DR

AR 11 /LB

DR M/ LR EE
D raR=1 (cTnl)
& i FE AilLE
R E
EEJREETRE
EEIERER S
LR -
Y (S, BR, BER) B (S, B, BB
FE# (ANC<L. OX10°/L L EBEINDHFHIR | BB UNC<1. 0XIF/L &EZEINSHF
BABRVER) BRI DR HE)
BAERIE BT
HERD
d 2V |
TRIENE /RS HEEESE R
RE/%B V2 %Y
B5
E#WZ @ERZ, HHTHENL. B2 FEEZ (BEZ, 25TEL B2
RS A PHE - A%t
W
BRTIR RITIE
K
& iz
TH TH
THILEE-BIR
B /LR B Hao17 /BT R
A VTR (BE OWMIERBAZE, § : Mk
&)
HILEY —7 (MEEEal) : KB
FRRZR/ DAR (ERB/AEIR) -BIR R/ OPIR (e ER) —ER
B EL
HLERL-BIR
HILERERIR
MR gt
Hif ﬁ
TH{LE i -R 4R THL B il 72827
AR AR H R AR 1
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WRAFESROHIM : B WNIRAETESR DM : E
fi/ ERGE M : Fif At/ EXGE M : A
Mt/ ERGE M - R A/ LB - B

ik ‘ - ‘
FFHPERDIER £ 721X Gradel-2 O#FFERE T
DEHED BR-BR
FFPERDIER ¥ 721X Gradel-2 DOIFFERMK
DEfE S BRI (B, EEE. ERE.
g, RE. Al

| /R , T

TN 7:4-;775'-—-12? TG Y Z74 X7 7 Z—E R
ALT, SGPT (MEI/NZ I VEBRENY B | ALT, SGPT (MijE7 /5 3 BE/L B
N7 VAT IF—F) BrFRTIF—T)
AST, SGOT (M¥E/ V% I v BAXY uEE | AST, SCOT (g7 1% 3 B4+ 4n
Br7 AT IF—F) BB R Z RT3 F—E)
EUAEY (BE DAY MEE) EInE (BE YN E M)
JVvTF=v
BRI R Z N R

miE . .
e Aok e S A o AR . PR AHEE R 1l B 1
HEW DE.
WHRR-F oM (TR AEMERRL S
T B E RE RR¥)
ER—IEE - R BT BB
PRI/ -5 R RE B— I B E—H 2 T B
YR —EREL/BR ZR—ERH
& B BT —RIA
ER—HA
i —M YRR

| 5/ Lo = =

[E R, WS
% %
FER REE (B80h) PR FRE (BLi)
fiti/ b SGEE-RIR
B/ B REED R B/ B BIEED RIS
EOB(L/MEEE (B : W5, RETRE | FOZL/BEES G : B, BETE
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TIXFEOE{L, MEEER) FEIEEDESE, ML)
f/ ERoE-F 0t (BPREZETL)

B LR

WA TEBIE- 7 O -

BRe
e , ; ;

A R HA I RR RIRIERS | 7 01 > R B RS
| e - T

Mo/ e/ AR 1 EE
NREIRER (L5

ZORIE, BROFEERLHFZIEVEF. SGFTIND, BETEIIX. WREEEMICES
hWRASECAT S D, BHThRIL ADEERSMD@tech—res. com. ~DEMKIZ LV, AFAETH B, BF
A—VIZEKA, IRBREYEMA, 7 barBIUOERLZHETEZ &,

ANV A=T2AVEERRR TRE SN FOMODEEERER . "NV X7 L OEE
RIEAH

MR/ BERE—~E 7 a vy ; BRMEM/IMRBAEIREER ; /MR
DS —IME L ; LR

EEE—DIC (FEFEME M % PR EIE BRY)

FE—22R5E (JRERHA)

R R E—aRB R

HILE—/IBEAZE ; EMRIRE /5 ; KEEL

R/ EBRR R A ; b ; B~ 7 X7 AME ; 8 b)) 7 AMIE
R AR DA R — R B BROE ; T EEMHEE

PR —EERMEREIRES ; 88EL ; BOE ; RIEMERRES K@ ; kf
IRER/RE—RNEE ; IR

fifi/ £ 5RAB—ARDS (B AFPRARIBAEBRE) ; g/ iR ; ]

B /IR A TR —IRIR
(EVFMREEFROBE Y R I, Investigator’ s Brochure #ZM,)

B AR A2 TR LGRS TAH L, BEETHOR W AMAIIC I 2AEEREE
{LEEIFREMELEH D, HH VT, AL DFRBRETEIRD ORI EEERRRAE
TAHREENSH S,

4.3121 _NV AT O— BN EEES
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NNY X2 T HFE T O FERE & OFRRIEORKRRRICRT 5, EEEICH
bo TR RO EEBRRICT, BAHE, KK, BR, BOE, TH, 85X E%,
BHm, FPRREE, REX, BEARZRERH D, Graded-4 DFEFFRTHRHLEL 2D
NADITEARE, Kh, BMLE, FTHZONZAMKBEL THD, RLBEELEES
RLLTL MBI, EREEHN2EOLCBIRMSERE, MEESRIL2S
ZRIBERR S H D, TN O DRBIZZIZEZLITRVA, I ARARLFERIED 2
Y ha—AREL AT, RIET D LECHICETT S,

NNV AT DERREEFREUTICRR T2, RENOLREREEEROV A NTH Y,
BIERI72 ) 27 (CAEPR) A3 NCI-CTCACv3.0 T, ZAUIERENTWS, FEFEMITD
Ry 7Ly b FDACBERREIRMAT 5.

(www. fda. gov/cder/foi/label/2004/1250851bl. pdf)

BEG  ~_NY X= 7 OERIGIIR (3% TH Y . BRI 20 (0.2%), BEIZ
HoTRIARIGE LTERR, CAKE, % BE, BiE, JnFE, meEl
EREZLHIT oD, BEDLZ A, EEREUSHSEZ o HREICXT 5, v
A= 7L 5BREOZEMIZBT 2ERIL. +oBELR TR,

|l  BOEEIASAY X TR EROHERE CIIEEEICL L. BEORRLYE
LT, 20-30%DHEBRETH o7, BERORBEZIIEERSLBEIZRDARERH D
B, FEALDORE. BRAOEMHROKRETa Ly M a—LAEETH S, LHLARY
B, BIMLE & 2 B5R 8 DM 8 R OBIBIE & Vo mBIER ORERFHICHE S
TWd, ANV R 7REPIIARICOERNEEZ TX&THY, ME=> br—1L0
BRI RARIBRICET 2L LT3, AV TORIEay br— ARk
BLERE BT 5 RETH D,

EAR:BAHRIINETODLZA, TRTONV AT ORRIIBNTHALNTE
D, BEEEICEAL T, BEREORER R GRERITN20%) 25, FhuixT7
—VIEMRE (0. 5%) £ ThkA Th D, 2 FEGIOBARIC X 2 RERMARRAT I D&%
BRIKRE 48 C ¥ - 72, NCI-CTCAE @ grade3 DE AR (3. bmg/24 BFFER) IXEh TH 328,
ETEMERE CIIZOARMEITIE VAL 25, BB T B IHOT V7 A
fEIAARICENT, BRLI—HOFRE KL, 24 BHREERLEZE Z A,
10mg/kg B (37 FEBIH) D 4 JER), 3mg/kg BE (35 FEFIH) D 2 FEFIC graded T AR
2270, placebo B (3BJEF]) IZIZA NN oTe, PEEFEIIEEOEARE R
TRESDANY AT OMFROREEIZ OV TR RICIRBIES N TV AR,

Wil 2 NS e TIRERIC K o THIMOFARITEMT 2, BHEOLA—RHOTHY,
20-40%DBEICHOND D, EIIBIETIHREZE T2 LI3/TH D, EMeEIT
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EHBEMRHn bBEINTEY ., MHh PR RHM, HEEHLbLEEN
%, Fi/NEEEO S TFHRR TIL, "NV X7 L HRLFEREIC L > T, £hicEb
BHWE I - i1 A% 66 AEFI T 6 ] THE S, FD ) HAFIIFEL LTS 9 (03/16/09),
ETKBBRAO, EMAERRTIE, HEEHND (£ TO Grade &) DOEIEIX IFL
BET 6% TH o= DITHART, IFL/ N X2 TEEL 24% Ch o=, FTH graded-4 D
WEHIMmIL, IFL/ RS X< 78T 3. 1%, IFL 8% 2. 5% T o 1=, BEEDHILEH
Mt PR RECHINERE DN A THRERBRTHRES ATV,

BRI e ARIE - BIAR MARZERRAE ORIE D ERM DR SN X~ TIHEIC X - THEML,
ZRIZIIRATE, —RMEMEMFEE (TIA) , LDAFEECHORE E 72 I2BE 0BIIRER
HLEEND, KFE (AVF2107) TIThIL R TIX, IFL/ SNV X< 7HTIE % TH
SOz L, IFL/ 77 e AHE TOBRMMEEREDOBRBIL 1% TH -7, 5 2DTF
I ERREEB LN EITol2 L A FOREHEEIL2ETH o7 (4. 4% vs. 1.9%),
ESRREMREBORERED, BEOERBEHRE 2D, HIBHNRTFER, LV
fERE L7563 H0E Bbhd ' (03/16/09), ~N\V X< & HFALERIEORR .
iTol= 65l LOBED, BIRMEERERFOHSITIBLE 8.5%TH 7=,

BILEZA/EIL  HIEEZRILIRTHI0, ANV AT 2 ELERICLVZ0EE
XMLz, ZRS0EIIARRERELEL L, FRCHEER L 25, KIBETOE
MARRER (AVF2107) TiZ, BERILIT IFL 0L DB TIX 0. 3% TH > 7= D%t LT, IFL/
RN X2 THTII U THY, 5-FU/SNV A THTIE4 % Tho T, HLEZRLIT
B B, BEE, NEEECIIHERPLERE L Vo HEBEREREAHFLTWVS
BETORANREEIN TV D, BEIL (F: KRE—RE. EF—E) bBESh T3,
FRIZ BRI DS AR R RIS A DTRIR & 15 & L 7z B AE i 5 K OVBMAR MERL
BAKIE DBFRIZ LD RNV AT OFEMNHBRRSA—T 0 TNV TORNY AT
DERR 2R — MR TARINET —F 2R LR, 308 FEFIZIWT 5.2%D
ERERPALNICRSTZN, ZOBEBXMOBEBEBEHEOKN 2 ETHo 10
(03/16/09), Z 5 DIELEDHILB L CELOTRTCHREFN AL LEL LIbJ T
R EFRIFEALOREREE LR, A V=X LBL N R7EFERET L0
IZIXRTM & OIERRRE L OBRKREEBRLETH S, (10/14/08) _"NAY A<wTREE1T
STVBBECBVWTHEBECRERHAORE, EHIE - MENBREXL LN DRIT. 1
{LBERILZERRZH & LTERTHIRETH D,

BUBIERADHE : VY X OEBRTIIANV A7 HAIBER 2 BIESE TR Y, BEI
BOTHAIBHEEZAE /LB ST A FREMEN H 5. BEVAEROBERCK EiEA
HOBEBHA ZALE TORNY X7 ORERRRICEVTHRE STV 5, AIGIHERES
OFEREME 2 BT 5 72 DIC LB Tl & _AY X< 7BEE COEE IR E
Fo TR, LBLEREL, "RV X7 ICBlT 3T RTCOBERRICBWT, &7

GOGO0218_Protocol_Japanese_ver.3.2_2009060X

88



DEDFMNOERIR 28 ABRBLETHD & LTWD, ETHERBROBEKRBRORE
BRCIE, FH S 29-50 ARICHEGBAT 5 Z L RIS ORERDOER KT & B
BoDEEZLND, ANVATTOHRIEEROFEFEHR L OB BB E-EE-
TV, RIBEORBRTIX, IFL/ R X THD 55 40 A, IFL/ 75 REET 25
ANDBENARBRIMPIZFRET o7, 2055, IFL/ SNV X< 7RI Hin £
TISERREHHED 40 AN 4 N BRBICH b, IFL/ 77 2 REETIE 25 AF— A bid
Zhhah ol FEFNORHOREDERIINAYV A7 OB+ ZE T HETH
% (E¥y21 A, range i 11-50 H),

) oMt LAE  AELEBREEEOBRMIZT V b T34 7 ) U RERDIRROBEEN
HOHBER, FAREZITOIBEICBNTEMTAZ L0855, BEAILEOEIHE
HREBR (AVF2119g) TIRIT_RTOBEICT VRS A 27 ) VREROBERERHY . 5
o MDA S (CHF) 2B HE DFAE L capecitabine BHFIEEDS 2 FEH (1%) ThHo =Dz
%t LT/ X< 7 /capecitabine BT 7 fEH] (3%) ICA LN EREShW TV 3, KB
BETONNY X7 O IFL £7213 5-FU & OHFBRER TiX 5 >tk AR e (CHF) DIRIE
DM B2 5T,

FRARMARSE : FARMAREREDORERINV AT ORBRICBVWTRESNTEY ., &
FUTITI TR IRMARE (OVT) OZER. FICBRECHRMDEER S Eh 5, IFL
ERNY X7 (5mg/kg, q2w) OFEMAARER Tid 6rade3—4 DOF T OFIRMARELRE
X2 DB TET RN o7 (15,1 vs. 13.6%),

ZHE LR : FR L IHRICBT AN AT 02t E IR 2SIz W T O
FRT—H3E, LOLRRL, SN XTI L BIRRE I T 2 A EMEN
BMERIIBNTHLNATNS, XHIZ, SNV 73RO ERMRES & NEEGE
EESELFREERDH Y, T L > TR L TEBEERZ T TEELLN5,
Ig6l DX ITHAFIZO W SNDFTRENERH 5, - T, EFERO B L Ltix
NNV A TIRFRR I @ 2 BHEE 2 Th R e b 22 L, eth iRl g
LRETHD, "NVASTRTHOENL O TEHHEE ORI R (21 A,
range I3 11-50 B) Z#BETI3LERH D,

FIEEME IR AT L RAREIC ALY v 72T B BB BN & R4 a RetE AR
H5, BIED, BERZZBZHENTOGHT TIX, BXZF 500 ADRNRY X TiEERBE
DORNZIZTEBREDOE MASAY X 7HKIIBRE SN e o T,

HPERBUD & BREE IS AFIBEAREGICH LT, _RV X T BN ARIER S 22T
2 BEIFPERBDOBRROEMAERE SN TW5D, AVF2107g 1238V Tk, IFL BAIH 5
(14%) DBREFID Y, IFL+_RY X<T7 (21%) 85 %5177~ mCRC DBHIZBWT
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NCI CTC Grade3 & A\ M 4 DFFERBD OB L7, E4599 TiI NSCLC BEITEH
W, PCOAD (17.2%) BEEZZITBELLUELT, N7 ) XX+ IART S
Fr (PC) + XNV RwT (26.2%) OREERFT-BEOHD, i EKB NCI-CTC
Graded DFEHLMEIN L7z, BEWELF FERBAIC HEMMR A BT (PCHINT Xv T T
5.4% vs. PC D 1.8%)

PCHRNU X< 7RETIL 19 JEH (4.5%) T NCI-CTC Grade3 F /=13 4 DIFHERED % £
HRBYYEN I HAL, £DH 5 3EFIMBKELE L7z, PCEREDRTIT IEF (2%) (24
PERBNC L DBYENR B BN L 00, FBEMITAed o7z, FIRIND 6 34 7 VDR
B, i, FBEMEFRERBD, b7 —T VEGRCAUE X ARG A ST B T RME
DOFEBIZDOWTIZ, PCHE[29 FEH (6.6%] LV b, PCH/32 X+ 7 EE[58 FEH (13. 6%) ]
WZERWTEM L7z, (08/06/07)

4.4 FEZFHE/)N (Taxoteree RP-56976, NSC #628503)
4.41 MK FEZ X ELVER, REMMELE IR, BAKEOKTMEOSH ZEKE LT,
20mg/0. 5ml F 72X 80mg/2ml D E L THHEINTWSD, Iml HIZ 40mg ® FEFZF L
(anhydrous) & 1, 040mg DR Y V)L~_— | 80 & ¥e,

4.42 FEAXFBNVIIFERINCERTILENRD D, BHE. RBMYWELE 2., HEOFRK
B odlifERT5, FeEZ23e L ofmREE 13% (w/v) OH ) —LVKBETHH, =
NENRALTAPIEAT D,

4.43 3% kBEHO FEFFEANL TAZ 2~25COMTORE T, FHICHERENTZA F TIIE
ELTWD, EXRNKLETHS,

4.44 AE: FEEZFEAVIRGEN TV AIHRKLEESL (BWEEEIX 10mg/nl), EAMNICI
SIZAHR LTI R 62, FEX 32 T8RO, 0.9%NaCl (USP), H2WX 5% 7 /v
a—2 (USP) DTEAICTHEML, RKBEL 0.3 55 0. Tml/nl &5 &, WIRICIERL
= REZ XML 4 RBUACERT 2L @REfEZED5),

BE PVC Ay T DV IEEE v MIX 2 & B2 A DEHP O B3E ~DRE % K/ MR
2T B0, ZTORKREZXZEAFRIF MY (7R, RV 7 by) 377
AF IOy (RY)Tuvly, RKIAFv71r) 2EHL, R)VFLUTHED S
nr-#igty RV TRETAZ &,

BIRATEORA L BREE, F-ABRSOEEEZBLTH720, TXTOBRFICHLTEK
tExEeLEE1RELOHEL, 3 BAHORORT A FRIZATRET S Z L,

4.45 BIER : BHOZERBERICEL TiL, BMIXEEZSROZ L,
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4.46 BREE FERIITRUT 4 ALY AFARTH D, BIMERIL, Anerican Hospital Formulary
Service Drug Information guide, Facts and Comparisons EIZHMLEEZZROT L,

4.5 QOL DFFM %
FACT-0TOL iZ. ZAMMH D AT, KABICKFEMNZR QUL EMZE L UCIREEAE T3 L THER
INTWE, ZOEME, 26 BB O22BCREICLAHEFETH Y, BIOBRBER IR
S, BEARBRE UKL RBEICBNTHERTE 2 X 9 BRI T 5. FACT-0 TOL iZKR DIE
IZQOL DFEEEERL, BHEIRAOBBEOTOICHEATH S LRH LN S ¢ (DFACT-6, (2)BN
DOFEFIE - JPERSE, (3):BINEHE : B (G0G-0172 Ym h=a kL h)

5.0 {RFRIEB LI UREE 7 v F~AE—a VFIE
WBRE B ERT DRNCEAAY OCTSU IRB Certification Form & CTSU IRB/Regulatory Approval
Transmittal Sheet (www.ctsu.orgh» s & 72— KAJRE) ZCTSU Regulatory OfficelZiéft L 72
TR B, TR b DOEROFAXEZITER T, EHERIUTOLEY THS,
CTSU Regulatory Office
Coalition of National Cancer Cooperative Groups
1818 Market Street, Suite 1100
Philadelphia, PA 19103
1-888-823-5923
FAX 215-569-0206

5.1 2BxEDOREE / SoFvA¥— 3 (1-16-06)
5,11 7x—X A - 9% / v F~AE—va v
78 b a/RESOBNOEEZERER RS > 2568, UTOFIBIZHE- TRET S,

5.111 A v T7x—bFarty bBILUERABEACREICETIFEROBELTFTT5LE

(BARIZBWTITERSL) 13BEARAND L IIHEE CUIRENRES) KXo TE4

EnRTnERSRY, BE, A7+ —bFartr MIBET S FDA, NCI 38 X UWER
DHRENILUTO LBV TH D,

5.112 Section3. 0 IZEEEEN TV AT RTOBREABGZHE - L TWAZ L 2HERT AL,
5.113 Fast Fact Sheet (FFS) 77 A+ 777 hi— hF— X 2 EFET 3,
5.114 BRI Web BéE, HAWVIIMETHIVTEFEBE (BIE : 1-800-523-2917) 2L v 7 kb=

VT x— R ACHBRE %4k L, GOG patient study ID ZBUST 5, Web Bk & EMEA(L
ZITOITIX, GOGWeb A =2 —_R—IZ A>T, ” Start/finishapatient registration”
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5.2

5.3

5.115

FBBIRL, RICX—UEMBMO” Directions” EIR+THhiTL v, W& Eit GOG

Statistical and Data Center (SDC)IZEEZE (1-800-523-2917)3 5,

WERE A = %/ (ffl : FML) . GOG patient study ID., EID ¥ THNZBRL VAV &
(ZZTE7=—X A LRRATH) BHEIIRAL, 7=2—X A LBBEINTNDLZ L E

MBS D,

COBRKRABRIIT A M _EERBARR THSD, 7 —X AT Web BEFTHT LIZ
XV GOG SDC % B Eh#9iZ Drug Order / Reorder Application (DORA) % iEFIFREL 720,
ZOWHRE IR ETIRBRER RSNV RATOHRELT7EROGERS D) B4V T
A > NCI @ Pharmaceutical Management Branch (PMB), CTEPZfERK&ihsb, 7=—X

A DFEITITEE 7T BAH 10 B AR SR ICER D E < (Section 4.3 BR),

5,12 7=—X B - {bFRIEDTET / BE&H

64 7 NVEOERIMOBEERKT L2 5606 Web A ==2—~_— E®DSDC Electronic Data
Entry System (SEDES) IZ A%, & L TUpatient forms schedule @ “DORA02” %:3&IRT 3,
% L UDrug Order / Re-order Application (DORA)%#ECAT 5,

ZOBEKRRIZT VA MEZEER TH D, 72 —X BAOFBREEVb ETITHIZ LI2LY
GOG SDCIZ B #AIZDrug Order / ReorderApplication (DORA) ZERTFIREL 42V, 7 =—X B
~OFEG L FRFICR ST IRBRER (SN AT ORELTIERORERH D) A
Pharmaceutical Management Branch (PMB)IZA > T4 ' TiEKREN D, 7=—X BOBEIL
BHETAM»H10A LNICERRICEFINEL, 72—X BOKT E TIIERRIT3EIZHEZo
TREBERZBFERTILENH D (Section 4.3728M),

EBE sk TOFIR

ARBRIZEEH /L LTEBML TV A HR TIIERESRRD LWL T v F~A - 3 v DHIE

ZOWTEE R BEEZ BT 5,

TRREEHE

5.31 {BETa /5 A

WEBRE L3O DIBEREO VTR NIDIZRA UL CEES TRV 1T bR 5,
Arm T xz—X A AT a—)v Z7xz—A B AR 2
VA K VU AU
I LR ok 21 B [wlf@e 31 7 v
21 B RS A 7 L 21 B fAIf&
T TRk | L6V A 7 VB | Bl E /X TRk | 72284 7 V8
i EG
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I LR+ 21 HEkR6Y-1 7 v
21 A kRS Y1 7 v 21 A kR
RNV Rw Twkk | {LFERRIE2- 64 7 VB | BI&REE | TI8FRek | 7-2244 7 VA
THFH TRE
m b FiEs+ | 21 HRR@6 Y1 7 L
21 H k@51 7 v 218 [EkR
RNy X2 Txkk | LFBE2-6F A 7 VB | BIERE | XNV X Tk | T-22% A 7 VE
THH TS

1A 7 VBOERERT v ¥ — 3 U BIABLURNICIT S, (10/14/08)

1A 7 V=21 Z L DR ERR, ZhiZix6+ 1 7 VBbET., (08/06/07)
Txz—RAMNXTHAINVE (==X BO1HA 7 VE) BT AREATKRTT 5, (08/06/07)
Section 8. 0IZHIET AIHREEITD 22V, H D\ idSection 6. OICHRET DIAEOET 2 E T HHEM
BRDENRVEEIIE T e haBED 7 = —X Ahb 7 =2—X BADBITIEAZVa— NV EB0IT
LRFEZR B2, ThiZiESection 8. OIZHET 2R E DEITILA2 WA REENHFE/N L TW R WS
baEnsd, (08/06/07)

E: 7x2—X ADHT7 = —X B~OBITICTIIHRENSLE  (Section 5. 1B).

* TRTOEROEEITIA BIZITH.

*k X7 1) Z X175 mg/m2 IV SRR BTN THNVAR T T F L AUC=6 IVE3OD TRET D (E: FF
BB EITRY FE XA 75ng/m2 IV IR EZ X7 V222100V ICH WS [Section 2. 65,
53228 L U6 518 HR].), X7V FZXEALBLUONVR T TF 0 OB E5BIIngZH, FEZ XL
ERiXIngZl| A TR HIEWEL LTH L\, 1RREAEE, 10% EOEREOHEBNH > = HEITRY <7
VEXELBLUONEZXELVOREEZHHET X THS, (08/06/07) (10/14/08)

sk NN X2 T /TSR 1mg/kg IV, _AVAYT /T ROBERI g A E L, BbiEV VA
ELTH &V, nEREE. L0%U LDEEDEMDEH -T2 BB IRV X2 T /77 ROE 5 &R
BetBE T _&TH5H, (08/06/07)

Z O KRAB Irandomized, double-blind trial TH 3, FOWRE IR ET HHEREH (bevacizumab
DIEE LplaceboDIPEHNH D) 160G Statistical and Data Center (SDC) H>SHNCIDPharmaceutical

Management Branch (PMB) IZFIHi% %k / T F <A B —2a v DBE(T72—2 A) BLUBERFORE (7
=— X BIZEER I, BETHHI0BUNICEIERIZEIT 53 (Section 4. 3BH),

5.32 (LFRIERAE LUHRER ("N V =T /7 7%R) OREGE

5.321 BEEFREOBEOAMFEHIRE

5.3211 GOG fbLFEFHE~S =2 T AT LI, A7 ) ZxEL L FEZFvLORERREIC
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AW D BROEREELRKRT2.0 n*& 72,

5.3212 Bevacizumabd %\ [FPlacebolX15 mg/kg TR EEFZEH L . BB EBIIHR/RTEL 2,

5.322 BEBINERE XU E-FFH (10/14/08)
s X7 ) F RNV TR ET D, MRE TRBEDCT LAX—RISO Y 27355
T30 U B e VIO ERIERNC RS > TR ET BRETH D, (F: "7V EF
TADORDDIZFEZ X285 5B T5mg/n2 & 1B CIVIR 53 5, Section
6.518 L USection 6. 62BR) WINVAKR T T F L3N0 )V FXx A (A NI REFXENL)
2B EHW T30 CTIVIRE T 5,

RN AT TTRREIANE T TF o DRGICE EHBOCIVEEGT 5, TIREONR
R R T HBVRTARRAFUIMER LW &, IBRBYEMIC X 5 EER SR
X, BERAL. BEOGG IDES, 7=—2FF AL LIEB) BIXUHA 7 AEFEEHR
BELTOWRINEZ G20, FREORNC, WRENRRERH EFE 5606-218, &
EFIDEFEERBLVT7=—X AL LLIIB) BPEADOLOTHINERRTII L, "V
AT/ T 7 vROBEERET 74 FX— RIS T HERPLETH D

(Appendix V), BOLUST#E& L TIER LRV, FIEIOEEII0L,T TITH, MERTH

(X2[E B %605 TREFIRETH 5, 2 H OFREG THRERITIEDHKIT3S TORS
WRBETH B,

5.323 R

5.3231 X7 U EZXFEN
Ry ) EFENBEEOTRTOYA 7 VB TRERIGOERMEZ S 17912
IRFREIRTIZATIESRIBM AT ) Z L R S 3, RIRIRIBRIL, T3V A& (B
MREIIRO) oBE, e AZIVHITuy— (7 BT 3 25-50mgéeiE
RN, EERASER) BE, L AF Iy h—EBERRE (L AFUL,
F=FV, TFERFTUURE) OBRETHD,

NNV A= T/ T TR LD BB RIS PBERE SN EE IR D5, 3232177 X 5
RHIREZEETETH D,

5.3232 RNV X=T /7 TR RIZILZBEEGHBE INT-BEORTREK
ARV R T/ TR X ABREEISPBE I NT-BEITIIRY A 7 V1390550, E
MTTHERE L. (08/06/07) R GEFZIIUUTIORTHIRENEID b5,

THIZ7 ey h—(¥7xb KT3I 25-50 mg% IBEBIANICRBR#IRD 2 WVIIR OB 5,
HAWNI I ZD 10 g7 =XV T =+ 60 mg)
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-H2T vy B — (7 7 EF V20 mg T IRFEIRNCARFRIR D DV IR AE S, 2 WVIER
BOH27 0 v h—0FE)
« FEY XYY (10 mgZBevacizumab® 5D 1233 X OGEEEIRIIZ 5 )

5.3233 FE#xtnL '
NIV EXELORDVICNEZ XNV ERET BERICIZ(06/26/06) « T XTOHKE
YA T MZBNTT IV AS Y 08 mgR N 52aTA4, YBE, YBESD3E Gt
24mg) \ EXF ILHIZ oy i— (V72 RT3 25-50meiR ik 5 VIR O #
G, HD5WNIMMOREDCHLI 7 2 v —) & FEZ X A& 501MaNcRET5Z L
PHRIND, N2 i3feiks B75mg/m2 % 1BERH TH#ET 5 (Sections. 322,
6.51, 6.62%M)

NRY X2 T/ T Z R L BBEEDNBR S NIZBEICIXRTOS. 323218 X 9
REIRELZEZEETRETHD,

5.324  HIM-Al
ENENDL I AIEBNTIRSR - BHEAHBEST S Z LB FRIND, RO LS 72t
RloERREREINS,
s FUF o b r8-32 RSB LT X A Y 10-20 mgRERARIR G 2 LF
BE D305 RNITAT 5.
s E2iX, 77 =% b2 10 meg/kg BEIRE G (HAWI2 mgR R EE) F v FERAL
0.5-2. 0 mgRFHARIR 52 L EBIEDI0DBITIT S,

5.325  HINARTTFLOBREE
JellifeRA 5 DFRICFRIER AV TH A A— FOHERIZ LR > TEE L 4 BArea
under the curve (AUQ)EDINRTSF L x5 BZEHET S,
ANRT ZF o OPEEEGEIITFRCFRE AW THE S RIThIER 6420, FHORE
FAZERCE DD CTCAE Grade2 (MiF 2 L 7 5= > 1. 5XULN) L EDBITERA 2 2213 1iE,
YA ZNUBEDANKT T F R ERBITHHELRVB, BIZRR2 L5 RBEED
ERIIIES D LT 5,
BEERARR, FREODLRVWEREICERT2AFICKERZOLE 2 L7 F=1E (0.6
mg/d1EAT) ZRTHRE TIX, 0.6 mg/dIKHIEL T LT F=0 27 V77 A%
15, REFGARLUANICE - LEWNZ @EY) B3RO THWEBEIZIZE OfEECER
DHEEIZHWS, (08/06/07)

FNN— FDFER Carboplatin dose (mg) = target AUC x (GFR + 25).
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ZOTa haL T, GFRRIZIZVTF = I VT TV RLRAIESETHELEEZD, 7 VT T
=27 VLT T AU TFICRTRE RV Jelliffe BICTEHET S,
{98 - [0.8 (age — 20)]}
Cer = 0.9 x

Ser
Cer: ZVvFPF=r27V7F2Z2  (nl/min)
Age : 4FEp  (from 20-80)
Ser: MEZ V7 F = (mg/dl)

5.326 RNV X~T/TF7eFOREE
NN XTI mg/kgH VIR ET 5, BEBOHBEIZIIR 7 ) —=v TROBEOKER
B, RBBEFEFPIIRGEZEELRV, 7L, 105 EOREOHERH > HAIC
REFERLETH S,

5.327 "N X=T/ 5 RIZETHEBIEEOTA KT 4
BERUG A Z o T2 BRITIIR YA 7 VAT EZIT 5 ~E ThH 5 (Section b. 32321/
HMBREEITo TORVER), "NV XeT (HDHWNITTER) OBREGRBIZRY A 7 v
TIEBLARWVIEI R LW, BIRELZITS Z LI > TRY A 7 A THRICRIBER - 728
B ZF ORIIATHREEZ TV RS LR SRFE 23010728 E L TH RV, 6005 T
RIS - o =BT F DB DR EIT0E 15D L EDT TITH R&ETH 5, RERIZ30
100 %G TRERIGHE Z > 2 BRICIZZE DR OB EII6057 L LT TIT I & TH 5,

5.33 fFRZEIEIAE
TR DOEITHRRD LN AN TR TIREEIT ) 2 L1373,

5.331 JREOHILMH D WVITREOHREZ B L L-FiiF

5.332 Tl ZBELAH-THTE baVIZRESN TWRWIEEEEZ WA Z L3 TE 20,
Z0 56 OEFNITFAREOER, AHFEREA, IR, EEHRIEERENE T
3,

5.4 Quality of Life 3B KNG

MRBIIRES NI A L7 THE BHEOBARRRZ L 23k b v, T bR
R TEHE S NTEIOFHMERA > F A& END,

5,41 R—2FA VIV A 7 NVIOBTERET S (t = 0 weeks), ZAUXIRERBABATOFEMTH 5,

5.42 4% A 7V DH] (t = 9 weeks, 3V A I NVDILFERFIE L2V A I VDR X7/ T TR
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5. 44

5. 45

5. 46

BEINERR) RBROEHOFELRRI-002EBOMEATH D, ZOFMIZ4T A
7 VOBEIMATO W REEO EBRTE TTHIVE LV, ZOFHMIIEHERZIICH LT
HPMEFAKOQQLIZN T2 EHOEELRLLEEME LTWS, £, ZOFHEIT
BHFEDROBRYIOF M TH D7D, QLETBBEZROBELZFT DI L HEMNE LTS,

THA 7 VORI (t = 18 weeks, 694 7 VOREFIE LT A Z VDNV AT /7T 2R
BESNZRR) IEROEM OB EL AR OORBEOFMATH S, Z OFHMIXTY A
7 NVB OBERNATWEZWAREORAMATE TTHRIEL WV, ZOHMBEIESHERZILDH L
TAHRMEFAERDQLICH T HEMOEBERAZ LEENE LTS,

139 A Z VORI (t = 36 weeks, FRFAMEDILFERENKT LT6r AORER)IIAINVETT T F
VERT Y ERENLOEENRET LT6, BOFRATH D, RBRIGELZBEHICHIES S 0T
OB REZT TV ABRAICLQLIMEZ T A2 Z ENEETH S,

229 A Z VO] (t = 60 weeks) IIMELFERIER T RIS BORNNRVA=T /T 5HHROHE
ERKTTHEATHD, RBRIGEZBEHICPLES 2WEIMOBEEEZSZ T TV AHEIZH0L
TME AT A ENEETH D, (06/26/06) (10/14/08)

RRY A2 )PS5 RO E/RT%67 B (t = 84 weeks) DEFA, Z OB DQOLOEMIZ
BEOBRBOEEL»FARLZ AL LTW5, REREBELBEBICHIESH AWM TEE
ERITTOABAICHQLHhZ M T 5 Z L NEETH 5,

6.0 EBDEEHRE
Dose-intensity * M G B MR T2 DR EEDRHESCKREDEBLEY B/IRIZT BB LE
Thd, REOEMNLEZ 2> HEITITMREN & EMREENBRRT 2 E THER I L OF
BALETHE, ZORBRTIEEROFHEOHEILZV,

6.1 JREDEEDERE
TRTOERIFEL AL OB ERICEEL CW5, REEERORAIIBED LV A L DIF
BZZROE, BUREROEE L~V LIEFHIRADIZE L DTV,

RO MR T A 5 A - (Section 6.2)
MR EEDO—KBIR A KT A/ (Section 6.2)

- MIEREE D EKE Table A (Section 6.3)
cFEZFELORE L~ Table B (Section 6. 3)
- MERREFEDEIE DRIE Table C (Section 6. 4)
-FEMmiEkEENE Table D (Section 6.5)
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6.2 MERBHEO—RXMI2TA KF7A

6.21 HHDORREOBEIIHREGORBIEL, FHIIEFINZREEDERIZL D,

6.22 EHBEDREITZHMBBM TITRFPEKIZESNTEIRS,

6.23 YA 7 VEEICHTc-> COIFHPERE XU/ MRE D A K{E (08/06/07)

6.23. 1

6.23.2

6.23.3

7z —X A GHHRRYEOIEAZ HFR L T2 #ifkD)

M ONDOBMIEDER (INRTZF o RV FXEL, FEIFEVEER T =—
A ADHMIZIER YA 7 VOB EITFPEREA 1500 cells/mm3 (CTCAE Grade 1) | /MR
AI100, 000/m3Lh BIZ72 B ETITORWVWI &, 7=—X AZBIFBEERAY X2
/ T eREST) X EROMEENZT E TRATIEMIENT S, SBEBELANIZHFPERE
B BV R MREDE ) R EIZBIE L 2> T B A ICidBB 7 e k2 VIiciE- =&
HEHOBEEIITORVY, ANV AT /| 752 ROBREOHZOER, HDViX
Section 6. TIZRT L5 27w b aMiTHEI W TWARWERMERSI O A 2694 2
NV (==X A PBRTTHETHET S, BREBEIC (Sectionb.12) 7 = — X Bidifl
EEBY#FT 5, (10/14/08)

@55+
R A 7 VTG CSFOE 5 21T - HAITIE, BREEANCIEY & Il & i P eRkE
1000 cells/mm3BA EiZ72 > =M E T 1 b a VBB EZBE L THEDZRVR, —@tt
DFFERBL PRI 252 EERBBML TR L,
ATV A 7 VTTR A B5BEN B - T-HE120%, BRRAVICE Y & HIr S i iX6-CSF
BHATS Z L 2FHRIC, FPEREK1000 cells/mm3LA BT/ o 7-BE AT a k aik
HERBAL THHbAV (Section 6. 2415R),

7 = — RAATHAREEROBRELZFIE L EHEB L7 2 —X B

7 = — AATERMBUEEF OB G E2PLEL, "NV T /| TI7ERORERELTH
DREHDHVNIT = — X BTIIRY A 7 VDR EI13FPEREA 1000 cells/mm3 (CTCAE
Grade 1) | IM/MREAITS, 000/mm3Lh BIZ72 5 £ TIToRnwZ &, "NV X~wT /[ F5
TAROBREZIINGOMEIZET S TRATIEMEST 5, 3BRILINICEFPERES 5
WM MR DS B R EICEE LR > T2 BRI E 7 e aiZito i nTnoik
B LT\, (08/06/07)

7 b aVRE SN RZMIEEER (75 H/ 2%V ) OBERT =2 —X AOHIE
IZIEEOEITLUSNOBE THIE SN A0 Section 6. TOH A RS V2 BROZ &,
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(08/06/07)

6.24 Hematopoietic Cytokines & Protective Agents
Hematopoietic Cytokinesé& Protective Agents OFEIZLLTO L S 2B EHET A,

6.241 JRROBESREBOEEEITo I b b b T HFERBL 240 R L - BEUSNT
EARIZT ANV T T AF L GCSF)RPEG-T A NT TAFL(IATRAE), $LVITTE
2 F 2 (GM-CSF) O FRI# 513 o 2\, FFICmBEME 7137 v b a VIgRE S 2%
BIOEROERERET H7-DITHE S RE T3, L, BEMGFHRBOOERDT-
DITIREATA R T4 > TR F 28595 Z LidtEb2v, b L PRGN
WER GHERFIMEFREORA D LR L, BIK10A M H 5\ i3 4F HER231000/mm3 %
Bz HETHRET 5, HEEKFIXFPERA10,000/ m3Z2 B2 7-6PIETRETHY,
7o WEIDLFFRIEDT2RERILINIZIZA W 5 R & T2,

6.242 JREOER (GEHR BE) %I6radedd /MRl 2 ) R LI-BE %KX . T
thromhopoietic agentsZIHET X TII7A2V,

6.243 HMOFBRIZERMIILER ST Y 2aRA =F 2 (BPO) LA, BAICL - Tiddam %
ToTHEDLRY, BREZEY T2 EMIIRMERELPER (77 F2RF, =RKSF v, 7
70y beEL) OEFOERIFTRIZONTRML TBLERNSH D, N bOEFIIE
BOREERN S 5 VIR ATFHM 2 EM T 2BTENLR Y X7 BRI TWS, 20
BEIIHRICHRLREF OWmM A28 T2 BT 2L, BEREZBRRLIZY ., EH&HEE
L0352 81380, £, ZIn60EATay he—LTEXTWAnWELEDBREIC
BETRE TV, (WFREFOBBEICH LEERED ) X7 2&HmD 5 Akt dH
5. RETDOEMLEEZBROZ L,
http://www. fda. gov/Medwatch/safety/2007/safety07. htm(08/06/07)

6.244 HERTFTHF A L TRENTVARNT I 7 4 2 F R OBEHEEATA V7220,

6.25 N AT OREROEE
NNV AT OREBOEFERER 2V, UTIORT LI RBENRE LZESICIIREY
RIEHANIHFIETRETH D,

6.26 N7 VFXEABLIOREEZFLANDERESRBOET
MEFBHIZESN T YV F XV OREBOEFE X TR, mMEEHIZES FEax
TADEREROEF X (o haLORBIZESHWTARZ Y ZXZEAOREERE LTHWS
NWTWDIHE) LITORA, KB, RCOBEEEIZHKS, (08/06/07)
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6.3 IMkEMICET LRI

6.31

6. 32

6. 33

BEBOEEHTET 3 L 5 A2 PERI (DLC-ANC) (6. 3212 #7E) R i/ MR I
(DLC-PLT) (6. 333RTE) S FID TER D LN /23B-5 121 ETable Al > THEY V>, Table BIZ k-
TRE5EZEFETS5 (06/26/06),

BEBEOEE =BT 5 4FHERMED (DLT-ANC) & IXRBWEF P ERBID OFEH 5N iXT B L
EFBET BGradedDiF P ERBA L HET 2, B HHE Z £ 7207 B RMEEHE L 7-6raded D iF
BB TR G BE AR L2V, BBV PERED & 1XCTCAEIZ S 5 X 91238, SEELL EDFER
ZEo 721, 000/mm3AR5 DL FERED & 2 L2358 TR S 2 WOITHIE R & 27/
REBOIDENTIMbDRVWEEREND,

BEBOEE % ET A /Mg (DLT-PLT) 13Graded ® /MR (<25, 000/mm3) F 7= 13 H L
%1 9 Grade3® L/ MRIEA (25, 000-50, 000/mm3) & EFET 5, AHHEZR DR\ \Grade3D M
IIMERD TR EEDER T2,

FA MEHFHEIC L GRE TR
7V EXFELORDDIZFEI XA ZEE L TV AREICITHOETRBLSMH)
DLT-ANC DLT-PLT FROFEALEH FHOFAE2EH BROFKAIE
H
Yes No HNRTZF % GCSFOEEEMZ D | 71 baicfE
AUC=IIL 53 HRANOEEBIIEZ 72 | » T iatES
(FEZFEAZIL |0 RO 5% ik
AT B%) ok
Yes Yes ANKRTFTF % GCSFOFE#MZ B | 71 b HE
AUC=1B BT EHIZANKRTZF v | o= RfbhatEs
(FEZFELEZIV | ZAUC=IH O Flogs s ik
~JV T B%) (EBI kX FENL *k
21V TFIF B%)
No Yes ANKTFF % ANKRTTF % u b2zt
AUC=13R & ¢ AUC=13B 5§ - T2 R R 3E
(FeZxELZIV (EBIREEXEL | HlOE52pIE
VTS B%) IV FITF 5%) ok

*Section 6. 5L TRZ VX EAORDVIZREZXFEAEZRE L TWABREICITHHETEBL

B,

#pIEOREIL T T FFHA/ 4 XY L CDBBERA L, ~ANVXT /77 RITITEALZN, 20X
SRR T CORNY X7 /772 ROBRERFIZOWTDOHA K71 idSection 6.231%BRD

ek, EF-

(08/06/07)

. 7a b aAAORMREERORED BT A K7 A4 12OV TidSection 6. 725,
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EKB: FEHZ¥*¥E/NLDDose Level

BR%EDose Level

Dose Level -1 Dose Level -2

75mg/m2

65mg/m2 55mg/m2

6.4 MEFTROEEDENIZET DRY A 7 VEREN L REBOER

6.41 IFPERBAICL BV A 7N DEEOIER (Delay-ANC) D EHEITIR YA 7 VIR 5T E 2455
PAIPIZRITE U7 a5 P Bk, 500 cells/mm3%{# (CTCAE Grade 284 L) HBWXEiHA 74T
G-CSFOREH1T» 12 3B-E121X1, 000 cells/ mm3kKiE & 35,

6.42 M/ MRBAIC X AR A 2 VRSO (Delay-PLT) OEAEIIRY A 7 A B E4RRBILINIZ
BIE U7 s MRE100, 000 /mm3FTE & 15,

6.43 RITRTIAEOLE IZRIRODLT-ANCRDLT-PLID L 5 B 5 BEOE B2 VLB L T 2EH 5

DT, BEOLZBDEREIIHLELRD, EVH#Z 5 EDLT-ANC L Delay-ANC% [F]RFIZER®

2B A IZIIDLT-ANCOBREDOE B AT, Delay-ANCIZ L ATEEOE T IXfTH 2\,

FC: MRFTROEHEDBIEIZ K 2EHE
AT Y — BERE | EEAR
Delay—-ANC 1-7 EERL
8-21 KRY A 7 VTCCCSFEERT S
> 21 RBRVBHRE T Lok
Delay-PLT 1-7 TERL
8-21 ANRTTF AL T (EHIZ KX XFEALEILALTF
i 5%)
> 21 RERTE R Lok

xRN VARV LORDVIZFEZREALE2ERE L TWAEAIESection 6. 510 H A KT A N2> TE

Bt D,

¥+ 7T FFRFN FFH EEICORBH., NV XTI REBESITIER LY., ok 5k
RFTCORNRY A= T /7T RBEEOWEGIZONTITE. 231OH A RIA v E#BBRO- L, -, 7u
kI VA OFZAAMER OB G2 OV TIL6. TOBREIBR T A R4 o 28Bo = . (08/06/07)

6.5 JFEMREMEIC &L 5%

=D FmEHEEICLDER

Al

LAy LA LAy
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Dose Level -2 Dose Level -1 &R E5E
RYAE LI 110 mg/m2 135 mg/m2 175 mg/m2
HNIRTZF L (AUC) | 4.0 5.0 6.0
RNV AT /T 7% | 4T ki ks
N
Fz&xtEr 55 mg/m2 65 mg/m2 75 mg/m2

KDOFEMBEFEMC L OBEBOEFIIUT O ¥ 5 VISR T L 5 RRRTOHBEAT 2,
(08/06/07)

6.51 Grade2 (H2HWZZNUULE) ORMPHEFEDOHBEFFL N7 ) FXELOREL NV EIDTF
T3, £, FHEOLLR6rade IZBET 5 £ TRATIERKROFEINEZTXTOT 1
kA RREES T 5, SREOIRROEL TH RKHERFEM D Crade ITBER L 2D o 1256
IOV A D7 Y X rofbihil L, EFNRERORVERY Section
5.32202 5> TR7 YV Z X A% FEF FE0 (WRERESET5ng/ m?) (ZEE 45, (08/06/07)
(10/14/08)

FEZFENVIZEEZOYIEIDOY A 27 L TCTCAE Grade372 W LAO KSR EFM BT D iz
BB IZIEICTCAE Grade2 LA IR T2 F THRARKTIHMKRDO FPEINZTRXTOT 1 b a/uif

WM 5, SEMEH LT b RINMEEIENcrade2 i FICBR L 2VERITIRKRY A 7 v
LD N d 2 OREITFET S,

6.52 J|IMLE: XAV AwT /T T eROREEZTHHEREIIEREIMNMCMLEZBE L2THT
725720  (Section 7.0 Study ParametersBM), "NV X< 7/T T ROREEZITHBE
TGrade3D@MEZFEH AHEDEBRICANVONIEA T VAT o VHER, X—%
Tuyh—, FIRE, INVVULAFYy o RNT Ay h—EREDH, MIAREOEEREE D
BERITEE I 72V, (08/06/07) IUE = v b w— D B —REVZERKA A K7 A /1245
(i.e. BHIZ + 140/90 mmHg, - ¥ERFIAE13130/80 mmHg?d BAE),

URHEHA M E 150 mm HgLA F 2> o3k EA I E90mm He LA FIZMED = b u— 2 BEF 72 BE I~
N A= T[T 572 REEDRFBFIRETH 5,

6.521 = hu—/AARBRORIME UFEHMELIS mm Hgld b 2> L3RR M E9Omn Hgll k) & 5>
IXCTCAE Graded i DERHKIER D H A BMEDBEIZBN T, "NV /T T7ER
OEE (BLU7 =2—X ATHBRMEMEERORE 2 LESHIVXLAR E TEHT 5,
TELBH) (08/06/07) Z{REE L. 6.521T R T REKABLAD 2V Tkl L2 T iR b
72,
NNV R T/ T T RBEE LALFREE A L TV AHIBICE VT, RRREH AR
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PRICRMER =2 ha—rEh, BERIERIEHESNZEEIE, T TORRERMEE
T3,

s RNU AT/ T TR RS L CEREE G LTV A IR R TR OR B % AR
o Thay ba—NRRHDWIZERKEER % £ 2 CTCAE Graded Kk o & M E A3 F#5e 3
BBE. 72 haVOBEILNE S TGEISFTRETHIVE, RY A 7V TIEIARV A=T /7
SEREHFIELT, N7V EZFEABIUOIARTSFLrOBeiRET S,
ALFEREDKE T LB OB, IBRREEIEME-Tb v br—AARRH 5V
PRAEIK % £F 5 CTCAE GradedsRi D B M E B3R T 2 HAITITR YA 7 VDO~V X
<7 /77 REREPIET B,

* CTCAE Graded D&M E % FAE L2 BEIZBWTIR Y OBERICBW TRV X< T /7T
EROEE X FIET B,

6.53 BAR: NV RAYT/TITEROREEZITABEXIRBXICBREINICRER 7 LT F
= (UPC) L& L2 iE e & 7220,

UPCHE<3. 5 NNV R T |7 T v KRG &k,
UPCHE>3. 5 UPCHCS. 5IZ 2 B E TRV R= T/ F T ¥R
DEEXHRET 5,
BEBRO-DIZIRED2» A B2 TREIZ
RoOTBRIII_NV AT /T T8 RDE
H k45
GradedDERRPHA L 72HE X RN A= /7T ROEEEPIET B,
X7 v —BIERER L RBE LI5S

6.54 Hif: FAKEEBOFEBREOEELZIT TWABEIZCICAE Grade3D L #3RD-EEIC
RN AT /7T 2ROBEEFIET 5D, FOMDHBEIZCTCAE Grade3D il 2R O 7~
BlIBIROEBZT_ATHEETE TNV AT /PS5 ROBELZ{RE T 5,

6. 541
6.542
6.543
6. 544

1kin U7z,

NESE LR EELTWVA,

BROV A7 @5 L5 2HIHERREN 20,

BHmMOY 27 2@ 5 L5 2FEHFR., WEFNRETFR2,

FRROEHBEH - I 22V DI EBEZE L2 TIRENE L7-BE, Grade3S0HMAHER LI-BE.
GradedD M Z38H A BHFICBWTII-NY A= 7 /7S ROBE TP IET 3,

6.55 MALHE
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