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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.

DATI)—D—2DIRFEEND

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.

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.

EREFIE. LT o
SHEIE. EFRY %ﬁﬁ%k&éﬁ% EUVIERA#BELZOMD
%ﬁ?—a OB ONT-EIMDBSI TR LE-FFRHEICEK
GIL—T1 B rZHLTEIAELRDH S,

:@ﬁ%:U—I\thkbufrﬁﬂh&®+ﬁJEMJ
AHHEEICALLRD,

thtﬁuf+ﬁ*ﬁ&@&étm ZHWWHA, EEREFHYIC
BEWT ITH#AAED+SIEEH] 5 &U < EE2ZMT=-E
EB“T,@ET%%#&W%% Tﬁﬁﬁ%#ﬁﬁ?
B EERIABELRIAEMLASHDEE 1%ME\:®b%j
J—IZhfEEIndC
ENH B,
gIL—72

COATI)—IZIE. EFIZETE2EIPAEDIENDIEEN
ﬁ@+ﬁfﬁﬁﬁ?#bstF®T FIEHWHA, EEREWIC
BTE3EIPAMEDIAALDHSERARFETHEEND,




I1ARCE/4Y37 PREAMBLE (k#) AMMRSDEEDELGTAR
Group 2A: The agent is probably carcinogenic to humans. TJIW—T2A : EFZHLTEELSENARNH D,

This category is used when there is limited evidence of carcinogenicity in COATIV—ICIE., ERIZTBEVT TEILPAMDREEM A
humans and sufficient evidence of carcinogenicity in experimental animals. In | L] AH Y . REREFYICE VT TELAEO+HEAH] A H
some cases, an agent may be classified in this category when there is inadequate | ZEIZTHW LN 5, WD DT—XATIE, ERIZENT
evidence of carcinogenicity in humans and sufficient evidence of T TRL/PAEDF+HGEH] T, ERFYWTIE TEILAAED
carcinogenicity in experimental animals and strong evidence that the | T+ 7%EEM I AH Y. "D, TORNVPANE FTHEEET S 1F
carcinogenesis is mediated by a mechanism that also operates in humans. | A#FICK D THERINDI L EZ RIBEGIEMNEFET 515
Exceptionally, an agent may be classified in this category solely on the basis of | &I, COATIN —ICRFEINDIENH D, HINMIZ. E
limited evidence of carcinogenicity in humans. An agent may be assigned to this | FITEWT TEAAMDREMLGIEN] "HDSIEDH T,
category if it clearly belongs, based on mechanistic considerations, to a class of | D AT TN —IZREIND N H D, —HOERARFNS B
agents for which one or more members have been classified in Group 1 or Group | 1 LU LD ERARFATIL—T 1 XIE 2 AICHEEIAh TS
2A. BRIC. EFRABEIALATHLONIRILEICET 2ERARFA.

COATIV—IZREEIINLEZIENH D,
Group 2B: The agent is possibly carcinogenic to humans. JIW—7T2B: EMIRTEIENADATENELH D,

This category is used for agents for which there is [limited evidence of COATITY—ICIE, ERMCIBVT TEILAAEDREM G
carcinogenicity in humans and less than sufficient evidence of carcinogenicity in | k] W&H Y . EREYMTIE TELAEDO+DGERN] BH D &
experimental animals. It may also be used when there is inadequate evidence of | 8 A WHEIZAWLWLHN DS, Ff, EFIIBEWVTIE TEHLA
carcinogenicity in humans but there is sufficient evidence of carcinogenicity in | ED A+ R TR T, EREPICENT TELAED+R K
experimental animals. In some instances, an agent for which there is inadequate | SE#L1 HH HHZEICEHE. COATITV—DLPRAVLGNDEZENH
evidence of carcinogenicity in humans and less than sufficient evidence of | 5, HAHEITIE. E FIZEWVWTIE THELVAED T+ R
carcinogenicity in experimental animals together with supporting evidence from | T, EBREFMICE W TIEZ TENAMDO+ LG BAH D L X
mechanistic and other relevant data may be placed in this group. An agent may | E A B WA, FRAMFERUVCMOEET — 2 Mo XFET SN
be classified in this category solely on the basis of strong evidence from | —#I[CHB LN TWBIBE. COATIT)—IZHRETHELH
mechanistic and other relevant data. 5, FRAMFRUOMOBEET— AN DREGRIEHADHAHIZEL -

T. COATI)—IZRETB_EEHD.
Group 3: The agent is not classifiable as to its carcinogenicity to humans. GIW—T3 : EFIHTEENAEIZCOWTHETSENT

This category is used most commonly for agents for which the evidence of EELY,
carcinogenicity is inadequate in humans and inadequate or limited in COATIU—IE, EFIZBVLTHE TELPAEDF+57%EE
experimental animals. W) THY ., EREMICEVT NEPAEDT+ G XILRE

Exceptionally, agents for which the evidence of carcinogenicity is inadequate MGEEH ] THAHAGEIZ. R —BMWICERAEZADS, BHlISH
in humans but sufficient in experimental animals may be placed in this category |2, E FIZEWVWT IENAEDFT+HL LN THY . RERE
when there is strong evidence that the mechanism of carcinogenicity in | ¥ TIE TRNAMED+ R LR NHHHN. ERFMIZE TS
experimental animals does not operate in humans. EAABERBELAE FTHRELGWVW . EZRY REGIERD

Agents that do not fall into any other group are also placed in this category. HHEEZEIC. COATI)—IZHBEINEZIELrHDH, 1D

An evaluation in Group 3 is not a determination of non-carcinogenicity or WFhDTIL—TIZREEIhGTVWEEL., COATITY—ITH
overall safety. It often means that further research is needed, especially when B9 5,
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exposures are widespread or the cancer data are consistent with differing
interpretations.

Group 4: The agent is probably not carcinogenic to humans. TJIL—T4 : EFIZHLTEEZL K ENAENG L,
This category is used for agents for which there is evidence suggesting lack COATII—F, EFRUEREMICENT TENAMED
of carcinogenicity in humans and in experimental animals. In some instances, BWI EEZTRET DN AHHEEICHLVLNE, HEHBE
agents for which there is inadequate evidence of carcinogenicity in humans I, ERIZEVNT TENAMDOT+HAGEN] T, ERHY
but evidence suggesting lack of carcinogenicity in experimental animals, CEWVWTIE TERAAMENRLBWVWI EETRBT LN NHY. ;&
consistently and strongly supported by a broad range of mechanistic and other HGERAKFERUMOBEET —2IC&>T, —ELTRAICK
relevant data, may be classified in this group. BEInNdLEIZ, COATIV—ITREINDEIELH D,

(2) ZEREBMICEFTEHAROATIT) —DEE

I1ARCE/4Y37 PREAMBLE (k#) ERDHATIT)—DOEREDELHAR

(b) Carcinogenicity in experimental animals ERIMIBETERENAHE

Carcinogenicity in experimental animals can be evaluated using conventional ERBUMICETA2EIAEIE. REDEYAR., ELFHE
bioassays, bioassays that employ genetically modified animals, and other in-vivo | i ZRAW-HEKR, TOMDELIARZRO—DULEDY ) T4«
bioassays that focus on one or more of the critical stages of carcinogenesis. In ALVEEBICEREZLY Tz in vivo ABRZAWVTEMT S LN
the absence of data from conventional long-term bioassays or from assays with TE5, EHULRPIVHAR., XITEEFORLEEXZIT Y FRA
neoplasia as the end-point, consistently positive results in several models that VhELERBROT 2L WEE. EREBYICEITEIHEINA
address several stages in the multistage process of carcinogenesis should be MEOMRDEEICOVTHMIT A2BRICIE. SEREENABED
considered in evaluating the degree of evidence of carcinogenicity in WSO DEBICOVWTHEFLEZVWCOMADETILTHELNT:
experimental animals. —BLEBEOKREZREINETHDLS., ZERIMICEITS

The evidence relevant to carcinogenicity in experimental animals is classified ENAMICETHIAIE. ULTOATI—DOWVWTInh—2IC

into one of the following categories: NEEIND,
Sufficient evidence of carcinogenicity: The Working Group considers that a | FEMNA D+ 57 % SEHL -
causal relationship has been established between the agent and an increased (a) 2FBBAULOHMYWIE, X(F (b)) 1BRECHYTEL
incidence of malignant neoplasms or of an appropriate combination of benign | 2B, 2L 2 EHE. XITEHLS 7O O ILTEREINT:
and malignant neoplasms in (a) two or more species of animals or (b) two or | 2 DU EDHWI LE=-MEIZCE LT, FARF L. EHEFEDOHE
more independent studies in one species carried out at different times or in AREN, XFEMEELEEEBEEOEYGHESE O FAEFIE
different laboratories or under different protocols. An increased incidence of MEDBICERBARMAEILIIA-EDOLEYHINDEE, &
tumours in both sexes of a single species in a well-conducted study, ideally FIZEEIN-HABHE (GLP TEHENIZCERESIN-HE)
conducted under Good Laboratory Practices, can also provide sufficient evidence. ;C\ . JIE% $8 0&) %JJ ng ) IHE%’E HEMECTEEREENAEML-BEED T+

77 1 EE L | FYES,
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A single study in one species and sex might be considered to provide sufficient
evidence of carcinogenicity when malignant neoplasms occur to an unusual
degree with regard to incidence, site, type of tumour or age at onset, or when
there are strong findings of tumours at multiple sites.

Limited evidence of carcinogenicity: The data suggest a carcinogenic effect but
are limited for making a definitive evaluation because, e.g. (a) the evidence of
carcinogenicity is restricted to a single experiment; (b) there are unresolved
questions regarding the adequacy of the design, conduct or interpretation of the
studies; (c) the agent increases the incidence only of benign neoplasms or lesions
of uncertain neoplastic potential; or (d) the evidence of carcinogenicity is
restricted to studies that demonstrate only promoting activity in a narrow range
of tissues or organs.

Inadequate evidence of carcinogenicity: The studies cannot be interpreted as
showing either the presence or absence of a carcinogenic effect because of major
qualitative or quantitative limitations, or no data on cancer in experimental
animals are available.

Evidence suggesting lack of carcinogenicity: Adequate studies involving at least
two species are available which show that, within the limits of the tests used, the
agent is not carcinogenic. A conclusion of evidence suggesting lack of
carcinogenicity is inevitably limited to the species, tumour sites, age at exposure,
and conditions and levels of exposure studied.
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