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Laws mandate new approaches to regulating chemicals
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For carcinogens, mutagens, reproductive toxicants, bioaccumulative
substances and EDCs:
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Hazard-based cut-off criteria
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Pesticides and biocides that are CMR and EDC shall not receive
authorisation for placement on the EU market
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No risk assessment (as previously)
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Strongly opposed by industry and one EU member state (UK)
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Why no risk assessment?
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« Learning from past mistakes:
BEDBLNLFE :
— Persistent bioaccumulative substances cannot be brought back
one in the environment
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— Carcinogens and mutagens cause irreversible damage
RPADELERREMERFAFENGREEZL-0T
« Do EDCs have similar properties (is there “equivalent” concern) ?
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— Programming effects of hormones in development
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— Disruption: irreversible consequences
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The action of...

... the male sex hormone in the womb makes a man!
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Certain chemicals...
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...disrupt hormone action in foetal life by

BRRHIZ. UTOESLEHRILEUHIEERAZL=5T

blocking the receptor
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suppressing sex hormone synthesis

HHRILE DS B E

Demasculinisation
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EDC regulation: Three essential elements
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What is an endocrine disrupter?
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Definition (what is it you want to deal with?)
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Tests (do you have the tools to identify an EDC?)
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Criteria (how to translate test outcomes into regulatory decisions?)
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Tests for identifying ED properties
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Have to rely on validated and internationally agreed test methods
(OECD/OCDE)
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This severely limits the range of ED effects that can currently
become subject to regulation
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ED testing
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Current testing requirements
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drafted or those included in the Detalled
Review Paper
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EDC criteria for translating tests into “cut-off”
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The controversies and debates:
RS LR -

Subvert hazard-based cut-off criteria by regulating only the most
potent EDCs (industry, UK) — weak EDCs would reach the market
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Potency cannot be the decisive criterion, severity and irreversibility
of effect also important (scientists, competent authorities)
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Can a safe exposure limit be set for EDCs? (relevance for REACH)
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Broad scientific agreement on a procedure for EDC criteria
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Kortenkamp et al. 2012 State of the Art Assessment of Endocrine
Disrupters for Europ Comm DG Environment
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European Food Safety Authority

Committed to ensuring that Europe's food is safe

« March 2013 Scientific opinion on the hazard assessment of endocrine
disruptors
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http://www.efsa.europa.eu/en/efsajournal/pub/3132.htm

JOINT RESEARCH CENTRE

Institute for Health and Consumer Protection (IHCP)

« March 2013 Key scientific issues relevant to the identification and
characterisation of EDCs
201353 AEDCOHFTE & # it Tl (< BAE T 5 T E L RIFHIRE

http://incp.jrc.ec.europa.eu/our_activities/food-cons-prod/endocrine_disrupters/jrc-
renort-scientific-issues-identification-endocrine-disrupntina-substances




Proposed decision tree

TYOaAVYI)—F

Stage 1: Evaluation of evidence for ED properties
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Adversity
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Mode of action
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Proposed decision tree
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Stage 2: Evaluating human and wildlife relevance
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Apply weight of evidence approaches (to be worked out)
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Assume relevance in the absence of appropriate scientific data
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Proposed decision tree
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Stage 3: Toxicological evaluation
FZ=EBRE . SHFAFER
Potency {EFRRE

Lead toxicity EE@%&
Severity B

Specificity ﬁi'l’ﬂi

Irreversibility I~ a1t

No criterion decisive: no substance should leave the decision tree at
this stage
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In line with weight of evidence approaches: consider all the evidence
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Do not filter
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Proposed decision tree
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Stage 4: Final decision, classification and categorisation
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PPPR: cut-off
PPPR vemismg (2x) ®a) : HEfR

REACH: authorisation required

REACH : ﬁ le\h\z\g

Weight of evidence approaches to be worked out
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Case-by-case decisions necessary
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Deadlines enshrined in EU law:
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How to handle EDCs under REACH? (30 June 2013)

REACHIZE D < EDCOxtii% (201346830
H)

Criteria for regulating pesticides (31 December 2013)

EERH|EE (2013F128318)

Both deadlines were ignored by the Europ Comm

WIFhORAR &M ER R IXHER




Summer 2013;
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The “co‘r‘nmop sense” intervention by toxicology journal editors
BEEFHEHEEESICE D EBHEI TA
— Claimed that Europ Comm proposed EDC regulations that “defy
common sense” and violate “well established” toxicological principles
(threeholds)
(wEzEEa) L Y TS SEFHES (L
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— Rebuttal by US and Europ EDC researchers ( ‘the war of the editors”)
KEHEUKRMDEDCHREEN R ( [REEBLF] )
European Comm stops development of EDC crlterla
FRINE B = MNEDCEZEDEKTE 7 P B
— Impact assessment” deemed necessary
MR E5 ] A EE S HERH
— TTIP: USA opposed to EDC regulation
TTIP : KEMHMDEDCHHIZ & xt

2014: Sweden takes Europ Comm to court
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Where we are now
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Impact assessment and public consultation
= 5T & AR R

Does this include health benefits achieved through better regulation?
FYEDGHRFICE>THoNLIBELDEA
mEFEBESNDIN?

* http://ec.europa.eu/dqgs/health consumer/dgs consultati
ons/food/consultation 20150116 endocrine-
disruptors en.htm




Issues complicating impact assessments
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Apart from some obvious examples (vinclozolin, prochloraz, linuron)

uncertainty about which pesticides should be classified as EDC
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Appropriate data for making judgements not available from existing

dossiers
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Existing assessments
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The Food and Environment
Research Agency
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Agronomic and economic impact assessment for
possible human health and ecotoxicology criteria

for endocrine disrupting substances

Report to Chemicals Regulation Directorate
June 2013



FERA economic impact assessment — UK only
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£ 160 Million (per annum??) due to loss of ioxinil and linuron
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Due to yield reductions for leeks, onions, celery, potatoes, carrots
RE, ZIRF, O, O¥ALE, =D
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Other scenarios: up to £ 440 Million
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Estimates for entire EU (ECPA): 8 Billion Euros
EUZ{A (ECPA) TORE® Y : 80fE1—0O

No attempts to balance this against savings in health costs
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Thank you
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