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TIIHR MO summary of the preface 45, The objectives of uterotrophic assay, both
immature and/or mature with OVX is defined in the OECD framework in documents
released from OECD office(Agenda Item 5 for Tokyo Meeting, especially its Purpose and
Background, l.e. paragraph No.3) Z® paragraph No.3 32— L 7= D TT,

# £ : Agenda Item No.3 3% 4 O 5 & 132 < BB identification #%{B L T3, No.12
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INEDRBRELTONALIREATHRNEE >TSS, No.3 & Nol2 l3FET 3,
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OECD 139 LT A M AY— RT disruptor 2905 &id#E % Tz, Explanation of
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OECD/EDTA has been seeking possible testing system, which enable endocrine
disrupting chemicals in terms of their hazard identification. Among the documents
globally assigned for possible methods identifying endocrine disruptors had released for
collecting general comments, and, currently, three methods have been selected and
discussed for global validation studies. The Uterotrophic Assay which is considered as
suitable for the screening of chemicals which disrupt the sex hormone system in the
OECD Detailed Review Paper on the appraisal of Test Methods for Sex Hormonal
Disrupting Chemicals. The assay is also recommended by the US EDST C.

Tokyo Meeting for the Validation Management meeting is supposed to finalize the
protocol for second step to the tripartite validation studies.

However, there seems to be a bit of confusions in characterizing the method, i.e. aim of
the methods. This may probably because of uncertainty in understanding of the

following state of arts.

L HECOWTEH?EBOES, 4, 5, 6 DBEXTTYH,

B BB 3HD 2O A LHDETH,. B OHEMWZVWOT A LWIEHIIHLTFE 4,
HB & L Tid, INTRDUCTION, PURPOSE, SCOPE, RELEVANCE, APPLICATION AND
LIMITO OF TEST & Definition & Experimental animals & Test Conditions %1% 0 £ 77,
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150%1C%7=2 EZ X TWET, IRDYNDED positive control TIEH Y T A, ZOHMAILL.
i TY,

1)) The positive control dosage of E2 should be high enough to be significantly detected and
low enough to assure the sensitivity of the test system. To satisfy both issues the positive
control level should be seet close to lowest observed effect level(LOEL) in this test system.
According to the experiences obtained in literature and/or experiment. The LOEL of E2
with clear statistical significance is commonly observed at the uterine weight of 150% of the
concurrent untreated control.

JIE . FEZERETTRITNEERTLHEND I ETLE DN,

B F5TY. BIPEVNROBVWEDICERENTRVEEL. BB ZHDTAREONE
945, N=6 TTHEIEEBDHNETH,

AH o MEBICHLUTH0BDFEEEOEME NS DIINBZVEDOBFELRED,

BE IAMNOIFVELZBEICBSLTRIETA2EVWIOTIEHAZL, MBHE 100%&LEEE
150%pL D & & A % positive ICLEDEDIHATYT. bEAAVHIBEFTIA MYV OE
Z ETHEHALNSEOTFEERIIT SN IKETZLEZEZONS. BB ETIE N=6 T 150%
DFEEEBHMMELS E2 13 1ughkg 5 05ugke T, ELLERMFTORTHREZ O
COERT 150%< bWOERERDET., LML, S5 FORMEDNTIELEDZM DB LN
FRHADN, BEDT—FVIEIFNERESTVRVWOTSDEUADRIZDOVTIEZND TV A,

Bl FER 213 200%&E L TWBHA, [FH EL TR 20060K D HEVWEZ A ZRD 24,

S LOEL 2P 2RERIEINTNDLEIZLNI{TIORITLEDTT,

JIIE 2 150% EMET B EERIPDICK<KRBRDZOTIRAVWTLL S0, RRELTIIARZD
THEVNI TEMKRBDOTHY, TINSHFEZEDTHLIANETEVWOTIIRWVA,
K 150%ENIHFTHET DI ERBMLWVT I,

EFE . TlIH 150%ETHENDZETI?

ER: CTITHENMHT B EEBRMNPDIZ W,

EH :200%&EEHIDEIAPTELITEATNSDT, 150% & 200 T TRBLIWVE
EFTVOTEDLDIBBFENHTEZOTYT,

F HARRREZESZLESTL X 3,

i : FEEBEMEAN VA D TEOREOERHLOTLLIN, ANV Tk DEN
2O THND chemical DR THEDIZIIEDTL X D,

EH . F20OEIAR], DIERITEEDTTI,

Il : FEERBBEMEVSORFUI—MrOTI—ZARERESTHEDSTLBEED
DTMBERLEVIIIEFERELTLETORETVOTI,

HE: ERIZ. TEEEN TSP CELARVWET, POLBEFERALNANERICAL
NZBVWERE, TR, XRENS OEMAFEICASNND ERID D THITEVEE W



SEDITHF L TATIIE DS TR,

MR EBRIIAMITF L E2HETEE 0% SVWETERLTLEVWET LR, 7oy d
ZAMOBEIREENa N O TES,

EE  FEEEN 20060 LA LVWIDIR, BEREBET I MN—IZETZ2EOTHMIEZD &
DWREBXZDOTEN, 2 ABOREZTDHLERIR., ETBRVCEVWEBEZRD T, REIC
BWHABZRDDLEVNSIZETL XM, Low dose IEWRR#EICIL L EERA SN A M+ F
ANASNZELVDIIBEVWHEEWS ZETTH,

H 5 @ 17 B -estradiol should be the positive control substance. Other estrogen may be
served as positive control material with scientific rationale |38 LU 7= XE T,

H 5 @ administration {3 administration of test chemicals IZE L TF X\,
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measured & U TANDDITEL WEBWET, Toxicity indicator % clinical observation &
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recommended ~& FIFL £ T,

H 6 ® 3 DATA AND REPORTING {3 L <:EBMUZIEBETY.

NI : 20 ETTH, H 1 @ PREFACE b introduction IZANABRETIRAZWVWTL LD
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3 F : uterotrophic assay TFEEENEBMLEZ IR LT, ROEDIKEELTWVET,
The uterotrophic assay may effectively identify those chemicals that bind to estrogen
receptor. Taking recent discussion within OECD framework into consideration, it is,
however, appropriate to understand that such chemicals should not be regarded as an
endocrine disruptor based solely on the result of the method herein defined. Namely, the
descrition appeared in the document that reads “the method is suitable to define endocrine
disruptor” is actually implemented as the following clause.
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