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OECD Conceptual Framework
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Water Framework Directive (2000/60)

Directive on Environmental Quality Standards (2008/105):
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Plant Protection Products Regulation (1107/2009):
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Draft Biocidal Products Regulation (COM (2009) 267):
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s EMREICEIT 5 MM E R UK Health and Safety Executive (HSE)
and German Federal Institute for Risk Assessment (BfR)

* 20024 OWHO/IPCSDE&H%E I~k

“An endocrine disrupter is an exogenous substance or mixture that alters function(s) of the
endocrine system and consequently causes adverse effects in an intact organism, or its
progeny, or (sub)populations.”

AR BROELEICLIBEE - REHEEHSVVTHERE
ARG DEDIHTIERE - in vitroD T—RIXEYRin vivo B
ITE5EBNME
1. ®HEIZ CLP Regulations®CMR Category 1A or 1B [CHEEh TS
M? (fYES to 1, A9 <E.OFM D AHE(E/ELN.)
CLP: Classification, Lebelling, Packaging (5. &=, @)
CMR: Carcinogenicity, Mutagenicity, Reproductive Toxicity (FEhAtE.
ERFE. £EEE)
2. 2TOFELGET 20O - RIRFTEGHABRTIU27FOEMICHLTE
ERERETT—8HEHIN?
3. ARSI ELDERBBERTIRLHLIN?
4, EEIIEMBEELHIMN?
5. EREBIRBEOTRMEOHILRILTERZNHDHMN?
If YES to 2-5, RETIIXAS BHI<EMEELTHRS.

N <ELMEDEZDFBRIDOVTIFIRERMYDELELNTT,

CHLIRE, AIRAERBAZEEET DT, RTIVURTIREFRA TS,

WHOD NG i <ELME D EE.

AFNVA—R(Y—ToI—OD. EBEDFELEVDEELGELOGENHYET,

IPCSORADMMIEMENDEE. FLFLHTHEEFEL-,



“WHODE#E % LI

“An endocrine disrupter is an exogenous substance or mixture that alters
function(s) of the endocrine system and censequently causes adverse health
effects in an intact organism, or its progeny, or (sub)populations.”

A BNEADTAREMDOHIMELRSATVIPDELEDHS
* Potential ED:

“A suspected endocrine disrupter is an exogenous substance or mixture that may
alter function(s) of the endocrine system and consequently may cause adverse
effects in an intact organism, or its progeny, or (sub)populations.”

* Indicated ED:

“An indicated endocrine disrupter is an exogenous substance or mixture that
possesses properties that might be expected to lead to endocrine disruption in an
intact organism, or its progeny, or (sub)populations.”

3ICHE
*Group 1 — Endocrine Disrupter: known ED effects in humans or
animal species, in environment or lab studies.
*Group 2a - Suspected ED: some evidence for ED effects, in
environment or lab, but not enough for Group 1.
*Group 2b - Indicated ED: some in vitro/in silico evidence of potential
effect in intact organisms; could also be in vivo, but may/may not be
ED mediated.
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« TUI—YIE‘potency’ ZEANTUVELD T, RO BM<EL%E
RIPHEICOVWTEERETORAIILAL.

CTUR—IRBRESVYLRBEOS(IVITEERTS.

c LHOLGEHAS, R BH<ELE D HIBIZpotencyZ A /il &,
ZLOYPHEITOVTORFFYEHEIRDHAEEENDHS.
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REACH# |57
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WHO/IPCS (2002)D 5.

A BI<EDEEINEAEOMESH LV IE/EMETHY. 12500
HEPOASPBEEETZADIEICIYBREICEREEZRIZFT.H
ANIEDOFR. KEH ICEREEZRITZTVE (WHO/IPCS
2002).

ExE: WHO/IPCS OES (2004)TlEM &R 1Z:EM

BdokE. LB BE, CHE. REOELHHEFFOELIZIY,

DXL RIZHTHHEDE T OMROBREISOERICHLT
DEBRZEOEMMNEZS (WHO/IPCS 2004).

BRAKE (EEH) ICHTIERGEER
BEBHOEM: S5 (EZH)
BEHEBEOREN: £FEREIDE, BE)

WHO/IPCS®D . A5 <ELMEDEEZNDEZAATY,
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(OECD 234) Y HF/HE
mMEBEERER(OECD 231) {EFA#F (HPT)
BEIILSA 7L ILEER
(US EPA) ¥RELEBBF HPG)
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= ROY—=UTT7vEATIRER#ELM IS
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» EERZESWVE7TO—F: TXx

» |EHBDDOT—2OMER: EERBYDT—2IErEEICHA
TEEL

R BN ELYEDHBREZDREERELTHEBINTVWOIREZELDTHEEEL .
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* AN BROERABFESIUVEEREGBRAEICHTIELZED
AL HET EFN R R AL LRl T AE
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" REMORILEVELE. BERSLUBSICEREZEEZRIZ
THMEOAEASBHIEMELTRE

» 2MOBHETEILE EENGCERBRFIAHY. BF
BERETVEOAZADBHIEMELTRE

= weight-of-evidence7 7O—F %A\ Tin vitros LU
in vivoRBEHLEIC. AR BHI<ELERETES LD
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FEAFEA,

5L =A3, ERICBELTHRRIZEEF->TETLET,
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BBLEMWELEICOLT:

N BHIELMELF. NEAEDOMEH SN EDEATHY.
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TIL. EEHEDEEHLERLTVLET,

69



= EFSA (European Food Safety Authority) h5A%
W < BB DEZN2013F3R8(CHSD

= 2014F(CHENIEEMRBECADRH < ELYIEFHEBI(C
M9 32EHDBE

= AOFINT ) =)UiE. 2011F(CADbH < ELIEADRR
SHhEHTHEWIEEUTTEREINTWVS

« Annex XIVICIR#NET

= 2012FRIC, 4 -/ )T x /) —ILDOAZRH < ELNE

EUTOREZER

« IERREEICH U TER#FOIENSH D, £EICHUT
BREZREF TN D INE. SIVERIESHFOEE
WH3INEZANEH <EMBEELTERX D,

EUELTIKX.RE. AUFIL I/ —ILE/Z T/ —IILERD ELYMEELTE
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= WHO/IPCS DEZREEHRMDAI—IRAUMZT B

LIEDRERTHY . RALEBELTERIT REANTBACE
MHELBEEDEVRAG B EMEL S ToA TGN

" AHSBTOMEREHEBILTILEDY
RABTERGIS(TIT7ZEMTS

CIMBIE AFIVRETUI—ID ., EMEREIZEET BN 5 A <ELYE D 3R Fl 8
DEZEICODVTDEREFTLEDTHEEFEL,
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(1) AFTEDLTOT—H%Fli: acceptable studiesD R
+ EFERICRERER

- HEMNLGREBOTY I, BB, BE. S5

(2) fEREER:

= Invitro & invivo A9')—=2%57vt4 (level 2 and 3: OECD
conceptual framework for testing and assessment of EDs

= HARSAUICR>TWVEVWREBCERBERITWHE
v D AH=XLTHE
= ChoOWMRENETHhIE, ABREES
) BMRBCERELETITRENHLISCHHEEICEEHY LT S

= IPCS human relevance framework for robust and transparent
conclusion (Boobis et al., 2008);

= If no information, assume human relevance;

= If effects not relevant to humans, they could still be relevant to non-
target species in the environment.

BELBELTERRGISATITETEDOTVLET,
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(4) Potency considerations — adverse effects raising a
concern for ED to have been produced at relevant dose
levels:

Serious adverse effects < Specific target organ toxicity —
repeated exposure (STOT-RE) Category 1 guidance values
of the CLP Regulation

I i i

Oral 30 mg/kg bw/day 10 mg/kg bw/day 5 mg/kg bw/day
Dermal 60 mg/kg bw/day 20 mg/kg bw/day 10 mg/kg bw/day
Inhalation 0.6 mg/l/6h/day 0.2 mg/l/6h/day 0.1 mg/l/6h/day
(vapour)

Inhalation 0.06 mg/l/6h/day  0.02 mg/l/6h/day  0.01 mg/l/6h/day

(dust/mist/fume)

LEYEDEEERRILD, ERMSE. ERMSHE. BUESHZSISECT LS

FEDIEL

BELLTEREOHONTNET,

73



ARGHEEOT—SOFE

1 q K
(BRI HESL-MEAHEN? | [YES) ;‘lfﬁgggt{t
S N y
FoeFETNGRRTESLBEAISHL TR .v
L%’éj’ru:%#’;#a)ﬂﬁ&ﬁb‘#ﬁ#ﬁéh‘cuéﬁ\? ]‘ 4 A

s

INOT) | pss s <EIE

DRI IZEEL

s L

(EOEMECFOREREHATIN? | Mo | Syl EA
S

-’\ 4

AFVRETUI—VDRHNL/A . WEERD DN EDEDRFMRIZT 55,
BENEHET DHDAF—LTY,



ToR—7 GO REEICKY i

ECETOC (European Centre for Ecotoxicology and
Toxicology of Chemicals): Ei. (ERAEF. RE., Z 4k,
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