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ek 2. BAEMERHESCE (CAD) f=HAOEX

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 right-side column
after review of the 2yr rat carcinogenicity study report.

Tumor Outcome from 2yr Rat Carcinogenicity Study

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 : B2 )8, Waiverrequest : QEMT v NBAFMRERD) GEREE

19




- - . - fa . - L
L} s
- A
-
- .
I | LA
* I
.-
- . - 1
'_
N S
1
L]
I
r~
L]
I e A N | - B S | — —— - ] = s |
o
. . ]
I
. i
b
- - 1
~
-
1 N 1 1
_l‘l
- "
. M
[ - » .
- ~
W 1
- I -
I - 1
1 .
I 3
I I Al
- I -
= l N - - =
. e . A - |
I I I I i " L] j= v 1 I | i I 1 .
1l - g -‘I —— - - - - |
i iwgm I ] 1
4 | i 1 ¥ i .t ! B
I S .
' & E & —— — - -
L] - L] "
h ‘ ' -
1 ” -
. 1 ¢
¥
- 1 - :
-
-1 - N [ —— — N -
I
| (s LS N 1 i
- - - ‘ " S
I I it 1 .
i B . [
. - .
- - o "
. Y »
=
1 3 - v
-
. .
- 1 -
LN B
.
. o "
i -
w -
.
. 1 N
- W - E
" ' - -
¥
E
1
5 - -
-
N B -
B
N K




(B¥s2)
EEES D o EE S AR O R ERIZER S AR & #HE~ DS INEIR

BAE T - EE S ARMEREBRICE 3 28T D ICH S1 U A & ADEFEHRET
SNTWDE, A F L ADHRERED DO, TRE DS LT BHFEESK
IOV TIE, 2FEMT7 v PBRAVREMERBRZERTLI LR, B MIBITS
BNV AT NERTELIRETHD, IHFIZEBAV A7 2 bl b9
MERBWNEFERTE D] ET AR RIMEICFM T 5 Z LB NEL SNTW
%, BimEFEMIcHizo Tk, BBEFOEERICE TSN AREFMCE

(Carcinogenicity Assessment Document, LLT [CAD] &V 5,) ZEZENH
HIYBIZIRHET A Z 8k LN TS, £Z2C, AZMEEED) TEZELD
FTomENPAVRERBROER () HElBmxE 22B0oL, EXELFER
A3 DR FHE~DFERRRY R BN 2 BV L2V,

1. ®BELRIBERERER

[EELONAFMHRRICIET D04 K7 A VOWEICDWT] (FRL 20 4
uﬂ27EHH%@%E%%uzmm%ﬁé%@%@%ﬁ&%%ﬁ%ﬁﬁﬁﬁ
) ICBWT2EMS v MRAREMERBROERR L 2D, BRI OKST
HEThHY., o, 2EMT v FRARERBRMETH T, CAD ﬁﬂjﬂ%ﬁﬁf@
B EHIRIA 18 I ARIED H D,

777U, BAR, KEXIEZ EU OWTANICBWTERABRSER I TV D
NIEEHENATFEDOLDITRD, Fio, X447 7 /) ao—SHAEERDIE
ERERIZ 81T B &AM ) (22T (Fpk 24 4 3 A 23 BT ITHEEHFEAF 0323
1 BEANBEERANHEEEERERT) PEAINDIERLEZRS,

2. EWNIZEIT S CAD FHERNIZ OV T

CAD BEZES* ENEELELEENAFTICRE L, BARIZEIT 5 CAD
DEEREWTH, £, CAD FEREMIIATBIEANESRMERBGR G
N (LT TPMDAJ & 5,) IERET D,

3. CAD DERKR UHEHIZ DWW T
(1) CAD D1ERL
CAD %, TEEZDITF-EENAFERBROERE (£) HREEHNTE)
5B UTIERTHZ L, CAD EREAE COBRFEOT—F2IEAL T
CAD %#1ER3 5 bD & L, CAD 1B DA% BE & LT HT= 72 BINRBRE D



ERITMHETIER Y, 28, CAD IXHEHETER L. (tEW4ITEL/LT S
ol S
(2) CAD fRHEFDOERMER

CAD DA /N—v&Z—b LT, #&H{e3#E4, CAD ITRT 58K E (FHYE
. A=NT FLAROEFEREE2ET,) ROUZEEKTLOIBRE SR
ZATE LI EH%Z . CAD Li3BI0EFT7 70 & LTER L. CAD L3R
H3dZ &, 2B, IN—LEZ—IEEERTI L,
(3) CADEF7 7 A VORI

LUTOT7 ~TIZ0E, BT 5 OREL FD CAD EERIZ, /38—
VE—DEFT77A0E BT, CAD OEFT7 7 A NVEBETF A —NVIZHAST
LTIRHTBHZ &,

7 BARERAOLTHEERBROBERIN T XTEBENE TFEDE
A%, PMDA ® CAD EBEICRET3 2 L,

A4 BAENOLTHERBBRPEB SN TWDIXIIERHESNDL T EDNE
B, BARBRREMMIROBRH Y[ CREDOADBRSIINEE L EXS
JT(LLFTFDA &9 ,) . EU O A OBEIZRRM EZE ST (LLF TEMA |
EVS,), KEROEU OFFOHEA1E FDA Xit EMA OW$3u5)
? CAD EXERBICRET S 2 &,

v BARERNKOCESNOBE CRERBEAEM SN TWAUIEES
LT EDHEIL, BRMBRERMIE D 225 AR, ¥E T EU oW
NEER L, EOHIBKOHKI L F D CAD EEBICRHET 5 = &,

B, FHBMOBHREED CAD FFERA—/NVT FLRFLUTD LB T

HD,

HZA (PMDA) : PMDA-CAD@pmda.go.ip

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

EU (EMA) : EMA-CAD@ema.europa.eu
(4) CAD #H% OHHIYS FA 5 DB DN T

CAD IZMENR b o 35AITIE, 1BH LIZHEIE R0 CAD EEFNH L.

/3= b Z ISR OB BEICEE 295 O T, HRICHE BEICSHE 2
BEEV L7V, 723, PMDA I CAD 232 L= B0, #HE2 bl 2
BRI EZ BLE L GEKT S,

[EZELOT >EENAFIRBROLE () HEEaCE] g2 o=
HUZBWT, 1) Sponsor DOES wish to receive DRA feedback. (R4 /5
WODT 4 — KRNy I ERFLET L) CF =2y 22 LEBEICBY, 5 k
2 EMMBAFRERBREERHATE CICHEBEIYBRIOL T TV —455EIc o0
TEIMEh, EHIT, FimE MR T BICRFIYFO CAD Iokt+ 3 F)




FHEENEOMKE N BRI D,

BE. BE Y RN O OEKEHIBICT572HIc, CAD #BHEHII —1
B —\ZE0ER U7 B S SR & BRI IS E R & R o e BB Icid, WD
Iz CAD Z#H L7-HHY4 [ CAD FERIZERT DL Z &,

4. Ty b 2ERBAFMERBREGE DR N &K UOFHEIZ W T
CAD Z#H ULI-BRERL DT v b 2 FMHS AFRERBREREIC OV T,
b&s RO EL # EL LT ARERBROENRE E L HEUTERT
B b, ¥, RABRERBROKKREESL, SHIKOHIEICH > THEISE
WCIRHTAZEE L, BERBEEORHFHIZECT, AT (1) ~ (3)
IZHEV, ERREEE L KRR O CAD FERICIRIET 2 &,
(1) BRREELAEIRFEARRRICE L > THRET 556
BIEIRFEAREH RIS, BEIMEICT v b 2 ERINS A SERBRAE D&
iR e B 2 MR U356 (B 21X, PMDA 235669 % Fa0
SEMAERICFIAT HBEE) ik, LTFD (2) KELT, BRHREEY
B L IO BHIUL B CAD BEERICETOEZERK T L L biT, B
WEREELBEF A=V L TRET A Z &, ZOBREITIT, FHitko
HIE DT TREMBESFTM I, £OFMMERIZ. ERREELILIC, 5
% CAD EEBF %8B U TEBD CAD EEZELICRAMEN 5,
(2) BRHBEEZLHERFTATPERICRET 256
S v b 2 EMMNAFERBRBEBEOREREEL S HIROFIEICE SN
THYERLT ABFE ORRBFEER L LT, YEZARYRIICERET L, £
7. FAEREEE LI HUS OFFS B0 CAD FERICHAR R LZE 2 Eik
FTAHLELHIT, BHREELZSEFA—NIZHRH L TRETS 2L, Z05%
A, T v b 2EMPAFEMERBEBEOFMIL, BZEWOETE DOEEKR
EEOBETCEREIN., FFMERIRBABOENREE L LITYX
CAD EE R %/ L TEMERD CAD BEEZBLITBMEN D,
(3) CAD Z#EH LI-BREREKLY, BEPLEOEBICL Y BETOME L
IR BN AFEERBREEZRH T ZEBNAEE SN2 kol

AN
=

RAIREZRIR 0 . e Z, CAD Z#H L7 /mD CAD FEREIZ, &
FHENEBINLZVWELZERKT D E L BT, Ty b 2ERBAREERER
DEKRFEETENREELEF A —NVCHRMF L TIRHETA 2L, 20
BE. 7 v b 2EMBAFEERBREEOFEIL, CAD FEZESICE -
TEEIhD, 78, Ty b 2EMPARMERBRNEP CHIESh, Rk
DEEBEEIENREENRE TERWVWEEIZIE, CAD 2 LE



HEIZBO CAD EBRICEDELEDPICESET DI &, £, REBEM
BRFCTHPILESNTCHETH, ERREES S REFERHAICIE, CAD
EIRH LIEAKIHBO CAD B BICENBREES2RETI 2 &,

5. ENEWEbELE

A ONTRNWE DR 53541, PMDA @ CAD EXFIC, BEF A —1
W2 CEE I,

PMDA @ CAD ¥ /7 D@5t : PMDA-CAD@pmda.go.jp

Uk



