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BREB L ORBRE 2 Ao ok (MERLOMER) OREERDAZ LI THEN, K71 ko
IZIEBAR DO BB SN F T2 — DB &7z, BEIZ GOG-0213 IZ BB A DERE R E D, 77 MMEB
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RICHR L TA Y T4 UIRERBET Tz 2L, RENERBEENehomBR L LTE
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FMD T o F MEBOIREA T a ZiE, ANVRT T7F o L offAlbEEERE LT, 7 X0
HLIETFAVEEUYRNEEND, BRBEYEMOHN T, E600LFEEL ANV AT ORE N
FRETH D, b LNV T PBIRENTSHE, BRETT 0. AR TERVWEEREZELRBAET S
F T, NNV T OREFEENR TOILD, (10/01/2012)
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1.0 BW
1.1 AFBRICBT A {REL (08/04/08)
7T FFRE MO FEIINEE, RS £ VS ORE LR LT HRT U F MU
BEPRERER Tl. 2 DO BRI E Y #ie,

111 #EBMEEEEORNCFIRIC L 2 _MEBERE TR 2 EHE T2 0L, 7T F TSN
DOFEF RO, FERMEEE X 7 30V E O BE O FHBNIERET 5,

1.12 Second line D /X7 U X XN b HNRT T F L FAFIEICANY A~ 7 OO LU
R T OMEERIERZ BT A 210k, 7 U ZXRAE TR T T F G EE R
DEHE LB LT, I FTREEOFRE LRMEINRE, RREEBEEERE S L < 3INVERO S
FHOREFHRPERT 5.

1.2 FEZEHH
1.21 MM bLEEEC ZREEREFR2ZMA A 2 &2k v, I F RS ORIE ERHEIiE
. FSSMEIE R £ 13RO BE OSA BN EE T A EN T HETT 5,

1.22 Second line IZ_XNY X<w T &0, & HITANANV AT OMRHRIEZITH) 2 LI E D, 7
VXXV EINVRTTF U BEIMOD second line {bFEEL IR LT, I FFREZHEOH
¥ FRRERNEE, RIS £ 7 IV O BE OSEFHRINER T 5 a2 W4
Do

1.3 EIREEH (08/04/08)

1.31 Second line IZ_ R X< T 26, EHICANY A T OMRERERIT > ik,
JDEXENVEITINRTTF U EIOD second line (bFFEEL L T, 77 FFESHEOR
& B VEDRELEE . JRORSMEE I & 1o 1R R O B O I E A IR N IR 3 A I E 0 B )
Wri 2,

1.32 BEREOENEEE LTHNRTTF o X7 ) Xl & 5 HIBERZ 20T 5 BE OWEANT
9 BIRBUE DRIERZETE - CHIET4 5,

1.33 MBMbLBRIEIC CRBEEREFREMA S Lok v, FIF T EOER FREIiE
Y RIS MRS IR T IR R D BB O AETE O (QOL) A3 D vE Ay E . FACT—O0 TOI (JR
BB OB T v N AFEEE) 38 X O Rand SF-36 (Rand tHiC & A B {AHGEE R ) THIE LT
T4 5,

1.34 Second line I~V X=T7 & GFH, X DHICANV AT OHFHRIEZITO ZLIck b, XY
UEXENLEINRTTF U EIBD second line {bFEEE L G L T, I FFESZHEOH
& R VEIRE . R RV £ 7 13U 0 BB O QOL A A T A E T 5,

1.4 ;T UAL—ya ) —F O (08/04/08)
TIRHIEBERE TN E T D 606-0213 BAE D LIRS N AMEMEB L OB OBEIZBWT, LT
DRI AL—y a3 V) B—FDOIRRABRIET 5,

1.41 HEROWUEIBREZIZRTICEH> L TOYMICEET A 0T - AIbFEN T 07y A VERE
THZLENTES,

1.42 77%%W MO FRIPEE, RFEMEIEREE £ 721300 EOBEZ O, ROIBFEIEICT DR

S BUEE TRT A0 FRERTFEZRIET S Z LN TE 5 R EERE, StRLERE

IZARNY A= T RBIN U IREE, BLUOIFRESEEEICAANV A T 2B LB O~
3R T HERRE,

GOG-0213_Protocol_Japanese_ver.11.0_20130906

— 162 —



1.5 rIrAL—ya L —F0RHA (08/04/08)
TIRAEERETINE T D 606-0213 BE NGB I N A L OMEOREIZBNT, BT
DrToAV—2aF ) —F0BHEZFEMT 5,

1.51 ZTRAIMEERE TN 2 EM £ 72 3R EMIC T, MERISEE, FRLSEREBEICASNV XS
ZIBIMLIZIBRIE. BI O FEEEIIAN U A= T 2B L7 DAY X 7 HERFR
BaR T 277 F T REEOBEREIVERE, FREEEEE £ 3IMEEORE O, BHEEAR
HMICBEES 50F - HEFHNT 07 7 A L ERA LT D,

1.52 HINRTTF Ry 2Ot ALFEE, RFRILFEEEIISANV X< T ZBML
71EEE . BLORFR{EFEEICARANY X 72BN LB O X< THEEERE IS
T AHREZMEE P E TR 50 FIRERTF 2 RET 5,

1.53 #FFEHIz2lMm DNA 2% L, —HIELA (SNPs) & AT, EHEEAGFHRB L ORIE
% & TR R ERIF O S AL HE » O o0 B 2 31 5., (06/22/09)
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2.0 HELHEBRIL

2.1 BRLEFEBLUREBRT A o OHEGAORHIL

DRELR T RAR & U CKE TR b BEEE O & WEREME O ARHEMEIEE CTh 5, S IIAREE T 16,
000 ALLEDBRENIELTHEEbN TS, TOELREHIT, FREOHFRE L OEAMEORE
Thb, BRIFENRDbNDLEEL, B A 7 NVOZFIREEEZITD2HBERE 0, Ll
RS, ER ALFEEIEICERG T HABEFICRBWTH, BT 5 I LI Th D mAEMEIXE W &
WHEHL T3, BURLENNELN TS, BFE Z0MBIISEMOEREHE LY bEI 2D, B
HIBBICEY L WBEOEFIMIL 2 FRHTH D, FEAFRERE OB LIREIED BRI L
RITNITRSRWVERED 1 D> THAD, NAC L > TEREOHARBENRBRWFRICE b2 L ik
FEAERY, bbb, siRE 77 LT A B TINETIZEOWNT R RBR I
TVWIRWEERNATH D FI & EWRF % RO T 2 EFEENEFHRIC KT T EE
M+ 272010, 202 50N AETEY FiF 5,

2.2 FIRFOBEIRAVIEHL

Fi- W SN ETT EREEIISUR AR O A TFHMBE BT S EEHEFINORMEIX. Bkt
RZTANGATND I, LrLEns, BRERENED LN L EHICKT 2 EEHEFIROKE
IXEFEE > TRV %, Second line {LEFIERIAETOIEEREFIR OEEMEIL, W DH D/
B CEIE SN TE = V3 PR TIL, second line BRYERTIZEA A2 ERHARIN & 5 BE
WCBWTAFHBEEDRARRKE LD EPRENTNS 245, Toptimal FEEREE] T 5 S
FEFEREELND & MEEIN TS optimal FHUTAE O3 A E 13/ NEENFSE C 37%~83%
R ATE S, FIREEDOIEL DX ZHATIEOME R — N, BB, O FhL L ORBROZE
BT AR R E B XA O 0T e o TORY, EREHER SN TIN R WA R KRR D it O
FeCIE, BEOK 80% CREMH T NITh 5, Sl RE, ERIMEFRE, sibEEED
HfE, @8R5 (PS), BEIENEEROY A X, BLWEROMER EORERKREENGIL, £ DOH%E
DRFBRBEDOFFEN D72 EHMOMEELREEICETL TNWA I ERRBEINDG 347, 20
FABIC LY . ZIREIBEEEFIRN S ThicEi< salvage (KFEFIEIC L » CTEFHBAFEICLES
NAZERBHOEMNUOEIEEIN, DWNEIEDY Y —XIRBIT A5 AEFHRI P RERR, ZRIOFIHT
NH 3 ABA, BEIL3B.9WA LD, salvage (FRIEICEET 2 WA C—ANICHE SN T
WA EE > TW5, ZORBROYL 5 — o0 H TR EFERIT. ZREFITEINC salvage b5
FBIEEZ TR0 loBEOBFRZEG OEGFHB T RE 48.4 W A) 2, FlaELZITTEEEZEOL
R IE (24.9 W A) ZREL EES7-Z & THotz, &5, salvage FEIEDOEMRTIIZF
WEZT-BEOBIF A0%PNEFREE SEL AT L0 L ANEE Z V—7Tidb T 15%
Tholz, HETAXL, ABESZ T =77 FFEFRK 0 a— A ZEL U BE & ZRAFIR
BICIE T T F T B RADOIEELZ T I-BEDOEE & bAEFMARITED L < salvage (LFE
ERNC R EFIN 22T -2/ N —T"LIXEERWVERTH -T2, BELL, TOREKEIX
salvage {LFEIEIZ KX ARNRENEARMELFZRTHZ LICh s e Bbnsd, LT, Fiiok
B % ZIRAIEERE T 2R D IO D salvage FIER X salvage (WFBIEIZ L D IRHREL.
MR L= BB OIERBEM BMICRET 2 2 &1L, TOBRDOEFOF v o A2 REIER D WHE
WRD D, ST v X MMERBROMNTI ORERTE T D Z LIk > T, B3 LRMEINEER
FHOEFAREEZEIMICHET 52 2122506 Ly,

2.3 PEFRSFEREOHERENL (10/01/12)
HREBICIRELZZITAZ EBREFICHEN E SNDIZEAEDRERZ ALFEEZESND Z LI
5, INET, BRoNTEBEOEA (= bRV KN, VRY —</ REFIAEL Y MRTH R
E) WZOWNWTZDORET CTORENERITEABEINTEZ, 61T, ZOMMDUW < D DIEHIHHF
BENTBYBEEEZET S Z ENRMESN TN D, T L OFIEANIN 2 HIEEE T CTOZ
EREE LT RIEHA SN T DX BRI L T FFRAPHCOND, IR E L7
BEMES & DALFFERNJER LTS HF T, BRI LV Z< OBRFIZH L TRV Z 0EAZ LV
EHMICEE LTS, ZNCbhhbbd ., ZOHEREFHMOBRNGBEICEOREHNR
ZHIEH L TWADNDIZOWTIERHATH D,
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X O BREY. BRAENRRD LNDBEIZH LT, & OIEAE - I13EHFN G- 20281 5 D)
EEODLOICHET 20 ThH D, < DEREE., IREOHYFTE L TEZ D front-line IGER
DEMEMEZSEICLTWD, 6 VAU EEREOEF I, —iz, 77 FFRANC L 5 FIHEICR
AR A @#%6&%&5%60;@ﬁ%?f77?fiﬁ%%wéW®§ﬁ@i HrHIgE
FICTHREEZZ T DBREIEUTARERZ L L TWA, EFEHEN L EHBICRSBEICH L

TIE, —WEE & LTI RRERICER T 5 77 F 84 & & 53 RO RREIC X A 18ER—
IZAThN D, 20O X 5 RIRFEEN EORBEAGFYMICEEL RITTONEIH L MR- T
WS, BRENTZE DT o Z 2MERBEOT — Z N LIZLTORRRRINS -

o NRTHU, FAVEEY VAR —</)b RXINLET Y, BIUVZ U ZXE70EDOHR
DIET T FFHENT, 7 F MEBTAHERBRO T T FF8A & T, BB LO04EFEHBO
RESEL LTS,

o TIFTREEMELETTIFIMEEEOM T, TN OFHERICRITLIEDHOETHRES
Nipotz, LnLRERS, 77%%ﬁﬁ%f$®$%®ﬁfﬁﬁﬁﬁﬂ‘@6%ﬁw%f?
Bl LT, VR —</L RFEYLET T TBIR CIIEFHBERE RN EIE SN
8, ZOHMmIX io%Dwa&w#\k%%#@ﬁlé@%ﬁﬁ@itiﬁﬁ7#4/(bf
TH Y THREPBENRNVBEE Y R —< REVILEVCOFRARBEESNTWD) [TEEL
TWD AR B D,

o T IFFHRIF BLOTTFFRRANOHFRAIL. T FHEEEREICS L TCRFICERNT S 10,
77%%%&&&%ﬁ/%ﬁﬁﬁﬁﬁimﬁ<&%77%+$ﬁ&ﬂﬁf®ﬁmiﬁ%ékw
b, H5FRHFEEIMARBROT — & TIXBEFEOICENL TWA Z LR ELTWS 1, D
BT T X MBI SN A SREMITKERN T RICIBRE SN TV ARSER L 1F BT
Moz, KOBEBINTFERZHRELEDL D =20 T ¥ MeE DARERRR TIL, EE
®%%ﬁigmﬂﬁzéht”oéB;\¢A75E/kﬁwﬁ7§%V@§VﬁAM%%ﬁ

BCld, 7T F T REEORE BT AEBEEAFIRRNINER T TF BRI O o T\ b
TEMEIEEEINTE B, Ef%ﬁﬁﬁﬁ%fﬂﬁﬁ BFORBONU—DBLREL TWETZORENE o
77

o T, FAVEVEL INKTTF, XRRVATTRITLAVEE Y, IAVRTTF oLl
S, EEEAFHBOEE (12.4vs 8.4 W A T — NI : 0,48, 95%E#EX [ : 0. 39~0. 61) |
ZEDM\ E (79% vs 57%, P E<0.0001), BLXOEDHHOEERE (10.4 vs 7.4 H A, 95%
BHREXE : 0.41~0.70) NFEFA SN, HEDORESTIIFEE TR VN, BESNT 50%T0
BEZUIBWTAAFHRER IR N0 o7 &,

_ME@ﬁ FERERNG, EEHBEEDRENRRIZRDOE, 77FF (BXOEFT L) &K

SZHORREENRS S EEXDNDEEIIX LT T F =R AL FEEIC &5kmbnéo
FROIIIZINEDEFIZBWTHL R L 2AEFEHRIEESRELHEIND, FFAEEC
FMEENTHZLICLoTh b INAEFMB~OEEL RIS 27200, 7% MR
BREERTILERND D,

2.31 FEZFEL
XY UBANL, Fa—T ) VEEGRORERZENIEDSZ & THRUNENES 2 F 20920
%LT@%@%%%%k%fﬁﬁ@ﬁﬁbﬁ?%é”m N7V EXELE REZFXELD
MEANIZ XTI 77 IV =B L, TEROIFRIEIC L H1RFICEIG LR WERIZR LT
EEE T, N7 U ZFEVIEKRFEHEA T A (Taxus brevifolia) OBEMNLHELNLE VT
A EHTHD . 2% a—o v 31 F A (Taxus baccata) DOERRIEN SHIH
ENBAED. 10-T T EFNA Ry DTV NMOEEMFLERTH D, 7 VX ELE RS
X B /OB IMENERRIIZEER SN 2 1320 n, FeEExtug, 7 U 2%t
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JUTHPEREEIC BT ARG L M U<, in vitro TIEMESHERT 5,

In Vitro F&

Ry YRZFRLERE L RSB LofMiatts ., #8o~ v 28 L0t ORI
BEERICBWTEME L2, FEZSX R/ L CRMIBER L VENTHS (1.3~121) Z
NI LA, Z OFERIT, ERTRERMENBENL DSV & BUNMEITET 28
HERLIVENZ L, BIOHIROBHA LV P> D LTWAZ b TER W2, &
B2, FEZFEAE, B b AT OBRICEELZRITL. BEMICES Aﬂ%%mé@
A2 INOOMANTREZAESN, X7V EZFELOBEE LT REZ /L 0ORM
JattE % LV RICT BRE Lo TV B FEENENR S D, Z DMOFUERAI & ORZZEMMEIZES
L Ti&. P388/D0X;. CEM/VLB 1000 3 X UNF ¥ A =— A/ LR Z —PIEL AUXBL %72 E DL A
PERIARRIC BT FEZ SR /LCT 2 REMESBD b ®, Ll Er-r
DT Y AT UMMEERERT A0 PHEY VBB ERT AT v A =— ANLRXZ—J]
BHAIZ BT, FEZ 2R /uicad 2 REMEEMRE S hoTe 2, 2E 0| LA
FRMERBTHTT 74 2B NT, Ft&%?w WX 2 22 ZE MR I X AR L I RERE S
ol WH D Llind B THLOFTRIL. FEZX BRSNS U Z 2V RRIC
BWTIEETH D Z & 2 MAkOE s —8 Lz 15 AT, FEOMIEKRIZI N TS
AT T F NI T BAEMEIL R b2z 1%,

< U RBEBETNMCET HE R
Bl6 AT/ —~ D=7 AEEEF /LTI, REZXBANNT U XX L THLNIE
PETSE - TWND Z & BEIES N, MO E AXHEEIZ 7 ) ZX28vLr0 2.7 fF2R LT
B NEZIFENAL00 mg/m’ i, 7T FFTHMEIREEICH T2 second-line IR & LT, 23~
40% DEHBVCTHBRIEFEZ R LT %, DWRiL, /X7 U &R AMMEERCRE T 520
EHICOWTORFZE R Thiiz, 237 U 23 AMMELEICHT 5 21 BEO K23k
100 mg/m? O E- T, FMATRERBE 41 NICBITA2EMEIL 17.5% Tho72 ¥, 61T
X7 Y BB UIHEIIEEIC T A RIED e ¥ 25 Cld, FEHMERELREE 8 AT
W 37, 5% DENRNEATH S &7z %%, In vitro, in vivo BIOEEKRT — &I <;4§
EL REEXIEMETSF AL N Y X LOYREIRESZICHERT A28 E UCHEE
WCHETH D, 8~48% D BEF\CRKENELFFERA 1354 L, MiREESAEHIREE L 25
2“8%% ENE T 21T, MEEEEHAONCIVEES 2D ¥, REeH X/ 100 ng/m*
TIRIEEZ T DR EREEN H 5 BE L WEBF T T 2 RIS s iE Sz, SGOT
%L<iS@Tﬁﬁ@ﬁL@®L5%uiik@TwﬁU7%R77§—ﬁﬁ%ﬁﬁiﬁ®
2.5 5Ll F & EREN D ITEEEE B IZB W T, BEVEE BRI 23.8% vs 12.9%
(p=0.06) BLUOFMEIZ LA 11.9% vs 1. 7% (P=0.001) & ZVEWRBEERNTD L
iz, $Eo T, ZORBRIZIIFFERICET ML VWEERKLETH D,

b MBI 2 ERME

BEOBIMRABRBLO1HEDT X MUB AR EM L, RS X OERIFEEIC

%4 B N2 3N OBROARMEEFEHE Lz, G0G #3E L TRose HAWREL., 7T 7
BLOZ X UIMEFRRE (WEEESET2O 6 7 ALAOEITLER) PBOLNDEA
H 60 AZEWNT 22. 4% DEFEE GERERZFE 5% B L THOTZ 17%) Z/RLi, T
HEETIZ FEZ 380 100 mg/m NG Shiz, ZOHAETEED 75%IZ Grade 4 DILIKE
PESFEER S 72 2, RARIC, Verschraegen Bk, MHHED DT ARV 30 A DFEAM AT RE /2 B
IZB W TEE 23% B L 3. 5 7 A OEHEEAGFHIM P REZRE Lic, Grade 4 OFERIEK
Bbn7 o b2 OBED 12%ICHB Lz, Rose OREREFME. mAE (100 mg/m*) O
REZ X /LDEETH - %, Markman (E, & X3 UMHEINEEBRSE 30 AIZBWT REH
LN (75 mg/md) FIMMLA, ZORBT, ¥%H UL Y U &R RENS 3 P
ALMICHEITT 556 L EH SN, /<27 ) 2 2 AR EBEOBBA TR E ) BVEF I
LT, ﬁﬁbt%m\Ft5%?W%5WLA7)5%ﬁw L HBIREF TN, =
DRBUTINT, 3 A (10%) OBEICEBOEDFNRRD bhic, 5 &Y ORBLBD
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NBHD, MEEMERIET Lz (30%, Grade 4) %,

I OMPEEE 2R — MIBIT 5B RERRIEHEIZZE SV T, front-1ine O IISEIRE
W95 & YU BK L T T RIBIGEREE R R 5 T X MMEEERREBR S EE S,
B STz, Vasey Bid, REZXEL /DA RTSTF o HAEESEFEED Y X
XN SNNRTTF oL U, BT 2 EEEAFHR (156.0 vs 148 WA, NT—F
b 0.97 (0.83~1.13)) B 24 W ARGFEEERFE (64.2% vs68.9%., NH— Rk :1.13
(0.92~1.39)) ZHE L7121, 07T NAOBEERGEL Lz ORBRTIIEENEFE LI ERD,
K& & %200 TIE X 05872 ik EtEs & b (Grade 3,74 DFERIEREIA 13 94% vs 84%.,
P<0.001), X7 U X X®N/DNRTTF 2 CIIER S ESOMREENR L DR LV EL
Bz (11% vs 30%. P<0.001) 3, ZHHDRBRIZLY . FEXFEADERBEDMER
L OLEEERHESL S, N7 ) XX EOREMERLOATREENRREB IS, FEXX
TS TAHELRAERISERR 2V Ens, bbb IRBREEESOHREES
Thmg/m? LT A L ERET A,

2.4 MEHEZERN L L iBEO IR ORIL

MEHEIT. BREEORBER IG5 R THERNRBED—>TH 5, EEMEE IO
EE 72N b BT/ NR B~ E N IR IEFEIR 7 (VEGR) 72 & oI B HARER T & it
THZ LK, MEHES 7 FARBESIEEC SN D ATEEEN H 5, IIREOEITE X OFH#IC
MEFTAENFOIEEIZ R L TWD LW EE S OFEHLRH 5 %, MEFED/NA F~—T—
DOFBE FEMEIIREOME & ORMICIIBEERBEGR H 2 Z L0 b AN X 2 MEFEDOHEEN
FESE OHELT 2N 5 FlRetE S R &5 %, §1 VEGF 1t/ 7 u—F AHiifiL, SE3ExR
A PRERESEE T MIBWTREOAMEL EFE L TE 2 Y, NV Xw T~ 7 AHiE b VEGF
F 7 u—FLHEO e ML BIFA T, rhuMAb VEGE & FEIZN 5, Y X< 7220\ T,
ETEIEEEE OEBOHEEAZHET S EA L LToFER, B X OB tERIEESE OREBETE
TOHIRE 28 &8 25 M LRk & OFFRIC L AFERICH T CTHERBERENSBE S TEE %
TTFF S Z xR0 FRE EEMIIEERS L OREREEREEOBRE LS L LT X
< THEFNC X AT O IFERERAS, GOG(GOG-0170D) 2 HE &z, Z OFE TFAERBRIZIT 62 A
NBEGE S, 17 T%DORBIRDBNELE SN 2, BRI 10.3 WA ThoT-, HARGE
WHARE M A ER N R RIC 72 5 EHE SN ALAWIZ LT, ZHVUEBRICEE RBEERTH
o7, HE. BEE. MR X ONERE e E O OMOBEEER TNV A THFRBICBE SN
HAEFHRERSDR Y EZ D L IIHBERFICBOCUIMESERE L OFBICE L TE LR 5 /EN
VETHD,

2.5 AR MESRA & A W BRI OF TR OB ER AR

D ETIEE T BT 5 BIRRIZE 22 b NS EIE O 1T 3 L OB AR EE R REBR D FFHL)S & | fEsk D%
AIRMEREOTIEETRME ANV X7 L O ARRICHERT 5 2 E R LN o7z, BRI,
Devore b, IB i3 L ONVHEI O IE/NHIFIATAEE 99 Aokt LT, IREMEITT 3£ T21 BEHR
BB HNRTTF /37 U EFBENVOHEMEZ TN A<T (7. 5mg/kg £721% 15mg/kg)
EDOFRBIED SEIZ LD 7 U F MEBE THRBRICOWTHE Uiz, B2h3RiX, (LFREEMEED
31.3% (32 AH 10 A) kgL, "NV X7 HBORHAETIL21.9% B2 AF7A), &H
ETIE42.9% (B5 AF 14 N) Thotz, ZOBEELTOET /MAHRERIL ECOG 12 X ¥ Elifi =
. BB 2TV B,

FVEERC LIX, FEWRE Sz, 800 AR B ARIBEOEBMERBEERE 2NNV A< 1
FE+Saltz (LFEEIZ L AVEE 5-FU/ oA 2R Y > /CPT-11. IFL) % L< X Saltz EiE+75
TR LEOWNTNNTT X MMEEIR SN 7- B IAERER AVF2107 Tl TEIMEER Th 524 F
WM OEENER SN, TOMROIFZEIE, BELEZLZAZ2EINCEED D EloTz, £

DR T, EEEAFHE, TR, BLORDHMICET 2 BIRAFHRER bER S (R
KM,
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IFL/ RNV X< 7 IFL/ 7 Z &R NF— R
(n=403) (n=412) (p fE)
R 44. 9% 34. 7% (0. 0029)
S R AT P 10.6 7 A 6.2 7 A (0. 00001)
A T H R PR A 20.3 5 H 15.6 7 A 0.65 (0.00003)

i, e, EEEEEARBS L OEMEXE DR CIEHE 2V EA2 LD VER & L
TRIESNENA, ZOBEMHEREBRTIX S L— R 3 OB IMER L OBARMARIE D A 5308 5 28I L
7=,

BEIRIEOEITRIBEEE 2R E LI N XV REOKFET & MEBE MR O FEfRIC
rBE, NNRURXwT L FOLFOX4 (AXHY VT TF 0 -4 77 Bl aRr]) )
ELTHOLNTWAAXT Y 7T F 8k L OFFAREL, FOLFOX4 BEAMEE & bl U C, AFHIM S
HEICERE L, E3200 B & LTHHNTWD ZORBORLESMIEMEESIT., 24T/
DAY X2 THFRABIZB N T 1TRIENTEY | TOFEFAER Th 3 &EFHMOIER N E
BENTZZ D, BEOPRBITORREZART 2 L 5 108E Lz, BRI, &4FER PR
B 1%, FOLFOX4 BMEED 10.7 7 ATt LT, Y X< 7 +FOLFOX4 FHEETIL 12.6 A TH -
Tro T OFERE TN X7 +FOLFOX4 FRTRIEZ S T 72 BB DFET U A 7 1L, FOLFOX4 HEMyEE
DEFITHA, 26% (ANTF—FH 0.74) KT Lz, ZORBRTIERD ONIZIEEEMEIL, v R
~ 7 LALEEER U L MO BERRBR TR SN A EREL L —H L Qv BEEEICEEL
EBIUHINEENTEBY , "NV X7 HAETHLVEETH T,

EED X H732% < OF I-FEREBRICBW T, #ERORAFrVa—LBLOHEBICL DA INVRT T F
L ERT Y BB NPEIEICANANV AT 2R LTSS 0O eM A ENEI LI N,

2.6 THLEZILELL

HILE AL BHLIEHR T AN, "NV AT 2 ELIRBE TR T ORAERMEM L, ThbD%
HEABHINAZLE L L, BFEMERLZEbbolz, KIFEEZSRE Lot CEE/RFIFE
ABR (AVF2107) Tik, BEZEILIX IFL OLDEEREEZIT HHEE TIX 0.3% Tho=DIizxk LT,
IFL/ Ry X TIRERETIL 2% TH V. 5-FU/ NN X< TR Tl 4% Th - 7=, FRIVEE
T DN A T OSESERETNMARAER Y ) — 28BN T, BB RILORERIT 0~14%
DOFFACTH o7z, "NV A~ T OEIMER F 72 3{bFEE L OFRIC L 5 T > 7 AMEFE MR
THETEBSN TR, SIBEELZ TSR LTI AT O — 70 5 ~ULE T AHRERIZ B
“C Cancer Therapy Evaluation Program (CTEP)IZ3RE ESNTIEFMOBE T, ZOEBHED Y =
7 RF AR L 2oz, 1T E A EDBRFITITREICENEEN SN TE Y | BEEEE
FBH Bz (2005 4510 A 4 A, CTEP IND Action Letter), E{LEZEFLIZ, B R, WRE
B, EEEERBIOBEEREOMETIHILEREND ZEFICBOTCLHESINTWS,
NNV A TEREEToTCHLRBEICERE. RETHORE, E3ER/ EENBESED L
NE5EEIT. BEREICELERILEZDLINETHD,

2.7 FEFREBRT VA OHEGRARIL (10/01/12)

o8 R MEON B o L OV B MEIE IR D FBE > B AR 7o TR AV 72 88 MARRER D~y X v 7 Bl &
HF—%  Jo b NI R BEINEE & b S TN X 7 LB R 72 B R M b R E & OfF
BN AEFHFIERR 2R LB RIGEEE 25605 & 772 BRI O RICE SN T
W(LEIE L OPFRZ TN T 2 72 DI~V AT RFA SN, Rl AV e B0V
BT TF 0 e NN X T OPFFULFRIEICHE XAV X~ T OHERHRIEDR, 77 F T REEMEOH
PR EAE O SIEEAGFHMAIER SIS EBE SN B, "NV X< T OERBEIC LY,
ZOBEEMICBIT S EEEAFAR E T2 FHMOERIC OV TIL RENETT2ETO
WRIRIEN DR E BT O TSRS D, Lo T, IPRILSEEEE, AVRTTF /37 )
BXB)N S NN R T HRBIEETINIANR T T F o T ZE NNy X< T RERE
IZHE < SN R T HERRR S L T 2,
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2.8 IRBUE R O EFRAE AL
HRERRLEOERERE LT I7FFTRBIVCE T AEYWOERNERTA2ZEICLY HE0H D
AN RA2BHES (HSRs) ~DOBEBNEED T & Lipo7- ¥, BHmEmALH, MR K&
e AR, ISR, REEE, AUBE, B, (KMEZ U CERCIIBRIR,SER e & ORI B,
BEIE > TRAZRE L o TV, 77 FFRANCE L CIE 1970 £R12, X7 U ZxkL
B8 LT 1980 ERUICBEICHE SvTn ey, THREICL T, HYEMS UL LIXREOH
EEVELTIEEEETHI EART INOOREEREICRET S Z EIETE TR,
Markman (X, DARTTF o 2H8E L= 206 Al OWTHE L, 24 A (12%) ICFRETS =3— R
BICEBSOSHER L 22 2 RE L, RIKOERICE 5 &, PHERGEITLRVWEES, FAIT
FREEZZTE3ADIBO 1 ADRCEEEZERTHZ ENTERLY, Lol &ifi. fA»D
EE D, NEROB —fRRBRICB N T, IVRTTF L eV Z X VO FEIZFDO—
FORBBISNBENDBEEZNRE LERBRE 0 7 7T AR L2 ERRESNTZ, 26D
BFEICT, KVEBEMEZ T UTHOHRS, EHOICEV BETETAE O FHEER LU0 A ICBEET
LHZEEREREENTEBY, BBLREILTWS, Brown ST, BAFREMIEEOEESD., 32
MNOBBESUSRENTZZ L 2WE Lz, 23 NEERIVEEEZIZEEE Ch -, 77 FF81E
(VAT TGFEANRTTF) BLUOURT U EXEMIHTIRIGAEE SN, 17 ATx
LTHEBEY e ha Lz Ei L., BiREE2RLT, 777 HRBE8 ADIH T ARBIOVIZ Y
& %2 VRIS 10 AD 5 H 8 ANZBW T, BEMEROFIERICKTI LT, Lee HIZ L DHEIC
BNTH, BEEZ 2 ba voFERICL D, 57 A (265 2—X) [ZBW T/ U2 X&), AR
T FUEIXEOBMBIOBFRENRELZFT -, BED 12%I2iE, ¥IEVER (index event) X
DHRBENENE SNAEHENRERPBOONTBY, ZN6DERVEL v fa—1rE3nT
FOROEIRBENTRETH 72 %,

BEUEDFIERIL, X7 U F XL 7T FFEFNC LB FEIRR RS TR 2 ORRIZR
THIFEA LR TR, HESNDHEHEIL, N7 U ZF2/MTd L TE 2~16%B LT 2
FIF L EHINRTTF UKL TLE~20%TH Y | BEORERENB N L BEES TN,
INETOE A, FRIGHET TIOREREITMET 2800 RBIIT b TRV, E#REAF
L BEIC LD 2 b OBEZAAHHE L BT 572 D OFIRE S TRE R IMEET 2 EH# L 5
VEND D,

2.9 QOL FHin D EFRAYARHL
AFRER D ETE DG (QOL) Fhy TR D 2 RICE R EK - T 5 JEERE T, 38 L O second-1line
DRIV EXENLETLRTTFANCNANT AT E2BMNL, S OICHERERELITY) 2L 0EE %
A Z &,

FR DT & 2MEIZET D 7 QOL FREIL, SRR E F IS F OFUEENRIC L > THEEDOE 2%
ETDHZNEINTH D, BEBEFNIESHBEL D T2 &L TEFERMZER L, QL 224
ETHREEMERD B3, BT X 2 EOHED ATREMER L OV 6 OE IR QOL I[CEFE S RIF4
TERBBHENVHIEHANDL, ZOMBEEMMTAILEEETHS, ZOL I, RNEERE
FiTE, BERIFRNCEIHENOEIET LM, SIEFEOEL IR T IEIAEERH Y, Z0%
IIEEAME ORI L > TAEFEOERKEEN S,

b ZFEIEICEE 3 5 £72 QOL fAREIX. second-line D H/IVR T T F L LR T U Z XA A<
TEREBML, ZOBANNV AT T L DMEFHRIEZIT O 2808, INVRTTF s 2%k L
PFRBE L AT, EEOEZLVBELSTIINEINTH D, HERFEEOEBEMC L > T, FEHRE.
B, BLOTHZR EOBMBEERENDZ EBHD 0, Zno0EER, AlFOBEOIESE
To RIS AR AT TR RE R H B,

EIEOE R, IPREERICSAEOREZIET D TAREICI A, K8, BERN., 120, BX
OLHEAERERZBET S, 37T HANOMADSERE the Functional Assessment of Cancer
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Therapy-Ovarian (FACT-0) % AW TFHIliZ4T 5, AL DEE B> TWDLRBREFICKHT HEHAIET
B & D FACT-G (General) k. HIRHY, #EEERT. 20, BIOLEORERO TAREND
BRSNS, FACT-G D=V a v 4 IR FEASINTEY ., LEAET A MEEmL, BEioN
—VaVTRBENEINETOT—F E—BETH5EVEHEME S Y HEEZHEFEL TV 5, FACT-0
(FACT-G D TALREE +IREIEICRFE O TALRE) oY F—a URETTIEL. 2RO RERB LW
TAOREE L., BERE B — Bkt A EEME (0. 74~0.92) B LUV IR UHFBRMEIC R 25
(0. 72~0.88) T very good 7»% excellent Tdh o7z B, FACT-0 DY, £IEOEICET 3
L OWEME & OMBIEMEN G, RO NCEFREE (PS). TREIRIL. B L OYRH & OREf%N b ERE
iz, FACT-0, FRZE{RRORERREL. HERERUEERUR, BRI UUIBEEO TAREIX 2~3 W AMDOA
EREE (PS) DEKIZBUR TH 72, QL IZKIFT AN X+ T EEDRIVER OB 2 %2 T E+ 5 7-
WDIZ, FACITJIE T AT A6 KB, S RICRT 28&. TR, FEHEK. BLORKIZEET 5E
RzEmir- (MEMmEAE (TSE)) &£93),

EEDOBICRIETFIROREL TN T 572012, B3 X Rand 36-Ttem Short Form Health Survey

(Rand SF-36) HAHERE TN REDT X TOERICEEAT S, FiEEE PF) THREZ. Ho
DFROBEDOEFEDEZTHES 2 L 227 F A el EFEOEICET 2 ERNZ2ERMETH
% Rand SF-36 ®OH D 10 IHB O TFALRENHRL D 4%,

HAEETARELX, BEEESECHETAEANOERIND, T, BERE LA & AR,
EBZ, BIOEHEESHZITO 2L ThHho, FHEB L, BEFOREREBIC L 21EOHIRIZONT

MRIBR &322 250 TIEFICHIBRE NS ] T TO 3IEBORE TIN5, FINERETARE
DERITEE —E ML excellent TH Y, o fRHIE 0.89~0.92 DEIFATH B %, HEHEETMNRE
W oD B (R RE EE (Sickness Impact Profile [SIP]. r=. 67~. 78;shortened Arthritis Impact
Measurement Scale [sAIMS], r=.60) L HEIZMBEIT 2 Z 3B L, HEHEE TALRENRIR
DEVEZFEBNVEEZHRI LI Ik oT, ZHEMESIGICER IR Y, 20k, Hif#EE
TALREE L, P GE/NHIRE R EE O ME RN, BEMRKEIREEE. B L O E2RBEE I *)
% OEEEIZ BT 2 BB EUS U, IEFEGE T & Bl T D [ 50 % 72 & QNI HE I TI 18 O BRI 55
CECAHEROM Y OEEDEIZBIT D EWVICBETH D Z E A L, 2,474 AOFERIS:
FWZEDSNT, FFEHRHIRINLEFICK LTH, B L OER 7 L —7 12 L > T SF-36
DT _TOTFALRECK U TEEREL N 5,

EIEOBICET AMBEEOMELRIET 7D 8 SOEMAESENS (MBS (S)) &7
%)y IHNHOERTIE, EH, EHR, ANCBET AR, BXOWEERER EOMBEL Y #
5, FREOBERIL, 606-0152 (Suboptimal IIH] FEZMEIIEEEE B L35, 4 L F— LR
BEERE LI VAT TF e 8 — O VRATFSF LRI Y BZXFENTLDET H A
(LB FEERER) CFER Sz, WL OO ERIE FACIT AVEOBRIE S AT LA OBERENSEEA L
= 61, OB RIX FACIT OB RIS LT 2 £ DB LTz,

2.10 hrT A= 3 —FOEE L HHRIL08/04/08)

A7 hard hT A L—3a Y b —FOBRIL, BRIVEEOS T - A{LFEHRRAICE
BERD, PIEEIEICR2 T A EITINRE RS O RESNERT I L {mbinTing, Lxn
L7l b, fENTRICAFETD Z EDREIICEE LW Z &G, 2 OFREEIIARENIZSFD
MOEETHD, GOG Tissue Bank HEEE TI, UNEE DMRAED 5% AW X% OFMIR SR I MET; L
HTHDZERPELNIENTZ, EHIT, BE ENTO D ERINEEOBRK TR T — & Bt &
NTNEDEFDLTHN 2 RIETH-T,

Ao o, S S DOEE AR U SF LU CEEHT 4 O L O JRFRIES & s L,
REBFHRL LUOEABRSHEE ORI EET 2R BOBESZRMET 5, BELERIZ, v 171
TUABIREAWIEEORER T 07 7 A ) o 7B R 600 LLEbREESNTEY,, 2,
NS AT & BIRMMEEICE T 2L ER T2 LTI OFEOFRAENIRBHI N TWNDLIZ &%
TTHDTHD, b MEOHTFSERIZERAIND L5727 7 AFRAB LY 7 AR OFERNL,
GOG-0213_Protocol_Japanese_ver.11.0_20130906
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FVIAXI7VVFF R~ 7u7 b4 EZROTCREAMFOBETFRRET A Nr—x L LTE=
& — L7z Golub BIZ K - THIRENT 2 7 T AFRTIE, TOEBERINETICHEPAINTEZY T
A L3R < B4 % informative genes DY 7 v MBRIEIIRIESNZ, BT, TOBOME
T, ZNBLOFEEHWT (9777740 7 OER] 2FEFEL, RRFICEORKR L OME
T B HET iR E T b Lis, R ) VSRR RN cDNA =4 7 a7 LA BER LT,
Alizadeh 51X, ONFEAMKHIIAA B #RY L oNEORB 07 v 4 V72 EH L, £4EFHR
CHBET A Z OEMEEDO D TRIICELD 2 2OREFRE LT %,

X Bz, FEAIMERREIC B3 2 Bl OBFR T, IIEREIZR T 2 EBAMMEORRICEE L B2 FF
OHFEMEN D B, EEOEBEN LA FIBENERICHA I TS, Bz X, DNAEEREED
R L~V L OBEREEILI A 7T F UMEICEb S L EnTBY . 00— T, MUNEERIT
NI Y BHTVEZHICEETAZ ERRENTWD S 260 in vitro THEE INT-#iE
iE. in vivo ARDEERETCHREBIUONY T =2 a U ETHIMNERD D,

TURIEBHETFREZ TS 7T F T REEZMOER IR RE, FERMEERE g R
G0G-0213 BEIL., BRINBEONT - ALFHORBIEZ EX ST D KN BERER LT D
720, A~ VEENRT T 4 A CREINTRER E IIERRIEE. FIFRiomERE,. F
TRt O MR, F~ ) CEEFRES., BUEERER. F~ U CEEEREBCHEEFA
AT 5 2 LR TE D, FRETOMBER XML, ZROESEHEFMOBNCER L7 ik
MHELNS, ZREEEREFHEZZIT S 6060213 BED- D2, BHEN-HEHE., MiEB X
VIR OBIRIZB DT BT RESS =D =B LRI T 7 A NARLICERTRET vk
A DEFERBIRE ZFOEBTEELSOH AT —ZICESWTEIMET 5,

2.11 HFgeAIc4m DNA 2 {8 4 % HRH1L(06/22/09)
SKEESTEAFZEAT (NCI) 1, Gynecologic Oncology Group Z &3 Cooperative Clinical Trial Groups
et UC, MRz R Losslfr — 4 (EEEAFN. 24 FHH. 2B T UOEERL)
7 L NCIBIRIZET218H L BEMIT TEZLOND L O, BRRBRICSIN L T 5 BEO2mk
BEERL TS, 2. 7/ 2EHEER L OEBEERFIN AL BN AEEXET 570 TH D,

ABE PR R D FA & 721 GOG-0213 |2 B ERF A DEE L, SEIOFEMER L OSHOMED D
2 10mL DMK OEFEEZRDbND, BENREO L S RREE T 5 & LIRFICEERL KT T
Z 2 E, S EIORENZERCA % DD - DI MR DFRIREB L OMEA 2RO R WEETH-> T
&, A GOG RERCEBINT HZ LITAEETH D, G06-0213 IZBEFFHDBEF I L Tid, o TE
BRI OKFEZ RO BYLEND D,

2.12 —HHEZLA (SNPs) BLXWSNP 77 71 U > 7(06/22/09)

A2 O—HEFEZ (SNPs) BELUISNP 72 7 7 A AVNRE < DEBIZBITAEREE L EEL TW5
TERE<HLENTVWD, BEBBRAEDV R BEEOY X7 BEOAFHMEB I OMLEEE
DEMRETHD, bivbihii, BEOEFE, BEEX. £, BIUESZE0R LI
REESNR, SESERBRRELFEEET S SNPs ZRETH720IC, 7/ 5T A K SNP BERF
BB LOME~ O SNP T WD Z L B RET 5,

2.13 I (FTCA) ZiEA A5 ERFRAVIRIL

JRFEMEIVE I, BEE T A 3.3 AOFIE TRIET 5 L ETiss D& bR BEEED—>T
BB, TOFPECSEPNDLT, AEEL, VAZET (Flvk LOKREE) ., 7/ 221 (LoH
3q BEL D 8q, lq. Bp. Ta. 12p 72 HTNT 20q) . BElE T E% (Her 2-neu, P53, BL N k-ras BHE),

HARE (RE~OEEER) | (FEEICHT 28D, BIOBRHIC L2 PREAFRRZE 02
< OFE A, ISR L OVRRMIEEYE & 08 LT\ 5 % BRI OREIL. JRIFEMEIFEEIZ
HI@ET D, Ll &bELVAIZ, BRCA BRFERL ZNICHEL TR—ZX T4 &0 b1
RITDINEREY A7 L OBEETH D, BRCA BEFICEREZFOLMEIZOWTE, Ny s 7o
REHEUCAEY A7 M 120 512725 L E STV 5, EBR, FICA L2MrE i, Ip

GOG-0213_Protocol_Japanese_ver.11.0_20130906

15
— 171 —



B2t L Y b BRCA BIZFICE R LS R BHEWAREELRH D, T LH72Z
e, U A BEBFEEIIIE IR T (RRBSO) %231 DAMEICH LTk, IREZFIEE/RPR D
HL., SRR CEmBIND X 97 step-sectioning ZEMTHZ ENEHEN S,

FTCA BLOUIEIEIC BT 5 —HOREB L OCEBRT I AZETFRHL LB &b, ¥)
EAABLAOEIRS & debulking ¥ 7713 staging, 77 FF (BLOEZ ¥ ) XN— 2@ LEEE, 2
BRNIY—_A T A7 hajb (CA-126 &) 7ol D, 2D 2 DOFHAEDTT DRI T
Za—FREUL T THEIIIEH 600, b O b UNIINE, IIE B LU O £
IeARE HXBT D EMZZ BRI OV TOEENELNTWRWT & E2EE 2 T, 2 OFEEHRHF
T FTCA eI+ 2 ON@ET & Bbh b,

2.14 HEBIO~A 2 VT 4 —OAEAIL
Gynecologic Oncology Group 3 XU GOG OEMNftE% 1%, #WERE 1272 5 AIEEED & 5 BE O RRER
FXON R ARBRA~OSIME, RIEE L IIHESRBENEROAZEICUTEDRZ &1y, B0
MR TR S5, ISR, DVEER L OURREERE 02EMEREK T IBEEMAZ IR, @
HEZRICT TR TCORBRELART 0 F VB L, 2O B RIIZED M7 DIZHE KRB DL
NEHH,
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3.0 BAEOBEEHIE & BRI

3.1 IR ,

3.10 8/28/2011 IBRIZE G T D EE L. BERETFINOEMTH Y SABHEEEL T 4 2MEEIRIC
Lo TREENAZ LIV TREREL TWARTIEA D 22V, (08/29/11) (12/19/11)

3011 BT, BEBRRL WD ERMIEE, EREEERERED L IIIEEOBBFENZ 2%
T TWRITIER B0,

3.12 HME=FEOIC. LT o EEMaR o B RN EE TH 5, FERMEIRE. JEPNEIRE ., R RE.
Ko, BAMEiRE, BEA LEHESEE, BT LEE, BT Lo —EE,. 770X
FOMOEBESISNTWRWREE (N.0.S.),

3.13 BEIX. YIEOTTFh-Fx3 1 9EE GV A 7 blb) I L TEESESEZRLTWAT
U7 720, (08/04/08)
3.131 FIEMEFEEIC T A RERZNTITL T OMARE ENTWRITER bW AT R
(Physical Exam) EE72L, NZ2EERL, X—RA 74 TLERELTW=HEIE, CA125
DIEE b, BEFEMETIIZRWA, PIEEE (3.133 TEHR) ETRITbI WS X
WA () : CT, MRI, PET/CT 2 &) I2BWThH, L LR SNILERD S,

3.132 T RTOBEL, GIEEREE (FSFF B0 R RRAD ETH6 VAL b, i
17 00 B BRAOTEHLAS 72\ VRS AR 248 T U 72 < TIE7R B 72y, BIEIREE I AR M SR S
(N RTT) BEERTHTS LW,

3.133  MIERAEICI, RN E L IIREFHNERERTNORICHFRENEEND Z RS D, L
MU B, B L EIEIC LA MERRIEIL., BRPENMNIESN DRI 6 5 A
RIS STV i ie 57220, EFRERANC X AIBEE TRIXRVE VRE TR
FEEZT TV 5B, WIERHIRME L FRIETE TH% 6 0 AL LB U CHERME S
. o, EVFRREEORKREEND 4 BEUEREL TORIE, BRTH D,
(06/22/09)

.14 BEIX., ZoORBEOBHNDOZOICERMICHA LN 2BERRELZA L TWRITIUIR 57220,
(08/29/11)

3. 142 JEREERZ (RECIST) 13, D72 &b — I CTEMICHETX 5 (REE STEIND)
1 DUEDRE L ERZRSIND, FREE., EROBAEE, MRI £721X CT CTHIET 25681%
20 mm LA, ~U )L CT CHIET BEETE 10 mm DL ETRITNIE R 67220,

3.1 WMEZREAETR ¢
3. 161 B BEMSEE  AF T BREL (ANC) 1% 1, 500/mm® LA_E (Common Toxicity Criteria for Adverse Events
v3.0 (CTCAE) Grade 11Z#E¥),

3.152  iMn/vERZER - 100, 000/ mm® LAk (CTCAE Grade 0-1),

3.153 BHERE: 7 L7 F = ME (non-1DMS) ZEYE(E LR 1.5 fFLLT (CTCAE Gradel ) (03/15/10)
(08/23/10)

3.154 fFise -

3.1541 MAE UV NVE U TEEMEERO 1.5 %80T (CTCAE Grade 1),

3.1542 SGOT/AST BXOTFT A B Y 74 A7 7 Z—Fix, BN WSS ITEEME FBD 2.5
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EULT . BP0 558 13 2 E RO 5. 0 fFR5m,

3.155 Z OmEKSIRIEIL 8/29/2011 X W ENCEGEINZAE L, 2O BFAUBICBEGEI NNV X

3.16

3.19

< T OBRERBRLEFEELZOLMIEREINS, (10/01/12)

BEDORY T~ VT F =0 (UPCR) 1, 1.0 mg/dL R TR auiE e 572, UPCR
1% 24 BEREIBIR D X L3 7 HEitt B L EEMEE L T\ A, BRRIZIE, UPCR 1.0 1% 24 B5RIE
JRCH X7 1.0g IZHIY T 5, MEAIRICHERIRZ 4ol DL EERIT 5 (24 FERIE R T/ <
ThiW), REVARIBEIOI LT F =2 LUV RET DT DICRBERE~ED5 [Ex I
T 5], MEETY VN EBE (ng/dl) BLOZ VT F=RE (ng/dl) 2HIET 5,
UPCRIZIR DRI ORD BILD - T RE (mg/dL) /27 VT F=BE (mg/dl),

(Z OB FRUENT 8/28/2011 LA OB GEFIITEM E N2 v,) (08/29/11) (12/19/11) &
ERETFITOERM TR WEFIL, (EBEE~DT o F MEBIRNCHEKR TH D, FRBRIEY EER
O CREZIEFBREN R AR RS ITRH O OBRAER LU debulking 23R ATREZ
BE. BEEEREFROBERS & XA LRI,

B IL. Section?. 0 THE SN A BEEIOMNELREEZR - L TW22TIUEe 5720,

BFEIT, AREINFA T r— b Fartvy MBI OEAORERBHROABRZIEICONTO
FEEICEL L TWRITIIER B R0,

BED GG NR—T F—< U AAT—HX AL, 0. 1. £71E2 TRITHIER B0,

3.110 BFEIL., 18U ETRITNIE R B0,

3.2 [RAHIYE

3.21

3.22

3.23

3. 24

3.25

3.29

FHERREE 2 VO A VU ERIT TS EE MERFREI T 7> R L2w),

OF SRl T IR IE &2 30T T B A,

JERE & 7 (BB~ OBEHRIE OB & 2 B,

FRIREI 0 LBEIC IR ETFIT 21T > Q0 5 BFE IR s, (08/29/11)
WHEICESEE (REME) FRMEE (Grade 0) OMBENRZE 2321 THRIOICEIRR L,
Z D% L IZBRR HTITIRENE R IR & 7 3R R & R L7 R I
Section 3. 12 \ZFEHl L7 LA /2 L TWILIE, B TH D,

KRGy L ORES DI ARG ELEL L, HOMNGRAZEE IR FEILOEREZE T 5 BE,

JEEE I BN OES (UREE. IR, B X OURFBEMEERSE AN (S8 5 LERED
BEER & 5 B3, (06/22/09) (03/15/10)

BEREEFEREORBEEE - IEAERSLBE, 2L, UTOEEE2TRTHZTHES
WX ORY Ty EEIZ IBEILLT - HEREIEBICE 80, REH LILY o8
BREN 2 FLERREERME, PRI £ 7213 F DM FIGO Grade 3 DIFZE 7R ¥ DR/ LHR
B-Crtavy,

av ha— )RR ORBYESFH T HEE,

GOG-0213_Protocol_Japanese_ver.11.0_20130906

18
— 174 —



AHRBRONET 2 RIBIZHIRT 57, BEICEEDY A7 EI3EFROETE 26T E
bivd, BEEEFICEROLNEEONBREZHFEL T LEE,

Grade 2 DL EDOREHEREENH 5 BAE,

INRFZF o BEON/ T332 V2% L HMEFEANCEP T 26T LLX
—FISDBEED S L 8BE, L. T b FBEERCT LLEX— (88 FIand 5B
FEMRBAET 0 7T AEET o ha AV BOBERRICKII L-SE . B LR,

T OWERRIEYEIL 8/29/2011 X VENIZEREFENT-BE L. ZOAMURBICEE SNV X
TOREZBIRLU-BEORCHEBAEINS, (10/01/12)

F ¥ A == AL AZ—IRBEAOEME 13- OMmOBE 2 v MR E T e MEFEIC
STLUTRBUETH D Z ENHA L TWABE,

TEIRD ATREMEAS > 1 U2 BEITE 21T > TUWRWERSE | IR F 77 138 HIR AR ER O Rk ©
HbH, TNET, BELEE FORIBICET AHRIIITON 370, BRICEE L
ETHRESENR D D, ~ANV A T ERATOMBEHAEDOAIZE S35 VEGF 28R fLE
L. FUEPBEL BB T AEERND D, LIER- T, "N A~ T H RIS 5 R
TR, 72, HFICRT A EFEERAREICE LT, 7238 L Q20 EIEY R X
CEHMREERNSH S, M2 T, HERICT V& AMETE D T b AR BNRE T, U558
LB R 2 b DT aREERS S, EBIC, NV AT Db MAH~DHEIZ
WTHELMCENTVWARY, £ OEAFITe N~ END 2 20 b, "RV X= T
ERIBICHRETHRE TRy, BFIOIL L, BEFORBICHTHILEREY X270
FEEMEC DWW THEENT 5,

AT )< HEREEERLS TOMOBEEEMEIEENH Y . BE b ELNICEDMOBEDEF
EERTHIR -7 (b LIEH D). FLITLFTOBOIGENAKT o N a /L OIREICER
ThHEE,

T OWEEFLET 8/29/2011 LV ENIREEENT-BE L, ZOAMUBICEE IR X+
TOREEBBR L ZBEOREHA SIS, (10/01/12)

EEMEOHMA H 25, FodHmEE, miEEEE S L OITRnFEME S BER Y
Hifno U 27 REWRESNEE 2545854,

ZOBHFRLET 8/29/2011 LV ENIRGEENT-BE L. ZOAMUBICEE SN X2
TORERZBRIR L -BEOXEA SIS, (10/01/12)

KRB OIGEYIR LV 5 FELNIC, REMEMIEE., EERN2EBYRETIIo o — /LR
R R M, b LM EFTOBREZEFRBMREEZEDRE L ZIXIEEET A
(Physical Exam) TOFFMLMNH 2 EHE,

COWESRENL 8/29/2011 L VENIZEGRINT-AE L . ZORAMUBICEFEINANNT X<
TOREEABER L-BEORIEAENS, (10/01/12)

PUF DX S 2RI E R 2L EREEN S D 8E,
3.381 BERARUIBCEEENHLIBEE, TAbLPREBEN0.24WE2B2 5, - 2ELLL

X3EOEET oy 7RO LN,

3.382 UUMEHAIC 150mm Hg %82 5 F 72 ILIEEHIC 90mm Hg #8825, 2> b — L REO&EM
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H

3.383  BERAT6 W ARMOLHEE, FEIRS L HEIAREPRLIE,
3.384 New York Heart Association (NYHA) Grade 2 LAE®D 5 o ifiids R4,

3.385 IXEIBELNE LT HEELRRER,

3.386 Grade 2 L EDREMEERE (72720, ARBLENRET, D OKANREEDE > T
WU BRI AN 24 BERESREE o0 EIER 136 <), (03/15/10)

3.387 67 ALINOMMMMEREE (CVA) DBEME,

3.39 Z OWEEAET 8/29/2011 LV ENCBEINIZEF L, ZOAMUBICEGE SN <
TOWEZRIRLUT-BEORCEHA NS, (10/01/12)

AFRBR VR4S P AT 28 B LAIPIC R & 2 BIAOALE ., DIBRAERR. thil b L <IZE DM OBK
Bl 72 T HBIRFN LE, EIFERBMELZT TOEh, @ ARRBROMR
IZRE RABRLE D LEMEN RIAEN TV D BE, ARBROIEERAEBET 7 BUNICDE
WNEES S L IFERMTOI TV TZEA,

3.391 VRIEETO _WRAIEBEREFH 21T o BEIL 2 VA VNV A TNV AT DRE 25115
(Section 5.234 &),

3.392 [EERELSO B TIREINC T E 1T 285 S, Section 3.1 OBEHBREETEZ LT
WILE, BT A2 LNTE D, "NV AT 2 EG0RICT VH MEBEIN Shi-BE I
WL EDFH S T u b 3 VIR £ CloRiK28 BSR L TV AR T IIER 57220,
SPHER S A— FRBEOF 22T -EBE X, 7o haEERGE CICRETHL 7 B
BL WL 580, (03/15/10)
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