views of thesggr

2SWD(2019) 199
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6 EFFICIENCY

1 Inefficiencies in the assessment and management of endocrine disruptors can resiﬂt from
situations where a given substance falls under multiple pieces of legislation and thus within the
mandate of multiple agencies and expert groups.

91 Inefficiencies may also result from the absence of a common interpretation of certain requlatory
provisions, such as fiequivalent | evel of | conce

1 EU agencies are stepping up their efforts to coordinate assessment work. However, additional
efficiencies could be obtained by developing further a horizontal approach to EDs, incluging an
increased use of new approach methodologies and grouping approaches.

1 The need to carry out testing and assessment for additioned|&fed effects for a larger miber
of chemicals will inevitably lead to increased workload and costs. Some industry stakeholders are
concerned that this will put economic operators in the EU at a competitive disadvantagg, while
some public authority stakeholders are concerned thawihisesult in delays to other areas pf
regulatory assessment work.

I The costs and benefits for human health and the environment resulting from regulatory
requirements to assess and risk manage chemicals, including endocrine disruptors, are difficult to
quantify and compare. There is a need to further develop and harmoniskeniit
methodologies, such as socioeconomic analysis.

1 It was difficult to perform conclusive economic assessments on the possible impacts of regulatory
interventions on trade. This partly because there is a lack of trade flow data at the leviel of
specific chemicals and the commodities containing these chemicals, as well as data on the market
share of a chemical in a given commodity. Two case studies illustrate the methoddlogical
challenges involved.

Q4. To what extent has EU legislation been efficient in identifying EDs and managing risks
related to their exposure across different legal frameworks, ensuring the protection of human
health and the environment?

There is evidencthat a lack of coherence across regulatory sectors has had an impact on efficiency.
This is particularly the case wherutiple regulatory assessment and management procedures have
focused on the same substances. Examples are given in the case Atuthash|.

In other cases, a lack of efficiency can be attributed to differences in the interpretation of terms in

|l egi sl ation. For exampl e, under REACH, di fferent
Committee (MSC) on the interpretation of 'equivalievel of concern' (Art. 57(f)) has resulted in a

number of casédwhere the MSC could not reach unanimity on the identification of a substances as
substance of very high concern, meaning that the decision had to be referred to the Commission via its
REACH Committee (EC 2018a, part 1/7).

The targeted stakeholder survey revealed a range of opinions on the efficiency of current regulatory
procedures for assessing and managing EDsRege5.7). A slight majority of respondents (53%)
thought that the reguiary framework is not flexible enough to take into account new scientific
information and methods in the assessment of endocrine disrupting properties. Some commented on
the need to give more weight in the evaluation process testamlard sources of infoation (e.qg.

3As of May 2020, this applied to nine substances for different hazard endpoints, out of which seven related to
EDs.
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nonguideline methods, scientific literature findings). Others argued that the subbiasgkstance
approach is hampering the assessment process, which would be more efficient if grouping approaches
were more widely implemented. Several pmsdents referred to the time lag between hazard
identification and risk management, as well as perceived inefficiencies resulting from the time taken
to officially adopt test methods, to update standard information requirements, or to update guidance
documents.

The costs and benefits for human health and the environment resulting from regulatory requirements
to assess and risk manage chemicals, including endocrine disruptors, are difficult to quantify and
compare. Regulatory decision making requires thasides impacts on human health and
environment, economic and social impacts are assessed and considered. This is to provide regulation
at minimum cost but with maximum benefits to citizens, businesses and workers, as outlined in the
Commission Better Regation guideline&'’. Costs of regulatory testing are discusseSéention 5.1

REACH incorporates these principles by requiring a socioeconomic analysis for applications for
authorisations as well as for restriction proposals. Socioeconomic analysis @ ® torovide
decisionmakers with the necessary evidence and analysis on the socioeconomic impacts of different
options for how to regulate chemicals. The REACH authorisation procedure requires applicants to
submit a socigeconomic analysifECHA, 2011) The ECHA Committee for Socieconomic
Analysis (SEAC), which consists of experts nominated by Member States, scrutinises the
socioeconomic analysi carried out in the authorisation and restriction processes. Stakeholder
organisations participate in SEAC meetings as observers. Some stakeholders have claimed that the
socioeconomic analysis for authorisations does not yield satisfying results ancethasiotogical
limitations, such as the choice of discounting @eemsec, 2099. However, the socioeconomic
analyses applied in regulatory processes use sensitivity analyses to assess the impact of different
discount rates. These sensitivity analyses have shown that use of lower discount rates would not have
resulted in a diffegnt policy choice for any of the REACH restrictions or authorisations reviewed.

In view of the challenge of conducting cdmtnefit analyses, one recommendation voiced in the
stakeholder survey was that the EU should establish a popultetsmd monitoringcheme to assess
the longterm benefits of regulatory action.

In the targeted stakeholder survey, 88% of respondents (53 out of 60) representing companies
reported an increase in costs related to compliance with regulatory requirements for EDs (Targeted
Stakeholder Survey). The additional costs were most often (21 out of 68 respondents) attributed to the
provision of test data on endocrine disrupting properties. Costs related to substitution efforts were
reported by 19 out of 65 respondents. According dmes stakeholders, such efforts have been
hampered by a lack of voluntary (noegulatory) incentives, as well as lack of expertise, tools and
guidance for avoiding regrettable substitutigMinistére de la Transition Ecilogique et Solidaire,
2019) Other costs reported by stakehofdevere related to the development of new testing
methodologies and the regulatory reporting of ED properties. According to one industry stakeholder,

"nttps://ec.europa.eu/info/law/lamakingprocess/plannin@nd proposinglaw/betterregulationwhy-and

how_en

The abovementioned Chemsec report was presented at the 42nd meeting of SEAC. Accordingitutbe
fiDifferent views by members were expressed, some technical inaccuracies were noted. It was observed the aim
of the document was to spur a political discussid@nitps://echa.europa.eu/abaig/whewe-are/committedor-
sociceconomicanalysis/meetingef-the-seac/2019
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the lack of a globally consistent approach to assessment can lead to additional costs exceeding 10%.
In general, however, most respondents did not specify the origin or magnitude of additional costs.

In the SME survey, an increase in total operating costs was reported by 25 out of 70 respondents,
whereas 12 respondents reported no effect on operating costaeRemaining 33 respondents, this
guestion was either not applicable (30) or no answer was provided (3). Costs were attributed to: a) the
replacement of substances (21 respondents); b) the preparation of registration or authorisation dossiers
(14 respodents); c¢) the provision of test data (14 respondents); and d) the development of new testing
methodologies (13 respondents).

Stakeholder opinions on whether the additional costs are justified varied. Governmental and civil
society organisations typicallyonsidered the costs justified, in the overall interest of public health

and environmental protection. Conversely, industry organisations and associations expressed concerns
that the hazarthased management of chemicals results in a competitive disaglvafia EU
operators, which is unjustified in exposure scenarios where the substance poses a low risk.

In the SME survey, the additional costs were considered justified and proportionate for the benefits
obtained by 23 respondents, not at all justifie¢omportionate by 8 respondents, while 38 did not
know.

Overall, stakeholders who expressed an opinion considered the impacts of regulatory provisions for
EDs on their sectors to be negative (Targeted Stakeholder Survey). Among the regulators, 80% of
respadents (51 out of 64) reported that assessing substances for endocrine disrupting properties
resulted in a delay in their assessment work in other areas of human health or environmental
protection.

In the SME survey, impact of the provisions for endocdisuptors on innovation, productivity,
profitability and international trade within their sectors was perceived as negative by a minority of
respondents (between 1 to 6) while another minority (7 to 10 respondents) considered the impact as
positive.

In the public survey, 26% of the 474 respondents considered that the costs of EU laws on endocrine
disruptors are fully proportionate for the benefits accrued, 18% to a moderate extent, 15% to a small
extent only, and 11% not at all. Thirty percent replieat they do not know. In addition, there was a
general perception that slightly higher costs are borne by the agricultural and industrial sectors
compared with costs to citizens or ethical costs.

In principle, differences in regulatory assessment and maregeprocedures between the EU and
nonEU countries could have (positive or negative) impacts on trade. However, it is very difficult to
predict such impacts. Retrospective assessments using economic methodology can analyse trade flows
before and after regatory interventions, but the results must be interpreted with caution, as
illustrated by two case studies carried out by the JRCBer&.2andCanzian et al., 2020
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Box 6.1: Stakeholder views related to efficiency*

1

The categorisation of EDs including a suspected category would increase efficien
assessment and risk management and would also stimulate substitution efforts.

Concerns from industry that a hazdrased approach to risk management could resu
substances posing low risk being removed unnecessarily from the market as well as reg
substitutions.

Concerns from an industry association thetk of coherence between the BPR and REA
regarding ceformulants is placing a disproportionate costdaur on industry and authorities.
Under REACH, the need to prove EDs are substances that give rise to an equivalent
concern as CMRs to identify them as Substances of Very High Concern (SVHC) is inefficie

Cies in

t in
rettable

CH

level of
nt.

The perception thahe listing, at diffeent points in time, of multiple properties of concern (é.g.

reproductive effects and endocrine disruption) for the same subsfargceDEHP) on the
REACH Candidate List is inefficient.

Concerns from civil society organisations that lack of coherencescegulatory sectors resu
in animal tests being performed unnecessarily, with slight variations in the endpoints includ
Differences in how endocrine disruptors are regulated in the EU compared wiBlLhoountries
canresult in a competitive disadntage An industry association gave the example of isophor
with ECHA and US EPA having different data requirements.

A nontEU business association considered that EU regulations are moietensive than othe
regions.

Concerns from governmentaha civil society organisations about the time taken for regulg
action from ED identification to risk management, with examples from BPR, PPR and REA|
Concerns from industry that financi al | o
endocrine activity (Mode of Action).

Concerns from an industry association trestricting the number of biocidal active substan
according to hazartased criteria could have negative effects on sustainability goals, st
increased health burden du@ insufficient control of infectious diseases, and increased

waste due to decreased variety of preservatives.

An industry and a civil society organisation expressed the need for a broad apprc
sustainability assessment, including the need toawgthe circular economy.

For research to be efficient and ceffiective, cooperation and -@vdination is required amon

tory
CH.
sses

ces
ch as

food

ach to

9

the key stakeholders, within the EU and globally, to pool knowledge and avoid duplication of

efforts.

*Respondents to all thresurveys (citizens, stakeholder and SME surveys) weresslgfted and thus not
necessarily representative of the full range of views of these groups.
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Box 6.2: Trade impact case studies

As a contribution to the Fitness Check, the JRC carried out two case studies aimed at explc
feasibility of economic analysis to identify associations between the implementation Q@
management measures on selected chemicals and trade flowsjthottihe EU and between the E
and noREU countriesThefirst case study considered four low molecular weight (LMW) phthal
commonly used aglasticiser{DEHP, DBP, BBP and DIBP), which have beeter alia subjected to
a series of restrictions gia 1999.The secondcase study focused @Benzylidene Camphor {BC),

a UV filter used in sunscreen products, which has been subject to a ban under the Cosmetic
Regulation since 2015 and was identified as SVHC under REACH in 2018.

The approaca pp | i ed t he fgr avi-esfablisheddrethauologyhin ecdmomics
particular challenge, however, was due to the level of aggregation of the input trade data (in
Comtrade database). Since the trade flow data relate to basketsnwfodiies, rather than th
specific chemicals of interest, it was necessary to choose a proxy for the chemicals of interest
plasticisers for LMW phthalates, and cosmetic/toilet preparations B)3

The results showed a downward trend in thddrfiows of plasticisers whicstarted before the 199
intervention, making it difficult to judge whether the intervention contributed to this t
Conversely, the results showed increased trade flows of cosmetic/toilet preparations follow
2015 irtervention on BC. While this is consistent with the conclusion that the ban of the UV
positively impacted on the trade cosmetic/toilet preparations, uncertainties relate to the e
which 3BC was present in those products, as well as codfogrsocioeconomic factors.

These case studies illustrate some of the challenges in using economic analysis to identify
impacts of regulatory interventions. They also point to the need for higher resolution trade datg
to the chemical ahcommodity of interest, as well as information on the market share of the ché
of interest in various commodities or baskets of commaodities. However, obtaining such data @
problematic as they are typically commercially sensitive.

The two casestudies, including methodological details of the economic analysis and assd
uncertainties, are further described@anzian et al., 2020)
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7/ RELEVANCE

1 Societal concerns about chemicals in general are high. Concerns on EDs have leceived
societal attention, especially in certain MS (France, Notdimtries), and political suppoft
from EUWlevel institutions including the European Parliament, the EU Committee of the
Regions, as well as the Commission. Citizens engaged in the topic lack trust in the ability of
EU legislation to achieve its objectived human health and environmental protectipn.
Economic stakeholders are concerned that the lack of trust in EU regulatory prgcesses
undermines sciendeased decision making.

9 A sustained global increase in chemical manufacturing is expected, primarfsian
Imports of chemicals and products into the EU are increasing. Assessing and ensuring|the safe
use of hazardous chemicals including EDs in global material streams through subseqtient life
cycles is essential to achieve the benefits of a more cirecdsromy.

1 The next generation of EU funded research strives to address realistic mixture (combined)
exposure scenarios and to embrace the ffadtorial nature of certain indicators of concern,
such as the increase in certain ftmmmunicable diseases atid decline in biodiversity. To
improve the chance of establishing (or ruling out) causal links, exposure to environmental
mixtures of EDs need to be assessed, ideally in conjunction with other stress factors. Building
on the currently available methodsvdoped in key research areas (e.g. use and interpretation
of human biomonitoring data, effelbbsed methods in water quality assessments) the
Commission is exploring new mechanisms to use emerging knowledge in the policy cycle
(e.g. the candidate EuropeRartnership for Chemicals Risk Assessment).

Q5. To what extent do the EU legaprovisions on and approaches to EDsake into account
health and environmental concerns, and social and economic consequences that are relevant to
citizens and stakeholders?

7.1 Relevance to citizens and stakeholders
The overall objectives of human health and environmental protection enshrined in EU chemical

legislation remains relevant to EU citizens. According to a Eurobarometer survey conducted in
December 2019, nine in ten Eropeans are worried about the impact of chemicals present in
everyday products on the environment; a slightly smaller proportion (85%) is worried about impacts
on their health (the survey question concerned the overall impact and did not query ED effects
specifically). Societal concerns on EDs have received attention and political support in the recent
resolution by the European Parlianférand the opinion of the European Economic and Social
Committeé® and the European Committee of the Regidns

"®Eurobarometer 2020:
https://ec.europa.eu/commfrontoffice/publicopinion/index.cfm/survey/getSurveydetail/instruments/special/surve
yky/2257

""European Parliament resoluti@f19/2683(RSP)

8European Economic and Social Committee NAT/EESG201805760

®European Committee of the Regions 2019/C 404/07
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Perspecties on the importance of regulating EDs are polarised between stakeholders representing

citizens and civil society organisations and those representing business organisati®ox (e
The discrepancy between the views of citizens engaged on thetmpusiness organisations app

ear

to reflect different opinions about how to apply the precautionary principle and how to deal with the
uncertainties in quantifying risks associated with exposure to EDs (such as the issue of whether EDs
have a threshold ffct or not). All parties, however, agree on the need to enhance the exchange on the

latest science (e.g. ED stakeholders forum) and the collaboration among authorities and
authorities and stakeholders.

between

The Commission and the European Agenciedulegly involve citizens and other stakeholders
through public consultations at different steps of the policy cycle from new legislative proposals, to
scientific evaluation and decisions, including EFSA opinions, biocide evaluations, REACH SVHC

proposals, @striction regulations, and authorisations decisions.

Box 7.1:Stakeholder views on the relevance of EU legislation on endocrine disruptors*

Among respondents to the public consultation, 61% think they are less protected from EDs cq
to other toxic chemicals. Despite the EU
including for all vulnerable groups, the percentage of respasddro think that a high or a modera
level of protection is achieved range between 15% (for adolescents) to 30% (fbomesaup the ag
of 3) with relatively small differences between the general population (adults in general, 20
other subpopuldions (elderly, children in puberty, people at work, people with illness, un
through exposure during pregnancy and pregnant women). Even lower is the percen
respondents who think that EU legislation achieves a high level of protection fofeyildlih small
differences among categories of wildlife, ranging between 6% (invertebrates such as snalils,
and worms) and 14% (mammal§eventyfive percent of respondents to the public survey bel
that EDs contribute to a large extent to sdmuenan diseases/health conditions such as infert
cancer or obesity (and 18% to a moderate extent).

The perspectives of different stakeholders about the relative importance of EDs as a stres
contributing to human health condition/disease andh® observed decrease in biodiversisy
illustrated in the figures below In both cases, the vast majority of public authorit
academic/research institutions, civil society organisations and trade unions think that EDs cd@
to a significant extat, in comparison with other factors. The majority of companies/bus
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organisations and business associations think that EDs do not make a relatively large contribution.

The different opinions by companies and business associations compared to trstastteslder
groups may be explained by their positive opinion about the effectiveness of legislation or by d
interpretations of the question (i.e. company or sector specific).

ifferent
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To what extent do you think exposure to endocrine disruptors is
contributing to the increase in endocrine-related human
diseases/disorders, in the EU, in comparison with other factors?

Public authority (35)
Academic/research institution (14)
Civil society organisations (27)
Trade union (11)

Company/business organisation (31)

Business association (47)

Other (18)
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Not at all - Not to a significant extent B To a significant extent B Don't know  No Answer

To what extent do you think exposure to endocrine disruptors is
contributing to the decrease in aquatic and terrestrial biodiversity in
the EU, in comparison with other factors?

Public authority (35)
Academic/research institution (14)
Civil society organisations (27)
Trade union (11)

Company/business organisation (31)

Business association (47)

Other (18)
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Not at all © Not to a significant extent M To a significant extent I Don't know  No Answer

The scientific debate has polarised perspectives from diffestalkeholder groups, with all sidé
arguing that science supports their opinions. On one side, respondents from civil society orgal
and most scientific stakehol der s st ananeanous bal
from the scient f i ¢ ¢ o. @mthenothér gide economic stakeholders (business organisatior
trading partners) are concerned tHaglslation begins to be based on societal concern rather tha
sciencé.

Some citizens, civil society organisations, trade un@mg academics/research institutions clain
that there is limited information available on ED in products, while human and environn
exposure to EDs is ubiquitous. Some respondents from these stakeholder groups expressed
about their potentiahssociation with the increase of rommmunicable disease and the related |
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health costs, as reported for example by the Endocrine S¢Gietg et al., 2015)According to some
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NGOs, the current situation makes #lrfiost imposible for consumers to avoid these harmful
chemicals. Most civil society organisations are concerned that the current legislative framgwork
provides an uneven level of protection across regulated sectors and therefore fails to achieve a high
level of proection by minimisation of exposure, as laid down in the EU 1999 strategy. Almost 90% of
respondents to the public consultation think that the EU needs to step up its efforts to reduce human
exposure; the percentage is only slightly lower (86%) for enviemtah exposure.

Respondents to the stakeholders consultation from business organisations expressed concerr about the
tradeoffs of hazarebased risk management, including economic impacts (e.g. disproportjonate
increase in production costs, such as dueegulatoryinduced substitution), societal impacts (€.g.

reduced shelf life of blood bags without DEHP), environmental impacts (e.g. increased waste due to
reduced product lifetime without effective preservation, regrettable substitution). They are also
concerned about the | ack of -making, thegapss in the markett i n
surveillance activities especially at the EU border, the consequenes bfi g mat i si ngl0 subs
are undergoing risk assessmeahd the difficultyin operating in a framework with adntinuously
moving goal targét

*Respondents to all three surveys (citizens, stakeholder and SME surveys) waadessdfd and thus not
necessarily representative of the full range of views of these groups.

Q6. To what extent do the EU legalprovisions on and approaches to EDs$ake into account
evolving needs (e.g. transition to circular economy) and the latest scientific findings (e.g.
developments in chemical mixtures and grouping assessments, biomonitoring, etfdmsed
methods, etc.)?

7.2 Ability to adapt to the evolving societal and economic context
Societal concerns on chemicals in general and on EDs reflect the high expectations of Europeans for

ambitious health and environmental policies. The EU is a globakdesd environmental and
consumer protection policy. The political agenda set by the Von der Leyen Commission aims at
firmly setting the EU on a new path of sustainability, inclusive growth and healthy lifestyles. The
action plan outlined in the Europeane®n Dedf comes with significant economic and societal
transformations. Many core elements of the Green Deal, including theakuton ambition for a
toxic-free environment, the farm to fork strategy, clean and circular ecShoamg the protection of
ecosystems and biodiversity are interlinked with the chemical policy agenda in general and with EDs
in particular. Another societal trend relevant to ED management is the decline in population growth
due to low fertility rates across much of the #Un paallel to these trends, changes in global
patterns of production and consumption have accelerated in recent years. Global chemical production
has grown in recent years and is expected to almost double from 2017 tq\298€, 2019)
Projected growth will be highest in Asia, with China estimated to account for almost 50 percent of
global sales by 2030. The imports of comer goods and other articles into the EU have tripled

8COM(2019) 640
81EY Circular Economy Action Plahitps:/ec.europa.eu/environment/circeé@onomy/index_en.htm
8https://ec.europa.eu/eurostat/statiségplained/index.php?title=Fertility _statistics
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between 2000 and 2015 creating additional challenges for managing the risks associated with the
presence of hazardous substances in articles

Many functional chemicals that have raised concerns for their negative impact on the circular
economy, including plasticisers (e.g. DEHP and other low molecular weight phthalates), flame
retardants (e.g. polybrominated diphenyl ethers), water repellegtsp@rfluoroalkyl substances),
preservatives and other biocides, have been assessed for their endocrine disrupting [{iiliedies

Ltd et al., 2017)(substudy b).The intentions to strengthen the single market for secondary raw
materials and in general the inclusion of circular economy considerations into chemicals risk
managemenwill require a transformation of the life cycle stages and timescales considered in risk
assessmefit Exposure data in REACH dossiers fail in marases to cover all relevant exposure
situations along the supply ch&inExposure information on substances in waste and in recycled
material streams is even more limited. Both information gaps are evidently at odds with the circular
economy ambitionst iis difficult to conclude on longerm safety and sustainability of substances of
concern (e.g. SVHC) without the ability to track their mass flows in material cycles and in the
environment.

Hence, efforts to control hazardous chemicals (e.g. SVHC) terrals and products and recycled
material streams need to step up to achieve the objectives of the circular e€ofitymgcale of the
problem is significant and regards both legacy chemicals present in recycled material @fidiamns

Ltd et al., 2017)substudy b) and chemicals produced and used today, specifically those authorised
for specific uses, if they are not managed in closed and controlled material cycles. The problem is also
likely to increase, considering that the amount of recycled mitersad in the EU needs to increase
substantially from the current 158" Beokmark not defined. “Tha E|y Circular Economy Action Plan
further streses the need for action to ensure that the EU does not export its waste challenges to third
countries and to facilitate preparing foruse and recycling of waste in the BUSVHCs in recycled
materials have been regulated through REACH authorisatiorrestdctions, as was the case for
authorised uses of recycled PVC containing DEHP and for the exemption of recycled textiles from the
restriction of nonylphenol ethoxylateaninex 5B and 5C, DEHP and NP case studies). In other
cases, however, and espdgidbr heterogeneous waste, information on the presence of substances of
concern is lost or not available to waste operators by the time products become waste. The
establishment of t he S CCoRcerrdla articlesaas suchoon in éoBwl b st anc
obj ects (uRlerahad wastesfrandework directive is an important first milestone in this
direction as it intends to help waste operators in waste sep&fation

7.3 Ability to adapt to scientific progress
Recent policy evaluations concluded that themfework has generally been able to adapt to the

evolving scientific progre&$ 8. The question is particularly important in the context of EDs,
considering the increasing resources dedicated to scientific research on EDs over the last two
decade¥. All three case studiesAfinex 5) provide examples of recent regulatory assessments

83SWD(2019) 199

8SWD(2018) 58

8SWD(2019) 199

8EU Circular Economy Action Plahitps:/ec.europa.eu/environment/circed@onomy/index_en.htm
8Directive (EU)2018/851 amending Directive 2008/98/EC on waste

83WD(2018) 58

89SWD(2019) 199

RTD Factsheet: EU Research on Endocrine Disruptors: https://ec.europa.eulinfofféesémarendocrine
disruptorsfactsheet_en
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including reviews of all available evidence in the open scientific literature. Academic studies,
however, often miss to include critical parameters as described in standard gsideith are
consequently given a lower consideration in weight of evidence assessmenfifex).5A, 3-BC

case study).

The consideration of new scientific evidence is usually more problematic for academic studies on
human biomonitoring, (eco)epidemiologl studies, studies addressing exposure to mixtures,
biomarkers of effects, or effebased methods in ecotoxicology. Current standard test and assessment
methods typically on single substance assessments which do not fully exploit the value of tlsese type
of studie&".

Longterm low dose exposure to ED mixtures is a wetlognised challenge in both regulatory
toxicology and ecotoxicolod§. The scope of mixture assessment and management within the existing
framework is mostly limited to intentional mixtes within single policy domains, even though the
potential for aggregate and combined (mixture) exposures across policy domains is well known
(Figure 3.7).

Unintentional mixtures are considered in some legislation, including for pesticide residues (MRLS)
plant protection products and biocidal produktswever, practical examplesemaostlylimited tothe
legislation on MRLs, where methodology is sodatalished for two cumulative assessment groups
(effects on nervous system and on thyrad§l some recent examples of grouping assessments and
management processes (e.g. phthalates regulated under REACH and FCMs, PFAS retx.bB,

DEHP case study). An increasing number of academic studies explore mermorate assessments

of complex and realistic ED mixture exposure scenarios in regulatory assesoppiet al., 2019;
Ganzleben et al., 2017; Gennings et al., 2018)

Translating new scientific findings about the effects of combinedsxe to EDs into regulatory

action conflicts with a framework designed to assess one substance at a time and to implement risk
management measures across multiple regulated sectors. Addressing this challenge might require a
complete rethink of the way iwhich risk assessment and management of chemicals mixtures is
currently performedBopp et al., 2019)One promising advancement in the monitoring field is the
development of effedbased methods, which might be used in combination with efiemtted

analysis in water quality assessment under the WBick et al., 2017; Hamers et al., 2018he
oestrogen receptor transactivation assay has been recommended by the JRC as ansuittable
method to determine estrogenic activity of water samf#esopean Commission, 2014ptherin

vitro assays to determine (anti)androgenic and thyroid hormone disruption have been also proposed
for both envionmental(Hamers et al., 2018nd human health applicatiofidamers et al., 2020)

The method opens potential synergies between the water and chemicals legislation in the assessment
of environmental effects of EDs. Similarly, in human biomonitoring some integrative biomarkers of
effect have been proposed as an early marker of endeuedated health effectBaken et al.,

2019)

A major scientific challenge in estimating the impact of chemical stress is thefaotdtiial nature of
negative trends of concern such ks increase of nebommunicable diseas€Slama et al., 2017)

and the decline in biodiversit§Posthuma et al., 20160 disentangle the contribution of multiple

stress factors, chemical mixture exposure must be assessed in combination with other factors, referred

7COM(2019) 199
92COM(1999) 706
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to as confounding factors in (eco)epidemiological research. Statistical methoaiscdont for
confounding factors have been developed and applied in recent (eco)epidemiological research
addressing EDs exposufi@emeneix and Slama, 2019; Gennings et al., 2018; Slama et al., 2017)

The next generation of EU funded research is taking a more holistic considefagiovironmental
stressors on disease burdens. Examples include the Health Environment Research Agenda for Europe
(HERA%®) and the candidate European Partnership for Chemicals Risk Asse€8snidm
Commission is exploring new mechanisms to distil emergirepsts of scientific evidence into the

policy cycle (e.g. HBM4E® and the candidate European Partnership for Chemicals Risk
Assessment). The issue goes beyond the-kmellvn obstacles encountered in the development and
validation of novel test methods.

Box 7.2. Stakeholder views on the ability of the framework to adapt to scientific progress*

Stakeholders are split between those who think the framework is able to consider the latest scientific
developments (46%) and those who think it is not (54%).

Severalbusiness organisations and public authorities considepthaesses embedded in the poljcy
cycle allow for updates of regulations and guidance to account for new scientific knowledge and
methods. Many takeholders, however, complain about the lengthgcgss ofvalidation and
regulatory uptake of new test methods developed under the OECD programme. Several stakeholders
suggest that building on the ECHA and EFSA experience, enhanced collaboration between agencies
and stakeholders can spearhead uptakeewf stientific methodsAccording to some stakeholders,
the implementation of the criteradopted in 2018 and the related joint EFSA and ECHA guidiance
currently too rigid and does not encourage the uptake of new information and the evaluatign of its
relevance. Some stakeholders call for revisions of the guidance to adapt it for specific considerations
(e.g. metal characteristics) and in general to ensure additional data requirements bring added value to
the assessment and do not result in unnecessangaldeaisting.

Stakeholders widely recognise that provisions exist in regulatory assessmergguiratin principle
the consideration of all available scientific evidence. The extent to which such provisions are |applied
in practice is debate@egulatorgplace higher confidence on standard, validated test methods because
of easier interpretation and reproducibility of results. According to several civil society organisations,
scientific stakeholders and some public authorities, regulators are reluctzonisider information
from nonstandard method€One respondent pointed out tHatith the current gaps in the data
requirements, dismissing such information from the academic literature risks to misclagsify a
dangerous substance as a ABD O

*Respondert to all three surveys (citizens, stakeholder and SME surveys) wergelselfed and thus not
necessarily representative of the full range of views of these groups.

Shttps://www.heraresearcheu.eu/kahjectives
“https://ec.europa.eu/infoffiles/europgaartnershipchemicalsrisk-assessment_en
%https://www.hbm4eu.eu/
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8 EU ADDED VALUE

1 Regulating EDs at EU level contributes to ensuring an equal level of protection across
Member States regarding human and environmental health.

1 Furthermore, better scientific consistency in the assessments and more efficiency
achieved byjoining forces in testing capacities, experience and knowledge across the M
States.

9 There have been cases of unilateral measures at Member State level for a few ED sul
such as Bisphenol A and DEHP.

9 Stakeholders expressed a strong wish tochumiilateral measures where possible, but 3
agreed that if individual Member State level decisions are taken, e.g. to avoid delays in
agreement at EU level, such decisions should be followed up at EU level to com
harmonised approach.

1 EU-level follow up to unilateral decisions should happen in a timely manner, to min
disruption to the single market and to ensure an equal level of protection throughg
Member States.

Q7. What is the added value of regulating EDs at EU rather thaiviember State level?

Regulating EDs at EU rather than Member State level is adding value in various ways. The
Commission evaluations, carried out recently across various pieces of legislation for different sectors
(e.g. REACH, nofREACH chemical legislatignplant protection products, etc.), have all concluded
that a unique chemicals legislatioantralisedat the EU level has in general proven largely successful

in terms of the protection of human health and the environment as well as the functioning of the
internal marke¥.

8.1 Joining forces and efficient use of resources

The assessment of EDs requires a high level of scientific expertise and experience. The sharing and
pooling of knowledge and resources and the application of common rules and standesithadeU

has resulted in significant positive economic, health and environmental impacts that would not have
been possible to achieve on the basis of legislation at the Member State level alone, as concluded for
chemicals in general in the Fitness ChetkionREACH Chemicals legislati6h Thus, regulating

the risk assessment and management of EDs at EU level also increases efficiency. It helps to avoid
duplication of efforts at Member State level amdprove the state of knowledge, quality and
availabilty of data needed for risk management decision making. It also provides a clearer
overarching framework for companies operating across different Member States, so that they do not
need to adapt to multiple potentially diverging national rules. An EU gy@loach offers advantages

in terms of effectiveness by avoiding a fragmented approach in a market where firms are increasingly
crosshorder in their outloo®. The costs of achieving the objectives to protect human health and the

%SWD(2019) 199
9’SWD(2019) 199
%SWD(2018) 58part 1/7
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environment are consideréa be lower than in a system where each Member State conducts the risk
assessments on its olecorys, 2018)A uni f or m EU approach also strer
chemicals regulation worldwide, which also has benefits for theHethical industry.

Reaching a consensus at EU level in regulating EDs also plays a role in preventing unfair competition
between Member States and leads to an equal level of protection for citizens and the environment
throughout all Member States. Sinde tadaptation of sect@pecific legislation to new scientific
evidence regarding risks of endocrine disruptors requires a certain amount of time, measures for
protecting health and the environment can be taken by more general provisions in EU legislation,
namely under the General Product Safety Directive in the case of products, and under the General
Food Law in the cases of food and feed.

8.2 Preserving the functioning of the single market

There have been cases of unilateral measures at Member State level for a few ED substances.
Bisphenol A is the most relevant example; its has been banned in specific consumer products
aimed at babies or young children in France, Denmark, Austria,udelgnd Swedein and for all

age groups in France. Some Member St ates, such
measures at the national level, such as providing adlvittee public, creating incentives for industry

for the development of safert@inatives or the promotion of voluntary agreemé¢Btsinel University

London and DTU Food National Food Institute Denmark, 2016; UNEP IPCP, .201 2011,
Denmark poposed torestrict the use of four phthalates (DEHP, BBP, DBP, DIBP)xansumer
articlesin the EU. However, ECHA's Risk Assessment Committee concluded that the "available data
does not indicate that there is currently a risk from combined exposur fiauthphthalates" and did

not support the restricti6h In the following, Denmark subsequently planned to ban the four
phthalates unilaterally. However, it dropped the plan in 2015 since it was not in line with the rules set
by REACH (ECPI, 2014) The safeguard clause of REACH stipulates that a Member State can take
unilateral measures if it has grounds for believing that urgent action is needed to protect human health
or the environment. This triggers a decision taken wdmitlogy procedure on whether the unilateral
measure should be revoked or authorised for a certain time pé&haddecision has to be taken

within 60 dayslf the measure is a restriction and if it is authorised, the Member States which took the
unilateal decision should initiate the procedure for ankide restriction under REACH. Similarly,
unilateral action by MSs that contradict EU rules must be followed up at EU level for FCMs, for
example in the case of bisphenol A.

Moreover, after consideringesults from FCMs inspection and control project, on September 2019,
the Danish Ministry of Environment and Food announced that the Danish government will ban the use
of any per and polyfluoroalkyl substances (PFAS) in paper and cardboard used in fo@attcont
materials by July 2028 due to inter alia the concerns on the suspected endocrine disrupting
properties for human health and the environment and evidence of bioaccumulation. The European
Commission published a recommendation on a coordinated cordarotgldetermine the prevalence

%https://newsletter.echa.europa.eu/hofneivsletter/entry/2 14 denmaakiviseson-how-to-limit-phthalates
of-concern
0%https://mfvm.dk/nyheder/nyhed/nyhed/foedevareministerddar-til -at-forbydefluorstoffer/
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of certain substances migrating from or present in F€EMsluding the fluorinated compounds per

and polyfluoroalkyl substances (PFASnto food, in May 2018 Notably, PFOA has been
restricted for use in the production andging on the market of articles, including FCMs from July 4,
2020 under REACH. Regulatory action on multiple other PFAS has been launched or already been
concluded (REACH Regulation, Regulation (EU) 2019/1021).

More recently, France has also launched, based on its Second National Strategy on Endocrine
Disruptors key measure§ Ministére de la Transition Ecologique et Solidaire et Ministere des
Solidarités et de la Santé2019)(Annex 1), a project to draw up a list of chemicals that magent
ED-properties to better manage risks depending on the degree of proof and the level of uncertainties
(to be ready by 2021). This is intended to inform recommendations for appropriate management (for
example, by considering a recognition in Europesgulation, by reducing use as a precaution, or by
pursuing more irdepth assessment) of suspected or presumed HEBis. includes also a
recommendation to inform citizens about the chemicals, notably endocrine disruptors, to be found in
everyday consumer gducts.

Unilateral measures are triggered by provisions (safeguard claliges)ye included on purpose in
legislationto allow Member States to act first. There is insufficient evidence to estimate the overall
impact of the unilateral measures descrilsabve. However, such unilateral measures should
befollowed up at EUevel as fast as possible to minimise any disruptive effects on the single market.

The stakeholdersanswering the survey expressed a strong wish to avoid unilateral measures where
possible. If they are taken by individual Member States as a precautionary measure, e.g. to avoid
delays in finding agreement at EU level, such measures should be follove¢dEUplevel. Even soft
measures such as publishing advice on the use of products containing certain chemicals can have a
strong influence on consumer behaviour. Howevdtuebarometer survey (Nr. 456) on Chemical
Safety of 201¥? showed that EU citizensonsider products manufactured in the EU to contain safer
chemicals than those imported from outside the EU. This indicates a higher level of confidence in the
EU regulatory framework for manufactured products compared to regulatory regimes Gue@d

2019.

Also in thepublic consultatiorrelated with this Fitness Check, 6 out of 474 responfémiovided

free text comments related to the EU added value. Even if they are mostly in favour of regulating EDs
at EU level in a uniform way across Member Statlesy raised two issues. Firstly, they state that
there is no full implementation of EU rules in each Member State and putting EU legislation into
practice need to be accelerated. Secondly, citizens seem to be worried about imported products from
nonEU cauntries with less stringent rules and ask for more controls and enforcement to ensure
imported products comply with EU requirements.

8.3 Legislative measures alignment between Europe and global regimen

9IRecommendation on Coordinated Control Plan for Certain Substsiigesging from FCMs(EU) 2019/794
%2http://ec.europa.eu/commfrontoffice/publicopinion/index.cfm/resultdoc/download/documentky/78786
1935WD(2019) D9

1%Four comments were from individual citizens, two from NGOs
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The EU chemicals legislation has become a referena® fmi international standards in several
areas, which helps to reduce potential trade frictions as well as address transboundary chemical
related issues. REACH for example has influenced legislation in a few third countries (e.g. South
Korea), although gnificant differences exist and there is room to further exploit the potential of
REACH to serve as a global model for chemicals legisl&tion

European companies also benefit from the perceived quality of EU products -BUnaountry
markets, which habrought important advantages in terms of international trade. The EU chemicals
legislation has also helped to decrease the barriers to, and costs, -&Untrade by limiting the
application of multiple and potentially diverging national rules with kahiterritorial coverage and
existing only in the applicable national languag®@{s)

However, there are also concrete examples of problems at international level, e.g. in the area of Plant
Protection Products and Maximum Residue Levels (MRLs).-Eldncounties often remind the
Commission that neapproval decisions and setting of MRLs need to respect WTO principles. The
issue of cubff criteria, including the criteria to identify endocrine disruptors, has been the subject of
acrimonious discussion in the V@ITBT and WTOSPS Committees since 2013. Between 2015 and
2017, in the WTO Committees, né countries raised specific trade concerns on pesticides 208
times against the EU. This should be compared with two specific trade concerns on pesticides raised
by the EU against other countries. Although decisions under the MRL Regulation are based on
assessments of risk only, the effects of theafticriteria applied under the PPP Regulation with
subsequent lowering of MRLs, is perceived by third countries tdtrigsinconsistency between the

EU and WTO. However, the extent of this inconsistency is currently unproven as so far no active
substance has not been approved (or approval not renewed) based solely opftreiteria”’.

Box 8.1:Stakeholder viewson reasons for regulating EDs at EU level*

EU level regulation of EDs is needed in order to:

i achieve an equal level of protection across the EU Member States for human health
environment in accordance with the precautionary principle;

1 react to tle knowledge gaps around EDs, such as epigenetic and transgenerational
combined effects, limitation of assessing specific modes of actions in particular beyond

9 share capacities in testing and assessment, experience and knowledge acrosstdh
guarantee consistency, predictability, efficiency and credibility and thus avoid disputes;

1 support achieving the overall Commission Priorities of e.g. Zero Pollution amb
biodiversity strategy and farm to fork strategy and facilitate the cireaglamomy;

1 ensure competitive industry, preserve the EU single market, and stimulate EU wid

innovation initiatives;

allow more efficient implementation of control measures and improve overall enforceme

provide stronger signal to ndelU countries tosupport globally safer use of chemicals a

setting a global example.

=a =

*There were no clear trends according to stakeholder group. This is a summary of the most frequently
mentioned free text comments.

19%5WD(2018) 58
1%5\WD(2018) 58, part 5
17SWD(2020)87
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Box 8.2: Stakeholder and SME views on the impaof unilateral actions at national level*

In the stakeholder survey the question of impacts of unilateral actions at national level was asked
only to business associations and company/business organisations. Of those who answered the
guestions, 48% stadethat their organisation had been impacted, while 52% stated they had not been

impacted.

Several business associations and company/business organisations highlighted examples of |unilateral

Member State actions that had a direct or indirect impact onlthgiiness. Examples are:

1) the French Ban of BPA in Food Contact Materials
2) the Danish ban of propyl and butyl paraben in cosmetic products

3) the ban of some Plant Protection Products in MSs even if the product is approved by| mutual

recognition in the respective regulatory zone.

One direct impact is the direct pressure to eliminate substances from the production sometimes

without the availaltity of appropriate alternatives.

In addition, unilateral bans may also create shifts in wider consumer behaviour. For example| even if
bans are | imited to specific uses, consumer s o
all types ofproducts thus reducing trust in the safety of a chemical EU wide. This can also| occur

when MS authorities draw up lists of chemicals of concern or with suspected ED properties.

In the SME survey, only three of 70 SMEs answered that individual Member Stitatives have

affected their companies. Sixfive stated there were no effects on their companies, two did notreply
to the question. The three SMEs stating they were affected were two large enterprises (with more than

250 employees) and one mediurpesenterprise (with 5249 employees).
*Respondents to all three surveys (citizens, stakeholder and SME surveys) weadest#fd and thus not
necessarily representative of the full range of views of these groups.
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Box 8.3: Stakeholder views: Arenational level unilateral actions by Member States on specific

EDs justified?*

In order to achieve an equal level of protection of humans and the environment throughout
endocrine disruptors should be regulated centrally at EU level. This isheitimtent to ensure an
preserve the single market within the European countries, avoiding the introductiontafifidrade

Europe,
d

barriers. However, unilateral actions at national level, aimed to restrict or ban substances with ED

properties, have been retigrtaken in some of the Member States.

The Stakeholder Survey revealed that 36% of the stakeholders agreed that unilateral ac
individual Member States, such as banning chemicals because of ED properties, are not

tions by
ustified.

However, 26% of stakelders replied that this is justified since the protection of human health or the

environment is more important than preserving the integrity of the single market. Another 369
that unilateral actions are justified in certain circumstances when d@nedellowed by wider action
at EU level to preserve the single market. Very few (4 out of 165) respondents believed reg
EDs at EU level is not justified.

Many stakeholders indicated that ideally all measures taken to protect humans and tremem
from EDs should be agreed and implemented at EU level. It was pointed out, however, that in
Member State actions are justified in case of sound scientific evidence of concern, in line v

» stated
5
julating

r
dividual
vith the

precautionary principle, when follewp action & EU level cannot be agreed in an appropriate time

frame.

Many stakeholders referred to past examples where individudeib actions have led to Eldvel
action, thus positively contributing to the protection goals and reduction of societal coptsvii®
equal level of protection to all citizens in the EU and to preserve the single markieyeét@ctions
should follow in a timely manner.

Some stakeholders proposed to introduce legal mechanisms that automatically trigger -ac
assessmenteatrally at EUbody-level in case relevant actions are taken at the level of Me
States.

llow
mber

*Respondents to all three surveys (citizens, stakeholder and SME surveys) waalestdfd and thus not

necessarily representative of the full range of viewbede groups.
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9 CONCLUSIONS

Endocrine disruptors (EDs) are chemical substances of synthetic or natural origin that adversely affect
the health of humans and animals by altering the functioning of the endocrine system. Exposure to
EDs can occur from diffent sources, such as pesticide residues in food or everyday consumer
products. Different regulatory approaches for managing the risks posed by EDs exist because sector
specific regulations have been developed at different points in time and in somencasesrate

di fferent specific considerations. This raises
framework in relation to EDs.

In this Fitness Check, the current £&levant provisions have been mapped across the EU Chemicals
Acquis, andthe overall regulatory framework has been analysed in terms of its coherence,
effectiveness, efficiency, relevance and-&tiled value.

Knowledge about endocrine disruptors

Significant progress has been made in understanding EDs since the adoptioh9®&@ommunity
Strategy for Endocrine Disruptors. Much of this knowledge relates to chemicals that affect the
estrogen, androgen or thyroid axes or that interfere with steroidogenesis. The need to elucidate
additional mechanisms of endocrine disruptioésng addressed via Elunded research projects,

such as those in the EURION cluster.

The next generation of EU funded research will aim to address realistic mixture (combined) exposure
scenarios and to embrace the mfdttorial nature of certain indiaats of concern, such as the
increase in certain necommunicable diseases and the decline in biodiversity. Building on the
currently available methods developed in key research areas (e.g. use and interpretation of human
biomonitoring data and effetlasedmethods in water quality assessments) the Commission is
exploring new mechanisms to use emerging knowledge in the policy cycle (e.g. the candidate
European Partnership for Chemicals Risk Assesgment

There is also a need to share information on chemiditthsall stakeholders, preferably via an open
platform.

Coherence

The coherence of the regulatory framework was assessed by focusing on the definition for EDs,
information requirements, hazard and risk assessment practices, and consequences for risk
managment.

The World Health Organization definition of endocrine disruptors is broadly accepted in EU
legislation. The criteria for the identification of EDs under the Plant Protection Products Regulation
and Biocidal Products Regulation, and as substancesrgfhigh concern under REACH, are based
on this definition. EU Agencies (EFSA, ECHA)
Consumer Safety (SCCS) have endorsed the definition and apply it in their assess@rests.
sectorial (horizontal) criteaifor EDs in EU legislation woulfhcilitate consistent identification across
sectors.

Based on the limited number of chemicals examined for endocrine disrupting properties (mainly
under the BPR or PPPR, and REACH), this Fitness Check did not identifyaaayg of inconsistent
identification.

However, thecurrent data requirements limit the opportunity to identify EDs. The update of data
requirements to include further tests relevant for the detection of ED properties has started under the
Biocidal and PlanProtection Products Regulations, as well as REACH.
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EU agencies have been stepping up their efforts to coordinate assessment work, with a view to
ensuring consistency as well as increased efficiency in the assessment process. These efforts will
continueas the European Gr een Deraelviceownmnhiotws ttoh eu sGo nbnei
agencies and scientific bodi es itoon emoavses etsoswnaerndtsd &
provide greater transparency when prioritising action to deal witargicals *6°

There are only a few examples of risk assessments based on endocrine disrupting properties. In this
limited number of cases, risks were identified following the standard risk assessment approach based
on exceedance of a safe threshold (deriveéffect levels) for endpoints which were not necessarily
ED-specific. The uncertainties associated with the possible peculiarities of endocrine disrupting
effects (i.e. northreshold, nofmonotonic behaviour) are recognised and in some cases have been
taken into account through the use of uncertainty factors defined on a case by case basis.

Not all pieces of legislation have information requirements for the toxicological properties of
chemicals, and nor do they need to, provided that mechanisms aeeéntplexploit data generated
under other pieces of legislationifierences in data requirements for the identification of EDs exist
across different sectors, reflecting differing intended uses and exposure scenarios contributing to the
risk, as well ashe need taconsider proportionality with respect smcioeconomic and laboratory
animal welfare considerationg/here information requirements do exist, they need to be updated to
include the latest validated methods relevant to ED identification.

Information requirements also need to address the effects of chemicals on vulnerable groups. In this
respect, there is an opportunity to introduce and improve the consistency of definitions of vulnerable
groups across legislation, and to clarify the scientiftonale for triggering specific provisions for
vulnerable groups (such as the unborn, children and the elderly).

Across the chemicals acquis, the-legislators have opted for different approaches to risk
management (namely, generic risk approackespedfic risk approachesss risk/impactbenefit

based) according to specific policy considerations. This situation has been criticised by many
stakeholders, who expressed concerns that differences in risk management measures may not be
justified. Indeed, theationale for some of the differences should be made more transpgacase in

point concerns the possibilities for derogation from the exclusion ewftgtiteria for biocidal and

plant protection products, respectively. Under BPR, a derogation caraibd based on negligible

risk, essentiality or riskenefit considerations, while under the PPPR, it can only be granted when
exposure is negligible or for essential uses.

Despite differences in risk management approaches, this Fitness Check foaseésofdnconsistent

risk management for specific substances based on the lack of a horizontal approach to ED
identification or any other EI3pecific considerations. This finding has to be qualified, however, by
the limited number of ED8sk managed duettheir ED properties as examined in this Fithess Check

The difficulty in deciding between the generic risk approach and the specific risk approach is partly
related to a fundamental scientific uncertaintyhether the effects of an ED are consideredae a
threshold or notln the absence of scientific consensus, legislation can either opt for an approach that
does not require an answer to the question (e.g. generic risk approach with derogations as done for
plant protection products and biocidal goats) or it can determine case by case whether or not a safe

(or acceptable) threshold can be quantified and consequently apply an appropriate risk management
approach, as done in REACH. In certain pieces of sectorial legislation (e.g. Cosmetic Products

1%CcOM(2019) 640
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Regulation, Food Contact Materials Regulation), existing guidance and examples do not as yet
provide a clear indication about how to deal with EDs, for which it is not possible to quantify a safe
(or acceptable) thresholth practice, in cases where a ttield cannot be established, the regulatory
approach followed under EU legislation is to minimise exposure as far as possible including the
option to prohibit the use of a substangeplication of the generic risk approach is combined with
derogations atiwing essential uses risk-benefit options tailored to specific policy contexts.

I n view of the Commi ssionb6s ambit-Dor &aesadevmé Y
including a horizontal approach to EDs, consolidation and simplificatitionsshould be explored

as well as better communication of the approach to citizens and stakeholders. This ambition would

also provide an opportunity to systematically assess and manage the risks resulting from the aggregate
exposure to the same ED acrosd@scand from the combined exposures to different EDs, which is a
concern expressed by sbakelslsédsessmenAofiappreabbt
stakeholders as a way of avoiding discrepancies in ED identification while also increasing the
effectiveness of regulatory procedures and improving communication with citizens.

The principle of a horizontal approach to ED identification and assessment is broadly supported by
stakeholders. However, it needs to be better defined what this meangticeplements to consider

are: a) the common criteria for ED identification, based orrttegnational Programme on Chemical
SafetyWorld Health Organization definition, which may be implemented via the CLP Regulation
(and GHS at the international levebh) a common basic set of information requirements, including
screening level information based on new approach methodologies, that provide the basis for applying
the criteria; ¢) a common toolbox to fulfil the information requirements; d) guidance on the
application of the toolbox and interpretation of the data generated; and e) a coordinated approach to
ED identification and risk assessment, including whether an existing piece of legislation, such as
REACH, should serve as the basis for filling data gefeere necessary.

The International Programme on Chemical Saftgfld Health Organization definition of endocrine
disruptors is broadly accepted in the implementation of EU legislation. However, in view of the
Commi ssi onds ambi t iabappronah to &R idemtlficatppn, therehwallibe azneead to
provide practical guidance on how this definition should be interpreted. A particular question will be
whether evidence of an adverse effect can only be based on the observation of effects in living
animals, or whether adversity can be concluded on the basis of scientific reasoning and extrapolation
from the results of new approach methodologies that avoid the need for animal testing. This has
implications not only for effectiveness (most availabtenal tests listed under legislative data
requirements have not been specifically designed to detect endocrine effects), but also coherence
(animal testing for all endpoints, including endocrietated ones, is banned for cosmetic products,

but not undeother legislation) and efficiency (animal testing is costly, fsoasuming and ethically
guestionable).

Effectiveness

Increasing trends in some adverse health and environmental impacts associated with EDs are a matter
of societal concern. In this Fithe€heck, however, it was not possible to draw firm conclusions on
the effectiveness of EU legislation in reducing the potential impact of EDs on these trends.

The assessment of effectiveness is very challenging, mainly because of the attribution challenge
Since there are multiple causes of these effects, it is difficult to determine to what extent exposure to
EDs contributes to the observed adverse effects. A further complication isbget/able adverse
effects on human health and the environment aftemot materialise immediately after exposure. In
particular, the effects of early life exposure to EDs may not materialise until many years later.
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Nevertheless,dr some EDs, environmental monitoring data and/or human biomonitoring data have
provided ewdence that restriction measures (although taken in relation to other hazardous properties)
have been successful in reducing exposure levaksteTare examples of napproval of substances

with endocrine disrupting properties resulting in significant efiés to wildlife. For instance,
international bans on the use of the endocrine disruptor tributyltin as an antifoulant in marine paints
has resulted in the recovery of mollusc populations in European coastal waters.

The methodological challenges in asseg effectiveness point to a need to develop and apply a more
extensive suite of indicators.

It is too early to assess the effectiveness of the BPR and PPPR, since only a limited number of
substances have been identified as EDs or as not being EDs,iagdorthe criteria adopted in 2018.
Reflecting the need to gain experience, the Regulations setting out the criteria foresee a review after 7
years, i.e. by 2025.

Under REACH, 17 substances have been identified as Substances of Very High Concern (2VHC) du
to endocrine disrupting properties with respect to human health and/or the environment. However,
only octylphenol, nonylphenol and their ethoxylates are subject to authorisation specifically due to
their endocrine disrupting properties. The inclusion aofsubstance in the Candidate List for
authorisation due to concerns for endocrine disrupting effects triggers additional provisions for risk
assessment (Chemical Safety Report) and risk communication (Safety Data Sheet).

CMRs cat. 1A/1B can be identifies SVHCs under REACH and fulfil the ewftf/exclusion criteria

for nonapproval under the plant protection products and biocidal products regulations. Identification
of a CMR as an ED for human health will probably not lead to any additional risk managemen
measures, where they are already the strictest, but may nevertheless contribute to the overall
evaluation within a rislbenefit context.

CMR classification is not, however, sufficient to capture all EDs for human health, since other effects
are potentidy mediated by endocrine disruption, such as certain neurodevelopmental and metabolic
disorders.As methods for less studied modalities of endocrine disruption become available, it is
expected that more substances will be identified as EDs beyond CMRs.

Data requirements for the identification of EDs are being updated under the PPPR, BPR and REACH
to include already existing OECD test guidelines relevant to ED assessment, in particular to include
thesec al | ed d6émechani sticd cificendomine madalitych can pinpoin

Some pieces of sectorial legislation rely primarily on REACH for ED identification. Others such as
food contact materials, food additives and cosmetic products have further requirements for products
or sectors they regulate biese do not, as yet, specifically address endocrine disruption. Due to the
animal testing ban in the cosmetics sector, a specific issue arises concerning the identification of EDs
given the need to demonstrate an adverse effect in intact organisms, wihétftlg requiresn vivo

testing.

There may be a need to strengthen the interconnections between legislation, such as REACH, that
have provisions for data generation with sector and preghetific legislation that rely on such data

for assessment and magement purposes. This may require that ED risk management provisions are
introduced into certain pieces of legislation, which currently do not contain any reference to EDs,
respecting the special case of cosmetics wirengvo tests should not be gentzd solely for the
purposes of cosmetic ingredient evaluation. Effective sharing of data across legislation should ensure
that he information eventually generated is made available for assessing potential EDs falling under
sectorial legislation where infimation is not specifically required.
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Irrespective of regulatory provisions for identifying EDs, there is a technical challenge concerning the
ability to identify EDs. While progress has been made in developing standardised test methods for
identifying EDsand characterising their hazards, the current assessment toolbox is still mainly based
on animal tests. The toolbox is incomplete in terms of its coverage of all adverse outcomes and is also
limited to a few modes of endocrine action. Another limitatothie ability to detect possible effects

of EDs in sensitive life stages. The involvement of the endocrine system in the control of processes
such as embryonic development and puberty means that foetuses, infants and adolescents are at higher
risk regardig endocrine disruption.

Given the limitations of the current assessment toolbox, new approach methodologies, not involving
the use of animals, need to be developed and integrated into the regulatory assessment process. The
Commission is addressing this atlenge on multiple fronts, from funding research into the
development of new methods, to assessing their scientific validity, to promoting their adoption (once
validated) as OECD Test Guidelines.

Communication on the presence of EDs in products (artidamixtures) is required under REACH
(when identified as SVHCs) and the BPR. However, there is scope to improve the availability of
information on EDs across sectors.

Efficiency

Inefficiencies in the assessment and management of endocrine disruptoeswdafram situations

where a given substance falls within the mandate of multiple agencies and scientific committees, but
also from certain regulatory provisions, such a
agencies have been stepping up th#res to coordinate assessment work. However, efficiencies

could be gained by developing a horizontal approach to EDs, including an increased use of grouping
approaches and new approach methodologies that avoid the use of animal tests.

The need to carrgut testing and assessment for additionairERted effects for a larger number of
chemicals will inevitably lead to increased workload and costs. Some industry stakeholders are
concerned that this will put economic operators in the EU at a competisizdvdintage, while some
public authority stakeholders are concerned that this will result in delays to other areas of regulatory
assessment work.

The costs and benefits for human health and the environment resulting from regulatory requirements
to assessral manage risks of chemicals, including endocrine disruptors, are difficult to quantify and
compare. There is a need to further develop and harmonisbergdit methodologies, such as
socioeconomic analysis. In this Fitness Check, two case studiesatkuastthe methodological
challenges in performing conclusive macroeconomic assessments on the possible impacts of
regulatory interventions on trade. This is partly because there is a lack of trade flow data at the level
of specific chemicals and the comnitges containing these chemicals, as well as data on the market
share of a chemical in a given commodity.

EU-added value

Regulating EDs at EU level contributes to ensuring an equal level of protection across the EU
Member States regarding human and envirental health. The need for the EU to act in this area is
broadly supported by the public and stakeholders, and at the political level by EU institutions such as
European Parliament and the EU Committee of the Regions.

There is an opportunity for the Memb8tates to join forces in testing capacities, experience and
knowledge sharing. This should lead to greater efficiency and scientific consistency in the assessment

110



of EDs.A uniform EU approach also strengthens the
worldwide, which also has benefits for the EU chemical industry.

Safeguard clauses in EU legislation allow unilateral risk management measures to be taken at
Member State level, in cases where an individual Member State has concerns regarding human health
or the environment. Such measures have been taken for a few ED substances, such as Bisphenol A
and DEHP, and are usually followed by H#&vel intervention or withdrawal of unilateral action, to
ensure an equal level of protection throughout the EU.

Relevance

Societal concerns about the health and environmental impacts of EDs are high, consistent with
concerns about chemicals in geneRadrspectives on the importance of regulating EDs are polarised
between different stakeholder grou@stizens engaged in thepic generally lack trust in the ability

of EU legislation to achieve its objectives of human health and environmental protection, while
economic stakeholders are concerned that decisions may ultimately be based on societal concerns
rather than scieneeased evidence.

A patrticular challenge over the coming decades is the expected global trend towards increased
chemical manufacturing outside the EU, primarily in Asiae Buccessful implementation of the EU
Circular Economy Action Plan will promote innoi@t and give proper incentives to chemical
suppliers, wherever they are located, as regards the safe use and life cycle management of chemicals.

Overall conclusions

The need to address the impacts of EDs on human health and the environment is higiy telev
EU citizens, who also favour regulatory action at the EU level.

Based on the limited number of chemicals examined for ED properties under the BPR or PPPR, or as
SVHCs with ED properties under REACH, this Fitness Check did not identify any cases of
inconsistent identification across sectors. However, the need for a horizontal approach for
identification of EDs has been recognised that is based on the definition of the World Health
Organization and builds on the criteria developed for plant proteptimaucts and biocidal products

while ensuring that it is fit for purpose for other relevant legislation, particularly for REACH but also
legislation on cosmetic products, toys and food contact materials. This is also an opportunity to
simplify and rationse current parallel identification procedures.

A horizont al approach for the identification of
substancdne assessment6 approach across |l egislatior
humans andvildlife resulting from combined exposures to different endocrine disruptors regulated

under different pieces of legislation. Current data requirements limit the opportunity to identify EDs.

The strengthening of information requirements in the relevansldtign is key to improving the
identification of EDs.

This Fitness Check could not conclude on the effectiveness of the chemicals acquis in protecting
health and the environment from EDs. However, there is a need to explore options to strengthen the
legislative framework to further minimise exposure to EDs, both for consumers and for the
environment

Overall, there are opportunities for simplification, consolidation, burden reduction and better
communication of the principles guiding risk management of.HDe findings of this Fitness Check

will provide an input to the Chemicals Strategy for Sustainability being developed in the context of
the European Green Deal.
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11 GLOSSARY

Term

Definition / Explanation

Adverse effect

Adverse Outcome Pathway (AOP)

Alternative method

Apical Endpoint

Biomarker

Doseresponse relationship

EATS parameters

ED criteria

A change in the morphology, physiology, grow,
development, reproduction, or, life span of an organ
system, or (sub)population that results in an impairmer
functional capacity, an impairment of the capacity
compensate for additional stress, @n increase if
susceptibility to other influences.
An AOP is an analytical construct that describes a sequeé
chain of causally linked events at different levels of biolog
organisation that lead to an adverse health or ecotoxicolo
effect.
A method that replaces, reducegefines the use of anima
in toxicity testing

An observable outcome in a whole organism, such
clinical sign or pathological state that is indicative o
disease state that can result from exposure to a toxicar
such, the apicalendpoint is representing a measurg
outcome responding to multiple different toxic
pathways/MoAs and can potentially be indicative of advq
effects.

A biological parameter that is objectively measured
evaluated as an indicator of nual biological state o
pathological processes.

The doséresponse relationship describes the change
nature, incidence, magnitude and/or severity) in an effeg
an organism caused by different levels of exposure (or d
to a stressor (usually a chemical) after certain expg
duration. This definition includes the following assumptio
the response observed is due to the chemical adminis
the magnitude of the response is in fact related to the
and the observkeeffect is quantifiable.

Parameters measured in vivo that may contribute to
evaluation of adversity, while at the same time (due to
nature of the effect and the existing knowledge as desc
in OECD GD 150) they are also considd indicative of ar
EATS MoA and thus (in the absence of other explanati
also imply underlying in vivo mechanistic information. Tt
group includes the parameters mainly from OE
Conceptual Framework Level 4 and 5 tests labelled in Ol
GD 150 ndpoints fore estrogeme di at ed
6endpoints -meali ahaedr agdn vi
thyroidr el at ed activityod a
steroidogenesis el at ed acti vityéo.
The criteria are legally defined in Commission Delege
Regulation (EU) No 2017/2100 and Commission Regula
(EU) No 2018/605 for biocidal products and plant protec
products, respectively. They are based on the £
WHO/IPCS definition of an endocrine disruptor. They ask
consideration, in a weight of Eence approach, of &
relevant scientific information including human and/or anil
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Term

Definition / Explanation

Endocrine activity

Endocrine disruptor

Endocrine modality

Endocrine system

Group of substances

Hormone

In silico model

In vitro test

Integrated Approach to Testing al
Assessment

Mechanism of action

Mode of action (MoA)

New Approach Methodology (NAM)

Non-animal method

Uncertainty

evidence, therefore allowing for the identification of b
known and presumed endocrine disrupting substances.
Interaction with the endocrine systetinat can potentially
result in a response of the endocrine system, target orgar
tissues. A substance that has an endocrine activity it h3g
potential to alter the function(s) of the endocrine system.
An exogenous substance mixture that alters function(s) ¢
the endocrine system and consequently causes adverse
effects in an intact organism, or its progeny,
(sub)populations.

A modality is an axis, pathway, signalling process, in
case withinthe endocrine system.

The endocrine system is a highly integrated and wi
distributed group of organs that orchestrates a stat
metabolic equilibrium, or homeostasis, among the var
organs of the body. In endocrine signalling, lecaoles, i.e.
hormones, act on target cells that are separate from the
of synthesis.

Substances that have physicochemical, toxicological
ecotoxicological properties that are likely to be similar
follow a regular patteras a result of structural similarity ma
be considered as a group,
Substances which are produced by endocrine glands
secreted into the circulation, and which exert a regulg
effect elsewhere in the body.

The technique of performing experiments via comp
simulations. Examples include Structuketivity
Relationships (SAR) and Quantitative StructAwivity
Relationships (QSAR).

The technique of performing a given experiment in a
tube, or, more generally, in a controlled environment out
of a living organism.

A structured approach used for hazard identifica
(potential), lazard characterisation (potency) and/or sa
assessment (potential/potency and exposure) of a chemi
group of chemicals, which strategically integrates
weights all relevant data to inform regulatory decis
regarding potential hazard and/orkriand/or the need fg
further targeted and therefore minimal testing.

A detailed molecular description of the mechani
interaction through which a substance/molecule produce
effect.

A biologically plausble sequence of key events at differ
levels of biological organisation, starting with the exposur,
a chemical and leading to an observed (adverse) effect.
A recently coined term referring to any technolo
methodologyor combination thereof, that can be used
provide information on chemical hazard and risk assess
that avoids the use of intact animals.

An alternative method that avoids testing in intact anim
The more traditional phrase foeM Approach Methodology
Uncertainty refers to all types of limitations in the knowle
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Term

Definition / Explanation

Weight of evidence (WoE)

available to assessors at the time an assessment is con
and within the time and resources agreed for the assessn
A stepwise process/approach of collecting and weig
evidence to reach a conclusion on a particular prok
formulation including assessment of the degree of confide
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Annex 1. Procedural information

1 Lead DG and internal references

The "Fitness Chédcon the relevant EU legislation on Endocrine Disruptors" was led by DG Joint
Resear ch Centre (JRC) . The mandat e was establ
comprehensive European Union®framework on endocr

Issues relevant to endocgimisruptors (EDs) were included in recent Fithess Checks and evaluations
of chemical legislation, includinghe REACH REFIT evaluationthe REACH Review on the
authorisation route of substances with endocrine disrupting properties according to REACH Art.
138(7) the Fitness Check of the chemicals legislatiother than REACH, theeview of the
legislation on cosmetics with regard to endocdisrupting substanceand theevaluation of the 7th
Environment Action ProgrammeAmong legislation regulating downstream uses of chemicals in
products the evaluation of the legislation on food contact mater@tsl theevaluation of the
leqgislation on toy safetwere also considered relevant to this FC. Among pieces of environmental
legislation, the Fitness Check of the water leqislatizvas considered for potentially ERlevant
aspects.

Also relevant wag\nnex 9 of the impact assessment on the definition of criteriadémtifying EDs

in the context of the Plant Protection Products Regulation and Biocidal Products Regillaison
provides a multi criteria analysis of impacts (on health, environment etc.) based on a scientific review
of the evidence linking endocrinésdupting chemicals to hormosnelated diseases and the estimated
related costs to society attributed to exposure to EDs.

The findings of this Fithess Check formed an important contribution to the Chemicals Strategy for
Sustainability under the Europeane@n Dedf™. This strategy was part of
Programme for 202"

2 Organisation and timing

The preexisting Interservice Steering Group (ISG) on endocrine disruptors was used to steer the
process and provide input. The ISG comprisedresentatives from the Directorate Generals for
Agriculture and Rural Development (AGRI), Environment (ENV), Internal Market, Industry,
Entrepreneurship and SMEs (GROW); Health and Food Safety (SANTE), Employment, Social
Affairs and Inclusion (EMPL), Matime Affairs and Fisheries (MARE), Research and Innovation
(RTD), Justice and Consumers (JUST), Trade (TRADE), Legal Service (SJ), Joint Research Centre
(JRC) and the Secretariat General (SG).

A meeting with DGs directly responsible for the implementatbthe Commission communication
(DGs ENV, GROW, SANTE, EMPL, JRC and SG) was held tokiffkthe Fitness Check. The ISG

met twice during the evaluation process and provided feedback through two written consultations
(Table 12.1.

1%9%c0oMm(2018) 734
10COoM(2019) 640
"https://ec.europa.eulinfo/publications/26&mmissioAwork-programmekey-documents_en
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https://ec.europa.eu/growth/sectors/chemicals/reach/review_en
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM%3A2016%3A814%3AFIN
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM%3A2016%3A814%3AFIN
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM%3A2016%3A814%3AFIN
http://ec.europa.eu/growth/sectors/chemicals/ec-support_en
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM%3A2018%3A0739%3AFIN
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM%3A2018%3A0739%3AFIN
http://ec.europa.eu/environment/action-programme/evaluation.htm
http://ec.europa.eu/environment/action-programme/evaluation.htm
https://ec.europa.eu/food/safety/chemical_safety/food_contact_materials/evaluation_en
https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2018-3667279_en
https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2018-3667279_en
https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-5128184_en
https://ec.europa.eu/health/sites/health/files/endocrine_disruptors/docs/2016_impact_assessment_en.pdf
https://ec.europa.eu/health/sites/health/files/endocrine_disruptors/docs/2016_impact_assessment_en.pdf
https://ec.europa.eu/info/publications/2020-commission-work-programme-key-documents_en

Table 12.1 Meetings othe Endocrine Disruptor Inter-service Steering Group and informal task

force

Date Nature of meeting

13 March 2019 Inter-DGs meeting to discuss operational plans

19 July 2019 Agreement of ISG on draft methodology, evaluat
questions and stakeholder coligtion strategy

08 April 2020 Written consultation of ISG on the draft evaluat
report (SWD) for submission to the RSB

05 May 2020 Meeting of ISG to discuss comments on the d
evaluation report (SWD)

22 May 2020 Written consultation on the revised draft evaluat
report (SWD) for submission to the RSB

3 Exceptions to the better regulation guidelines
No exceptions were made to the Better Regulation Guidélfrteging this Fitness Check.

4 Consultation of theRegulatory Scrutiny Board

An upstream consultation of the Regulatory Scrutiny Board (RSB) of the European Commission on
the planned methodology for the Fithess Check was held on 3 October 2019. A draft version of the
evaluation report (Staff Working Documi was submitted to the RSB on 26 May 2020. The RSB
issued its positive opinion on 24 June 2020. The Board made a number of recommendations to further

improve the report. These were addressed in the revised report as follows:

RSB recommendations

Modification of the report

(B) Summary of findings

The Board appreciates the efforts put
analysing the wide range of legislati
dealing with the sensitive issue
regulating endocrine disruptors. The Bog
notes the additional information provided
advanceof the meeting.

The Board gives a positive opinion. T
Board also considers that the report shg
further improve with respect to th
following aspects:
(1) While acknowledging that the subjg
matter of the fitness check is very technig

the report $ not sufficiently accessible

(1) Efforts were made to remove or better exp
technical terms and to use fewer abbreviations -0
state them in full at the beginning of each sect
The section on the State of Play of the 34 reguld
instrumentswithin the scope of the Fitness Che
was moved to an annex and replaced by a t
shortly stating the intervention logic and m
relevant points related to the presence or absen
ED-specific provisions.

"https:/lec.europa.eulinfo/bettergulationguidelinesandtoolbox_en
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RSB recommendations

Modification of the report

the nonexpert reader.

(2) The report does not clearly explain 1
uncertainties and the political sensitiviti
relating to regulation in this area.

(3) The conclusions of the analysis are
sufficiently clear to infom future policy
intervention(s).

(2) The introduction was extended to inbéu
reference to the specific uncertainties surrounding
assessment of EDs and the related polit
sensitivities with respect to the possibilities to se
60safe thresholdd and t
was put on the consequent impact on
asessment/management options.

(3) The conclusions were reinforced to include m
concrete takeaway messages from the findings o
Fithess Check, which could inform future poli
interventions.

(C) What to improve

(1) To make the report more accessile,
introduction should succinctly present t
landscape of endocrine disruptors in
EU. It should give basic information, su
as the number of tested, identified 4
banned substances per type of legislat
the length of the testing procedure, cp
etc. It should better explain how the resy
of this fitness check could feed into pohd
making. The report should avoid overla
and could move much of the informati
provided on the 06s{
(2) On the methodology, the report shb
better explain how the case studies W
selected and assess how representative
are. The report should present the views
stakeholders in a more nuanced way
should clearly break down respong
according to stakeholder groups and
more expicit about their opinions ol
particular issues raised in the consultatig
To the extent possible, it should ass
stakeholder views against other availa
evidence.

(3) The report should draw clear
conclusions, both in the stdections and in
the corluding chapter. Firstly, it shoul
better distinguish between issues wh
policy conclusions can be drawn with sol
degree of certainty and where furth
assessment is necessary.
Secondly, the conclusions on the differg
evaluation criteria should beolserent with

(1) More background information on the landscap
EDs in the EU was added to the introduct
including a table of EDs identified at EU level. Co
and duration of testing was introduced in
effectiveness section. Sections summaries dad
conclusions were made more concrete with respe
findings that could support future polig
interventions. The Ost
annex

(2) An additional description of how the case stuc
were selected was included in the methodology
breakdown of responses according to stakehg
groups has been added and for some of the su
guestions an assessment of the differing views
been added.

(3) The body of the text was checked and s
additional points were added to tls&mmaries of
each suksection addressing the evaluation crite
The conclusion section has been rewritten, chec
for coherence with the summaries in each-g
section, focusing on issues that could inform fut
policy interventions. The aspect of silifipation was
considered further and some of the conclusions
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RSB recommendations

Modification of the report

the presented analysis and should cove
identified issues.

Thirdly, being a fitness check, th
conclusions should put a greater focus
the potential for simplification an
reduction of regulatory burdens.

Finally, the report should mer clearly
bring out the main takeaways for futu
policy-making, without formulating
concrete solutions as this should rather|
dealt with in a potential future impa
assessment.

(4) While the report focuses primarily ¢
the sciencéased assessment afdecrine
disruptors, it is apparent from the analy,
that there are also important policy choig
involved. It should better explain that t
choice between different approaches (¢
applying a generic vs. specific rig
approach  to regulating  endocri
disruptors) concerns uncertainty about
likelihood of damages and the val
judgement on acceptable risks.

The report should elaborate on this iss
and any implications for the conclusions.

Some more technical comments have b

sent directly to thauthor DG.

strengthened with respect to this point. So
additional points were taken forward to the Execu
Summary.

(4) The scientific unc
underlying the chaie between the generic risk a
the specific risk management approach is 1
explained in the coherence section, as well as
conclusions. The implications of this distinction 4
also used to draw a conclusion on the need
consistent risk managemegrinciples.

The coherence section explains the different
management approaches in the context of
precautionary principle, as well as the need
consider tradeffs and to apply the riskenefit
approach in certain sectors.

Specific comments to he authors were als
addressed.

5 Evidence, sources and quality

The sources of evidence and their quality are describédmex 3. These included the findings of
previous fitness checks and evaluations, a series of case studies, and the results of public, stakeholder
and SME consultations. No external expertise was used, apartaftdmoc consultations with EU

agency staff relatedot EU chemical safety assessments. All of the work was conducted by
Commission staff, with no external studies being performed.
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Annex 2. Synopsis report: stakeholder consultation activities

1 Summary

An important element of the Fitness Check is a coasait strategy aimed at citizens, stakeholders
and companies.

In the public consultation, 474 responses were received over a twelgek period from 16/12/2019

to 09/03/2020. The survey, which was translated into all official EU languages, was desigaad to

the perspective of the citizen, rather than stakeholders or companies, who were targeted via separate
surveys. In total, 431 of the 474 responses (91%) came from citizens. A majority of citizens felt
informed about endocrine disruptors and consid¢netl their effects on health and wildlife, while

poorly understood, do represent a concern. Similarly, a majority felt informed about the regulation of
endocrine disruptors, but do not feel that the current regulatory framework is sufficiently profective.
majority of respondents also expressed the view that the EU should have the same approach or more
consistent approach for both identifying and managing the risks of exposure to endocrine disruptors.
Opinions were divided on whether animal testing is miséd in the assessment process. Similarly,
there were mixed views on whether the cost of regulatory action is proportionate to the benefits
accrued for human health, wildlife and the economy. In general, the respondents considered that EU
laws on endocri@ disruptors are relevant to societal concerns, and that regulatory action should be
taken at the EU level.

In the stakeholder consultation 183 responses were received over an aiglak period from
06/12/19 to 31/01/20. The respondents were businesskéic @uthorities, academics, research
organisations, and civil society organisations. A large majority (93%) of the respondents considered
that the absence of harmonised criteria for identifying endocrine disruptors across sectors is
problematic. A smalle majority (53%) considered that this harmonisation should be achieved by
introducing an endocrine disruptor category under the classification and labelling legislation. Around
three quarters said they were aware of inconsistencies, gaps or overlapsegutatry framework,

and a similar proportion were aware of inadequacies in the availability of regulatory test methods. A
large majority (88%) reported an increase in costs to comply with EU laws on endocrine disruptors.

The results of the stakeholdansultation also give a detailed breakdown of stakeholder views on the
effectiveness of legislation in specific sectors (REACH, cosmetics, biocides, plant protection
products). This includes the perceived effectiveness in protecting people and wildtifeyiimy the
functioning of the Single Market, enhancing competitiveness and innovation, and promoting
alternatives to animal testing. Opinions were typically divided on these issues. However, in relation to
exposure to chemical mixtures, there was a terydn consider the regulatory framework as
insufficiently protective.

The answers to additional questions confirmed that a majority of stakeholders consider the objectives
of the regulatory framework to be relevant in addressing health and environmentairnso
Moreover, the prevailing view was that regulatory actions should be taken at the EU rather than
Member State level.

An additional survey, targetingicro, small and mediumsized enterprise{SMES), was conducted
through the Enterprise Europe Netwaand was open from 01/02/2019 to 09/03/2020. Responses
were received from 70 SMEs. In general, opinion was divided, or not expressed, across a range of
guestions. However, many respondents considered the regulatory process to identify and control
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chemicas with endocrine disrupting properties to be effective in protecting people and wildlife, in
improving the functioning of the internal market, and enhancing competitiveness and innovation. A
majority considered that the lack of a hazard category for #ssification and labelling of endocrine
disruptors poses a problem for their consistent identification and risk management. On the question of
EU-added value, most respondents reported that unilateral Member State actions had not affected
their company.

2 Introduction and approach

Stakeholder consultation was a key component of this Fithess Check to collect views and factual
information in response to the evaluation questions and to ensure a balanced and comprehensive
assessment of the legislative framework.

The objectives of theomsultation activities were to:
9 Assess public concerns and needs with respect to endocrine disruptors in the EU.
1 Evaluate to what extent current EU legislation meets the concerns and needs of citizens.
1 Collect views on possible lack of legislative coheeent EU legislation with respect to EDs
and possible impacts on stakeholders.
9 Identify any inconsistencies in the legal framework for endocrine disruptors and their
consequences for small companies
1 Collect information on the effectiveness of the currebt IEgislation for the identification
and risk management of endocrine disruptors.
1 Collect information on the efficiency of the current procedures for the identification and risk
management of endocrine disruptors.
9 Identify opportunities for improving theay endocrine disruptors are assessed, managed and
potential risks communicated
The consultation strategy developed for the purpose of this Fitness'Eleckprised:

1 presentation of the methodological approach at the First Annual Forum on Endocrine
Disruptors on 8 November 2019;

9 an open public consultation from 16/12/2019 to 09/03/2020;

M a stakeholder consultatidrom 06/12/19 to 31/01/20;

1 an SME panel through the Enterprise Europe Netrork 01/02/2019 to 09/03/2020.
The open public consultaticand SME panelwere conducted in all official EU languages, while the
stakeholder consultation was conducted in EngliBeports on the results of open public
consultation* and stakeholder consultatidhare available via the JRC Publications Repository. The
public consultation report is also available via the Better Regulation (Have Your Say) W&bsite

3 Stakeholder groups covered by the consultation activities
In line with the consultation strategy, input from a wide range of stakeholders was collected:

https://ec.europa.eulinfo/sites/info/filesod-farming

fisheries/key policies/documents/20191120 ed_consultation_strategy.pdf
Whttps://publications.jrc.ec.europa.eu/repository/handle/JRC120369
Ihttps://ipublications.jrc.ec.europa.eu/repository/handle/JRC120148
Uenttps://ec.europa.eulinfo/law/bettegulation/have/our-say/initiatives/2 14FitnessCheckon-endocrine
disruptors/publieconsultation
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https://ec.europa.eu/info/sites/info/files/food-farming-fisheries/key_policies/documents/20191120_ed_consultation_strategy.pdf
https://publications.jrc.ec.europa.eu/repository/handle/JRC120369
https://publications.jrc.ec.europa.eu/repository/handle/JRC120148
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/2142-Fitness-Check-on-endocrine-disruptors/public-consultation
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/2142-Fitness-Check-on-endocrine-disruptors/public-consultation

1 Public authorities, notably competent authorities and relevant EU Agencies responsible for
the implementation of relevant EU legislation

9 Industry associations covering both the chemicals industry and downstream sectors
(manufacturers and importers of cheals, distributors of substances and mixtures,
formulators, downstream users, manufacturers and importers of products/articles, retailers)

1 Companies in the chemicals industry and downstream sectors, including Small and Medium
sized Enterprises (SMEs) (mdaaturers and importers of chemicals, distributors of
substances and mixtures, formulators, downstream users, manufacturers and importers of
products/articles, retailers)

9 Consultants professional consultancies, law firms, compliance testing companies

9 Civil society organisations with the objective to protect human health and the environment
from exposure to harmful substances via the workplace, consumer products or environmental
media.

1 Civil society organisations with animal welfare objectives aimedraducing use of animals
for scientific purposes (i.e. testing for ED properties)

9 Trade unions that represent workers that manufacture or use chemicals within the chemical
industry, downstream sectors or use chemicals, as substances, mixtures or asicles,
industrial/professional users

1 Academics/research institutes/think tanks/scientific societies contributing to the development
of methods and methodologies for the identification and assessment of endocrine disrupting
substances.

1 Consumers / workers /ctns

1 International partners and stakeholders of third countries

Error! Reference source not fourdkmonstrates how each of the tools mentioned elb@s used to
collect information from different categories of stakeholders.

Table 13.1 Different stakeholder groups consulted

Public consultation SME panel | Stakeholder consultation

Public authorities o

Industry associations

Companies / SMEs (0]

NGOs

o|0|O0|O

Consumer
associations

o

Trade unions

o

Academia / research
institutes

Consumers / workers o
/ citizens

These different consultation activities and tools allowed receiving feedback from all stakeholder
groups. A summary of theiews expressed in each consultation is provided below. It is recognised
that the results of any survey are associated with an inevitable bias towards those who have an interest
in responding. Therefore, observations are stated in terms of numbers ontgmgFseof the
respondents.
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4 Outcome of the public consultation

4.1 Respondents
A total of 474 respondents provided an answer, of which 90% are EU citizens, 3% are

academic/research institutions and 2%-gomernmental organisations.

As regards the origin ohe respondents participating to the survey, most answers were received from
France (40%), Germany (17%), Spain (14%), Belgium (5%) and Finland (5%).

Analysis of the survey results for attempts to bias the conclusions revealed no obvoousrring
patten across the answers. Ten percent of the responses were fregitizems, but these show no
alignment to a common position and do not influence significantly the results.

4.2 How well informed do citizens feel?
A majority of the respondents consider thelvse to be very well informed (14%) or reasonably well

informed (49%) about endocrine disruptors, as opposed to feeling poorly informed (31%) or not
informed at all (6%).

The main sources of information on endocrine disruptors used by the respondemtscalssd
scientific sources (246), general news coverage (222), social media (178), education and training
sources (131) and other sources (118).

A majority of the respondents feel informed about the decisions made in the EU with regard to
endocrine diruptors (11% very well informed; 57% somewhat informed). A minority (21%) do not
feel informed, but trust regulators to keep them safe, while 11% replied that they do not know.

Fifty-four percent of the respondents do not think that the effects on emslaisruptors on public
health and the environment are understood and 38% think the effects are understood to a certain
extent as opposed to 5% that think effects are not understood.

Twenty-five percent of respondents (118) gave details on the sourcdoofation they mainly
consult (open question QZyigure 13.7).

127



Where do you get information about endocrine disruptors from?

120 - - )
B European Commission and EU agencies
B National authorities in your country
100 A - S
Specialised scientific sources
B General news coverage
80 A

M Education and training sources
Social media
M Other sources

reponses [n]
o
[w]
1

40

20 A

1 2 3 4 5 6 7 ' total
Number of choices

Figure 13.1. Distribution of responses for Q2. Multiple answers were possible. Total number of responses
(n=118).

From the open box FgwdlB8.8, data apd reparts feom NEG@scenvironrdentél

and human health associations (e.g. Greenpeace, PAN, Free Europe etprpfihoretworks for
consumers and specific consumer products represent the main source of information across all
respondents. Spedised scientific sources include scientific and academic reviews (Pubmed search),
books and publicly available databases. This type of information is also enriched by online search on
the subject of endocrine disruptors, specialised and general web¥&és (portals, documentaries,
Wikipedia, Google) together with newspapers consultation. One third of all respondents, mainly
involved in education or health professions (academia, physicians) reported to attend trainings and to
participate to conference oreetings.

Where do you get information about endocrine

i ?
NGOSs, various disruptors from?

associations reports

scientific
literature,
academic reviews,
warkshops,
meetings, EU
official journals

Percent [%]

websites,
wikipedia, google,
Apps documentaries,
newspapers

[information sources]

Figure 13.2. Distribution of responses for Q2. Other sources of information
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4.3 Public views on effectiveness

The majority of respondents (54% to 74%) considered that EU laws did not protect them at all or only
to a small extent from exposure @adocrine disruptors across all of the potential exposure sources
listed in the survey. The four exposure sources where respondents consider that EU laws protect them
the least are personal care products, food contact materials, clothing and home/office.

Sixty-one percent of the respondents consider that they are less protected by EU laws from endocrine
disruptors than from other toxic chemicals, such as carcinogenic or mutagenic substances, or
substances toxic to reproduction with 20% considering thataifeeprotected to the same extent.

In general, over 60% of respondents consider that EU laws offer a low level of protection for one or
more life stages with the highest number of respondents concerned about adolescents (75%) and the
lowest numbers concezd about pregnant women, foetuses and newborns (62% to 66%).

In their free text replies, 70 respondents (open question Q5) considered not be protected at all or only
to a small extent (56% and 11%) from combined exposures, mixtures and cocktail effextendal
endocrine disruptors and their presence in toys, industrial chemicals, thapag pesticides,
biocides, perfumed products, medicinal products. Other concerns, to a lesser extent, were indoor air,
car air filters, nanoparticles, constructioaterials, plastics and utensils.

Ninety-three percent of respondents believe that endocrine disruptors contribute to a large or moderate
extent to some human diseases or health conditions such as infertility, cancer or obesity.

From 72% to 81% of respondsnconsider that EU laws offer a low level of protection for wildlife
such as insects, including bees and other pollinators (81%), fish and amphibians (80%), other
invertebrates, such as snails, shrimps or worms (79%), birds and reptiles (76%), man¥hpkn(y 4
plants (72%).

A majority of respondents expressed the view that the EU should have the same approach or the same
approach to the extent possible across regulatory sectors for both identifying endocrine disruptors
(86%) and managing the risks of egpee to endocrine disruptors (84%).

Many of the respondents are of the opinion that endocrine disruptors are insufficiently identified
across a range of sectors, particularly in furnishing and electrical and electronic equipment (see figure
below).

The magrity of respondents are also of the opinion that EU laws insufficiently manage the risks
linked to endocrine disruptors across all sectors. For example, the number of respondents considering
that endocrine disruptors are not well managed in the pessieaer is 73% compared with 15% who

think endocrine disruptors are well managed or fairly well managed and 12% who do not know or did
not reply. For medical devices, 53% of respondents consider that endocrine disruptors are not well
managed compared witl2% who think that they are well managed or fairly well managed and 25%
who do not know or did not reply.

4.4 Public views on efficiency

Forty-four percent of the respondents consider that the costs (e.g. time, resources, use of laboratory
animals) of EU laws m endocrine disruptors are proportionate for the benefits accrued compared with
26% who consider costs are only to a small extent or not at all proportionate. Thirty percent replied
that they do not know.
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In general, the respondents consider that EU lansnalocrine disruptors generate slightly more costs
for the agricultural and industrial sectors compared with costs to citizens or ethical costs.

In their free text replies, 40 respondents gave further insights regarding the costs to which extent EU
laws generate on endocrine disruptors (open question Q15). The majority (75%) highlighted high
costs in terms of healthcare, diseases and environmental health and finally for citizens which the EU
is generating by means of inaction. Other costs are generatadniegessary use of animals and
lobbying. Many respondents (20%) while declaring not to be aware of costs, suggested water
treatment and soil.

EU laws on endocrine disruptors are believed to generate benefits for the EU market by about half of
therespondet s (49 % agree fully or to a moderate ext e
agree at all and 27% donét know or did not repl
laws on endocrine disruptors are seen to benefit human healitileliie.

4.5 Summary of public views on regulatory testing and animal welfare
Thirty-seven percent of the respondents think that animal testing for endocrine disrupting properties in

the EU is insufficiently minimised, whereas 28% consider animal testibg &ither minimised to the
extent possible (23%) or fully minimised (5%). Thiftye percent replied that they do not know.

4.6 Public views on EUadded value
In terms of which bodies should regulate to protect people and wildlife from harm caused by

endocrire disruptors, most respondents expressed the view that this should be done by EU authorities
(432), and many respondents considered that national authorities (356), international organisations
(292) and locallregional authorities (238) should act. Forghéestion, the numbers of respondents

are given, rather the percentage values, since it was possible to select more than one option.

4.7 Public views on relevance
In terms of areas where the EU needs to significantly step up its efforts, the respondetisegrai

follows: reducing exposure of humans (88%), reducing exposure to wildlife (84%), identifying
endocrine disruptors (80%), and adopting a coherent approach to identification and management of
endocrine disruptors (79%). Fewer respondents consideatiot of efforts are needed by the EU to
reduce the burdens and costs to business (30%).

4.8 Additional comments made by citizens
There were 196 responses to the final question (Q19) which asked respondents to provide any

additional comment or suggestitimat they considered relevant for the endocrine disruptors Fitness
Check.

Ten of the respondents were on behalf of NGOs (advocacy for environment, justice, animal welfare),

two were representing cancer prevention associations, and one spoke on behaltrohiel

equipment industry association. The responses from stakeholders (NGOs, industry association and
cancer associations) were removed from the sum
responses. This did not affect either the contributionh® public consultation, by means of
percentages, or main key messages.

In addition, five respondents were researchers from (academia, research institutes), six were health
professionals, such as doctors (general medicine, endocrinology, paediatrics)eamwdsofrom a

private law firm. These responses were included in the following analysis, on the basis that these
respondents were experts replying as citizens,
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Twenty eight percent of these respondents (52 out of 183) expressed their concerns abagribe pre

of endocrine disruptors in the environment and many products they might be in contact with.
Respondents in this group asked for more attention and immediate actions to prevent potential toxic
effects of EDs on humans and the environment. Many addar an immediate ban of such
substances, stricter measures for their identification on the basis of precautionary principle, more
stringent control and regulation by authorities. Many fear the presence of endocrine disruptors in
consumer goods (such gser sonal car e product s, toys, food
products) where they consider EDs should be forbidden. Despite acknowledging the difficulties in the
identification of chemicals as potential EDs, respondents asked for limited use chamcal
showing concern either for human health or environment. In addition, industry was asked to develop
safer alternatives.

Fifteen percent of respondents (28 out of 183), expressed concerns about the role of companies and
their potential lobbying oEU institutions. This group feared that economic interests are politically
favoured over human and environment health. Independent assessment of substances was also
requested together with independent research through public funds. In this regard ré2pérdents

(22 out of 183) asked for more information on industry activities, on production and safety
assessments of substances. They asked for better information about marketed products; more
transparency on product labelling; greater awareness of thedfcies, better information and
training offerings for health professionals; more instructions and advice to consumers; multiplication

of the information channels on research, diagnostics and regulatory decisions on endocrine disruptors.

Approximately 10% of respondents highlighted the need for stronger action in response to the
increased evidence of ERlated diseases (e.g. obesity, cancer, infertility etc.). They asked for more
studies on biomonitoring and exposure to endocrine disrupting chemiicellsding requests to

further the knowledge on mixtures, combined exposures and cocktail effects. This group advocated
for attention to vulnerable groups, especially children, including more stringent measures on the
exposure to EDs, considering the evicerof neurobehavioral disorders and 1Q impairment. Two
respondents claimed that they suffered adverse health effects resulting from exposure to endocrine
disruptors.

Citizens (3.8% of respondents) commented on the need to identify endocrine disruptorsuime
products, especially detergents, sanitizers and medicines, alongside the promotion of research
activities to develop better bioanalytical methods (1.6%) and application of novel methodologies for
ED identification and safety testing of substancésctv would ultimately reduce the use of animals
(2%).

According to approximately 3% of respondents, clear identification criteria and eventually hazard
categories for endocrine disruptors are still needed, including harmonisation across different product
sectors, to reach the highest level of protection for humans and the environment. Another 0.5% of
respondents considered that new hazard categories for classification and labelling is scientifically
guestionable, may lead to unnecessary administrativeeburdregulatory decision making, and it
would have questionable value in terms of risk communication and management.

Citizens (2.7%) also considered it essential that endocrine disruptors are regulated and monitored
consistently across the EU, and thaasures are implemented in each Member State. The EU should
monitor and impose heavy sanctions on the Member States that do not comply with the rules or make
it difficult to comply with them. Where unilateral actions are taken by single Member States those
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actions should be quickly adopted at EU level. This group expressed concerns about the safety of
products imported from neBU countries that do not have similar standards.

According to 4.4% of respondents further studies are also needed on the qusdiig,ofvater, tap
water, in particular surface water installations but also aquatic ecosystems.

Seventeen percent of respondents (29 out of 183) expressed their scepticism about the ability of the
EU to act and the poor measures taken so far. They lathdetays and inadequacies of current EU
regulations, which do not protect people and the environment against exposure to EDs. In particular,
the following were mentioned: delays in the implementation of the REACH regulation and failure to
implement a numér of recommendations from the EU Parliament and Council; delays in the
substitution of harmful chemicals or their complete ban; and delays of the application of measures
despite evidence being available for the past twenty years. In general, this gnogint tthat little or

nothing has been done and too many chemicals were left on the market without proper testing and
controls. Moreover, the identification of EDs was considered insufficient. Negative comments from
44% of this group were also about the stimnnaire itself which was considered unclear (Q11, Q14,
Q16) and unsuitable for the general public. It was also noted that questions 15 and 16 could only be
answered hypothetically as none of pesticides or biocides have been identified based on new test
procedures (implemented in 2018).

5 Outcome of the stakeholder consultation

5.1 Structure of survey
The survey was structured into different parts. The first section concerned information about the

respondents such as category of stakeholder, country of andinesidency, and regulatory sector of
interest. The second section asked about the level of familiarity with the different pieces of legislation
within the scope of the Fithess Check and then went on to ask questions, seeking views and
information on diferent aspects of coherence, effectiveness, efficiency, relevance aadided

value of the current approaches to identification, assessment and management of endocrine disruptors
in the EU legislation.

Apart from the introductory section related to rasgent characteristics, the survey did not include
any mandatory fields. It was therefore possible for respondents to leave one or more of the 36
guestions unanswered. As a result, the total number of responses to each question varied.

Some questions wera@med at specific categories of stakeholders: questions 25, 26 and 29 were
intended for business associations, company/business organisations and public authorities; questions
27, 28 and 35 were intended for business associations and company/businessatmganThese
guestions did not appear to respondents identifying themselves in other categories.

5.2 Respondents
Overall, 183 replies were received in the stakeholder consultation. A quality check of the responses

revealed the presence of 11 replicateshadnswers. Analysis the origin of these replicates showed

that some respondents replied more than once by mistake (twice, and in once case trice) and covered
evenly all categories of stakeholders. Removal of these replicates leads to a variation ¢ ttmmor

one percent for each question.
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Analysis of the survey results for attempts to bias the conclusions indicated five clusters of similar
patterns of answers for both closed or open types of questions. Nevertheless, the fact that these
clusters represerewer than six respondents shows that they are probably coordinated groups sharing
similar positions. Furthermore, they cover evenly all categories of stakeholders. Removal of these
similar types of responses (keeping only one per identified clustelg teaa variation less than five
percent in all cases.

Taking into account these two points, the survey responses were analysed without removing any of
the 183 answers.

Replies provided to the survey cover all categories of respondents with resgieit &takeholder
category Table 13.2.

Table 13.2 Respondents from different stakeholder groups consulted

Stakeholder group No of responses
Business associations 47
Public authorities 35
Company or business organisations 31
Civil societyorganisations 27
Academic/Research institutions 14
Trade unions 11

The most represented country is Belgium with 48 respondents, followed by France (27), Germany
(18) and Spain (11).

Respondents outside of the EU come from Switzerland (6), USA (3), ayo(®), Japan (1) and
Turkey (1).

The geographical scope of the respondents is 61% international and 39% national, regional or local.
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Country Answers Percentage

Belgium 48 26%
France 27 15%
Germany 18 10%
Spain 11 6%
Denmark 8 4%
Italy 7 4%
United Kingdom 6 3%
Sweden 5 3%
Austria 4 2%
Bulgaria 4 2%
Luxembourg 4 2%
Finland 3 2%
Hungary 3 2%
Ireland 3 2%
Portugal 3 2%
Latvia 2 1%
Netherlands 2 1%
Poland 2 1%
Romania 2 1%
Slovenia 2 1%
Croatia 1 1%
Cyprus 1 1%
Lithuania 1 1%
Malta 1 1%
Slovak Republic 1 1%
Other (Please specify) 13 7%

Among economic operators (companies and business associations) and public authorities, the main
sectors of interest are General Chemicals (14%), Biocidal Products (12%) and Cosmetics (11%).

Sector Answers Percentage
General chemicals 51 14%
Biocidal products 43 12%
Cosmetics 40 11%
Plant Protection Products 33 9%
Food contact materials 30 8%
Detergents 28 8%
Food additives 25 7%
Medical devices 24 6%
Human and veterinary medicines 20 5%
Fertilisers 16 4%
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Sector Answers Percentage

Water industry 16 4%
Waste/recycling industry 16 4%
Electric and electronic equipment 15 4%
Toys 14 4%

5.3 Familiarity of stakeholders with relevant legislation
Q1. How familiar are you with the following pieces of legislation?

The familiarity of the respondents with the pieces of EU legislation included in the scope of the
Fitness Check may be relevant to the interpretation of the replies.

Among the listed legislative instruments, the respondents are most familiar with the fgljnieaes
of legislation:

Legislation Very Fairly  Alittle  Not at alll
familiar familiar familiar ~ familiar
REACH Regulation (EC) 1907/2006 122 32 20 2
CLP: Classification, Labeling and Packaging 113 35 17 10
substances and mixtures (EC) 1272/2008
Biocidal Products Regulation (EU) 2012/528 60 57 42 13
Cosmetic Products Regulation (EC) 1223/2009 59 35 35 40
Plant Protection Products Regulation (EC) 1107/200 91 41 42 38

The respondents are least familiar with the following legislatisguments:

Legislation Very Fairly  Alittle = Not at all
familiar = familiar = familiar ~ familiar

Fertilisers Regulation (EC) 2003/2003 and Regular 21 18 36 91

(EU) 2019/1009

Medicinal Products for Humans Directive 2001/83/EC 15 23 52 77

Marine Strategy¥Framework Directive 2008/56/EC 15 16 48 85

Urban Waste Water Directive 91/271/EEC 21 9 44 90

Veterinary Medicinal Products Regulation (EU) 2019 16 14 40 97

In vitro Diagnostic Medical Devices Regulation (E 14 12 45 94

2017/746

5.4 Stakeholder viewson coherence (overall statistics)
Q2. To what extent does the absence of harmonised criteria pose a problem to a coherent approach

for the identification of endocrine disruptors?
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Overall, 150 (93%) of the respondents consider that the absence of harmmiteea poses a
problem to the identification of endocrine disruptors across sectors, while 11 (7%) think it is not a
problem, the criteria should be sector specific.

Q3. Do you think that the lack of a hazard category covering endocrine disruptingrpespn the
CLP Regulation and/or GHS poses a problem for the coherent identification of endocrine disruptors?

Opinion is divided on this topic with 94 of the respondents (53%) thinking that this is a problem for
coherent ED identification, and 83 (47%)nking it is not.

Q4. Do you think that the lack of a hazard category covering endocrine disrupting properties in the
CLP Regulation and/or GHS poses a problem for the coherent risk management of endocrine
disruptors?

Opinion is divided on this topic Wi 86 of the respondents (51%) thinking that the lack of a hazard
category is a problem for coherent risk management, and 84 (49%) thinking it is not a problem.

Q5. Do you think that a category of suspected endocrine disruptor should be introduced?

Some takeholders have suggested to classify endocrine disruptors in one of three categories based on
the level of evidence: i.e. known, presumed or suspected.

With regard to the need of a category of suspected endocrine disruptors, opinion is again divided with
89 respondents (53%) being in favour of introducing a category for suspected endocrine disruptors,
while 79 (47%) are not in favour.

Q6. Are you aware of any inconsistencies in the way chemicals are identified and controlled with
regard to endocrine dispting properties across regulated areas in the EU?

Overall, 123 respondents (73%) are aware of inconsistencies in the way endocrine disruptors are
identified and controlled in the European Union, while 45 (27%) are not.

Q7a. In your opinion, how do ham-based criteria for identifying endocrine disruptors in
combination with a hazartlased approach’ to decisioamaking affect the following objectives?

A majority of respondents consider that the use of hazaseéd criteria for identifying endocrine
disruptors in combination with a hazabésed approach to decision making would affect (very)

"The ter minelasgeyd of haamerdd i agpr oaches | s aliosactiitessn t he ¢

of this Fitness Check. The terms are equivalent to fc¢
in the document.
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positively*® human health protection (93), and environmental protection (92) compared with 58 and
54 who viewed these impacts (very) negatively

The effects orfcompetitiveness and innovation" and on the "functioning of the internal market" are
vi ewed more negatively than positively, althougt
or Adondt knowo.

Very Positively No effect Negatively  Very Don't

positively negatively know
Human health protection 60 33 5 24 34 15
Environmental protection 62 30 9 26 28 15
Competitiveness an 33 16 10 21 46 45
innovation
Functioning of the interna 34 9 19 29 23 56
market

Q7b. In your opinion, how do hazalihsed criteria for identifying endocrine disruptors in
combination with aisk-basedapproach to decisiomaking affect the following objectives?

Of those respondents expressing an opinion the majority view positivelgrprpositively a risk
based approach to decision making in relation to human health and environmental protection.

The effects on "competitiveness and innovation" and on the "functioning of the internal market" are
also viewed more positively thame gat i vel y , although higher numbe
effecto or Adondét knowo.

Very Positively No | Negatively Very Don't

positively effect negatively know
Human health protection 60 51 3 32 10 14
Environmental protection 60 49 4 33 10 13
Competitiveness an 37 42 15 29 4 43
innovation
Functioning of the interna 32 28 18 28 5 56
market

Q8. Are you aware of any gaps or overlaps in the way endocrine disruptors are regulated in the EU?

Overall, 127 respondents (73%) consider that theregaps or overlaps in the EU legislation on
endocrine disruptors, while 46 (27%) do not.

185um of respondents agreeing very positively or positively
195um of respondents agreeing very negatively oatiegly
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Q9. Have you experienced issues or problems because endocrine disruptors are regulated differently
in the EU compared with nelBU countries?

Opinion is divided with81 respondents (51%)ot experiencing issues or problems due to endocrine
disruptors being regulated differently in the EU compared to-Eldncountries, while 81 (49%)
reported problems.

Q10. Do you have further comments on the coherence of the EU legisl@tioregard to endocrine
disruptors?

Ninety-four respondents provided answers to this open question. The results are summarised in the
respective sections of the Staff Working Document.

5.5 Stakeholder views on effectiveness (overall statistics)

Qlla. In the case dBiocidal Products do you agree that the regulatory process to identify and
control substances with endocrine disrupting properties is effective in: protecting consumers,
workers, citizens and wildlife; improving the functioning of timernal market enhancing
competitiveness and innovation; and promoting alternatives to animal testing.

With regard to biocidal products, of those expressing an opinion there is a roughly even split between
those that consider the regulation is effestin protecting human health and those that do not:
consumers (51 agree , 42 disagree, and 18 neither agree nor disagree), workers (46 agree, 43 disagree,
and 19 neither agree nor disagree) and citizens exposed via the environment (43 agree, 47 disagree
ard 21 neither agree nor disagree).

When it comes to protecting wildlife the number of respondents agreeing that the regulation is
effective decreases (35 agree, 50 disagree and 22 neither agree nor disagree).

Of those expressing an opinion, more resporgdigagree than agree that the provisions related to

EDs have a positive effect on the functioning of the internal market (19 agree, 28 disagree and 34
neither agree nor disagree), on enhancing competitiveness and innovation (22 agree, 42 disagree and
27 reither agree nor disagree) and on promoting alternatives to animal testing (24 agree, 40 disagree
and 33 neither agree nor disagree). However, to these questions there are many respondents choosing
Afineither agree nor disagreeo or Adondt knowo.

Q11b. In the case d?lant Protection Productsdo you agree that the regulatory process to identify
and control substances with endocrine disrupting properties is effective in: protecting consumers,
workers, citizens and wildlife; improving the functiagirof the internal market enhancing
competitiveness and innovation; and promoting alternatives to animal testing.

With regard to plant protection products, of those expressing an opinion there is a roughly even split
between those that consider the retjoiais effective in protecting human health and those that do

not: consumers (41 agree, 37 disagree, and 24 neither agree nor disagree), workers (37 agree, 36
disagree, and 19 neither agree nor disagree) and citizens exposed via the environment (86 agree,
disagree and 26 neither agree nor disagree).
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When it comes to protecting wildlife the number of respondents agreeing that the regulation is
effective decreases (34 agree, 43 disagree and 23 neither agree nor disagree).

Of those expressing an opiniampre respondents disagree than agree that the provisions related to
EDs have a positive effect on the functioning of the internal market (21 agree, 31 disagree and 22
neither agree nor disagree), on enhancing competitiveness and innovation (23 agresyré@ dnd

18 neither agree nor disagree) and on promoting alternatives to animal testing (22 agree, 39 disagree
and 24 neither agree nor disagree). However, to these questions there are many respondents choosing
Afineither agree noro.di sagreeo or fAdondt know

Qllc. In the case dREACH, do you agree that the regulatory process to identify and control
substances with endocrine disrupting properties is effective in: protecting consumers, workers,
citizens and wildlife; improving the functioning of the intdrnearket; enhancing competitiveness

and innovation; and promoting alternatives to animal testing.

With regard to the effectiveness of REACH in protecting human health and the environment there are
fewer respondents selectrtinmtpodrséeinghen agleetnddod
case for biocides or PPPs.

Of those expressing an opinion there is a roughly even split between those that consider the regulation
is effective in protecting human health and those that do not (consumeagrés? 62 disagree, and

17 neither agree nor disagree), workers (56 agree, 59 disagree, and 18 neither agree nor disagree). A
smaller proportion of respondents consider that the regulation is effective in protecting citizens
exposed via the environment (d@ree, 63 disagree, and 26 neither agree nor disagree) or wildlife (43
agree, 67 disagree, and 23 neither agree nor disagree).

More respondents disagree than agree that the regulation (with respect to EDs) improves the
functioning of the internal markeB1 agree, 48 disagree, and 36 neither agree nor disagree) or
enhances competitiveness and innovation (24 agree, 50 disagree, and 34 neither agree nor disagree) or
promotes alternatives to animal testing (32 agree, 44 disagree, and 38 neither agreegmem).disa

Agai n, there are many respondents choosing fAnei
group of questions.

Q11d. In the case dfosmetics do you agree that the regulatory process to identify and control
substances with endocrine disrugfirproperties is effective in: protecting consumers, workers,
citizens and wildlife; improving the functioning of the internal markenhancing competitiveness
and innovation; and promoting alternatives to animal testing.

For cosmetics, more respondenisadgree than agree that the regulation with respect to EDs is
protecting consumer health (31 agree, 48 disagree, and 24 neither agree nor disagree) or worker health
(24 agree, 49 disagree, and 28 neither agree nor disagree).

Few respondents agree thatidtimproving the functioning of the internal market (13 agree, 31
disagree, and 44 neither agree nor disagree) or enhancing competitiveness and innovation (17 agree,
30 disagree, and 37 neither agree nor disagree). However, the agree to disagree ggsarhand

with respect to promoting alternatives to animal testing, where 34 moderately or strongly agree
compared with 12 that strongly or moderately di
agree nor disagreedo is rather high.
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Qlle. In the casofMedical Devicesdo you agree that the regulatory process to identify and control
substances with endocrine disrupting properties is effective in: protecting consumers, workers,
citizens and wildlife; improving the functioning of the internal markemhancing competitiveness

and innovation; and promoting alternatives to animal testing.

For medical devices, a large proportion of respondents say they do not know about the effectiveness
of the regulatory process (ranging from 59 to 72). Of those expgeas opinion, more respondents
disagree than agree that it is protecting consumers (25 agree, 35 disagree, and 15 neither agree nor
disagree), protecting workers (23 agree, 29 disagree, and 19 neither agree nor disagree) or enhancing
competitiveness aridnovation (13 agree, 29 disagree, and 23 neither agree nor disagree).

More respondents neither agree nor disagree that it is improving the functioning of the internal market
(9 agree, 21 disagree, and 31 neither agree nor disagree) or promoting adterteagimimal testing
(11 agree, 11 disagree, and 39 neither agree nor disagree) compared with those that agree or disagree.

Q11f. In the case ahe Water Framework Directivedo you agree that the regulatory process to

identify and control substances witendocrine disrupting properties is effective in: protecting

consumers, workers, citizens and wildlife; improving the functioning of the internal market
enhancing competitiveness and innovation; and promoting alternatives to animal testing.

Regarding tb Water Framework Directive, more respondents disagree than agree that the directive is
effective in minimising the exposure of citizens (22 agree, 47 disagree, and 12 neither agree nor
disagree) or wildlife (27 agree, 47 disagree, and 12 neither agrelésagree) to endocrine disruptors

via the environment. However, the numbers of #fAdo

Q12. Aggregate exposure to one substance from all exposure sources

More respondents disagree than agree that the current regulatory fr&nmmatmcts humans (60

agree, 96 disagree, and 6 neither agree nor disagree) or wildlife (39 agree, 91 disagree, and 14 neither
agree nor disagree) from the risks associated with the aggregate exposure to one substance with
endocrine disrupting propertie®m all exposure sources.

Strongly Moderately Neither Moderately Strongly Don't know

agree agree agree nor  disagree @ disagree
disagree
Humans are protecte 25 35 6 33 63 8
by the current
regulatory framework
Wildlife is protected 19 20 14 23 69 24

by the current
regulatory framework
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Q13. Combined exposure to multiple substances from all sources

Compared with Q12, a larger proportion of respondents disagree that the current regulatory
framework protects humans (46 agree, 100 disagree, aneithé¢r agree nor disagree) or wildlife (27

agree, 95 disagree, and 23 neither agree nor disagree) from the risks associated with the combined
exposure to different substances with endocrine disrupting properties (combined effects).

Strongly Moderaely Neither Moderately Strongly Don't know

agree agree agree nor  disagree @ disagree
disagree
Humans are protecte 14 32 14 24 76 9
by the current
regulatory framework
Wildlife is protected 9 18 23 15 80 21

by the current
regulatory framework

Q14. Do youthink that the following groups are sufficiently protected from exposure to substances
with endocrine disrupting properties?

For all population categories, the level of protection is regarded as insufficient by about two thirds of
respondents (ranging betan 56% for adults in general to 66% for the unborn exposed during
pregnancy).

Population category Yes No Don't know
Unborn  through  exposure durir 47 920 34
pregnancy

Newborn up to the age of 3 49 90 30
Children until puberty 49 90 30
Young personaround the age of puberty ~ 48 91 30
Pregnant women 52 87 29
Adults in general 63 80 26
People at work 54 85 30
Elderly 56 78 34
People with illnesses 46 81 43
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Q15. Are available regulatory tests sufficient to identify endocrine disruptors for huimahsling
vulnerable groups) as well as wildlife?

Overall, 116 respondents (74%) consider the available regulatory tests insufficient to identify EDs,
while 41 (26%) consider the tests sufficient.

Q16. Are current provisions for data requirements laidwn in relevant legislation (REACH,
Biocidal Products Regulation, Plant Protection Products Regulation) sufficient to identify endocrine
disruptors for humans (including vulnerable groups) as well as wildlife?

Similarly, 114 respondents (71%) considett th& data requirements laid down in relevant legislation
(REACH, Biocidal Products Regulation, Plant Protection Products Regulation) are insufficient, while
46 (29%) consider the requirements sufficient.

Q17. Considering the information requirements ofARMH, the Biocidal Products Regulation and the
Plant Protection Products Regulation, do you think the likelihood of identifying a substance as an
endocrine disruptor is lower under one of these regulations compared to the others?

The likelihood to identifyan endocrine disruptor under REACH, the Biocidal Products Regulation
and the Plant Protection Products Regulation is about the same, according to 74 respondents (53%),
and not the same according to 65 respondents (47%).

Q18. Do you have any further commeenth available regulatory test methods and data requirements
under REACH, the Biocidal Products Regulation, the Plant Protection Products Regulation, and
other sector specific legislation?

Sixty-three respondents answered to this open question. The rasuliacluded in the relevant
section of the Staff Working Document.

Q19. Do you agree with the following statement? In vitro and/or in silico methods are not used
systematically enough to prioritise further investigations.

Among those who expressed anroph, a majority of respondents think that in vitro and/or in silico
methods are not used systematically enough to prioritise further investigations (80 agree, 7 disagree,
and 38 neither agree nor disagree).

Answers
Strongly agree 39
Moderately agree 41
Neither agree nor disagree 38
Moderately disagree S
Strongly disagree 2
Don't know 41
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Q20. In your opinion, is the impact of assessing chemicals for endocrine disrupting properties on
animal welfare minimised in the EU?

A bit more than half of theespondents expressing an opinion (54%) think that the impact of assessing
chemicals for endocrine disrupting properties on animal welfare is minimised in the EU to the extent
possible.

Answers
Not at all 12
Insufficiently minimised 43
Minimised tothe extent possible 64
Don't know 51

Q21. Do you have recommendations on how to further minimise the impact of assessing chemicals for
endocrine disrupting properties on animal welfare?

Overall, 108 respondents answered to this open questionreSh#s are included in the relevant
section of the Staff Working Document.

Q22. Are you aware of issues that result from the lack of specific provisioemifyingendocrine
disruptors in sectoespecific legislation for the following areas:

A majority of respondents are not aware of issues resulting from the lack of specific provisions for
identifying endocrine disruptors in secpecific legislation (from 60% to 70%).

Sector Yes No

Human and veterinary pharmaceuticals (only for effects onf 39 80
environment)

Electrical and electronic equipment 40 81
Other (please specify) 33 65
Medical devices and in vitro diagnostic medical devices (only] 42 81

effects on the environment)

Waste/recycling 42 81
Food additives 43 78
Toys 45 77
Workers protection 47 78
Detergents 46 75
Fertilisers 46 74
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Sector Yes No

Cosmetics 52 83
Food contact materials 52 79
Water 51 77

Q23. Are you aware of issues that result from the lack of specific provisiommf@gingendocrine
disruptors in sectespecific legislation for the following areas:

A majority of respondents are not aware of issues resulting from the lack of specific provisions for
managing endocrine disruptors in seetpecific legislation (from 60% to 67%

Sector Yes No
Electrical and electronic equipment 39 81
Food additives 40 80
Fertilisers 41 79

Human and veterinary pharmaceuticals (only for effects on| 41 79
environment)

Medical devices and in vitro diagnostic medical devices (only 43 82
effects on the environment)

Waste/recycling 42 78
Detergents 44 76
Workers protection 45 77
Toys 45 75
Water 49 76
Cosmetics 53 81
Food contact materials 51 76
Other (please specify) 32 72

Q24. In your view, on which areas should marketveillance authorities focus their activities to
effectively enforce chemical safety of products as regards endocrine disruptors?

A majority of respondents (80 to 90% of those who expressed an opinion) indicated that authorities
should focus on market mugillance across all sectors listed.
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Yes | No Don't

know
Toys 88 10 44
Food contact materials 99 12 37
General chemicals 93 13 40
Cosmetics 92 13 37

Human and veterinary pharmaceuticals (only for effects on| 75 11 52
environment)

Food additives 90 14 40
Waste/recycling 80 13 50
Plant Protection Products 87 16 39
Fertilisers 74 14 49
Biocidal products 88 17 38
Detergents 76 16 48

Medical devices and in vitro diagnostic medical devices (only] 71 15 53
effects on the environment)

Electricaland electronic equipment 65 15 61

Other (please specify) 27 13 63

5.6 Stakeholder views on efficiency (overall statistics)

Benefits of regulatory intervention include human health and environmental protection, smooth
functioning of the internal market, innation and competitiveness. Costs can be economic (time,
resources) as well as ethical (e.g. use of laboratory animals for testing). Efficiency considers the
benefits in relation to costs.

Q25. Has the implementation of regulatory requirements for endodiisreptors increased your
total operating costs?

Eighty-eight percent of the concerned respondents report an increase of costs related to regulatory
requirements for endocrine disruptors. Festght percent consider the increased costs to be
significant

Answers
Yes, to a significant extent 29
Yes, but not to a significant extent 24
No 7
Not applicable 42
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