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o WHEERZ T ADMOLEHTCOBEMOER
o LBOFHENILRBITH Bt MEENSEOEH
o WERF—¥
o BETMMLIT HEET
o HEBMEFIL
o FELARWEEERER
o FwATLCOEEER

o BEHMEROF ) g de—f—DF — &

BEEERBOER
ICH S2RIOERZ M LT, WOE %ML CRIGENT— 5 & FliT 5.

15



. 9y FREREBHRBRORERE T

BEREORBMMEN ) R 7EFET v b 6 » B BEESERBRCHET S 60
23, Ty FOEERERSEERBRCOXB LR AP R, — BRI 24
M5y FRABHRBROBETREIC L > TOREMEV EEL bhB R, FiA
 OEREREI SV TERT 5 b0 L5, BICER TS REBAREHRTRL L

T, HRAER, U A FRIBHEOMIGRFER, FrttifiRE. MBMRE.

RIBARE., RUEESHIT N5, ZORBFTRAICOVWTE M OBEEEZR
LAz eREETHS. Hlzil. FEELT v MRV THENEEEED &
N, BELCLoTRTA T 4 v EBIRECRRBEIAROEER R ED b
ha, FEEOEMZ S FFRREAR Uil LIZFEDRESEFEORR 2 L
THL, ZOHAIE. b MG A RS hWT - RICERN 2 BB
EOBFICEISENTHD LBFEShTWS (McClain, 1989; Cook et al,,

1999) . CAD TiX, & NTOY X7 ZFHETHBRIC, ZORRREF ORI E 72

57— ERETHLOLTS,

v b 6 3 A BESERBRICEIT 5 RSN

ERAVRZRTFORVT v b6y ABERERBICE T, BERERBICE
i HRER L BRFRICRT 2RER L OMICE RSN H S HAIL. BAK
HHRBARTZHTAMEMNERL 25, Sbit, BRAY AZETFHE FTF
HMEINBRBICEARTHAICRVBEETLIAEL20ES L, BAFRMRBRE
PEETOHEMERLE 255, ARG, EREANIRROBRRIZEIY 7 v b
6 7 B BHEHERRTEVESRABLNRVES L, Ty FEARERBRRR

DO RRBESREERR S NS T Liddavy,

KMoz
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ICH SICR2)IZHEV, (B4 FEERORMNA TS FHET 28810, 5 v k
e FEDRBI 7 7 ANOEEBRLERT ALNEXRDD, LEBR->TCAD T
i, Ty MIBARBTI 7 7 A VOREEB XUt MBI ~ORE LSS
T3,

HRAE L DREE. ORI
B NE  OEELER ORI R R 5 AR AR A BB O W7 DR
LRFT2b0ET3, 20k 52T, ISBREORETER. RIBMRY
/TG, NI ATERABIERRO T A~ F PLBLNE, MES

 NAVEVLSVEIETRERNT HOICHATH A, BT LHBETIER,

bz
SEEMHIIL L MOR AEEREOERIC 2 0 85, FUER~OMEA B
WBICEBI 3 b, BEVANAOBRC L) ZhiRBERAC >R RS
EBBZHND, RER~OFBOWRBRMICOVWTHE, ICHS8H 1 K71

> TFMEL. CADDEE > LTERTAHO LT3,

1691 72 BB X USRI B
FRRYLE, BHLSA de—d—, HEN. RORBERBREN LB OhET— T
DOTH, ENL BRI+ H ST 5 L EX b BAITIE. B
RO/ Xide P ORBAOERS L OBFE RT3 20 el Th s
EOBERRILE L bItRBTAZ 2B TES,

kT - HPER SRR R
T - HEEERRICB T A3RN/A Y A7 BFOFMEL. T v MEAEMERERD
FHRICEBERE L0 Y R7EMOT=DICERT B ETH B,
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frig2. BAREFMCE (CAD) BHAOERX

Check one: 1) Sponsor DOES wish to receive DRA feedback.
2) __ Sponsor DOES NOT wish to receive DRA feedback.

g

Directions to Sponsor: Complete the lefi-side column for prediction of rat tumor
outcome, value to overall carcinogenicity assessment and human risk implications, and
categorical assignment/waiver request. The reviewing DRA will complete the ‘DRA
Concurrence’ cell after review of the CAD, and will complete the right-side column
after review of the 2yr rat carcinogenicity study report.

Tumor Outcome from 2yr Rat Carcindgénic_:ity Sti_ldy-

Prediction by Sponsor Actnal Qutcome According to Sponsor
(positive/negative; and target organs) (positive/negative; and target organs)
(consider “uncertain prediction” only for

Category 2)

Actual Outcome According to DRA
(positive/negative; and target organs)

Yalue to carcinogénicity assessment and human risk implications

Projected Value Actual Value

Categorica'l Assignment and Waiver Req-‘uest _

Predicted Category by DRA Concurrence (Y/N) | Actual Category
Sponsor - | Predicted Category

Waiver requested (Y/N) = | Waiver supported (Y/N) Waiver supported (Y/N)

B
DRA : H#I2 R, Waiverrequest : (QFEM T v FRABMRBRD) RIRHE
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(BlEs2)
B D - R AR ERBOT ERICIR 5 B1A X B~ DS MEIE

BE T omEPARERRIZET 28T0 ICHS1L VA ¥ 2AOER PR
ENTW3, TA XUV ADKEZED BT-DIc. EDCERELH- THRELR
mIZ2OWTI, 28M7 vy FAARERBREER TS &<, B MIBITS
RV AT PERTEXHIRETHD, ITHREBAV X726 b3 A
WRBOERRTED] LTHRILAMEICFHET 5 2L BBEL Sh T
5, BIREFMC B> Tk, BRPOERRICHET 2 BAREFMCE

(Carcinogenicity Assessment Document, B F [CAD] &\5.) R 420
%‘Jﬁ%@lﬁtﬂ'ﬂ'é TEBRHLNTWE, FIT, ABMEERC [EERAD
ToWmENAFREERROEE (8)  HEEAXE 23RO L, EXRER
=3 DOHiIR X T~ OFRA 2B ME BV LizV,

1. XBRLLRLIBHEERER

TEE/OBAFHRBIZBET AT A FI A4 VOWEIZOWT] (EEE 20 4
11 A 27 At RRFERE 1127001 SEEAFBHEEXRLREFETERRE
&) IKBWT2EMT v MSARMERBOERAEL 25, BETOESTE
EETHY, »o, 2887 v MEARIERBRIETH T, CAD BIHEATO
B SRR 14 » A RGO b 0 (Fik 28 4F 5 AR E CHIFEHRI 18 » A KNS
DHLDTH->THRHAETH ),

FeEL. BER, RE, T4 AA AL EU OWTRMIEENTHRKRR
REHShTVWBXRERSNETEOLOIRS, (e, (A1 4F7 /uy
—ISRERFOF ERICBIT 2 EZEMEFTM] oW T (B 2443 8 23 Aft
TEAFHER 03235 | PEAYHEEERLREETHRERN KBRS
HEELZERL,

2. ERNIZBITS CAD EEHH)ICOWT

CAD BEZBL+EVEERRAREENATAICRE L, BAICKIT 5 CAD
DEEEZEMT S, Eic. CAD BHREMITITHIEAELREFERR 1S
(BLF TPMDA} &V 35.) RICRET 5.

3. CAD ofERETEHIZOWT
(1) CAD &gt
CAD i3, TEERZOT-HERAAESERBROZEE () HEBEMCE)
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¥BBLUTHERTSZ L, CAD (EREAE CORFDOF—F2ERLT
CAD Z{EfT 55D L L, CAD fERn %% BRI & LSk 2 BNRRED
BRITHE TRV, ¥, CAD BEFTER L, LWL ITELLT S
T, |

(2) CAD #BHFFORMER

CAD QA R_— 1L FZ—b LT, #lit#4, CAD ITETEREL (HYE
&, A—=NT FLVARUVEBEEE28T,) RUEZRERLOBRES RS
BB L= BE%, CAD LiXBIOBET 7 7 & LTHER L, CAD L3tizig
W33z 8, B, #3—1F—i3 PMDA Z#HT 288X B AETHE
52 L b EEETH S 0, PSRN Y RIS T 258 ISR TR T
Bk,

(3) CADEF7 74 ADiEHE :

HUTOT ~TIfEV, %Y1 %R OMHM RO CAD FERiT, H/9—
LE—DBEFT7rANL LI, CAD OBF T 7 A VERT A —/VIHMA
LTRETAZE,

7 BFREAOHCEERBRAEREINTVWAINRERINS TFEDS

&%, PMDA @ CAD F¥ERIZEHT 5.

4 BAERS (L, KB 2FHF 2 AR EUOWThICRS)
DHTEFRBRBEBEN TV A XIBEBE SN FEORAIL. BERA
B E s DHH Y F 0 CAD BERICRET 5. ,

v AAENRCESOES CRARRAEZES LTV XEERSL
BT EOEEIY. BRRBRERBRO RS BA, KE, #+&. AL
AXIZEU OWFRAZEIRL. ZOHRORHYF/O CAD EERIC
T 5,

R, AHIRORHYSRO CAD FERA—LT FUXEUFOLEBY T

H5,
B4 (PMDA) : PMDA-CAD@pmda.go.jp
*}E (FDA) : FDA-CAD@{da.hhs.gov
EU (EMA) : EMA-CAD@ema.europa.eu
FH4 (HC) : HC-CAD@hc-sc.ge.ca
2 A (AL ABEESE) SMC-CAD@swissmedic.ch

(4) CAD #ZHEOHBLFD b OEMFIZONT

CAD IEMER B - TeB/AITIE, RE LERFSRO CAD FHERM L,
HA— L F —ZERBORYEFITERE T DO T, BRI, BIIIHER
BEV L7V (PMDA i CAD %M L7cHEITix, Ril2 o 2 BE L
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MEBRE LTGERKTB),

7. CAD kxtd 347 3) —FHEICARTHD LELXONHHERRSH
HEAITIE. CAD ZEBHLLEHRLFO CAD FHERN L., BMOFHA
ERINHFEERDH D,

[EEROT > WENAVBERBROERE (B) AREAXE] &2 OF
#HIZBWTC, T1) Sponsor DOES wish to receive DRA feedback. (#1355
PHEDT 4 — Ry 2 BFLETE) ] EF=y 7 & LILBRICRY, T b
2 R A EHRBR BRI E TS BEROV T Y —gRICon
TEAIN, &5, B E IR TRICHEH Y RO CAD Zxt1 5%
ZHBEENEORR B I ND,
'ﬁﬁxﬁﬂ%%ﬂB@ﬁ%%Hﬁﬂféﬁ@K\CMDEM%KﬁA—V
Z— |z LB e A E A X FHME R I R & A2 o e A I, 'R
IZ CAD ##H L HHYS R0 CAD BERICER TS L,

4. 7 v b 2FHBAFIERRER ORI R OFHEBIZ 2N T

CAD % L7-BSEERROT v F 2 EMBAFBERBREEIC OV T,
fies BEL L UTEBAFERBROENREE L HCTHERT S Z L LEW
£ DELLIELATIIRY, k. PARERBROEKRBEELY ., SHUIROH
B~ THAMN BB T3 2L & L, ZKRSEE0RHREIIE T T, 2
To (1) Xt (2) Ky, BERRESS 2SSO CAD EHRICEHT
Bk,

(1) 2E/MT v MRBREKSEE L ERRESLAMICRET2HE

BATOABORMHEY (T2bLIUTORMYF~ORUFIRIIHE), 2 F
M5 v FARMERBRESE BN 2ARNERICRET 5.

CAD PEHL L ACEE 4RO CAD BEZELNEERC. UTO b0k
H3 3

1. HHUFO CAD FEZEELIR L, 2EMT7 v FRARMRKBRREEZH
HURBCEBB LI ¢ EERT I AL F—

80— LB R L CAD ofERIFRbER STV RITNE
b, 2k ZohA—LF—lzxinT 5 CAD OF TER S - FRIO
HEEITRT A RMES DD I L RTRTH LS. TNERBEROENRES
& LTI R0,



2. 2EMTy MRBROBROBIREE

 EWNHEER CAD FEZALNEEORRLME TEETE B LA
BER b O TRIEE b, EEUTOREREHAS AL 6O TR
TR bR,

CRBT VAV AR, BORE. BN 0B, B, RERK, BE
. AR O

CEFRT ¥ EROERABRVCEEITEDR  £FE0RESEEOHRED
RICEET 3 LB ONDBERRBRT 25205,

R EHOERRRVEAITED  REOELHEEOR R ORI i
TBLEZLNBBAREHRT 5 2ED B,

B EYBEREOT L OES., EEORRICEET AL EL bRAELE
=16,

 FEEHEEAT  ER LR LB RO,
cEBEFAO2ERT v FRBREKBEENCEH L EERHARR

ICH M4S(R2ICAIL . BEXZHAMA LRBROBMERIZ. SENRENHRES
ELTHERENIS,

BEAHEE T, BF0 CAD 23 7 2 U —4S I >V TOERIIfThR,
Zt, HETIOTHIL, RBREROENREEISIEHREIELLLTHLE
Wi, BRBREECEALIIRRE LTRETH S,

(2) 2/ v MREBKEEE ORI, BRRES RSB ~RET
BHE

2 €M7 v FBARERBROEKREES LAY RICEHT 58T, ERREE
FHEILRO CAD BEZEARRIMT A LRTETHB, 20k I REA.
HHE RO CAD BEZEREIRBHERELFHOARLO L RAT, 2EMT v b
BARMRBRBREEIANYBICEROFIRTRE S W58, RBEROE
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ERRERILARBROHB L ZR SR 5,

CAD ##H LERBERRKICOVT, 2EMT v MAFERBROREKEES
DEHPRFZEPORDLNR2VEE (BIATHBRTIEZORE) ThoT
b, Bk 5, £AEIRBRBEEY CICENREESY, BEICHEY L CAD
OEFIBREZERB LA A~ L F— L L HICRHT S - L BHMHREENS,

5. ERRWEb¥E
AV THVWE DR SB41E, PMDA @ CAD EERic. EFA—
WWOEKIRLENY,
PMDA @ CAD F#&FB0EMRES : PMDA-CAD@pmda.go.jp
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