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Commission

ROADMAP P
Defining citeria for identifying Endocrine Distuptors in the coniext of the | = F 7 » ’ 1
implementation of the Plant Protection Product Regulation and Blocidal Producis
Regulation
LEAD DG — RESPONSIBLE UNIT DG ENV.AZ, DG SANCOE3 [DATE OF ROADMAP 062014
This indicalive roadmap Is provided for Information purposes only and fs sublet (o change. N does not prejudge the
finaldecislon ofthe Commission on whether his nfiative wil be pursued or on s final contens snd siructure.

TITLE OF THE INTIATIVE

E—DFREX. EMRER

(1) Whatis the political context of the initiative?

(2)! Hiow dos. & relte th past #1d posaile fulure natves, and I other EU policies? - -~ {
(3) What excpost analyss o existing polcy has been carried out? Whal resuls are rebevant fortis nave? | _ l’ A i D l L A

m

Chemicals with endocrine-disnpting properties ("endocring disruptors” — ED) impact on the hormone system of h r— -

animals and humans. Endocrine disruption is a relatively recent way of looking at the toxicity of chemicals. There z > \

s now scientific consensus in many areas. though diverging views exist on specific points within the scientific & -

community and regulators worldwide
There is general consensus on the W

HOIPGS (2002) definition of an Endacrine Disruptor. It s defined as an L -
bstance or mixiure that allers function(s) of the endocrine system and consequently causes
adverse health effects in an intact organism, or its progeny, er (subjpopulations. o

exogenous su

Although provisions on ED are in force in some sectoral EU legislation, no formal criteria have been estabiished.
intemationally or at the EU level, for ideniifying ED.

The placing on the market of plant prtecton products and bocidal products e reguiaed by 110 separate
pieces of Union legislation namely the Plant Protection Product Regulation (EC) 1107/2008 (PPPR) and the

Biocides Produst Regulation (EU) 520 2013 (BPR) odey sach nstumen, he colegslaars have emgaered —_—

the Commission fo o y with disrupting properti i J "(¢ E Ds b — & 't L \
The BPR and the PPPR also sat the ragulatory consequences for substances considered as ED: Annex Il, | =]

Section 36.5 of the PPPR and Arficle 5 of the BPR stipulate that substances having endocrine disrupling

properties which may cause adverse effects will not be approved for the respective use, unless: t p— -~
ottt & [[2H LT | 48 By

the exposure is negligibie, or

the substance is necessany o contol a saious danger o plant healfs uhich camnatbe | 2 | -~ ~
contained by other available means including non-chemical methe (1his provision can
ony 08 3ppbefo A b pad of § years Fid

For a Biocidal Product
the risks are negligible, in particular where the product is used in closed systems or
under other conditions which aim at excluding contact with humans and reiease into the
environment, or

the substance is essential to prevent of control sericus dangers 1o human health, animal
health or the environment. or

not approving the substance would have disproportionate negative impacts on society
when compared with the fisks.

Further. Article 19(4) of the BPR stipulates that substances having endocrine disrupting properties {i.e. not
specilying 'which may cause adverse effects') il not be approved for use by the general public.

@

T pros o e PEPR o e SPR ey S04 e et o e et s iene | (tjon/impact/planned_ia/docs/2014_env_009
_endocrine_disruptors_en.pdf

Gtora thal vl be. used 1o Kontly substances wih sndoceine dsrupieg properties under o i

Regulation and the Plant Protection Products Regulation is related to the general calls on the Commission to

RIZA—KIYTIZDWTTY, A—KRvvTelvbnd e, 1 LSAUD =, LD
FTITAZDOYFETELSRDEISBEDOMNFNTNBEWNSSSIZEZ DD TI .,
STIHALT, O—FIYTTHRIAIZEHONTLED (L. A h<ELILEYEE ST
FTB=HDISAT)THRELTWT, #HEHWTEL, i— R0 HLZL, S
A—RIyTENVHNATWSED T, EEICHNCTHLRREWTT N, XENT 5oL
WATHNSEDTT,
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ASPECT II:
ASPECT I Approaches to regulatory decision making
Approaches for EU criteria to identify

docrine di A. B. C.
ENETHINE GRS No policy change Introduction of Introduction of
(baseline) elements of socio-economic
risk assessment considerations
into sectorial into sectorial
legislation legislation

Different decision making: Alignment of decision making:

1) strong focus on hazard: 1) hazard — risk
PPP
BP consumers

2) based on risk / socio- 2) no changes
economic assessment:
BP professional use

REACH Legislative change

- - e . OPTION 1.A
1. interim criteria (Baseline) (BASELINE) _

2. WHO/IPCS definition OPTION 2.A OPTION 2.B OPTION 2.C
3. WHO/IPCS definition + categories OPTION 3.A OPTION 3.B OPTION 3.C
oy 9
4. WHO/IPCS definition + potency OPTION 4.A Simila to 2.6 a.nd 2L
thus not applicable df
10
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Suspected Endocrine Disruptors
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ATIY—II: A iEEmE
Endocrine Active Substances
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