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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.

ERRFEF, UTOATIY—D—2DIcHEEh b,
%E@,th&U%ﬁﬁ%t&éﬁ%&Uﬁﬁ%ﬁb%wmw
= 1E
T—AhoROoNANDESZRMRLLEZBZNHIMICE S,

Group 1: The agent is carcinogenic to humans. JIL—71: EFIHLTEIAELH D,
This category is used when there is sufficient evidence of carcinogenicity in COATI—E, ERIZEVNT TENAMD+2AEEH)
humans. Exceptionally, an agent may be placed in this category when evidenc of | A% &
carcinogenicity in humans is less than sufficient but there is sufficient evidence of | 235 &ICHAWLVo N 5,
carcinogenicity in experimental animals and strong evidence in exposed humans EFMIBEWTHILHARNHEHEFEALGVDL. EEREBWYIC
that the agent acts through a relevant mechanism of carcinogenicity. s ‘
TIEAIAAEDTDGEEN] AHY ., E<BEZEZIRIF-ENMCTH
gnggTé%ﬁ&ﬁﬁﬁﬁéﬁLTW%H%ﬁWﬁTé:
AR
%*HMﬁ%é%ﬁﬁsﬂﬂﬁts:wﬁ%:u—tﬁﬁéh
ELH D,
Group 2. gn—72
This category includes agents for which, at one extreme, the degree of evidence COATITI—IZF,. EFICBEBTE2ENAMDOIENDIEED
of carcinogenicity in humans is almost sufficient, as well as those for which, at | (XX
the other extreme, there are no human data but for which there is evidence of | + R GERAEFMN . EFDT—2FX G WA, EERFIMICH (T
carcinogenicity in experimental animals. Agents are assigned to either Group 2A | % %
(probably carcinogenic to humans) or Group 2B (possibly carcinogenic to | NA DI D H 5 ERAERFETHAEEN D,

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. GIL—T2A ERZHLTEZLLLEILPAELDH S,
This category is used when there is limited evidence of carcinogenicity in COATITY—IZIE, ERMIZHEWVT TELAMEDRE %S

humans and sufficient evidence of carcinogenicity in experimental animals. In | #l ]

some cases, an agent may be classified in this category when there is inadequate | &% Y . REBREWICE VT TRNAED+HHIER] A H S5

evidence of carcinogenicity in humans and sufficient evidence of &l

carcinogenicity in experimental animals and strong evidence that the | HFLxond, WLKDO2ADHY—XTIE, EFITHEWVLTIE MFEAH

carcinogenesis is mediated by a mechanism that also operates in humans. | ATED AR+ 5 HEEH ] T, EBREYTIE TELAED+ DL

Exceptionally, an agent may be classified in this category solely on the basis of | #l1 BH Y. D, TOERNANE FTHLHEET SEREFIC

limited evidence of carcinogenicity in humans. An agent may be assigned to this | K > THER SN B3 L xR T RBELAMAFEET BRI,

category if it clearly belongs, based on mechanistic considerations, to aclass of | D h 73 —IZRFEIND AR H D, HISIIC, E RIZH LY

agents for which one or more members have been classified in Group 1 or Group | T TEANAMDOREMLIER] NHDEDHFT, COATI

2A. J—IZ2REEINEENHDH, —BHOEARFOSIL 1EHL
LFOEREFNITIL-—T1RIF2AICHESATVEEEIC,
ERBENCHTHLANICRLEHICETS2ERAEFA. COND
T3 —IZREINDEIIELH D,

Group 2B: The agent is possibly carcinogenic to humans. JIL—T72B: ErZHTIENAKEDSTEDONE, ZOhHT
This category is used for agents for which there is limited evidence of | I —IZ(X., E FIZHEWNWT TENAEDREMLZIER] Kb Y.
carcinogenicity in humans and less than sufficient evidence of carcinogenicity in | EEREIM TIE (HELAMDO+ R LI AHDEEZH VSR
experimental animals. It may also be used when there is inadequate evidence of | ICFAWWON D, Fi. EFMIBEVWTIE TEFNAEDT+524
carcinogenicity in humans but there is sufficient evidence of carcinogenicity in | SE#Ll] T, EBREWICE VT IELAEDO+R LR BH S
experimental animals. In some instances, an agent for which there is inadequate | IJZ&ICH. COATITY—HLHAVLLGNEZ ELAH D, HDHEE
evidence of carcinogenicity in humans and less than sufficient evidence of | IZIX. E FIZEWTIE TENAMEDFT+H LN T, EEE
carcinogenicity in experimental animals together with supporting evidence from | MIICEWTIE TENAED+ RN NH D EXE X LA,
mechanistic and other relevant data may be placed in this group. An agent may | E B#F R UV DOBEE T — 2o XFETHAMN—HKICH LN
be classified in this category solely on the basis of strong evidence from | TWAIHEE. COAT IV —IZHREITEHENH 5, (EREF
mechanistic and other relevant data. ERUMDOREET -2 o DRELGHERDOAICE>T., COAT

J)—ICREITEHLLH b,
Group 3: The agent is not classifiable as to its carcinogenicity to humans. GIL—T3 : ErIZHTE2ELPAEIZCONTHETSHENT
This category is used most commonly for agents for which the evidence of EHVL, ZOATIV—IF, EFIIBVWTHE TENABEDR
carcinogenicity is inadequate in humans and inadequate or limited in | + 2 AW THY . ERFMICEVT IELNAEOF+24
experimental animals. XIFBEMGIN] THIHEEIC. RL—BHICERAEILD,
Exceptionally, agents for which the evidence of carcinogenicity is inadequate FINEIZ, ERICEVLT TEAAMDT RGN THY.
in humans but sufficient in experimental animals may be placed in this category | EEREIM TIX T HLAAMED+ DN AH SN . EEREIWIC
when there is strong evidence that the mechanism of carcinogenicity in | BT 2 ENAMERABENE FTHELLZWI EERTHRER
experimental animals does not operate in humans. MDA HBHGEEIC. COATITY—ITHBEINDEIELH D,
Agents that do not fall into any other group are also placed in this category. tOWVWTFhOTIL—TFITHEINGVEEEL, COATTY
An evaluation in Group 3 is not a determination of non-carcinogenicity or —IZR¥ET S,

overall safety. It often means that further research is needed, especially when

-4 -
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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.

This category is used for agents for which there is evidence suggesting lack

of carcinogenicity in humans and in experimental animals. In some instances,

agents for which there is inadequate evidence of carcinogenicity in humans
but evidence suggesting lack of carcinogenicity in experimental animals,

consistently and strongly supported by a broad range of mechanistic and other

relevant data, may be classified in this group.

(2) ZRREGYICHETEAROATIT) —DEE

IARCE/45527 PREAMBLE ((i§)

(b) Carcinogenicity in experimental animals

Carcinogenicity in experimental animals can be evaluated using conventional

bioassays, bioassays that employ genetically modified animals, and other in-vivo

bioassays that focus on one or more of the critical stages of carcinogenesis.

In

the absence of data from conventional long-term bioassays or from assays with
neoplasia as the end-point, consistently positive results in several models that

address several stages in the multistage process of carcinogenesis should be
considered in evaluating the degree of evidence of carcinogenicity in
experimental animals.

The evidence relevant to carcinogenicity in experimental animals is classified

into one of the following categories:

Sufficient evidence of carcinogenicity: The Working Group considers that a
causal relationship has been established between the agent and an increased
incidence of malignant neoplasms or of an appropriate combination of benign
and malignant neoplasms in (a) two or more species of animals or (b) two or

more independent studies in one species carried out at different times or in

different laboratories or under different protocols. An increased incidence of

tumours in both sexes of a single species in a well-conducted study, ideally

conducted under Good Laboratory Practices, can also provide sufficient evidence.

GN—TF 4 EFIHLTEELCENARMNEL, O
FIU—1F, EFRUEBREMICHENT TRAAEARN &
RBRT BN NHIEARIZCALNVLONE, HHBEICIE. b
FZEWT TENAAEDTI+REEH] T, EREFYWICHE VT
X TENAAMNBNC EEZRET DM AHY . LELER
MERUVMOBET —2IZLE>T. —ELTHRAIZZXEEINS
EEZIC. COATI)—IZREEINDENDH D,
MOATI)—OREEDETHLAR
EEBREWMICE ITE2EIIAE EBRIIVICHTIRENAEIE., K
kDEYHE., EEFREFYWEARAVNEHAR., ZO0MHOENA
BED—DULEDI ) T4 DILGEREICERES T in vivo &
BAEBWCHMT A ENTES, CHOEESHHYAR. X
FESOEEZI U FRA UV MELERBROT 2GS,
EREBMICETEIRNPAMDIERDOEEIC OV TEFET 5B
X. Z2EBEBEINAVBREOVDC OMDERICONNTHEIT LWL
DHADETILTEONE—BELEBEORERZEEIRETH
5., EBRIMICETEIENAMICETDHIERNE. UTOHT
T —oWWIFhh—DIcHBEEII D,
ENAMEO+SLEEN (a) 2FFHELLEOEFYE. XX (b)
1BEOYYTELIBY. BEL2RHE. XIFELS O
FaOIWTERESIAEZ2DOUEDORILEAEIZCENT., EFAE
FéE&. EHMESFORAEEXREN, XIEHESELEEMHESZDEY
BEAEORERENEOHMICEHREBERMNEILIINA-EL O & H
rahdi5d8, BEICEMINAE-HEBWE (GLPTHEAY
[CEBmEINE-HER) T, 1REOHYOMMBEME CEERER
NEMLEEES T+H4EEH) LHYRS,




IARCE/4Y527 PREAMBLE (§)

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.

SMOATI)—OREEDETLHAR
1BEOHMOAFOMEZAV1GIOBRTHoTH., B
[EEA., RER, I, EEOEEXXTIREHICEALT., EF
BEETRELEGE, XF, SHHUTESICET BELR
FFERADDBEIE. T+HLEMN] CHEEINDEZZELADH D,
ENAEOREHLEAER T—2OLRENAERLRIEEIND
N, BFIZEULTOLSHEHRIAS, RERMWFBETSICERA
AHBHBE, (a) BENAMDIERA1HIOHBRICELATIND,
(b) ABROFHE. EEXIIBROZAMEICEHL TRERGEE
i A HFHET D, (c) REEBBEOA. XI&X. BEMEO A
MAFBHELHFEDH DHEEZEMNESIEDS, (d) ZHRAKE
DA, BOEHFHOHBXIIBWRICE T E2MNAT 0E—
4 —1ERADAHEZIAEELEFEIZESA TS,

EPAEDORT LGN XKTLEHMUXEIEENRALH D
., BRARDPAEDEBOVITNERTLOMNHITEL
W FhiE. EBRFMICETE3NAICETE2T—422FAT
BE T LY,

EHAAENLBWNWI EEZREBI I LECEL2BEOHY
BEZAVEBEUYEHAENLGZEIATEY., ThAoDRBEHDES
BERATENMABETHEVWEARSINT LD, CO#HRIT, &
HLE-EYE. EEHAE. S<EFOERH. E<EEH. RV
BEEICOLDAMICBREINS,
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