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| Background of guidance :

) Endocrine disruptor criteria |

. Guidance objectives and scope

. Assessment strategy

. Application of the ECHA/EFSA Guidance
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= ED criteria laid down in Commission
Delegated Regulation (EU) No 2017/2100
for Biocidal Products (BPs) and
Commission Regulation (EU) No 2018/605
for Plant Protection Products (PPPs)

= ED criteria are cut-off criteria, preventing
approval of a.s. unless negligible exposure is
demonstrated

= EFSA and ECHA were mandated to provide
technical guidance on the implementation
of the ED criteria applicable in the context of
the BP and PPP Regulations
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» Assessment versus ED criteria necessary
both with regard to humans and non-target
organisms

Section A — ED properties with respect to
humans

Section B — ED properties with respect to
non-target organisms

» ED criteria (definition of what constitutes an
endocrine disruptor)

* How to determine whether the criteria are
met
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a)it shows an adverse effect in an intact organism or its

progeny, which is a change in the morphology, physiology,
growth, development, reproduction or life span of an organism
system or (sub)population that results in an impairment of
functional capacity, an impairment of the capacity to
compensate for additional stress or an increase in susceptibilit
to other influences (WHO, 2002;2009

b)it has an endocrine mode of action, i.e. it alters the
function(s) of the endocrine system; and

c)the adverse effect is a consequence of the endocrine
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Endocrine mode of action endocrine activity
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» Assessment is based on ‘all available relevant
scientific data’

* Weight of evidence approach is applied in the
assessment, considering factors such as:

= Relevance of the study design for the
assessment of adverse effects and endocrine
activity

» Positive and negative results (i.e. consistency
of the results)

= Coherence of the (pattern of) results within and
between studies and across species

= Biological plausibility of the link between the
endocrine activity and the adverse effects, i.e.
the endocrine mode of action
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* Provide technical guidance for the
implementation of the ED criteria to
applicants, risk assessors

= Covers endocrine modes of action caused by

estrogen, androgen, thyroid and

steroidogenic (EATS) modalities

= However, available information on potential
non-EATS endocrine disrupting modes of
action also needs to be followed-up

* Focuses on ED effects in vertebrates; i.e.
mammals, fish, amphibians
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*» The guidance document, in order to establish whether the
ED criteria are fulfilled, describes how:
vTo gather, evaluate and consider all relevant
information for the assessment

v'To apply a weight of evidence (WoE) approach
v"To conduct a mode of action (MoA) analysis

* The guidance recommend to consider the data in a holistic
approach but start the analysis on the mammalian data
and draw a conclusion based on those before performing
and/or requesting more data on other non-target
organisms

= The guidance gives the possibility to identify a.s. for which
an ED assessment is not needed.

FHEBEDEAKETT, AAEFVADXERK, EDDYSATYTHRERFEARTVENE
INEHRTADIC. TOEBAEICOVTERLTLET, HIZIEWoE (FIFHIIRH
DEADIT) PFIO—FEEDLSITERYT 5. F=. FRABEITEED L S 2FEE
TEHENEVNDIETT, ETDT— R EMEMTIO—FTEET DL ITHELTLE
o DFY. EFEEFEHEYDT—RICEVWTOEELH>TEIWNFRWVEWNSIZET
_d_o

ChFEYDITIORBETIIFFEMNEND T —2HFEICEETYT, RIFEFVFELEL
2. TNEHABEIEELTEFET, WABICEALTREE MEE2<ALT—2ZANT
WBHEWSZETY, LEA-T, EMBMEZRAVERRZR/NRIZT S-HIZHLIFE
HEYMOT—2ZRAVTHNZRIKLET, DEYEHEBELGT—208HYFET, 3 LR
NEDDFMLNHIETRO oL LS & THNIE, ZDFEEZEDI A TIVTD
AY rFTEVSILDERVGITAERYFEREA, HAF VXA ZEDDOFHENTLELY
BZRIET AAREMZEZELTVET ., TNITDOVWTRHREFEELEERSETWEEFET,

10



~ efsam

European Food Satety Auttenty

The assessment stl‘ateq?/ is based on the OECD GD 150 which lists the
OECD TGs and help to the interpretation of the results

The parameters relevant for ED identification are grouped in four groups:
(Grouping based on OECD GD 150 & JRC screening methodology to identify potential EDs)

In vitro mechanistic B In vivo mechanistic
(OECD CF level 2) (OECD CF level 3)

[ I

Provide information on endocrine activity

B EATS-mediated n Sensitive to, but not
(OECD CF levels 4 & 5) diagnostic of, EATS
(OECD CF levels 4 & 5)

| |

Provide information on potentially adverse effects
11
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All relevant information must
be considered:

¢ guideline studies

¢ other scientific data selected
through systematic review (App
F)

< To support the gathering of
information=> App E

< Evaluation of data quality e.g.
relevance and reliability

“+From reliable studies assign all
parameters relevant for ED
assessment to the groups:

In vivo mechanistic

In vitro mechanistic
EATS-mediated

Sensitive to, but not diagnostic
of, EATS
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Assemble all available data and
integrate it into lines of evidence

ased on the aroupinag:

»Lines of evidence for

adversity from:
—_—
AIRAEE 365395 (03R4 0 [ ]
wgo" 19 |oes o evidence o
o T8 0Ny 3V !3?“."]
m

~Lines of evidence for
endocrine activity from:
m

]

m
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For humans & mammals For non-target organisms
\ = r 5 - = = . .
EAS-mediated’ parameters EAS-mediated’ parameters
reseen to be investigated foreseen to be measured in tl
in a two generation M !" ext
reproductive toxicity study test (MEOGH
OR
YECI G 41¢ 1S b
-LCTT
v mediated |
seen t investigated be me |
n an exten n
generation reproductive 'T-mediated’ parameters
toxicity study (OECD FTG « foreseen to be Investigated in the
443; EOGRTS) measured Lar mp an growth and
leveloj s say | GDA:
‘T-mediated’ parameters OECD TG 241), but it Amphibian
foreseen to be investigated SIS SOMIORRATIONS: POl AU,
in the required standard OECD TG 231) is negative, this
1Hil uie iedgull el SLc idai u 1 1
I e ) i ] woula | Imcient to support
SERdies i "‘ ki that T-mediated adversity is
toxicity, reproductive unlikely.
toxicity and carcinogenicity

CDT—EN—BIHESHET LB ZHRHEIENTEET, TETUVADENZHRD
F9, CHELTHEWEZETEFT LS. XA, EATS-HED/INT A —F =1+ 21K
HEnf-hESIMhENWSZEZFEZRFNERYFFA, FLT, +RICRESA TS
MESIHEVWSIEENDBEIZHYET,

ErRUBEELEICDONTTY, EAS-TENT A —F =D+ RITHRESINT-hE S M EL
SMIE., 2HAREEEMHREROECD TG 416 TORHBRBEREZEELENESI L. RIFDH
A RSAVIZEDVTWLENE S D, HBUIEHEE 1 HRAERESMHHEROECD FTG 4430
BENAFTEENESINENSZ ETT,

TNEDNNGA—F—THYFTH, +RITHEFSIN-EVSDIE, BEMEREBEIRES
., EEEEHHBRRUENAEHBR CTRIANEESNENESINAEVSORRRIZEY F
T, ZLT,. ChoDHBTHY EFIH., TOHBRIIBFEDEHICHLTEEASIAS EWL
ST EICHYFET,

EBHEMIZ DT TY, EAS-NE/NTA—EF—TITH, BREN+LEShFE-ELSDIEL.
A B LR 1 HAEERE (MEOGRT) TORAMNMEEINET., ZhIZOECD TG 240
TY., HBAWIARES A 7HA VIILEREBARFTSINENEIHNEWNS T ELHFRIZHE
UET,

T-NENTGA—=FZ—[2DNTTIH., YEYEEERRFEZERE (LAGDA OECD TG
241) TORAPVETI N, MEELERESHE (AMA OECD TG 231) OERMARRETH
NIETNHEEERETLGW S I+ LBIENESE Z £,

16



Testing strategy for the ED activity t'*-'efsa...
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|

Level 2:
E modality: ToxCast ER Bioactivity Model*
or

QECD TG 455, OPFTS 890.1300
if ToxCast ER Bioactivity Model is not available

Level 2:
5 modality: OECD TG 456, OPPTS 890.1200, OPPTS
890.1550, EU B.57

/GeIEAR AIMINY WO BIRY

-

Lovel 3

Level 2:
Human health and mammals

T modality: no tests available” E dality: OECD TG 440
(to be only if ToxCast ER Bioactivity Model is
i not available )
A modality: OLCD TG 441
Positive S modality: no tests available®
T modality: no tests available’

Level 2
A modality: OLCD TG 458

N =

Other non-target organisms
(1o be provided if the assessment of non-target
" other than is

£, A, S modality: OCCO TG 229
oA snsiysis T modality: OECD 16 231

-‘
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For humans & For non-target
mammals organisms
E-modality —-ToxCast ER Bioactivity ,
Model or ‘Uterotrophic bioassay in E, A, S modalities - preferably the
rodents’ (OECD test guideline 440). ||'Fish short term reproduction assay’
A-modality - 'Hershberger bioassay (FSTRA; OECD TG 229) should have
in rats’ (OECD test guideline 441). been conducted with the assessment
T-modality — Thyroid parameters of gonad histopathology
foreseen to be investigated in the , e
soniieddasiasditmiia The 21-day fish assay OECD TG 230
repeated dose toxicity, reproductive ||iS acceptable as well provided that
toxicity and carcinogenicity (same as || gonad histopath is assessed
or T-mediated parameters).

_ 7 T-modality - an 'Amphibian
S?—n1qdalnty - 'H295R . metamorphosis assay’ (AMA; OECD
steroidogenesis assay (OeCD 1G \ 1
g S e | TG 231) should have been conducted

456) and the ‘aromatase assay = = i N
iman recomblisntr (GPPTS or a Xenopus eleutheroembryo
PP T ' Thyroid Assay (XETA; OECD 248).
890.1200) carried out. / L

EATS-NMED /ST A —2 =D+ RITREF SN TOEN > IEEICRICEZ R ITNIEL S 4
WD, AR ELEENHRICFTFE SN ES I EFHHLATAIEESEVDITT
T, E FRUBEFBIZOVWTHRICTRE SN EEZDHDIE. E-rEHK (modality)
MD5E TlETox Cast EREMFEMRETIL. L LLFEIF-EBEFEMRKREE (OECD TG
440) DIERIABFET HHE. HIZTox CastETIATRICREASNDIDIEZFDETILIC
DVWTFERARABRCTIEHMMINIIBZIEL VS I LICHRVET, £z, CNETITRINI:
K32, ZDOT7 I M ALINRETH>BEERYET,

A-NEHXDIZEICIE. Ty MIHFEHN—2 2/ —5—HEk (OECD TG 441) DFER
NHEHZENARDONFET,

T-NMHEFRADGEICIE, FELANIL2OEBRE LTI NFEFTT-NEERRDEFZTo121
DEHYFEFEA, LAL, REEBLHLFEL LIEESGHEE (REESSEE. EESFMEHAR
EURENAMEER) OREENH T, AT CEEEN TR ISR SNFZEEFINIC
ZETHENLEIZRYFET,

S-HEHRKICONTIH., ERFADRATOAS FELEKER (OECD TG 456) . F1=1E7 O
<5 —tHER (OPPTS 890.1200) D#ERMNHILEAHDHEWNDI ZETY,

FEFRMEMICONTIX, E. A, SORAEKRKICTONT, #FF L FAFEHARBEAR
(FSTRA OECD TG 229) [CAJERRDFEBBFHREDOHEREHETHMINESTHS
EHEHOTWET, Tz, 35— DEFAFENNHBERI V-V JHBRTH->T. ThiF
OECD TG 230[=f2T=3 DAKOLNFITHA,. COHEE L EEROEBFREZMRED
HERAFMmSNFTET,

T-HEHRKXDOZEIC(F. WMELELEEHRER (AMA OECD TG 231) Ffr=I1&, €/ /\ABHRE
FARARELER (XETAOECD TG248) #EXMINETHAHELEH>TLET,

18



Adversity
sufficiently investigated

Adversity
Not sufficiently investigated

No adversity observed
or only sensitive but not

parameters available
Scenario 2a

No adversity observed
Scenario 1a
ED criteria not meet

Adversity observed
Scenario 1b
MoA to be documented

Adversity observed
Scenario 2b
MoA to be documented

efsam

European Food Safety Autharity

2a(i) Endocrine activity observed
MoA analysis

diagnostic of EATS |

2a(ii) No endocrine activity but sufficiently

o investigated

ED criteria not meet

2a(iii) No endocrine activity but not sufficiently
investigated
Further information to be generated

EVWSTET, CORRIZEDNTEDT—E2DHEINTE>TERLGSD VT YA HERY

ICRAEEINBEVNSONZIDRTA FIZHBERY TTHN, ZhnIZDNT

S HOFSEFAEYA

ELEEADR, RDRSA RTINoDEHET—RICETVTEDKIITREET HA

%h\& L‘5 Bgﬁé LT:L\&IEQE.\L\i—d—o
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1)Conclude “ED criteria not met’ if:

m 'EATS mediated’ parameters
sufficiently investigated and
EFATS 1 $ liaret -}

ediated adversity observed

2)Move to MoA analysis if: r r ' X ) ‘
1 2 - o
= EAT diat sity |
OR 1 |

EXRXMIZIEF., FETOHOIET O RADANZT = OERE LTI, EDYVSATIT
ME=ENEWEHIBEINDDIEEATS-NED/INT A —2 —DD+RI2HREE S, £IFEH
FBELEESBREATADT—RIEH-T, ™D, WFTNDEATS-NMEDEEHELED L
NEM-1=18E. HAWVIADBEEIZDOLTIEF+FAICHEE S, DDA BEHEHIR
LBNENDFEEEWNSIZETT, TNIE., CNEDYMEMNEDIZHS=HIZIEIDDY
SAT)TFETHBLEINBEITNELZSTEODNSTY, ADMEELRHDENSI T L. E
A#ELAHDIEWVNSIZE, ZLTEEERERNDBEEOMICEAEEAL (ThIEE 540
EWVWSTET, ThoOWTIAD 1 DOAN@EI=SNHEIZIE. TOYWEIZDONTIE
EDTIEGEWE WS HIBFE G Y £,

ZLT. COEATSZN LE=AZUAH D, FLERADBEENDBD oNGHEIZIERIC
EREEFDOERZITI&EICBYET, ELT. EATS-MEDEHEETEL L. AZWEN
LHERINTOEWTRES, EESNTRICBRESINEGN > FBEIEE S ITHERASBEIC
BYFET, FRANPEZ(EDONLGLLTH, FHAIRIFTTLLSONE LGN, £5TER
WIEZHERLGTNERZYFELADT, EOHICFEAMICHEREICT H5-HI2T—4
Y MARELIDTHITNELELEL, ZOEHICEHLWHZLELGERICE DT
MEHSBHNEGYFERA, TLT, ADREELASHSD - GLEZTZITHE LA TAIL
TYFEEA

20



ke efsg_,

Eusopean Food Satety

Aim: Establish the link between
the lines of evidence for
adversity and endocrine activity.
This link should be:

+ Biological plausible; and

+ Established using a WoE
approach

In practice this means establishing a
series of KEs (in the AOP starting
from the MIE leading to the AO)

« KE: empirically observable,

precursor step thatis a
necessary element of the MoA

+ KEs are necessary but not
always sufficient

ST, ERABFODWIZDOVWTTY A, TOEMIE. EYFHLEEARME L L TOREEMEN
BEEMHLENDBEEDBICHILIEINSEVWD ZENBMTY, TDHEELTEFIEADS
D7 7O—FEHEVEY, ERECAIMAZERT HHEVS &, CHIEF—EDETELA
NUNEHILTEHEEZBH®RLFET, HIAFEETLET Y FALICOLEASBRREHLHIC
THENWIET, COFEBARVFEVS DIEZDRTDEED S EERMIZEDD R
TYvTEWSZEIZRYETS, MOADANEREBYET, TEAANY FIBETES
BinEL, BTLITNHEIDITTREHY FEA,

BRHIGHIE LTAOP 25: fishz R TH A EMNKRICIIDDTIEHGLWHAERWET, fEH
BFICOWTOBREZTL., BETEIERICREIZGRYET ., 2 FRICETRHRRBRA RV F
BHOT. HRRBEBBAANY MHBHY . BELGRERVHDS LS ET, BETERKB
BE—ARNVFOHFELELTEDGITAERERNMEELGZVEVSLDTEHY FEA LN
DFEBICERICHIGT ARNEIDENDTI, Fleo TORIBANVFEVSIDIEED
REDEABFICEDSCMBENOGREL>TLHLDENDBTT,
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ED criteria

Egl‘-:ﬁilail;i Since 2018, EFSA

has conducted 90
assessments for the
mplementation identification of
assessments pesticides having ED
properties.

ST, NFETIZOZFATIUTDFEELFEL=, ECHALEFSADHA F UV ADEL LE
L7,

FNTIX, TTHSECHAEFSADHAF VU ARERICED LS IZFEDLN TSI EHEE
LLEWEBWET, 2018F LK., DFEY ZDHAF VA FEITINTLE. EFSAIL0
DI EZIT > CERENEDEMEEZE D LERIELIEZEDTT, HAFVREVSA T
THERINTUE, EDOFEMAFETOFERDICOVWTERBINIZIRELHLYFELE:
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T-modality
Additional
data ED
required assessment
Human health (HH)- waived

23%

R ED
No ED 0 7%
67% %

EAS-modalities

overall conclusions for
EATS-modalities

No ED Additional
32% data
quired

= 1

4%

assessment
waived
23%

HMEN-FWOWTWLIONEDFHENOE FORBEICEAT 27 ERAA D MDFEDELYFET,
HMEDLSIC. EAIOF¥— A RLTWADIEIEEKRMLBEATS-NERRICET 2R E
HYET, BRIET-NERKXEE, A, SONEHFXEICHIFTHVET, ERMIZIZE FD
BEEICDWLT., 29 %OYWEICDWTIXEDTIHEWEHIFIEhELE, 2FYIhODY
BIIEDDYSATI)T7%HE-LERBATL Lz, TOHEERLELTRH BN EME & (X4
BHEMDT-DTT, 12 BIZEDTHS EHBEEINFE LTz, 23 %IZDULVTIZEDDFH@A
ECHAEFSAD HA Z UV RIZEDWTERRBRINE-EWVWSI T ET, TNIZTDWVWTIXFERLET
B LET, £f-. 36%IZTDOLTITEMT—E2MAKROENFELT-,

MEDOLSIZ. COWRIIT-NEHLLE. A, SONEHEXLDBITRKECEL>TLE
T, TOEBRIETEIZ2OHYET., ETYWEDHRTEE LTEDY SA T T Eilf=9.
EDTHhBH EEZONT=2D., T, ZOT-NEKERIZCEOINAESIHEWVNSIZE, T
TRIZEVWTHIBENELEA., —H. EAS-HEHRKXDBEICIE4%ICEEE>TULE
Ltze T-NNEHRKXEEAS-NMEHKXOBDE S 1 2DEVE, T-NEHEKXDBEICITT—4
Y FARFOEZEIZIETHICHIBIEIN-EZEZONT-DITT, TN LEDEMT—2(X
HENGENEWS T ET, SUHDAHITEMT—E2ABELE INE-ONT-NEHKXTI .
EAS-NEHKADBEICITKRIZFEL>TVT., FNIF4MBDBEIZBENTESIZT—4
DEFNIEERDODFEHENTELGNEWVSHIELY E LT,

ZTOEHELTE, TELT, HioTWV=T—E2DLANIL, T—2t Y FH+5IZEASD
NEFZRX TR SN ESINTDONT., CORERIITG 416, TG 443IZE D\ TIThh
BRINEFEEYFELEATLEDS, TG 416D T—42 1y MIDEEL TEZOEABRAER S
NEDOPRIDHA FSAVIZEDNTITONFEDTH> T, TDNFTA—F—DBIFEIC
EATSEED /NS A =2 —DRAIENTHON TGN =& NI T EMNHY FI . EDZEFHE
TET—ANHREBICASTWVEMNo-EWNS & T, HBIERESN-EETIEfIS
ERIZEO NG =D, COKIGNFTA—F—Zi@Fm=d ZeNano1=. EEMEG
EREFEOHIEIETELGN 2 VWS 2 ETHNIL, TOBEICHFEERNET E50LIT
NIERREET CENTELGNEWVWS ZLIZKDHEDTY,
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summary of the ED assessments foi ~ efsam

Europesn Feod Satety Authanty

T-modality

Non-target organisms -

overall conclusions for
EATS-modalities

EAS-modalities

NoED
8%

FFRHUEBDICOVTORRIFE FDBERDIZEEREC RGO TVET, LLV50(F, 1]
BEDLSC. —BELENZ—UNAT-NEER CEAS-TEKRRXDEICROONENDE T,
EXRMICEXRFOBEHICEVTEMT—E2B/RBELEVNS ZEICHYEL, EDEEICE
DEHEEINE=DIE3WICEEFT>TWELIEL, 13%ITDOVWTIKEDD YV 54 TUT7 %=
- LTWERATLE, GEMELDS & EXRMIZII TN - DFRERITEZE ZIEZRHEY.
BICRAELMEHICEVLWTEEFELEIN., TNoDERERE LD DIXEDsOFFHEIZDLNT
[FEYI TGN 2EVWSTENHENLTIN, ThoD+HLREHRAREEA TG
MNoE=MNBTY,

COVHOAEOEMRBRL L, BEZOLISHRBREVWSDIEF Y RVFEMIZKOHSNT
WETH., HFEYFEBRNZNWEDOTEBHY FEA, EDsOFHEIZELF=H D TIEA L E WL
STEREFRABEBRICEYBRRIIESSICT—ADEMERDHBZZLEICH2IEWNS T E
THAZT VADEKRIZE DNV -T—2ZERLZFELT,
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10 out of 88 active substances have been identified as EDs:

Thyroid (T) = Estrogen (E) mAndrogen (A) B Steroidogenesis (S)

: E 1

« The conclusion was always based on the identification of
EATS-mediated adversity and when, available data on
endocrine activity were used to further substantiate the MoA.

+ For NTOs, the conclusion was based on adversity for
mammals which was considered relevant at population level.

L=

ZLT. 88EMMEDHDIOMEMNEDE LTRIEESNFE Lz, CHNIFRRBEHRILECD
NEHKKX. TXMATY, TnsoTF7o Ay, R704 FEEDOHE#NRKTT, ZL
THEMmIE. BICEATS-NEAEEZEOREICEDVTLENEVNS T EMRRITAY FL
o ENICEK D THRDBFMEICOVNTHEONET -2 LEVNSDRMERAKFZ S S ICERKR
ST H=BHITALLRFE LT,

CHDEATS-HABEHZED/INTA—F—TIHA, RIFEFVELRELSIC, RATBFNHE.
ZLTEDEERLEVNS LOBNHRICEYEIDT, E502FERELVSDEBT
ZIohDEEENHDENI T EICRYET, TENEERAKFZEAKILET H51=0IC
RAWFE LT,

FEFEMEYDIZETTA. CNIFERBELANILTEHEELH L EBERIN-FEHICED
WTWFET, LLATEENEARLANLTERESNT, TAAE FZELEELTHD EW
Sl EICBYFET L. ERENEYDIGEE. COFEFELEVSIDEZEDOEKFELANIILTH
BEAETNEEGESENEND ZEITBYET, LEA->T, TOEETENHENT T v
NOTAEF>TLRITAEWNFLEWEWS Z EIZRYFET,
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22 out of 88 active substances have been identified as no ED for
HH and 6 out of 84 for NTOs:

» Regarding T-modality:

The conclusion was always reached on the basis of no
adversity observed in vivo for HH and on lack of endocrine
activity based on level 3 studies for NTO.

» Regarding EAS-modalities:

Both high level in vivo data and mechanistic information (in
vitro and in vivo) were used to reach conclusion for HH. For
NTOs the conclusion was mainly based on the lack of
endocrine activity.

=]

E MMEEICE LTSS EMMEF22MEMNEDTIIGNERIE SN, FEEMNEYIZHLNTS4
EMYER e YWEMNEDTIHEVWERIESNTULET,

ZnmD, THAERKICELTORBTT A, £ MEEICS L TEBICEEMAN vivoT
BHONEM 1= E NS CEMRBHRICHE>TOET, £1-. FEMEMICHLATLlevel 3
DRRIC & BRMBEROREE S OAEITRME LTHYET, £ MEECELTIE.
EAS-AERRIC DOV TE LA Lin vivoDF—% . Z L THERBFOEROMA ISR ST
HRITEL. FHEREMICEVTASBERORENSIRIZEY E L=,
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"There may be cases in which due to the knowledge on the physico-
chemical and (eco)toxicological properties of the substance an
ED assessment does not appear scientifically necessary or
testing for this purpose not technically possible.

For 23 active
substances the ED
assessment was waived

based on:

« Irritant properties

Formation of MetHB

Inhibition of AChE

Substance used as food/feed
additive

Non toxic mode of action, e.q.
repellent

Natural occurrence of the
substance and/or degradation
products &7

No ED: ED assessment waivea

Ld - Ld

WME QWL SRS () SHSNAORE, 250 MRASHEPRIZ, =
DEMDT-HDRBA KM FATELBENHY E Ui, 23FHMEIZ DT IEEDF
MOBELRLERYELE, COFEORRIE. TS5y FI—LEh, REAAILED,
h—RAE— bk, 25\ >-WEELTRBRENE LE,

EMERIZHLTLRDOTTA, REYMEOS MANETOEVOEENH =&, f@oH
DEEER. BIZAETEFILAY IR TS—EDEENH>EVSIBHE, BROER
DRMEF . BSEOTEF]. BRAEEVE. 2BPIRRSINDIEVIHRICE>TVE
nITTY,
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+ For HH, additional data to conclude on ED were required for 33
substances:
~ In all cases, the additional data were required to conclude on
EAS-modalities. Only for 2 substances, data were requested
also for T-modality.

+ For NTOs additional data were needed for 58 substances of the
cases and in many cases level 3 have been requested

Additional data requested for NTOs

EAS-modalities FSTRA -

T-modality

LAGDA WFSDT WMEOGRT EGD 148

ST, BMMT—8MREEG>ELDICEALTTY A, E MEER., Thd oT-HEEK
£ €5 TIA, EAS-NMEKRICOVNTHRRT AICITEMT -2 AP HEICOVTREL
BYELI, T-HEKRKICOVTH 2YEICOVTT—EINBERINFE L],

EEMEWIZDLNTIE. EAS-HEHRKIZDOLNTTI A, 58EIZDULNTEI(Clevel 35KE&R
DEMDT—2EERLTNET,

LI—REELQIER, ShEFEFEXE—FRAUFTT, WO SERBEHLT T
A—FTY, EDNLIEHT, L LEMTHHEZERI 4 T 7HERSA TGN
ERERDITET, LML, 3L LED, RRREENBETH - -5HE. TOFHELEDL
FhiEGEYFELA, TLTHERABFEZR TG TARGRYERA, TOT—RIZEDWL
Tz L TERICSEL EWS 2 ETY,
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« For 28 substances EFSA conclusion is publicly available;

+ For most of the active substances additional data have
been requested (3-30 months);

- ECHA-EFSA Guidance was always followed;

+ Differences in the assessment between human health and

non-target organism (availability of data, conditions for
waiving).

28 EIC DV CEFSADFERIIART—2ELTHRELDY T TH A FTRARINATULE
T, RFEQDFEMEICOVWTIFEMDT—E2NERIATHET, 3~30NACHLVBE
[ZE>TWET, Ff-. EFSAOAA AV RICEIZEDOTHIIEhTWWELEA, C0
EFDRELEFEEZNEMEDTFMDELWNSDIE, T—E2HBNAFTELINE SN, E RIS
BLTEEYBRGET—208H50ITTT L, £f=. ZIFEHRBALI-EEY.,. RBREHIC
EOTROLENTNET,
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Thank you for your attention!

For any query:
maria.arena@efsa.europa.eu

30

Lo CNIEFFADREDRAS A F TR, Bk, HEEXEHYNES CSVVEL. b
LM EMDOEERENHYE LD, FAICIVE I FLTWVEVWTLHEETY,
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Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss

Follow us on Twitter
@efsa_eu

@plants_efsa
@methods_efsa
@animals_efsa

Contact us

" efsam

European Food Safety Authority

Receive job alerts
careers.efsa.europa.eu - job alerts

Follow us Linked in
Linkedin.com/company/efsa

efsa.europa.eu/en/contact/askefsa

F1f=. EFSAQY) UV IZEGE LTV -ENTHLELFEREA,
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