I ARCOEMNAMEEMDEED M

(1) RS DE%E

BEEH2-—1 (A#K2) |

IARCE®/4557 PREAMBLE (#)

AR DEEDELTAR

The agent is described according to the wording of one of the following
categories, and the designated group is given. The categorization of an agent is
a matter of scientific judgement that reflects the strength of the evidence
derived from studies in humans and in experimental animals and from
mechanistic and other relevant data.
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Group 1: The agent is carcinogenic to humans.

This category is used when there is sufficient evidence of carcinogenicity in
humans. Exceptionally, an agent may be placed in this category when evidenc
of carcinogenicity in humans is less than sufficient but there is sufficient
evidence of carcinogenicity in experimental animals and strong evidence in
exposed humans that the agent acts through a relevant mechanism of
carcinogenicity.
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Group 2.

This category includes agents for which, at one extreme, the degree of
evidence of carcinogenicity in humans is almost sufficient, as well as those for
which, at the other extreme, there are no human data but for which there is
evidence of carcinogenicity in experimental animals. Agents are assigned to
either Group 2A (probably carcinogenic to humans) or Group 2B (possibly
carcinogenic to humans) on the basis of epidemiological and experimental
evidence of carcinogenicity and mechanistic and other relevant data. The terms
probably carcinogenic and possibly carcinogenic have no quantitative
significance and are used simply as descriptors of different levels of evidence of
human carcinogenicity, with probably carcinogenic signifying a higher level of
evidence than possibly carcinogenic.
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Group 2A: The agent is probably carcinogenic to humans. TJIL—T2A: EFIHLTEZLCEDPAELH D, i
This category is used when there is limited evidence of carcinogenicity in COATIY)—IZF, EFIZEVWT TEAAMDRE R EE
humans and sufficient evidence of carcinogenicity in experimental animals. In | #l] AH Y. EREBMICE VT EAAMED+R LI A H
some cases, an agent may be classified in this category when there is | 2F&ICHWLVON 5,
inadequate evidence of carcinogenicity in humans and sufficient evidence of WLDOADTZT—ATIE, EFZEVTE NENAAKEOT+S
carcinogenicity in experimental animals and strong evidence that the | ZREEH ] T, EEBHY TIX TENAED+REER] KNHY .
carcinogenesis is mediated by a mechanism that also operates in humans. | M2, ZDEMNANE FTHLHETIEARFICL-THERES
Exceptionally, an agent may be classified in this category solely on the basis of | W5 Z & & RIBEGAMAFET HEEIC. COATI —
limited evidence of carcinogenicity in humans. An agent may be assigned to | ICH3EESh B ERH B, BHIsMIIZ, ERIZEWNT TEAAME
this category if it clearly belongs, based on mechanistic considerations, to a | DEEM LI | AHD_EDH T, COATI—ICHFES
class of agents for which one or more members have been classified in Group 1 | 5 2 &N H b, —HOEARFOS> L 1 BEULOERREF
or Group 2A. BRITL—T1IXRF2ACHESIATVEEEIC, FRAKELNL
ATHLONCELEHICETSERERFN. COATITY—ITH
HINnDIELH B,
Group 2B: The agent is possibly carcinogenic to humans. JIL—T2B: EMIHTEIREDADAREELH D, i
This category is used for agents for which there is limited evidence of COATIY—ICIF. ERITEWNT TEAAMEDRE R REE
carcinogenicity in humans and less than sufficient evidence of carcinogenicity in | #l ] &% Y. EEBRIMTIE TRHLAED+ LN BNH D L
experimental animals. It may also be used when there is inadequate evidence of | § X WMGEIZAWL S 5, i
carcinogenicity in humans but there is sufficient evidence of carcinogenicity in Tz, ERZBVLWTIE TEAAKDOF+97%GEEH] T, EE
experimental animals. In some instances, an agent for which there is inadequate | E1¥ICE VT TEBVAHED+ RG] AHSHHZEICEHE. ZD
evidence of carcinogenicity in humans and less than sufficient evidence of | A7 I —HAHAWVWLNDZ I EAH D, HHBEEICIE. E MITH
carcinogenicity in experimental animals together with supporting evidence from | W TIX TEAAMED R+ 5 GFEH ] T, ERBWICE N TIE M5
mechanistic and other relevant data may be placed in this group. An agent may | WA D+ HEEHN ] AH D EIXEZA T VA, FRABFER UM
be classified in this category solely on the basis of strong evidence from | DBIET — 2 M O X HF HAUN—EICHFLSNLTVDIHFEE,
mechanistic and other relevant data. DATI)—ICRET L e HD, EFARERVMOEET
— AL DBEHBARDAICE>T, COATIU—IZHET
HELHD,
Group 3: The agent is not classifiable as to its carcinogenicity to humans. GIL—T3 : EMIHTEIENAEIZCOWTHETSHEMNT
This category is used most commonly for agents for which the evidence of R AN )
carcinogenicity is inadequate in humans and inadequate or limited in COATI)—IF, ERIZEVTIK TELPAMDOF+57%E
experimental animals. W) cHY. ERBVIIEVT TEFNAEDOT+REXRIERE
Exceptionally, agents for which the evidence of carcinogenicity is inadequate | HIZEEE#L] THBIHZEIC, RE—MBMICERAIN D,
in humans but sufficient in experimental animals may be placed in this category BINEIIIZ, ERICEVWT TEAAEDR+REEEH] THY .
when there is strong evidence that the mechanism of carcinogenicity in | EEREIM TIE TEAAMD+ RG] AHEH. EEEYIC
experimental animals does not operate in humans. BITA2HRMPAMERABENIE FTHRELGWVW. EE2 R REL
Agents that do not fall into any other group are also placed in this category. A BHLSBERIC. COATI)—IZREINEIZZIENH D,
An evaluation in Group 3 is not a determination of non-carcinogenicity or tHOWTFhOTIL—TIZnBEBINGBEWEEEL, COhTIU—
overall safety. It often means that further research is needed, especially when [CH$ET D,
Group 3 1%, HMEFETHRIAAMETEHLGWNET HLDTIEA
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exposures are widespread or the cancer data are consistent with differing We Z2LDIHEE. TOYEICH T IBRBENLEBICHLHIEHZEPL., F
interpretations. NAEDEEIZC—EMENBEBVN(T—EINNTFTWLD) &FITIEFE.
SHLHBEARNERINSGZLEZEKRT 5,

Group 4: The agent is probably not carcinogenic to humans. TJIL—T 4 EFIZHLTEZLELAENLGTL, .
This category is used for agents for which there is evidence suggesting lack COATI)—IF, EFRUEREMICENT TELAAED
of carcinogenicity in humans and in experimental animals. In some instances, BWI EZTET LI AAHHGERICALVLGN S, HHBESE
agents for which there is inadequate evidence of carcinogenicity in humans [CIE, EMITBEVT NENABEOT 24N T, EREY
but evidence suggesting lack of carcinogenicity in experimental animals, SHEWVWTIE TRNVAENBNT EE2RET DM BHY. A
consistently and strongly supported by a broad range of mechanistic and other HBLHERAKFRVMMOBEET —FICL>T, —ELTHEANIIX
relevant data, may be classified in this group. BIhdLTIC, COATT)—IZRBEINEZLELH D,

(2) ERBMICEFTIAROATIT)—DEE
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(b) Carcinogenicity in experimental animals EREBMICETEIEMNAM

Carcinogenicity in experimental animals can be evaluated using conventional ERIMICHE T E2HELAME. REOBMAR. ERFHRE
bioassays, bioassays that employ genetically modified animals, and other | Bf#ZH WL =B, TOMDENABRZRO—DOULEDY ) T+«
in-vivo HDIVEERBEICESZYS T in vivo RERZBAWVWTEE@ I 52 &
bioassays that focus on one or more of the critical stages of carcinogenesis. In | T %, RN G EMBYRAR, XFEHBOHLE é‘— IV RKRA
the absence of data from conventional long-term bioassays or from assays with | > FE LE=REBOT—42 2B WEE. EREWICH T 2R LA
neoplasia as the end-point, consistently positive results in several models that MOMBOEEICOVWTHET SRICIE. SEERNABED
address several stages in the multistage process of carcinogenesis should be WS ODDEBEICOVWTHRFLEZVWSDOMADETILTHE LN
considered in evaluating the degree of evidence of carcinogenicity in —BELEBHEDRRZEZEREINETH D, X
experimental animals. RBRBYICETEIRENAMEICET SERIE. UTOHTIY

The evidence relevant to carcinogenicity in experimental animals is classified | —DWFhh—DIZHFEEh B,

into one of the following categories:
Sufficient evidence of carcinogenicity: The Working Group considers that a | M A D+ 4 % 5EHL -
causal relationship has been established between the agent and an increased (a) 2EBHEULOEFME,. XIET (b) 1EBEOHBYTEL
incidence of malignant neoplasms or of an appropriate combination of benign | 2. 2L 2 EME. XIFELZDI O /LTERESINT:
and malignant neoplasms in (a) two or more species of animals or (b) two or | 2 DU EDHWI LE-MEICHF T, fRARFE. EMEEEOH
more independent studies in one species carried out at different times or in AREN., XRGEMESLEEBSEOBEULGHEEOREEE
different laboratories or under different protocols. An increased incidence of méEDHEICARBEENIEILEIN-LDEHBHSINDLES, i
tumours in both sexes of a single species in a well-conducted study, ideally BEICERIN-ABMAR (GLP TEHEMICERI LA
conducted under Good Laboratory Practices, can also provide sufficient | B8) T, 1FBEOHYOMBEEE CESXERISEMLIZEE
evidence. L I+2%880] £GYRT5,
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A single study in one species and sex might be considered to provide sufficient 1BEOCEYMORA TH-oTH., &
evidence of carcinogenicity when malignant neoplasms occur to an unusual | EfEE A, FEER, 4., BEOBEXXIHEEHICALT, B
degree with regard to incidence, site, type of tumour or age at onset, or when | E G RETRAL-BHAE. XIF, BHMULTESICET 554E
there are strong findings of tumours at multiple sites. BHRENHLEEIE. TG LHBEIhEIIELH D,
Limited evidence of carcinogenicity: The data suggest a carcinogenic effect but | FEA A 1D R E 89 A2 SEHL - )
are limited for making a definitive evaluation because, e.g. (a) the evidence of T—EADDENAERANTRINDIAN, FIZIFLUTDOELS A
carcinogenicity is restricted to a single experiment; (b) there are unresolved ERAL., RRMEBMZETSICEIRALADHZHE. (a) EHA
questions regarding the adequacy of the design, conduct or interpretation of the | D EEMA 1 HIQRERICE SN TS, (b) HERODOEFE. EiE
studies; (c) the agent increases the incidence only of benign neoplasms or | X (XfEFRDOZ L MICRI L TRERLGEMN HFET S, (¢) B
lesions of uncertain neoplastic potential; or (d) the evidence of carcinogenicity | EfEBZ DA . XIE, BEMRKOAEELATHELFTEDHDFR
is restricted to studies that demonstrate only promoting activity in a narrow | £ ZEMIE 5, (d) FENAMDIERA ., HUOEHE OB X (&
range of tissues or organs. BERICBTEINATOE—F2—1FRADAHELMLIHEICES
nTwd,
Inadequate evidence of carcinogenicity: The studies cannot be interpreted as ENAEDTR+ 573 7REEHL
showing either the presence or absence of a carcinogenic effect because of RKELEUMXEIEEMRARANH LSO, BEI/AEL/AED
major qualitative or quantitative limitations, or no data on cancer in | FEEDOWVWTNERTLONFIBITEAL, Fr(E, EREWMIC
experimental animals are available. BTENAIZEAT ST —2NFATRETAL,
Evidence suggesting lack of carcinogenicity: Adequate studies involving at | #AAENLE N & ERE T DM :
least two species are available which show that, within the limits of the tests LK EL2BEOHPEZAVEEUGHELNGCEIATSE
used, the agent is not carcinogenic. A conclusion of evidence suggesting lack of | Y. £ o OHBREHDHEERNTENAR TGV EATRSN
carcinogenicity is inevitably limited to the species, tumour sites, age at | TW %, CD#EHIE. WF L-2HiE. BEELHE. E<EHD
exposure, and conditions and levels of exposure studied. Fir, T<CBFH. RUREICLAMICRESN S,




