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BI2RBRLBAARICEIZBRE L OBMICE VLKA H 28T, 38
MEERBRRE X TIMENER L 25, abIT, BRAY Z7RTRE
FCFRSNDBEIC ST EIRE T LA LRVEA b, RAER
RBRRTZRTIRENERL 255, AR, ERMEAIIRRORR
L7y 6 2 ARMEEMRBR TRV ESEABONEVER L, Ty M A
FHERRBR IR O FTREME SRR X 5 & L 12,

R#FazrA0
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ICH SICRIZIE . BN FERSOREBATEELFEMT AEBAI0. 5y
e FeORBZRT 7 A NVORBYERT 2 HERHD, LEN-T CAD
T, 7y PCRISZRBT 07 7 AN OREUEB I U MBI ~DREL
EETD,

BT OFRE O

FAE Y OREAMEADTERIIRER SRR E AR EBRMERB O OR
BOLRNT250LT5, 0L IATNL, ASBBEOREER. KR
HIR U/ ITBMEEOEL., UIEEBEEERRD/ T A~ 0B 5hE,
MR AE S VSARFRERT T BOICERTH BB, BFLLUETIER
v,

SR

SEIBNTE MY SIEBREDERIC /2085, SER~OMEE IS
BRI ET 5 2 LR, B Y A A RDERIC L) SR IERRE AT
RINBZEBEZLND, RER~OFBOTEIIC OV TICH S8 #4 K54
SZPE->TEHEIL. CAD DERE LTERTIb0 T3,

R 2RBRE X URHEE B

RBRE, BT A~v—b—, FE, RORERBR,»LELRET—
FIZOWTHEL, N LBBAFREIEIC S EET5 L £ 2 bh3EAICIL
BMR R/ Xkt N ORBAORES X CRF I XI T2 b ic g8
Thd L OREIMRHILE L HITRET B 28 TE 5,

FEITF - WERHRBROR

FF - HEERRRICBIT 2854 ) 27 RFOFMEL. 5 v MBtEEmR

ﬁ@%%mﬁ%&(tb@Ux&%ﬁ@tbﬂ%ﬁTé&%ﬁbén
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NIEHBBITIE, PRV ==y 22 U ARARERRE WOE 2551518
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fHE 2. RARMENMTE (CAD) RHAOER

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

Directions to Sponsor: Complete the left-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 ri ight-side column
after review of the 2yr rat carcinogenicity study report.

.Tumor Outcome from 2yr Rat Carc1nogen1c1ty Study":j

Prediction by Sponsor Actual Outcome 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)

 Value to carcinogenicity assessment and human risk implications

Projected Value | Actual Value

'Categorical Assignment and Waiver Request

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

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

) DRA : RFEIHF, Waiverrequest : QERBT v FRAEMRBO) ik
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(Bl 2)
B 3Rdh D 1T > iR A A RMERBROEERITR S B0 & B~ DB INEE

B, TN ARERBRICEST 5870 ICH S1 A ¥ 2ROEREI B S h
TS, HA F UV ADRERHED BT [ BEOFE 2 E - THRERR I
Wi, 26FH 7 v PBAARBERBREEBT S Z 2L, b MTRBIT3RBA
DRI RERCEBBRETHS, UTHICHNSA Y X7 % b7 b TRlAR
WERRTED] LT RBERMMAEICHMT 32 LBMBEL SHLTNS.
B EFM D> Tid, BRTOELERICET 58 ARMETMS

(Carcinogenicity Assessment Document, EIF [CAD] &5, ) ZA3atsisy
RBIZRHTDZLEBARDLENTVE, £Z T, XBNBEEEC [EEROIT -
EHEPAAVFMERROER (R) HHEHNTE] 23B0oL. EXRERL%D
B e & R~ DFEBAY 2 BN & BRI L vy,
1. XRE25RARERR

TERLOPAFERRICBET E 54 KT A4 2 DRIEICDWT (R 20 4 11

H 27 BT REFERE 1127001 FREEZBHEERALIEEEEREEM)
LBV T2HEMT v PRAFRERBROREN SR L 25, BRTOESFERS
THY, >0, 2 FHT v FRAURERBRAETF T, CAD BRHBATORS
MR8 W ARMD H D,

722l BAR, KE EUXBAFFONPRinic B TEBRABRNER ShT



WARREMENDTFEDGDILRD, 2 [AA4F 2 7 nV—EREER
DIEERRIZIBT 5 ZEMEFE IOV TEERR 24 43 A 23 BT EABER0323
%1 FRAFBHTEERMRFEEERREM NEAShIERLFPEL.
2. EAIBITHCAD EEEHIZOWT
CAD FEZAXZEVERMERMAMNAFTICRE L BARIZHITS CAD
DEEEEET 5, L. CAD BER A MIITEEAEER ERESeoLE
(BIF TPMDA] &5, ) NIZEET 3,
3..CAD DR UEHIZ DWW T
(1) CAD DfEpk
CAD i3, TEEGROT > MRS AVFRHERROERE (R) Hu@amrE; %
BRUTHERT D2 L, CAD fFERRE TOREDF— ¥ 2B HELT
CAD Z1ERT 5 b DL L.CAD fERD %% BIE LI /8RR o
ERIISLA TR, 2B, CAD HEFBTER L., (LEWLAIIELILTS
Z &,
(2) CAD fHEFOIEATER
CAD DH A=V F—& LT, #HAE¥ES, CAD BT 28Kk (HYLH
B, A—NT FLARVERFES221) RUSHRERLOBRRS TS
ZHREL-ER%Z, CAD L3RBT 7 7 1L LTIER L, CAD & 3iriE

HTaZ &, 2B, W3-V F—[IHmBERTII L,



(3) CAD BF 7 7 A VDM LLTOT ~TIZHEV, 825 3 Hitsi D5
HRD CAD FERIZ, A~V F—DBF77 AN E L bBIT, CAD OF
%774»%%%%—»E%ﬁb1%&?5:ku

7 BAERNOATEERBBAEBINTVWAXRERINE TE
DHEEIL. PMDA O CAD EERICHRETE I L,

A4 BAENDLZTHRARBRBERIN TV AIRIERINE TED
BEN, BARREEHROMRNL R KEOLDBAIKEL R ER
eefT (BLF TFDA] &5, ) | EU OZRDBAIRMERSF OUT

EMA| &5, ) | #FFOLOBAIL HC, ¥B, EU RUD T4
DEEEDBFETE FDA, EMA Xid HC OWhA) OCAD BHmIcE
HTaZ L,

v AFEARVEAORSF CHRERBRAEREA TV I N ERKS
NETFEDEST, BERBEMHIRO T2 5 B4, ¥E. EU XitbF
FOVTADEBRL, TOHKOBHILIRD CAD FHERITRHT 5
Z &,

R EHIZORFLROCAD BERA—NT FLRZUTO LB Th 5,

B4 (PMDA) : PMDA-CAD@pmda.go.jp

JE (FDA) : FDA-CAD@fda.hhs.gov

EU (EMA) : EMA-CAD@ema.curopa.cu



HF# (HC) : HC-CAD@he-sc.ge.ca
(4) CAD #HE DKM B b & OEMK Iz >V T
CAD LR ER B o e BAITIL, B L7 BB 4RO CAD EBB b . &
NV CREROELE CER E T 0T BRIV BTG B
FaVW 7=\, 7235, PMDA [ZCAD ##H Lf:%%t:ai\ #H2> L8R 2 B
DMERRE LCEET S,
ERROT > EEAARERROEE () HHBmTE) (62 0Bt
{ZHV T, 1) Sponsor DOES wish to receive DRA feedback. (314 /S 7
4= KRy 7 2HET ) WF=v 7 2 LEBEAIRY, 5y k2 Emn
AFHERBRBREHATE TCRELRUOL 7 2V — D8Iz SV Tk
S, 5T, AR E FBHENE TR ICHBIL B D CAD oAb AR 22805
ERNFOERPBEH IS,
2B, BREERP D OB EMARICT 57012, CAD BHERHI D S—1
& —ITRER L A ERESE A0 & TR P IC R L e o AT i oA
IZCAD Z#IH L= RHY RO CAD EBRIcERTEZ L,
4. 7 v F 2ERPAEERBRBEORE R GBIz oV
CAD 2R LEBIRERED T v b 2 FEARARHERBRREIZ OV T,
EABARCEEE 2 BRI LS A BRRROEWBREE 2 EL RS

T, Tl BARMRRORKBEES, SHIROBIE =/ -> TR R



R/HTBZ L L L, BRBESORMMIIISCT. UTO (1) ~ (3) v
eV, ENREES T EHIRO CADFERICENT B - &,
(1) BREEEZNERFARYBCET > TRIIT 258
BERFEARREMCIFERICT v 1 2 EHBARERRREOE
RBEETRINT B MNENE UBS BT, PMDA BSEHT 5=
FHEM IR T 5 H8%) 1Ci3, BTO (2) KELT, RRBESES
R LR OBH Y RO CAD EEBICZOE 2 ERTE L L bic,. B
RIBEEEEF A —VICHA LTRINT S 2 L, Z0B8I0IE, EHiRo
HEOT CRBRENTHES h, TOMMRERE, ERELEL i, %
#% CAD BERZE U THIED CAD BEZBERITBI SIS,
(2) BRBEEZWERAABDERCRNT 280
7 v F2EMRARERBREORKBEE L S IKOREIC LS
WCHERT 2 BE ORBHEERR S LT, USRI R 5 T b
Efe, ARHBLHIRORHF Y RO CAD EERICEAREB LS55
BTDHLEBHIC, BMBEEYETA—LICRN LTIRET5 2, — 0
BE. T v L 2ERSARERBEEOTEIL, Y AYOEE DEE
REEOBBTCERSN, FERREARBREEOEWREE L &
iz % 3% CAD BHER & A L CHHED CAD FEZBLICEMENS,

(3) CAD Z#EHUHREREN, BEFILSOBMEIC L) BFOREL



EREI SR B ARERBREEE RN TSI L BBEL S0 o ild
FIRBRIRY | AT, CAD Z R LA HHIS RO CAD FHR I, ARBHER
ERSNZVEEERTILLBIZ. Ty b 2 FRINAERRR oRKELS
XEERABEFEETF A —NIHRAG LTERTAZ L, 2084, 5o k 240
P AFRERREEOFMIZ. CAD FEZRRIC L TEBESNE, BB, Ty
b2 RS ARBRBIBRT CHES ., RROBEBES UTELHHEE R
RITERVERITIE, CAD 282HLHHINFD CAD TERICZ0S2ES
PICERT B L, T, RBEBRTCHESREEASTH, BENMEEas
I FTRER B A 1212, CAD %42H L8454 50 CAD FERICENREES
ZRHTDZ L,

5. EREWEbEE

AAFCONTRHVEDE 535513, PMDA OCAD EEFC. BF A —AIc TE

iz,

PMDA OCAD B RO E# L : PMDA-CAD@pmda.go jp
HE



